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Proposed Regulation for Safer Consumer Product Alternatives 
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As part of DTSC’s commitment to transparency, we have posted, in the order received, 
all public comments received during the written comment period that began on September 
17, 2010, and closed on November 1, 2010.  A transcript of the public hearing that was held 
on November 1, 2010, and included oral testimony, statements, or arguments on the 
proposed Regulation for Safer Consumer Product Alternatives is also in this document. 
 
To view specific comments, you may click on the bookmarks to the left within this PDF. 
The bookmarks will take you to the first page of the corresponding comment letter. 
 
 
 

# NAME OF ENTITY SUBMITTED BY 
1 City of Guadalupe Fire Department Owen , Jack 

2 
Integrated Nano-Science Commodity 
Exchange (INSCX exchange) McGovern, Charles 

3 Sidi America Inc Moore, Sharon 
4 Electronic Recyclers International, Inc. Shinault , Thomas 
5  Vernon, Thomas 
6 Fiesta Lauber, Michael 
7 ImagAbility Inc. McKinley, Rock 

8 
Bay Area Clean Water Agencies / Bay Area 
Pollution Prevention Group Chastain, Amy / Newton, Sharon 

9 EPS Molders Association Reiter, Walter 
10 California Attractions and Parks Association Robinson, John 

11 
IPC-Associated Connecting Electronics 
Industries Castorina, Stephanie 

12 Wacker Strong, Mike 
13 Irwindale Chamber of Commerce Bailey, Lisa 

14 
Assoc of International Automobile 
Manufacturers (AIAM)  Stanton, Michael / Cabaniss, John 

15 The Marketing Store Worldwide Kraus, John 
16 BASF Heltzer, Michael 
17 American Coatings Association Taylor, Stacey-Ann 
18 Wild Planet Entertainment Grossman, Daniel 
19 Arylessence Tanner, Steve 
20 California Aerospace Technology Association McHugh, Gavin 
21 Kern Oil and Refining Co. Richards, Robert 
22 DoD Regional Environmental Coordination Huber, Michael 
23 Emerald Performance Materials Gotch, Edward 
24 JR Simplot Co. Van Domelen, Timothy 
25 California Stormwater Quality Assoc. Taylor, Scott 
26 European Commission Berend, Klaus  
27 Western Wood Preservatives Institute LaDoux, Ted 
28 California Department of Public Health Kreutzer, Richard 
29 Institute of Public Health and the Environment Banasik, Marek 



# NAME OF ENTITY SUBMITTED BY 
/ Albemarle Corp. 

30 Design Chain Associates LLC Kershner, Michael 
31 University of Massachusetts Lowell Geiser, Ken 
32 JDMT Inc Theroux, Michael 
33 SOCMA Nanotechnology Coalition DiLoreto, John 
34 PPG Industries Neal, David 
35 Recology San Francisco Puk, Billy 
36 North American Metals Council Roberts, Kathleen 
37 Toy Industry Association Hackman, Andrew 
38 Halogenated Solvents Industry Association Graul, Faye 
39 CHPA Al-Mondhiry, Rend 
40 Semiconductor Industry Trade Association Diamond, Thomas 
41 American Cleaning Institute DeLeo, Paul 
42 Defoamer Industry Trade Association Kraska, Richard 
43 National Electrical Manufacturers Association Pitsor, Kyle 
44 Volvo Cars of North America Kopstein, Adam 

45 
American University, Washington College of 
Law, LL.M Program on Law and Government Jamison, Yolanda 

46 Hewlett Packard Wilie, James 

47 Ecolab 
Christenson, Steven / Westerhous, 
James 

48 PPFA Cudahy, Michael 
49 Life Technologies Martinez, Janet 
50 The Vinyl Institute Gregory, Bocchi 

51 
Food Packaging Coalition (Keller and 
Heckman LLP) Hill, Devon 

52 CalChamber Callahan, Robert 
53 SNR Denton Roberts, Gary 
54 Unifrax Corporation Venturin, Dean 

55 
Consumer Specialty Products Association 
(CSPA) Power, Kristin / Fratz, Douglas 

56 Dow Chemical Deford, Connie / Fischback, Randy 
57 California Industrial Hygiene Council Lasczc-Davis, Chris 
58 SABIC Innovative Plastics Crew, Charlie 
59 Porter Wright Morris and Arthur LLP Monica, John 
60 Titanium Dioxide Stewardship Council DeMille, Curt 

61 Can Manufacturers Institute 
Cullen, Geoffrey 
gcullen@cancentral.com 

62 Natural Products Association Welch, Cara cwelch@npainfo.org 

63 California Retailers Association 

Dombrowski, Bill / Johnson, 
Seiglinde 
sjohnson@calretailers.com 

64 Gradient 
Lewandowski, Thomas 
tlewandowski@gradientcorp.com 

65 Johnson and Johnson Crowley, Philip cclark8@its.jnj.com 

66 Society of the Plastics Industry 
Mumbauer, Kyra 
kumbauer@plasticsindustry.org 

67 Personal Care Products Council 

Myers, 
Thomasmyerst@personalcarecoun
cil.org 

68 TR Jacob and Associates 
Jacob, Thomas 
thomas.r.jacob@gmail.com 

69 Clean Production Action Rossi, Mark 



# NAME OF ENTITY SUBMITTED BY 
mark@cleanproduction.com 

70 
Silicones Environmental Health and Safety 
Council 

Thomas, Karluss 
jfleece@sehsc.com 

71 
UCLA Sustainable Technology and Policy 
Program 

Sinsheimer, Peter 
petersinsheimer@ucla.edu 

72 DuPont 

Medley, Terry 
Melissa.C.Joerger@USA.dupont.co
m 

73 Alliance of Automobile Manufacturers UBecker, Julie stashjian@aiam.org 

74 Arkema Inc 
Bernstein, Rebecca 
rebecca.bernstein@arkema.com  

75 Proctor and Gamble 
Froelicher, Julie 
froelicher.jm@pg.com 

76 SC Johnson 
Pearce, Christopher 
cppearce@scj.com  

77 Department of General Services 
Kimura, Bryan 
Bryan.Kimura@dgs.ca.gov 

78 
International Frangrance Association of North 
America Abril, Jennifer smechum@ifrana.org 

79 Grocery Manufacturers Association 
Silveira, Caroline 
csilveira@gmaonline.org 

80 Coalition for Practical Regulation 
Forester, Larry / Burlson, Rebecca 
RBurleson@cityofsignalhill.org 

81 
National Rifle Association / Mitchell and 
Associates 

UMitchell, C.D. 
CSanchez@michellawyers.com U 

82 Tri-TAC 
Horenstein, Ben 
bhorenst@ebmud.com 

83 BIFMA International Miller, Brad bmiller@bifma.org 
84 CHANGE UMiller, Ansje Ansje@ceh.org U 
85 (indiv) Kyle Amy adkyle@berkeley.edu 
86 Rubber Manufacturers Association Amick, Sarah SAmick@rma.org 
87 Ashland Consumer Markets Starr, Gregg GStarr@ashland.com 

88 Koch Industries 
Butz, Tom 
Heather.Bowman@kochps.com 

89 Alston and Bird LLC  
Gorsen, Maureen 
Marisa.Blackshire@alston.com 

90 Cradle to Cradle Product Innovation 
Luther, Bridgett 
bridgett@c2ccertified.org  

91 
Motor and Equipment Manufacturers 
Association Wilson, Ann sdelcid@ka-pow.com 

92 Pharmavite / Tatro Takosky Sadwick 
Tekosky, Steven 
SteveTekosky@ttsmlaw.com 

93 (indiv) Puk, Billy cpuk@recology.com 

94 American Forest and Paper Association 
Noe, Paul 
Laurie_Holmes@afandpa.org 

95 NSF International McGrath, Teresa tmcgrath@nsf.org 

96 TechAmerica ITI 
Gregorich, Joe 
joseph.gregorich@techamerica.org 

97 Silicon Valley Leadership Group Mielke, Mike mmielke@svlg.org 

98 American Chemistry Council 

Walls, Michael 
Tim_Shestek@americanchemistry.c
om 

99 Clorox Jones, Victoria 

mailto:CSanchez@michellawyers.com�
mailto:CSanchez@michellawyers.com�
mailto:Ansje@ceh.org�


# NAME OF ENTITY SUBMITTED BY 
robin.gentz@clorox.com 

100 California Grocers Association Bush, Kara kbush@cagrocers.com 

101 American Apparel and Footwear Association 
Lamar, Stephen 
slamar@apparelandfootwear.org 

102 United Air Lines 
Steven F. Sulgit 
steve.sulgit@united.com  

103 
California Manufacturers and Technology 
Assoc Rogge, Mike mhull@cmta.net 

104 California Product Stewardship Council Sanborn, Heidi heidi@CalPSC.org 

105 Morrison and Foerster LLP 
Hsiao, Peter / Tarantino, William 
ATozer@mofo.com 

106 Unilever 
Linard, Jack 
jack.linard@unilever.com  

107 
LA County Solid Waste Management 
Committee 

Clark, Margaret 
TSANDERS@dpw.lacounty.gov 

108 Green Chemistry Alliance 
Ulrich, John / Koepke, Dawn 
jrulrich@comcast.net 

109 Mattel Inc 
Murat, Corinne 
corinne.murat@mattel.com  

110 California New Car Dealers Association 
Morrison, Jonathan 
jmorrison@cncda.org 

111 Assembly California Legislature 
Feuer Nava Monning Huffman 
Chesbro 

112 Department of Pesticide Regulation Warmerdam, Mary-Ann  
113 LyondellBasell Industries White, Wm. Claude  

114 
Sacramento Chapter of Physicians for Social 
Responsibility 

Wang, Harry 
harrycwang@comcast.net 

115 Method Adam Lowry 
116 Ford Motor Co. Adsit, Don  
117 FMC Corp Nevrincean, Patricia  
118 Eastman Chemical Co. Schurger, Marc  
119 San Gabriel Valley Economic Partnership Kurtz, Cynthia  

120 
Sierra Club California / Californians Against 
Waste Magavern, Bill / Murray, Mark  

121 Adhesive and Sealant Council (ASC) Collatz, Mark  

122 Henkel 
Godwin, Carolyn 
Carolyn.Godwin@us.henkel.com 

123 Tri Quint Semi Conductors John Sharop 
124 Western States Petroleum Association Catherine H. Reheis-Boyd. 
125 Funrise Toy Corp. Shirley Price 
126 Alpine Aromatics T. Janine Brzezinski 

PH 
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Commenter: 1 
 
Last Name: Owen 
First Name: Jack 
Organization: City of Guadalupe Fire Department 
Address: 918 Obispo Street 
Address Cont'd:  
City: Guadalupe 
State: CA 
ZIP Code: 93434 
E-mail Address: jackowen@ci.guadalupe.ca.us
Phone: 805 356-3900 

  

Affiliation: Government Organization 
hr: 
Art_1_Label: 
Section:  
Page:  
Line:  
Comment: SAFER CONSUMER PRODUCT ALTERNATIVES 
Department Reference Number: R-2010-05 
Office of Administrative Law Notice File Number: Z-2010-0980-01 
 
Any adverse impacts to businesses should be mitigated by offering grant funding to assist them in making the transition from non-
priority products to priority products.  With the current economic conditions, it is unfair to adopt new regulations that will potentially 
reduce or eliminate the possibility of small businesses being able to change their product line in a timely manner to compete with 
the "Big" corporations who have greater financial resources and can make the transition quicker.  This change could, in some cases, 
be the final straw that causes some small businesses to close their doors. 
 
Thank you for your consideration. 



Commenter: 2 
 
Last Name: McGovern 
First Name: Charles 
Organization: Integrated Nano-Science & Commodity Exchange (INSCX exchange) 
Address: Knights llp, Brampton 
Address Cont'd:  
City: Newcastle-under-Lyme, United Kingdom 
State: CA 
ZIP Code:  
E-mail Address: info@inscx.com
Phone: 442031375187 

  

Affiliation: Industry 
hr: 
Art_1_Label: 
Section: 69301.6. Chemical and Product Information 
Page:  
Line:  
Comment: Wi th regard to the issue of regulation in the manufacture, use and exchange of engineered nanomaterials, I write to 
advise you of a process well advanced in the United Kingdom to launch a formal commodity exchange for engineered nanomaterials 
accredited to Nanomaterials (SHE) standard, a standard which is endorsed by the Institute of Occupational Medicine. Basically 
INSCX exchange will list formal material contract specifications for trade, where all physical nanomaterials are sourced (SHE) 
compliant, independently inspected by Intertek Plc, one of the world's premier materials measurement and characterisation 
agencies, insured by Lloyds of London syndicates, reported at the point of trade live on the exchange electronic interface listing 
particulars of material, price, quantity, country of origin and destination. These basic commercial standards will serve to bring 
nanomaterials into line with longstanding commercial practice in the allocation of traditional commodities (grains, oils, metals, 
minerals etc.) 
 
INSCX is scheduled to launch its live TORS trading Platform in October 2010 providing a live market in Thematic Class materials 
which include nanomaterials, advanced materials, source materials, nano-enabled commodities and more traditional commodities. 
The market will operate live in Europe and the United States time zones. 
 
As regards Health & Safety the exchange operates a system of supplier and downstream user credits to fund compliance with 
NanoMaterials (SHE) which the exchange accepts as a benchmark standard in nanomaterials. 
 
We are aware of your efforts and those within the state of CA in general with regard to the issue of regulation. We simply 
encourage you to work with this exchange as official regulators have always worked in the past with commodity excanges to initiate 
and introduce effective regulations. 
 
Commodity exchanges by definition are self-regulatory organisations concerned with ensuring the absolutes of material and 
financial integrity. This dovetails with many of the concerns held by official regulators in terms of societal safety and so forth.  
 
Please feel welcome to visit the exchange website www.inscx.com or the appointed specialist of the exchange's website at 
www.nanocapitalmarkets.com for more information. 



Commenter: 3 
 
Last Name: Moore 
First Name: Sharon 
Organization: Sidi America Inc 
Address: 3344 Paul Davis Dr #9 
Address Cont'd:  
City: Marina 
State: CA 
ZIP Code: 93933 
E-mail Address: sharon@sidiamerica.com
Phone: 831-883-4800x104 

  

Affiliation: Industry 
hr: 
Art_1_Label: 
Section: 69301.6. Chemical and Product Information 
Page:  
Line:  
Comment: Hello, 
 I am writing to let you know the impact of some of your legislation. We are still trying to get everyone on board for the Pro 65 
requirements. I see what is going on as an overkill duplication of what is on the books and just now being enforced. There are still 
so many questions as to how to proceed and what needs labeling, we no more and starts to get in compliance when more 
compliance is levied. We have manufacturers who would rather not do business directly with California, (labeling screws, a cheap 
commodity, is too costly). You are creating a black market effect, using ebay and or Craig's list to go around. Think about 
application of what you are asking, much of it is overkill. 
Thank you 



Commenter: 4 
 
Last Name: Shinault 
First Name: Thomas 
Organization: Electronic Recyclers International, Inc. 
Address: 2860 S. East Ave. 
Address Cont'd:  
City: Fresno 
State: CA 
ZIP Code: 93725 
E-mail Address: tshinault@electronicrecyclers.com
Phone: 5594423965 

  

Affiliation: Industry 
hr: 
Art_1_Label: 
Section: 69301. Purpose and Applicability 
Page:  
Line:  
Comment: Please let me introduce myself: 
I was a research chemist for Chevron Research for 17 years and then a plant manager and VP of operations for a couple of TSD � s 
in CA before taking a position with US-EPA in Seattle.  Our CEO, John Shegerian, recruited me from EPA to be Director of 
Environmental Affairs here at ERI.  That has transformed into Director of new green technology R&D now. 
 
Our company�s position is one of support for reducing toxics in electronics manufacture as it would make our job easier to recycle.  
We spend a huge amount of time and money to reduce heavy metals dust and employees exposure in the process of dismantling 
and shredding e-waste.  We have local air board permits in doing this and are constantly pro-active in implementing and perfecting 
innovative ways to stay cutting edge in solutions with the problem.   Less toxic components in manufacture will help us a great 
deal.  We are also aware that too many complicated and confusing regulations make this business very difficult to do economically 
and we commiserate with manufacturers about it. 
Thank you for your efforts, 
 
Tom Shinault 
 



Commenter: 5 
 
Last Name: Vernon 
First Name: Thomas 
Organization:  
Address: 3531 Starboard Circle 
Address Cont'd:  
City: Oceanside 
State: CA 
ZIP Code: 92054 
E-mail Address: tcvesq@cox.net
Phone: 7604394305 

  

Affiliation: Individual 
hr: 
Art_1_Label: 
Section: 69301. Purpose and Applicability 
Page:  
Line:  
Comment: I oppose this regulation in its entirety.  Over the past 20 years, I have seen a significant deterioration in the 
effectiveness of the consumer products I use on a regular basis, such as insecticides and household cleaning products. I also 
restore old motorcycles, and the unavailability of good quality paints, solvents and other chemicals in California is already a constant 
hardship, and subjects me to ridicule by my fellow hobbyists in other states. Moreover, here is yet another instance where, by 
enacting idiosyncratic regulations, California consumers and businesses are placed at a disadvantage as compared with residents of 
other states. The trivial environmental benefits of such a rule cannot begin to balance the economic hardships and crippling 
inconvenience a rule like this one will produce.  
Suggested Amendment Language: Abandon this regulation, it is unnecessary. 



Commenter: 6 
 
November 1, 2010 
 
Maziar Movassaghi 
Acting Director 
Department of Toxics Substances Control 
1001 I Street 
P.O. Box 806 
Sacramento, CA 95812-0806 
Email to: GCRegs@dtsc.ca.gov<mailto:GCRegs@dtsc.ca.gov>; mmovassa@dtsc.ca.gov<mailto:mmovassa@dtsc.ca.gov>; 
ladams@calepa.ca.gov<mailto:ladams@calepa.ca.gov>; ctuck@calepa.ca.gov<mailto:ctuck@calepa.ca.gov>; 
pattyz@calepa.ca.gov<mailto:pattyz@calepa.ca.gov>; john.moffatt@gov.ca.gov<mailto:john.moffatt@gov.ca.gov>; 
jwong@dtsc.ca.gov<mailto:jwong@dtsc.ca.gov>; omadriago@dtsc.ca.gov<mailto:omadriago@dtsc.ca.gov>; 
hdempsey@dtsc.ca.gov<mailto:hdempsey@dtsc.ca.gov> 
 
Subject: California Department of Toxic Substances Control - Proposed Regulation: Safer Consumer Products 
 
Dear Mr. Movassaghi: 
 
On behalf of Fiesta we appreciate the opportunity to provide input on the Department of Toxic Substances Control's (DTSC) Safer 
Consumer Products Proposed Regulations.  Fiesta believes that we need a common-sense and science-based regulation to meet the 
goals of AB 1879 and SB 509 and to help provide safer products to California consumers.  Unfortunately, we do not believe the 
current Proposed Regulations achieve this goal. If they are implemented in their current form they would severely harm the 
California marketplace through government control and monitoring of product innovation, costly third-party validations, and 
devastating paperwork without providing any real benefit to California consumers or the environment. 
 
Fiesta 
2834 E 46th ST 
Vernon CA, 90058 
Plush Toy Importer 
Established 1972 
50 employees 
 
Fiesta places the health and safety of children and our customers first by complying with rigorous safety standards for our toys that 
have been established by working with government, consumer organizations and medical experts.  In fact, the risk-based safety 
standards for toys, established in the United States, have been widely recognized as a model for countries around the globe. We 
support a science-based process for encouraging innovation in the private sector to develop safer products. 
 
While we appreciate DTSC's willingness to receive public input from all stakeholders, we are disheartened with significant and 
substantive flaws in this regulation and the significant workability and policy issues which remain with the Proposed Regulations.   
As drafted these regulations are not the basis for creating a new generation safer alternatives development.  Instead these 
regulations place huge compliance burdens on research and development.  The issues of most importance to us are: 
*       The lack of a standard for reasonable and foreseeable exposure; 
*       The lack of a workable regulatory duplication provision; 
*       Automatic public disclosure based on the presence of a priority chemical in a product; 
*       The lack of a workable provision for unintentionally-added ingredients; 
*       Creation of a flawed chemical/product removal and substitution notice; and 
*       The creation of a burdensome alternative assessment process with third-party verification. 
Fiesta  also supports the comment letter to be submitted by the Toy Industry Association on November 1, 2010 and urges DTSC to 
review these comments, in-depth, for specific details and recommendations regarding these issues.  In addition, we are particularly 
concerned that the Proposed Regulations place a particular burden on manufacturers, suppliers and distributors of products in 
California and create a disincentive to locate a business in California. 
 
We understand the Department plans to promulgate these Proposed Regulations by the end of the year; however, we respectfully 
request the Department consider delaying the regulatory process in order to work to fully address the significant changes which will 
be needed in order to fully implement the goals of incentivizing innovation while protecting human health and the environment. 
 
Once again, on behalf of Fiesta  we appreciate opportunity to provide comments on the Proposed Regulations and encourage DTSC 
to work with stakeholders to find a workable regulation that makes true progress toward the challenge of developing safer 
alternatives. 
 
Respectfully Submitted, 
 
 
Michael Lauber 
President 



Fiesta 
 
 
CC:      The Honorable Linda Adams, Secretary, CalEPA 
Cindy Tuck, Undersecretary, CalEPA 
Patty Zwarts, Deputy Secretary, CalEPA 
John Moffatt, Legislative Affairs, Office of the Governor 
Jeff Wong, Chief Scientist, DTSC 
Odette Madriago, Chief Deputy, DTSC 
Hank Dempsey, Special Advisor, DTSC 
 
 



Commenter: 7 
 
November 1, 2010 
 
Maziar Movassaghi 
Acting Director  
Department of Toxics Substances Control  
1001 I Street  
P.O. Box 806  
Sacramento, CA 95812-0806 
 
Subject: California Department of Toxic Substances Control – Proposed Regulation: Safer 
Consumer Products  
 
Dear Mr. Movassaghi: 
 
On behalf of ImagAbility Inc. we appreciate the opportunity to provide input on the Department 
of Toxic Substances Control’s (DTSC) Safer Consumer Products Proposed Regulations.  
ImagAbility Inc. believes that we need a common-sense and science-based regulation to meet the 
goals of AB 1879 and SB 509 and to help provide safer products to California consumers.  
Unfortunately, we do not believe the current Proposed Regulations achieve this goal. If they are 
implemented in their current form they would severely harm the California marketplace through 
government control and monitoring of product innovation, costly third-party validations, and 
devastating paperwork without providing any real benefit to California consumers or the 
environment. 
 
ImagAbility is a toy design, production and global sales company based in Diamond Springs, 
California.  The company employs five full-time staff, plus, two external, California based 
contractors in the design and packaging industry.  Our insurance company, CPA and legal 
services are all done through private, California based professionals.  The company’s WEDGiTS 
construction and educational toys are recognized nationally by Dr. Toy, The Oppenheim Toy 
Portfolio and the National Parenting Center.  All WEDGiTS™ products are safety tested and 
certified in compliance with CPSIA, ASTM and EN-71.  These are costly certifications and more 
than adequate to provide scientific evidence of the company’s commitment to safety. 
 
ImagAbility Inc. places the health and safety of children and our customers first by complying 
with rigorous safety standards for our toys that have been established by working with 
government, consumer organizations and medical experts.  In fact, the risk-based safety 
standards for toys, established in the United States, have been widely recognized as a model for 
countries around the globe. We support a science-based process for encouraging innovation in 
the private sector to develop safer products.  
 
While we appreciate DTSC’s willingness to receive public input from all stakeholders, we are 
disheartened with significant and substantive flaws in this regulation and the significant 
workability and policy issues which remain with the Proposed Regulations.   As drafted these 
regulations are not the basis for creating a new generation safer alternatives development.  



Instead these regulations place huge compliance burdens on research and development.  The 
issues of most importance to us are: 

• The lack of a standard for reasonable and foreseeable exposure;  
• The lack of a workable regulatory duplication provision;  
• Automatic public disclosure based on the presence of a priority chemical in a product; 
• The lack of a workable provision for unintentionally-added ingredients;  
• Creation of a flawed chemical/product removal and substitution notice; and  
• The creation of a burdensome alternative assessment process with third-party 

verification.    
 

ImagAbility Inc. also supports the comment letter to be submitted by the Toy Industry 
Association on November 1, 2010 and urges DTSC to review these comments, in-depth, for 
specific details and recommendations regarding these issues.  In addition, we are particularly 
concerned that the Proposed Regulations place a particular burden on manufacturers, suppliers 
and distributors of products in California and create a disincentive to locate a business in 
California. 
 
We understand the Department plans to promulgate these Proposed Regulations by the end of the 
year; however, we respectfully request the Department consider delaying the regulatory process 
in order to work to fully address the significant changes which will be needed in order to fully 
implement the goals of incentivizing innovation while protecting human health and the 
environment.    
 
Once again, on behalf of ImagAbility Inc.we appreciate opportunity to provide comments on the 
Proposed Regulations and encourage DTSC to work with stakeholders to find a workable 
regulation that makes true progress toward the challenge of developing safer alternatives. 
 
Respectfully Submitted, 
 
Rock McKinley,  
VP & Co-founder, ImagAbility Inc. 
 
CC:  The Honorable Linda Adams, Secretary, CalEPA  

Cindy Tuck, Undersecretary, CalEPA  
Patty Zwarts, Deputy Secretary, CalEPA  
John Moffatt, Legislative Affairs, Office of the Governor  
Jeff Wong, Chief Scientist, DTSC 
Odette Madriago, Chief Deputy, DTSC 
Hank Dempsey, Special Advisor, DTSC 

 



 

 

 

October 26, 2010 

Sent via e-mail 

 

California Department of Toxic Substances Control 

Office of Legislation & Regulatory Policy 

Jeff Woled, MS 22A 

P.O. Box 806 

Sacramento, CA 95812 

gcregs@dtsc.ca.gov 

 

Re: Safer Consumer Products Alternatives Regulations (Green Chemistry) 

 

Dear Mr. Woled, 

 

On behalf of the Bay Area Clean Water Agencies (BACWA) and the Bay Area Pollution 

Prevention Group (BAPPG), we are pleased to provide comments on the Safer Consumer 

Products Alternatives Regulations. 

 

BACWA and BAPPG bring together representatives from fifty-five publicly owned treatment 

works (POTWs) around the Bay and beyond. Our membership includes large metropolitan 

facilities such as the City and County of San Francisco, East Bay Municipal Utility District, the 

City of San Jose, East Bay Dischargers Authority and Central Contra Costa Sanitary District.  

 

Preventing pollution from consumer products has long been an important strategy for POTWs to 

comply with NPDES permits, protect the biological processes used in our operations, and to 

maximize the quality of our biosolids. We have initiated and supported both state legislation and 

regulatory controls for a variety of consumer products, including mercury thermometers, head 

lice and scabies treatments containing lindane, copper-based root control products, 

pharmaceuticals, and tributyltin-containing cooling water additives.   

 

We support the proposed Safer Consumer Product Alternatives Regulations because they will 

create a straightforward framework for preventing harmful discharges to municipal wastewater 

treatment plants. DTSC’s regulatory program will be more efficient and cost-effective for us than 

the time-consuming and expensive process of sponsoring legislation addressing individual 

products or chemicals of concern. We also stand ready to assist DTSC with development of the 

wastewater portion of alternatives assessment methodologies and assessor training programs.   

 

Outlined below are concerns we have about the proposed regulations and specific 

recommendations to improve them.  

 

Funding 

The state’s need to protect consumers and the environment from pollutants in products can only 

be met if DTSC has sufficient funding to establish a robust regulatory program.  We encourage 
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Commenter: 8



DTSC to work with the legislature to develop mechanisms to provide funding for full 

implementation of these regulations. 

 

Include Water Pollution Priorities in First List of Priority Chemicals 

We understand that DTSC seeks to focus its first list of Priority Chemicals on the state’s highest 

priorities.  In setting priorities, DTSC has selected only lists of chemicals that are problematic for 

human health.  Some chemicals that are harmful to aquatic life are not particularly harmful for 

humans, such as copper.  In selecting only human health based lists, DTSC would inadvertently 

close the door on prioritizing chemicals that are California’s highest water pollution priorities.   

 

In Section 69302.3(d)(3)(E) and (F), the regulations cite two Clean Water Act-related lists of 

chemicals that are the highest priority for water quality protection:  the Federal Clean Water Act 

list of Priority Pollutants (which is the basis of the “California Toxics Rule” in 40 CFR 131.38) 

and the list of pollutants impairing California surface waters (the California “303(d) list”).  

Solving water pollution problems associated with chemicals on these lists should be among the 

state’s highest priorities.  We recommend that the following water quality priorities be added to 

the list of priority chemical lists in Section 69302.4 (d) and Section 69301.2 (a)(39)(B): 

“(4) Pollutants listed by California or the United States Environmental Protection Agency 

for one or more water bodies in California pursuant to section 303 (d) of the federal 

Clean Water Act. 

(5) Chemicals identified as priority toxic pollutants for California pursuant to section 

303(c) of the federal Clean Water Act and listed in section 131.38 of Title 40 of the Code 

of Federal Regulations published in the Federal Register May 18, 2000.”  

 

Include Interference with Biological Waste Treatment Processes on List of Adverse 

Environmental Impacts in Section 69302.3(d) 

Municipal wastewater treatment operations and waste management activities involve biological 

processes that can be adversely impacted by chemicals in products.  These environmental 

impacts appear to have been inadvertently omitted from the list of adverse environmental 

impacts in section 69302.3(d), which will be the basis for selection of Chemicals under 

Consideration and which will define the scope of the environmental impacts evaluated in Tier I 

and Tier II-A Alternatives Assessments.    

 

This omission can easily be corrected by adding the following to Section 69302.3(d): 

“(6) Interference with the performance of biological processes used in municipal 

wastewater treatment, biological processes that treat septic system discharges, and 

biological processes used to manage municipal solid waste, including but not limited to 

composting, digestion, and other types of biological energy production.” 

 

Close Loophole That Could Lead to Regrettable Substitutions 

Once DTSC issues its lists of Chemicals under Consideration and Priority Chemicals, 

manufacturers are likely to reformulate products to avoid the need to complete detailed 

Alternatives Assessments.  We appreciate that DTSC has designed the regulations to require that 

alternative formulations receive a basic screening (Tier I Alternatives Assessment) to avoid 

selection of regrettable substitutes.  However, as drafted, the regulations contain a loophole that 

could be used to avoid the Tier I AA.  To close the loophole, DTSC should require a Tier I AA 



for any product that is substantially similar to products exempted through filing of Product 

Removal Confirmation Notifications.   

 

To close this loophole, we recommend adding the following underlined language to Section 

69305.1 (c). 

“(c) The requirements of subsection (a) do not apply if the manufacturer of the product 

has submitted a Chemical Removal Confirmation Notification or a Product Removal 

Confirmation Notification to the Department and has not placed into the stream of 

commerce a substantially similar new product.” 

 

Thank you for your consideration of our concerns and related recommendations. Please contact 

Jen Jackson at 510-287-0818 or jacksonj@ebmud.com if you have any questions. 

 

Sincerely yours, 

     
Amy Chastain      Sharon Newton 

Executive Director     Chair, Bay Area Pollution Prevention Group 
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October 27, 2010 
 
Ms. Heather Jones 
Office of Legislative & Regulatory Policy 
California Department of Toxic Substances Control 
1001 I Street 
Sacramento, California 95814 

VIA E-MAIL 
gcgregs@dtsc.ca.gov 

 
Re: Comments to Proposed Regulations, R-2010-05 
 
 
The EPS Molders Association appreciates the opportunity to submit comments in response to the 
California Department of Toxic Substances request for input regarding the proposed regulations R-2010-
05 issued pursuant to the California Green Chemistry Initiative for Safer Consumer Product Alternatives.   
The EPS Molders Association is a national trade association representing manufacturers, recyclers, and 
remanufacturers of foam products including packaging, building and construction products.  The EPS 
Molders Association is actively engaged in numerous forums that address the safety and sustainability of 
foam products.  Our members include several California based entities and our members’ products are 
sold and distributed in California. 
 
The EPS Molders Association supports efforts to scientifically identify chemicals that pose a risk to 
health and the environment and to identify or create alternatives that provide a functional substitution 
at reduced risk to health and environment.   

The proposed regulations far exceed the legislative mandate; impose an undue burden on an overbroad 
class of citizens; deny the regulated community adequate procedural and due process safeguards; and 
jeopardize the competitive advantage created by the ingenuity and effort of entrepreneurs.  The 
enabling legislation directed the Department of Toxic Substance Control to, “adopt regulations to 
establish a process to identify and prioritize those chemicals or chemical ingredients in consumer 
products that may be considered as being a chemical of concern.”  Health and Safety Code Section 
25251 through 25257.1  The proposed regulations exceed the scope of the enabling legislation and are, 
as set out below, counter-productive to the advancement of safer consumer product alternatives. 

I.  Overbroad Definition of Responsible Entities. 

The proposed regulations place joint and several liability and significant administrative burdens on every 
entity involved in the sale and distribution of every imaginable item excluding only items that are 
regulated by other mechanisms.    “Responsible entity” is defined as the importer, distributor, retailer, 

1298 Cronson Blvd., Suite 201
Crofton, MD 21114 
(800) 607-3772 
www.epsmolders.org 
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any other person who is a party to a contract concerning a consumer product, and the owner of the 
brand or trademark.  As written, these regulatory requirements impose the same response and 
compliance obligation on all responsible entities regardless of whether such entities are even in a 
position to provide information or meet regulatory requirements.  Members of the EPS Molders 
Association include large and small entities.  The administrative burden on these smaller entities will be 
oppressive if not impossible to meet.  As written, the regulations empower the agency to require 
product information from basically any entity that touches the product.  Although the regulations do 
permit a downstream entity to rely upon compliance of the upstream supplier, the regulations provide 
no protection for downstream entities should their upstream suppliers not cooperate or encounter 
delays in obtaining compliance.   Failure of upstream producers or suppliers to comply with the 
regulatory requirements could result in penalty to downstream entities. 

II. Inadequate Protection of Confidential Material. 

 As written, the regulations require broad disclosure of product information.  Such disclosure is required 
without adequate protection of proprietary information and without a remedy should such disclosure 
result in loss of competitive advantage or trade secret protection.   

The enabling legislation at §25257 of the Health and Safety Code provides a clear and simple protection 
to the members of the industry desiring to protect their intellectual property and preserve trade secrets 
and confidentialities.  Specifically, §25257 allows a person providing information to identify a portion of 
the information as a trade secret.  Upon such designation, the agency is then directed to not release 
such information to the public.  The proposed regulation however varies significantly from the 
legislation and imposes upon the disclosing party the burden of justifying such designation to the 
Department.  The Department, in its discretion, may deny such claim and release such information to 
the public.  Furthermore, if the Department grants a claim for trade secret protection, it may revisit that 
decision at any time and within its sole discretion decide that protection is no longer justified and 
disclose the information. 

III. Inadequate Procedural Protection. 

The regulation as proposed provides two avenues for dispute resolution at the Department level, 
neither of which are adequate or provide sufficient protection to responsible entities.   

The so called Informal Dispute resolution requires the responsible entity to request within 15 days of the 
Department posting notice on its web site that the Department informally resolve the dispute.  If the 
responsible entity fails to timely file the request the Department’s decision is final and shall not be 
subject to additional dispute resolution.  The 15 day deadline applies regardless of whether the 
responsible entity has actual notice of the Department’s action and the Department has no obligation to 
make any effort to notify affected entities other than by posting on its website. 

The procedures for Formal Petition for review also fail to afford the regulated community with adequate 
protection.  The formal dispute resolution rules apply to requirements for product sales prohibition and 
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product information disclosure.  Although the responsible entity does receive notice of such actions and 
is afforded 30 days within which to file a petition for review, the filing of such a petition is not a stay to 
the order.  Therefore, should the Department act to prohibit sales, such order is binding and effective 
before any review is afforded to the responsible entity.  This order would prohibit sale of the product by 
anyone regardless of whether those entities had been notified of the ban or afforded an opportunity to 
contest or appeal the action. 

The procedural protection for the entity notified and directly involved in the action are also lacking in 
basic fairness and substantial due process.  Should the relief requested by the responsible entity be 
denied, the decision is then subject to judicial review.  The petitioner however must meet the 
heightened legal standard at the judicial review stage of showing by clear and convincing evidence that 
the department erred.  Although this standard of review is not uncommon it is not, under these 
proposed regulations, evenly applied.  

The disparate treatment occurs in the case where the petitioner prevails at the administrative level.  
Should the petitioner prevail, the Department does not face the heightened burden in Court that the 
petitioner would have faced if it had prevailed but is allowed, and even directed, to take a second bite at 
the apple.  Specifically, if the final order grants the relief sought by the responsible entity, in whole or in 
part, the order shall remand the action to the responsible program for re-evaluation.  The Department 
therefore, never faces the heightened standard of review that the regulated entity does.         

For the reasons set forth above, the proposed regulations should not be advanced for approval. 

Sincerely, 

EPS MOLDERS ASSOCIATION 

 

 
Walter Reiter 
Deputy Director 
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Via Electronic Submission 
 
California Department of Toxic Substances Control 
Office of Legislation & Regulatory Policy 
Jeff Woled, MS 22A 
1001 I Street 
Sacramento, CA 95814-2828 
 
RE: Proposed Regulation for Safer Consumer Product Alternatives 
 
IPC � Association Connecting Electronics Industries® appreciates the opportunity to comment on the Department of Toxic 
Substances Control�s (DTSC) proposed regulation for Safer Consumer Products (hereafter referred to as proposed regulation). IPC 
is a strong advocate of environmental regulations that provide an environmental and economic benefit and protect human health. 
IPC is seriously concerned that the proposed regulation will fail to improve the health and safety of California�s citizens because 
the proposed scope is unwieldy and un-implementable. IPC believes that in order for green chemistry to be a successful program 
the scope of covered products must be significantly narrower and focused on those products and chemicals to which the public are 
most commonly exposed. A targeted, prioritized approach will allow industry and DTSC to effectively use available resources. 
Should DTSC wish to expand the scope of covered products and chemicals, a phased-in approach would ensure that all products 
and chemicals of concern are eventually covered in the regulation. IPC is also concerned that the proposed six month time frame 
for alternatives assessments is impractical for companies to comply with and DTSC to enforce. The citizens of California, DTSC and 
industry would all be better served by a more manageable approach to a green chemistry regulation.  
 
I. About the IPC 
 
IPC, a U.S. headquartered global trade association, represents all facets of the electronic interconnection industry, including design, 
printed board manufacturing and electronics assembly. Printed boards and electronic assemblies are used in a variety of electronic 
devices that include computers, cell phones, pacemakers, and sophisticated missile defense systems. IPC has over 2,700 member 
companies, including over 250 member companies located in California. As a member-driven organization and leading source for 
industry standards, training, market research and public policy advocacy, IPC supports programs to meet the needs of an estimated 
$1.7 trillion global electronics industry.  
 
IPC is heavily involved in a number of voluntary environmental initiatives including several of EPA�s Design for the Environment 
partnership projects, the development of the Electronic Product Environmental Assessment Tool (EPEAT) standard , and the 
development of a green chemistry standard through the American Chemical Society and National Standards Foundation.  
 
II. DTSC Should Adhere to the Original Plan for a Green Chemistry Regulation 
 
IPC strongly encourages DTSC to adhere to its original science-based, lifecycle approach to evaluating chemicals under a green 
chemistry regulation. The California legislature initially envisioned a regulation that would move California toward a cradle-to-cradle 
economy, which focuses on a product�s lifecycle and attempts to ensure minimal waste or pollutants are produced at any stage of 
a product�s life. DTSC�s proposed regulation directly undermines this goal by proposing to publically list chemicals of concern and 
priority products prior to conducting an alternatives assessment. Listing chemicals of concern and priority products prior to fully 
evaluating the environmental, social and economical impacts of potential alternatives will create de facto black lists and could have 



detrimental unintended environmental consequences. Electronics manufacturers use certain chemicals of concern because of their 
unique energy efficiency, safety or performance characteristics when no viable or environmentally-preferable substitutes exist. For 
example, review of the U.S. Environmental Protection Agency (EPA) Lead-Free Solder project  illuminates the environmental trade-
offs inherent in chemical substitutions. The study evaluated the environmental impacts of tin-lead solder versus lead-free alternative 
solders. According to the study, the increased energy use associated with the higher operating temperatures required for 
manufacturing lead-free soldered electronics was projected to cause higher air pollution, acid rain, stream eutrophication, and 
global warming impacts than tin-lead soldered electronics. Listing chemicals and products to be banned without conducting 
thorough, comprehensive alternatives assessments will inevitably lead to inadvertent negative environmental impacts.  
 
III. DTSC Will be Challenged in Attempting to Implement and Enforce Such a Far-Reaching Regulation  
 
The proposed regulation places a great deal of responsibility on the state of California. Given California�s limited resources, IPC is 
concerned that complete, appropriate enforcement and implementation of this proposed regulation may be beyond the current 
capacities of the state. In order to ensure an effective regulation, DTSC will need to hire a number of additional technical staff to 
evaluate the voluminous amount of information that will be received in a timely manner. Under the proposed regulation, DTSC staff 
must: 
� Analyze all submissions to prioritize COCs and Priority Products. 
� Evaluate and approve alternative assessment work plans and reports received from hundreds of manufacturers in a timely 
manner. 
� Carry out enforcement action against manufacturers who do not obey any part of the regulation once implemented. 
 
IPC encourages DTSC to implement the changes suggested in these comments to ensure the draft regulation is implementable and 
enforceable. 
 
IV. DTSC Green Chemistry Should Complement Existing Efforts 
 
IPC appreciates the intentions of California�s proposed regulation. However, the proposed regulation is overambitious and un-
implementable. Due to California�s limited resources, development, implementation and enforcement of such an aggressive 
regulation is highly unlikely. DTSC might consider developing a regulation that takes advantage of work that is currently being done 
elsewhere. The California Health and Safety Code, the law mandating a green chemistry regulation, actually encourages such 
actions.  In Europe, the REACH Regulation regulates all chemicals in commerce. Europe has devoted a significant amount of 
resources and an entire agency, the European Chemicals Agency (ECHA), toward developing and implementing REACH. ECHA is 
exclusively dedicated to evaluating chemicals, identifying risks and finding viable alternatives to chemicals of concern identified 
under REACH. Under REACH, an enormous amount of data and testing will be done on the use of chemicals. This data will include 
inherent hazard characteristics, exposure scenarios, and how much of the chemical is used annually. DTSC should examine how 
they can utilize this data in their quest to promote green chemistry in California.  
 
V. A Narrow Product Scope is Vital for Feasibility  
 
IPC believes DTSC should initially limit the scope of the regulation to product categories commonly used by consumers. The 
marketplace will be severely disrupted if DTSC attempts to regulate all products sold in California at one time. Some manufacturers 
may choose to stop selling a product in California altogether because they simply cannot comply with such a far-reaching 
regulation. Other manufacturers may reformulate their products in order to comply which could affect the performance and 
reliability of the product. Additionally, compliance with these regulations will likely result in increased prices to California consumers. 
A regulation that is focused on specific product categories will allow DTSC to use available resources more efficiently and implement 
a manageable regulation. As this program matures DTSC may choose to add additional product categories.  
 
VI. The Chemical and Product Information Required is Extensive, Technical, and Not Readily Available 
 
In the proposed regulation, DTSC proposes to collect a lot of information from manufacturers on individual chemicals and how 
those chemicals are used in products. Some consumer product manufacturers, even very sophisticated ones, do not have 
immediate access to all the information required by the proposed regulation. In many industries, supply chains are extremely 
lengthy and complex. Gathering information from hundreds of suppliers is difficult, time-consuming and costly. Small manufacturers 
will be at a huge disadvantage because they do not have the resources or leverage to gather and submit the excessive amounts of 
data DTSC is proposing to require. The proposed regulation, as currently written, does not explicitly state that manufacturers are 
permitted to work together to gather information on chemicals. DTSC should consider modifying the language in the draft 
regulation to allow manufacturers to collaborate with one another on collection of critical information. DTSC can implement a more 
effective regulation by giving manufactures the option to collaborate and only requiring the essential information.  
 
VII. The Process for Prioritizing Chemicals of Concern and Priority Products is Unclear  
 
The process proposed by DTSC to prioritize chemicals of concern (COC) and Priority Products lacks transparency. While the 
proposed regulation lists prioritization factors that will be considered for the chemicals under consideration list, the COC list, the 
products under consideration list and the Priority Products list, it does not indicate how those factors will be used to determine 
whether a chemical is a COC or a product is a Priority Product. In other words, there is no indication as to what factors are most 
important in defining a COC or a Priority Product. DTSC should strongly consider the likelihood of public and environmental 
exposures to the COC in the product when prioritizing Priority Products. In addition, the proposed regulation does not address how 



a chemical or product will be evaluated if a piece of data is unavailable. The proposed regulation should clearly state how the data 
received from manufacturers will be used to identify and prioritize COCs and Priority Products.  
 
When developing the list of Priority Products, it is unclear whether DTSC will identify products generically or specifically. For 
example, will DTSC list �cell phones� generically or �iPhone 3G version� specifically? If DTSC lists products specifically, there is 
no need for manufacturers to inform DTSC that they manufacture the specific product since DTSC has listed that specific product. If 
DTSC lists products generically would there be a process in place for manufacturers to declare that their product is not a Priority 
Product? For example, if a cell phone manufacturer produces a cell phone that does not contain a specific COC, there is no logical 
reason for that manufacturer to perform an alternatives assessment for that COC. The proposed regulation should clearly state how 
the data received from manufacturers will be used to identify Priority Products.  
 
VIII. Prioritizing Chemicals of Concern is Essential for an Effective Regulation 
 
IPC believes that DTSC has taken on an enormous, unmanageable task by proposing to gather data on hundreds of chemicals at 
once. Obtaining information about chemicals in products is not a simple task. When the European Union implemented the 
Restriction of Hazardous Substances (RoHS) Directive  that restricts six chemicals in electronics products, it took the electronics 
industry several years to determine whether those six chemicals were in their products because the electronics supply chain is 
extremely complex. Due to confidentiality issues in the supply chain, an electronics manufacturer will not typically know what is in 
their product; gathering information on additional chemicals will require time and effort to gather that information. 
 
DTSC needs to prioritize the chemicals of concern in order to have a manageable, effective regulation. Prioritizing the chemicals of 
concern and implementing a phased-in approach will give manufacturers adequate time to determine whether their product 
contains a chemical(s) of concern. If DTSC attempts to regulate hundreds of chemicals all at once, the agency will not be able to 
enforce the regulation. DTSC will be inundated by the thousands of alternatives assessments for each use of each of the hundreds 
of regulated chemicals. By addressing hundreds of chemicals of concern at once, the extremely hazardous chemicals will be lost in 
the shuffle and may not be adequately addressed. Using a prioritized list of chemicals of concern will allow DTSC to phase-in 
additional chemicals at an orderly, manageable pace, resulting in an efficient and effective green chemistry regulation. 
 
There are regulations in effect that DTSC could use as a guide to evaluate and prioritize chemicals of concern. The law actually 
encourages DTSC to consult with outside entities: 
 
�The department shall consult with other states, the federal government, and other nations to identify available data related to 
hazard traits and environmental and toxicological end-points, and to facilitate the development of regional, national, and 
international data sharing arrangements to be included in the [Toxics Information] clearinghouse� (Section 25256.3). 
  
The Registration, Evaluation and Authorization of Chemicals (REACH) regulation  Regulation and Canada�s Chemical Management 
Plan  are just two examples of chemicals regulations that have used prioritization to implement a manageable and enforceable 
chemicals regulation. DTSC may wish to look to Europe�s and Canada�s plans when developing their own method for prioritizing 
chemicals. 
 
IX. The Process for Performing an Alternatives Assessment is Complex and Burdensome 
 
IPC believes that DTSC has grossly underestimated the amount of resources needed to conduct an alternatives assessment and 
substitution, if necessary. Finding viable alternatives that provide the same level of functionality and reliability takes a great deal of 
time (years) and effort. For example, the EPA�s Design for the Environment (DfE) Flame Retardant in Printed Circuit Boards 
Partnership  has been working for three years to evaluate alternatives for certain flame retardants found in printed circuit boards. 
When evaluating alternatives, it often requires consideration of the entire product, a process that often takes several years, because 
drop-in replacements are rare. Manufacturers must conduct an analysis of each potential alternative to determine whether it is 
better for human health and the environment than the substance being removed. If the determination is made that the alternative 
is better, the manufacturer must produce a small number of products that contain the alternative chemical and those products must 
go through several rounds of requalification testing to ensure the product is reliable, functions properly and meets the same product 
specifications. If the newly formulated product does not meet the performance specifications then the manufacturer must repeat 
the entire process. We urge DTSC to outline an implementation timeline of no less than four years for manufactures to complete an 
alternatives assessment. This time frame is similar to the time frame set forth in the European Union Restriction of Hazardous 
Substances (RoHS) Directive, which allows manufactures enough time to ensure that their product can function properly and 
reliably without the restricted substance. IPC members are still dealing with issues with lead-free electronics resulting from the 
RoHS ban on lead in electronics since that directive became effective on July 1, 2006. Giving manufacturers at least four years to 
conduct an alternatives assessment will ensure that consumer products manufactured and sold in California will function properly 
and reliably.  
 
In some instances, COCs may be removed from a Priority Product for performance or feature improvements. In these cases, AA 
notification is unnecessary because the removal of the COC had nothing to do with removing or reducing the concentration of any 
particular chemical. In these instances, DTSC should not require manufacturers to provide an AA notification since the COC 
substitution was made for reasons other than the hazard trait of the chemical.  
 
A single consumer product may contain more than one COC. In this case, manufacturers will need to multiply the resources 
expended because the costly, lengthy process for finding suitable alternatives would need to be done for each COC in the product. 



Simultaneous alternatives assessments will also create a large burden for DTSC since there are deadlines for when the agency must 
respond to work plans, extension requests, reports, etc. DTSC should modify the language in the draft regulation so that 
manufacturers are only required to conduct one alternatives assessment at a time. 
 
DTSC should strongly consider forming and participating in partnerships that include all willing and affected stakeholders. 
Partnerships have the ability to bring the best resources and expertise together so that the alternatives assessment will provide 
valuable information that industry and DTSC can use. Partnerships will significantly reduce the amount of resources expended by 
both industry and DTSC because duplicative alternatives assessments will be eliminated. DTSC should strongly consider establishing 
partnerships in order to implement a manageable, enforceable regulation. 
 
X. DTSC Should Not Explicitly Identify Alternatives Assessment Methodologies 
 
It is not appropriate for DTSC to list the Green Screen for Safer Chemicals within the proposed regulation. While this is a valuable 
tool and has utility in evaluating chemicals, it has not been developed or maintained by a standards-making, consensus body. In 
addition, this tool is limited to a simplified hazard assessment of chemicals.  It does not include a risk assessment section, nor is it 
able to deal with the unintended consequences of substance substitutions that would be revealed in a more in-depth lifecycle 
analysis. DTSC should review all available tools that consider both hazard and risk and were developed within or approved by 
accredited standards-making bodies. DTSC should then make these tools available on the DTSC website for use by all stakeholders. 
DTSC should not endorse one tool, especially given the fact that it solely focuses on hazard assessments.  
 
XI. Protection of Confidential Business Information is Critical 
 
DTSC should be mindful of the need to protect confidential business information (CBI) before requiring product ingredient 
disclosures on a public website. Many companies are appropriately concerned with CBI being readily available. It is common for 
companies to withhold certain information about what is contained in their products because that information is proprietary. DTSC 
needs to ensure that CBI is protected. 
 
XII. Third Party Assessors Should Not Be Mandatory 
 
DTSC should not require manufacturers to acquire multiple third party assessors to evaluate and validate all alternatives assessment 
data. This requirement is excessive, unnecessary and outside DTSC�s authority. The California Health and Safety Code  does not 
include a mandate for third parties to evaluate data collected by manufacturers. The Health and Safety Code states: 
 
�The department, in developing the processes and regulations pursuant to this section, shall ensure that the tools available are in 
a form that allows for ease of use and transparency of application. The department shall also make every feasible effort to devise 
simplified and accessible tools that consumer product manufacturers, consumer product distributors, product retailers, and 
consumers can use to make consumer product manufacturing, sales, and purchase decisions� (Section 25253(c)). 
 
Requiring third party assessment and certification is an extremely costly requirement for manufacturers to comply with. DTSC 
should instead focus on the creation and maintenance of guidance materials as specified in Article 5, Section 69305(a). Guidance 
materials will assist the entire supply chain in determining what is necessary to comply with the regulation. In addition, a 
requirement for third party assessment will increase the burden for DTSC since the proposed regulation requires DTSC to evaluate 
and determine whether a third party assessor claiming to be qualified actually is qualified. Requiring manufacturers to use 
expensive third party assessors does not meet the law which requires DTSC to make simplified and accessible tools for 
manufacturers to use to make manufacturing decisions. 
 
XIII. Conclusion 
 
IPC is a strong advocate for scientifically-based environmental regulations that improve environmental conditions, protect human 
health, and stimulate the economy. It is essential for DTSC to scale down the scope of the green chemistry straw proposal in order 
to implement a feasible regulation. If DTSC attempts to take on too much at one time, the entire program may fail. DTSC, industry 
and citizens of California would be better served by an incremental program that implements a phased-in approach to chemicals 
regulations. IPC encourages DTSC to be more transparent in how COCs and Priority Products are chosen based upon the 
prioritization factors identified in the draft regulation. Finding viable alternatives will also cause significant negative impacts because 
it takes a great deal of resources to ensure that the alternatives are better for human health and the environment and provide the 
same level of functionality and reliability. IPC urges DTSC to allow ample time for manufacturers to complete alternatives 
assessment. Simplifying the draft regulation will enable DTSC to more easily implement and enforce the regulation. 
 
IPC appreciates the opportunity to comment and encourages the agency to take our suggestions into strong consideration. 
 
 
Sincerely, 
Stephanie Castorina 
Manager, Environmental Programs 
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Comments on the Second Draft "Safer Consumer Product Alternatives" Regulation  
Chapter 53 of Division 4.5 of Title 22, California Code of Regulations 
 
 
 
On behalf of Wacker Chemical Corporation (WCC), I am writing to present comments on your 
proposed regulation. 
 
1.  Section 69301.2 Definitions -- 24(A) the "De-minimis level" definition is too complicated 

with far too many open ended regulatory references to make a simple determination of 
whether a substance in a product's composition is over or under the de-minimis. The de-
minimis should be a simple percentage. If a de-minimis level of 0.1% is considered to be 
too high under some circumstances, such as when considering exposures involving 
sensitive populations, then it could adjusted by including a safety factor to a level of 0.01% 
or lower.  The de-minimis level should be a single, simple percentage of the composition to 
in order to enable a quick and consistent comparison and evaluation of whether an 
ingredient in a product is under or over the de-minimis level. 

 
2. Section 69301.2 Definitions -- 50(A) 2(C) the "Nanoscale phenomena" definition is 

subjective and not well defined in regards to the means of identifying whether a substance 
should be evaluated as a nanoscale material - perhaps something which is physically 
measurable like the ratio of calculated surface area based on the overall particle diameter 
to the actual surface area of the particle could be used to make an objective determination 
if a material was considered nanoscale or not? 



 
 
 
 
 
 

 
 For example, a single spherical particle of 1000 nm in diameter would have a surface area 

of 4 π r2 or 4 x 3.14 x 5002 or 3,140,000 nm2. If the actual surface area of the particle was 
physically determined to be much larger, by some factor or order of magnitude (e.g. 100 or 
1000 times greater), than the calculated surface area of a simple particle with the same 
diameter, it could be objectively identified as being nanoscale. 

 
3. Article 4, Section 69304 -- This section should be restructured to cover both petitions for 

"inclusion" and also petitions for "removal". If a manufacturer or supplier can demonstrate 
that an ingredient does not pose serious health or environmental hazards, there should be 
a way incorporated into the regulation for them to petition for the removal of the substance 
from the priority chemicals list. 

 
4. Article 4, Section 69304 -- The department should also examine whether a petitioner has a 

vested interest in wanting to have a particular substance added to the priority chemical list. 
Such factors could include whether the submitter is manufacturing products with similar 
functionality to those which contain the chemical which they are proposing to be listed. 

 
 For example, consider the case of a company which is seeking to restrict the market of a 

competitor's products in order to gain a competitive advantage over them. This company 
could indirectly sabotage sales of their competitor's product by nominating a component of 
their competitor's product to be included on the priority list. This would then enable them to 
benefit economically, if their own product can then be promoted as being "safer" because it 
does not contain the chemical substance which they nominated. 

 
 
We would appreciate it very much if you would consider these items as you proceed towards 
publication of the final version of this regulation. If you have any questions or if additional 
information is needed, please do not hesitate to contact us. 
 
 

Best regards, 

 
 
 
 
 

Michael C. Strong, CHMM, CFPS, CSHM 
October 29, 2010 
 
 
WACKER CREATING TOMORROW'S SOLUTIONS 
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Comment: At a time when California needs to kick-start its economy by creating jobs, the proposed regulations you are considering 
impose additional costs on companies, impede innovation and technology transfer, and ultimately will drive product development 
out of the state when California can least afford it. 
 
While we are strongly opposed to the wording of the proposed regulations before us today, we must make clear that we are 
supportive of a green chemistry program that is reasonable, workable, based upon sound science, provides certainty to the 
regulated community, and protects consumers and the environment.  The program must be one that implements a forward looking 
approach to identifying, prioritizing, evaluating and regulating the highest priority chemicals of concern in consumer products; and 
one that will allow for effective implementation in an orderly and economically responsible manner. We respectfully request that you 
also word the regulations to protect confidential business information and trade secrets and also limit responsibility to the 
manufacturer of the product being evaluated.   
 
Because the proposed regulations do not reflect such an approach, we must oppose their adoption and request that the Department 
reconvene with stakeholders to draft a regulation that is reasonable and workable for all concerned. 
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October 29, 2010 

 

Ms. Heather Jones 
Office of Legislation & Regulatory Policy 
California Department of Toxic Substances Control 
1001 I Street 
Sacramento, CA 5814 
 
Dear Ms. Jones: 

The Association of International Automobile Manufacturers, Inc. (AIAM) 
appreciates the opportunity to provide our enclosed comments to the Department of 
Toxic Substances Control (DTSC) on the proposed regulations implementing 
Chapter 53, Safer Consumer Products Alternatives (SCPA).  AIAM is a trade 
association that represents international motor vehicle manufacturers, original 
equipment suppliers and other automotive related associations. We provide our 
members with information, analysis and advocacy on a wide range of legislative 
and regulatory issues impacting the auto sector. Our goal is to ensure that our 
members have the opportunity to provide high quality, environmentally sound 
products and services. We look for ways to provide tools to our members to 
facilitate continuous improvement and to assure that wherever possible we assist 
them to not only meet but exceed safety and environmental standards. It is in that 
spirit that we provide the following comments and recommendations. 

On July 16, 2010, AIAM submitted comments and recommendations on the draft 
SCPA regulations and is pleased to see a number of those recommendations 
addressed in the proposal. Specifically, the DTSC has provided more clarity in the 
priority setting scheme for the Chemicals Under Consideration and Priority 
Chemicals Lists, assured a neutral free trade zone where products passing through 
California are not subject to these regulations, provided for a de minimis 
exemption, and made significant progress in trying to minimize overlap with other 
regulatory programs.  

While the proposed regulations have progressed toward a more workable regulatory 
program, AIAM continues to have serious concerns about a number of the 
overarching policy goals, definitions and regulatory requirements.  
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AIAM appreciates the opportunity to provide these comments on the proposed regulations. Our 
goal is to assure that whatever regulatory scheme is put in place, is one that is focused, effective, 
and workable. Towards that end, we sincerely hope that DTSC will evaluate each of our 
recommendations and incorporate them into the final regulations. We do believe that DTSC 
should use a step-wise approach and finalize the listing procedures as scheduled but take 
additional time to use stakeholder comments to enhance the proposed alternative assessment 
process. We would welcome the opportunity to meet with DTSC to discuss any of these 
recommendations and to work collaboratively to assure that our members can fully comply with 
California’s requirements. 

If you have any questions on our comments, please contact John Cabaniss, our Director of 
Environment and Energy, at (703) 247-2107 or jcabaniss@aiam.org. 
 
 
Sincerely, 
 

 
 
Michael J. Stanton 
President and CEO 
 
Enclosure  
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Comments of the 
ASSOCIATION OF INTERNATIONAL AUTOMOBILE MANUFACTURERS 

On 
 

Proposed Regulations: September 14, 2010. Division 4.5, Title 22, California Code of Regulations 
 

AIAM1 has identified seven (7) areas where we believe additional issues need to be addressed 
before final regulations are issued. We believe that as proposed, these areas will place undue 
burdens on the regulated industry without significant incremental benefits to the public. AIAM 
would like to be clear that we do not oppose or disagree with the spirit or stated goals of the 
regulations – “creating[ing] a systematic, science-based process to evaluate chemicals of concern in 
products”.  [DTSC News Release June 23, 2010] Rather, our comments focus on designing a 
system that will be workable and will deliver the desired results.  The seven areas where AIAM 
offers recommendations include: 

1. Approach and Guiding Principles 
2. Chemical Identification and Prioritization Process 
3. Priority Product List / Alternative Assessments 
4. Regulatory Response 
5. End of Life Management Requirements 
6. Confidential Business Information 
7. Cross Cutting Issues 

 

1. APPROACH AND GUIDING PRINCIPLES 

AIAM would like to add its strong support to the principles that DTSC has either explicitly or 
implicitly used to guide the development of these regulations. These underlying principles form the 
foundation of the regulatory scheme and if applied consistently will create a reliable, effective 
chemicals and products management program. Specifically, AIAM supports DTSC’s reliance on: 

a. Protection of Human Health and the Environment 
b. Sound Science 
c. Rigorous and Replicable Risk Assessment 
d. Transparency 
e. Safe Consumer Products 
f. Advancement of Green Chemistry, focusing on developing new products that have minimal 

impact on the environment using a design to disposal approach  

                                                            
1 AIAM member companies include American Honda Motor Co., American Suzuki Motor Corp., Aston Martin 
Lagonda of North America, Inc., Ferrari North America, Inc., Hyundai Motor America, Isuzu Motors America, Inc., 
Kia Motors America, Inc., Mahindra & Mahindra Ltd., Maserati North America, Inc., McLaren Automotive Ltd., 
Mitsubishi Motors North America, Inc., Nissan North America, Inc. Peugeot Motors of America, Subaru of America, 
and Toyota Motor North America, Inc.  AIAM also represents original equipment suppliers and other automotive-
related trade associations. Go to www.aiam.org for details. 
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g. Recognition of the key role of cost/benefit consideration in the development of sound public 
policy 

 
AIAM recommends the explicit inclusion of two (2) additional guiding principles that should be 
applied consistently throughout the process. These two common sense approaches will enhance the 
effectiveness of the regulation and provide predictability for the regulated community. AIAM 
requests that DTSC include the following two guiding principles in §69301.1. 

a. Assuring that safe products are available to California consumers is paramount. DTSC 
intervention in consumer choice between and among safe, safer and safest alternatives is an 
inappropriate intervention in the marketplace and sets a far reaching precedent of restricting 
consumer choice. 

b. Consideration of risk/risk tradeoffs is critical to the assessment process and it is not intended 
that consumers be forced to alternatives that increase risk in other areas. When a safer 
chemical or product alternatives would have the unintended consequence of increasing risk 
in other areas, due diligence should be exercised by DTSC in mandating a regulatory 
response.  

 
2. CHEMICAL IDENTIFICATION AND PRIORITIZATION PROCESS 

a. Chemical Lists 

AIAM appreciates that it is DTSC’s intent to develop two (2) chemical lists: a list of Chemicals 
Under Consideration (CUC) and a List of Priority Chemicals (LPC)  and that these lists will reflect 
chemicals that DTSC has determined  may pose a threat to public health and/or  the environment. 
The specific factors outlined in §69302.2, as proposed, would guide DTSC’s “threat” 
determination. Based on the European Union’s experience with REACH registration and the EPA’s 
experience with TSCA, DTSC may well find itself reviewing 30,000 or more chemicals for 
inclusion on the CUC list. There are over one hundred science-based factors listed in §69302.2 that 
DTSC must review for each chemical before it would be listed on the LPC. Unless DTSC is 
envisioning a short cut approach, that review process alone will take years to complete. If it is 
DTSC’s intent to add chemicals from other lists without further review, AIAM has serious 
concerns. Every chemical list is developed for a specific purpose not all of which are regulatory in 
nature. The scientific rigor applied to each list is different and the accuracy of the hazard and 
exposure data may be more or less sound. A wholesale incorporation of “lists of lists” is 
inconsistent with the priority process described and would result in a flawed foundation step for the 
program. AIAM recommends that DTSC start with a list of chemicals that have undergone rigorous 
scientific review by either DTSC or EPA, or another recognized regulatory authority.  AIAM 
specifically recommends that DTSC do the following: 

 Chemicals Under Consideration List (CUC) 

i. Defer chemicals from the CUC list that are (1) already regulated; OR (2) currently under 
review by federal or state authorities; OR (3) under review or control by international 
authorities; OR (4) show limited or no production under the EPA Inventory Update Rule 
(IUR). 

ii. Defer chemicals with limited or no exposure potential for sensitive populations 
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iii. Establish up front CUC exemptions for chemicals that have been shown to have low/no 
risk potential. These would at a minimum include polymers (see REACH or EPA 
definition), site limited intermediates, and low volume and R&D chemicals. 

iv. Include a process to request delisting of a chemical. If there are criteria to get on the list 
there must be criteria to get off the list. 

 
 Priority Chemicals List: 

i. Develop a focused LPC with the highest priority chemicals being listed first. This is 
consistent with the direction in §69302.4 (d) focusing the list on carcinogens, teratogens, 
mutagens, etc. Limit the initial size of the LPC to those chemicals which can reasonably 
be expected to be evaluated within a year or two. Focus on sensitive populations. A 
dynamic, focused list will provide for a more effective regulatory approach that will 
allow DTSC and others to focus resources. As chemicals/products are assessed and 
addressed, new chemicals can be added at reasonable intervals. 

ii. DTSC should follow a scientifically sound risk based listing approach. The principles of 
sound data should be consistently applied: peer review, transparency, and replication. 

iii. Recognize that a minimum data set should be defined in a way to address the individual 
chemical – for example, not all chemicals require chronic toxicity testing.  

iv. Direct a tiered approach to testing, moving on to the higher tiers only when warranted. 
Not all chemicals will require a full battery of tests and by assuring that a science based 
decision process will be used to trigger higher tiers, resources will be better focused. 

v. Allow the use of existing data whenever possible including but not limited to: 
Quantitative and Qualitative Structure Activity Review (QSAR) data, Read Across, In-
Vitro, etc. 

 
AIAM remains concerned about a number of timing issues related to the listing process. While 
DTSC has specified several timelines for issuing lists, DTSC has not specified timeframes for the 
final lists of Priority Chemicals or Products Under Consideration. This is an important timing 
consideration. Similarly, AIAM is concerned that the proposed regulation provides too much 
autonomy in the schedule of updating the lists.  §69301.8(b) provides that DTSC can update any of 
the chemical or product lists simultaneously or sequentially.  Following the finalization of the first 
lists, DTSC would then have the discretion to update the chemical and/or product list at any time, 
potentially leaving inadequate time to fulfill the first set of requirements and at the same time, 
trying to account for the new requirements.  DTSC should provide adequate timeframes for 
updating lists to ensure lists are issued at reasonable frequencies. 

b. Use of Existing Data and Databases 

AIAM recommends that DTSC consider the interface between the proposed regulations and the 
regulated community’s ability to use existing data and databases to satisfy the SCPA requirements. 
As proposed, the regulations may preclude the use of many existing data reporting systems already 
in use by the automotive sector. For example, AIAM members support and comply with 
requirements of the International Material Data System (IMDS). This system was developed to 
comply with the End of Life Vehicle (ELV) directive to facilitate the recycling of automobiles. 
Over 8,000 materials, components and semi-components are reported at the substance level. De 
minimis levels have been established for each of the reportable substances including all substances 
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listed on the Global Automotive Declarable Substances List (GADSL) based on 0.1% by weight.  
However, if DTSC establishes the ability to lower the de minimis level based on the hazard traits of 
each specific chemical, AIAM members will not be able to rely on the IMDS system and will need 
to reevaluate all chemicals or products currently reported in IMDS.  

c. De Minimis Exemption 

AIAM appreciates that DTSC has included language creating a de minimis exemption of 0.1% by 
weight, or an alternative de minimis level to be determined by DTSC. The proposed regulations 
need greater clarity in explaining how the 0.1% will be determined – by complete product or per 
component product - and the public process that DTSC will use to communicate their exemption 
determinations.  As noted above in the preceding section, we have concerns about the setting of 
lower de minimis levels and the resultant effect is could have on the ability to use existing 
information databases.  As a related concern, consideration of a de minimis exemption should only 
apply to intentionally added chemicals in the product. While AIAM understands that DTSC may 
have concerns about the presence of potentially harmful chemicals in recycled materials, a 
requirement to test all recycled materials would place a prohibitive costs on the recycling 
community and would have the unintended consequence of dampening the move towards recycling 
and recovery of end of life materials. AIAM recommends that DTSC provide a specific exemption 
for recycled materials. If DTSC continues to have a concern about the presence of toxic chemicals 
in recycled materials, it is more appropriate to address that concern by focusing on performance 
standards for the recycling community. 

3. PRIORITY PRODUCTS LIST 

a. Selection Criteria and Priority on the List 

AIAM agrees that a risk based approach for establishing the Priority Products List (PPL) is 
appropriate and appreciates that DTSC has explicitly stated that “Lower priority will be given to 
materials, products and parts of products that are solely or primarily marketed for use in, or used in, 
an intermediate manufacturing process…” [ §69303.3(c)6 ]. For those products that are candidates 
for the PPL, it is imperative that DTSC make clear that listing on the PPL or Products Under 
Consideration List does not mean that a product is unsafe. Products added to this list have not been 
determined to present a risk to human health or the environment. Rather, these products have been 
identified as containing a PC and have been identified for further assessment. DTSC needs to add 
language to the preamble for the list that clearly states that “These products have not been 
determined to pose a risk to human health and the environment. Further assessment will 
identify any uses of concern and any identified concerns will be published as part of DTSC’s 
Toxic Clearinghouse.”  The PPL has the potential to significantly disrupt the marketplace and may 
cause shifts that actually increase consumer risks in other areas. For example, chemicals and 
products used in air bag technology may not have any immediate replacement, but if their use is 
discontinued significant harm may occur due to failure or poor performance. If suppliers move to 
chemicals or products that are are not able to provide comparable performance characteristics 
simply to get off the list, the health and safety of Californians may be adversely impacted. 

As the PPL is developed, we request that DTSC provide detailed, well defined, products in the 
priority list.  DTSC should list exact parts of complex products in the PPL.   For example, in the 
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recent California legislation to ban certain harmful materials in brake friction material in vehicles, 
the legislation exempts oil immersed brakes, brakes for the primary purpose of holding the vehicle 
stationary, and brakes equipped in vehicles manufactured by small volume manufacturers.  If DTSC 
were to add brake pads on the Priority Product List, then all brake pads for motorcycle, vehicle and 
other relevant moving machines would be subject to the alternative assessment process instead of 
the more limited products.  The higher the degree of specificity for listed products, the more 
effective the regulation. 

AIAM has a number of specific recommendations that will improve the effectiveness of the data 
collection and priority setting aspects of this regulation: 

i. Supplier Notification 

If one of the goals of this new approach to chemicals management is to assure product 
stewardship, then all parties in the product life cycle need to share ownership and 
responsibility. Complex consumer products such as automobiles have a vast global supply 
base. Each automobile consists of tens of thousands of parts originating from thousands of 
suppliers and in some cases, located in multiple countries. Consequently, an auto 
manufacturer on its own cannot reasonably be expected to generate information on the 
hundreds of chemicals that may be present in the final product in the limited timeframes 
suggested by DTSC.   

AIAM and its members are active participants in the IMDS system described earlier. In 
order for manufacturers to comply with the SCPA regulations, we recommend that DTSC 
consider adopting the IMDS system as a supplier notification tool and work with the 
automotive sector to enhance it to meet the needs of SCPA. There are a number of issues 
which would need to be more fully explored including the de minimis levels in IMDS, the 
chemicals currently listed for notification and access to the system. We do not believe any 
of these issues create insurmountable obstacles. For example, as we have stated previously, 
DTSC could harmonize their de minimis levels with existing regulatory de minimis levels 
such as those in IMDS. Creating an automotive “link” with chemicals on the PC list and the 
IMDS list would not be difficult and access issues could be worked out. Confidentiality 
remains a concern for suppliers and manufacturers alike and remains a priority for AIAM. 

ii. Establish Three Priority Levels: High, Medium, Low 

DTSC has proposed that priority setting be based on “relative degree of threat” to include 
hazard and exposure as the determining factors. Even within the parameters of the priority 
setting criteria, there will be some products that require more immediate attention than 
others and there will be priority products that require a longer period of time for assessment 
due to factors, such as, complexity of the final product, availability of substitutes, 
coordination of consortia, etc. AIAM recommends a three (3) tiered system to better focus 
resources for DTSC, the regulated community, and the public. Tier 1 would contain high 
priority products that contain chemicals that have documented significant impacts on 
sensitive populations and would include carcinogens, mutagens and teratogens. This is in 
keeping with the focus of the first Priority Chemical list.  Tier 2 would include products that 
contain chemicals with a documented adverse impact on human health and the environment 
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(broader impacts than Tier 1), and Tier 3 would be reserved for priority products that need 
assessment but have no identified or clear responsible party. This recommendation would 
not alter DTSC’s basic strategy but would further prioritize the list. 

iii. Alternative Assessments 

AIAM recommends that DTSC defer alternative assessments for products that have been 
listed if they contain chemicals that are currently under assessment by state, federal, or 
international organizations, in order to harmonize national and global regulatory approaches.  
We also recommend that DTSC remove the requirement for submitting an Alternative 
Assessment (aka Tier I AA) report for reformulation, redesign, etc. when a product contains 
a chemical listed on the CUC list. Given the nature of the CUC list, this requirement is 
premature and overly burdensome to the manufacturer and DTSC. This requirement should 
not be triggered until a chemical has moved to the LPC.  A notice of removal should be 
adequate to keep the products list current.  Not only will this requirement, as proposed, stifle 
innovation, it will discourage manufacturers from reducing or eliminating priority chemicals 
until such time as they are expressly regulated. This requirement could be viewed as a 
disincentive for taking appropriate, proactive steps.   

AIAM recommends that DTSC modify the draft regulations to stipulate that minor changes 
to any Alternative Assessment report do not trigger a new report. For example, if a 
manufacturing site changes or minor engineering modifications are necessary, a complete 
new AA report would be overly burdensome and potentially confusing to the public. DTSC 
could easily provide for a postcard or short form approach to keep current on such minor 
changes. 

iv. Exemption for Replacement Parts 

In addition to the preceding issues, AIAM recommends that DTSC include a specific 
exemption for replacement parts that have already been manufactured.  Durable goods 
remain on the market for many years after they have been manufactured, and warranties 
may be violated if replacement parts are not available at a future date.  Companies often 
purchase lifetime supplies of replacement parts during the infancy of a vehicle model. It is 
not uncommon for suppliers that manufacture these parts to either go out of business or stop 
that production line during the life of the vehicle.  As a consequence, there is no means to 
gather the information that DTSC requires ,nor is there any way to obtain new replacement 
parts with safer alternatives.  Furthermore, it is unrealistic to go back years later to produce 
a small number of parts in a cost-effective manner.   Lastly, there are many times when there 
is not an ability to design a drop-in replacement (e.g., mercury-free bulbs to replace HID 
lamps), so the replacement cost could only be made at the time of a major model change, 
which is approximately every five years.  AIAM recommends that DTSC adopt the ELV 
Directive exemption of “repair as produced” and the ability to continue to use replacement 
parts already in commerce for all durable goods.  

4. Regulatory Response   

a. Safe - Safer - Safest 
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As stated earlier, AIAM supports DTSC’s goal of assuring that safe products are available to 
consumers and we generally support requiring that products that pose a risk to consumers, 
especially sensitive populations, be replaced with safe alternatives that provide functional 
equivalency.  However, AIAM does not believe it is appropriate for DTSC to mandate choices 
among safe products, especially if several alternatives of “safer” products are available.  Therefore, 
AIAM recommends that DTSC make clear that consumers have the ultimate choice among safe 
products and that DTSC will not intrude into the realm of consumer choice by regulating safe 
products out of the marketplace thereby limiting consumer choice to only the safest of products. 
This type of market influence is inappropriate for a regulatory authority and sets a far reaching 
precedent for government intervention in the free market place. It also creates an environment of 
uncertainty for the manufacturers and the consumer. What is determined to be safe today may be 
banned tomorrow if a safer product is developed. The threshold for the determination of what is 
safe should not be a moving target. 

b. Timeframes and Harmonization with Federal and State Performance and Safety Standards 

AIAM remains concerned about the timing of new regulatory requirements and has a number of 
questions about the process that will be used to impose regulatory restrictions. There is no mention 
of individual notice and comment rulemaking in the proposed regulations and AIAM requests 
clarification and explicit discussion in the regulations of what approach DTSC will use to finalize 
individual regulatory requirements on products. Will APA notice and comment procedures be 
followed or is DTSC planning on using an order approach that limits input?  Generally, AIAM 
supports an open and transparent notice and comments rulemaking process, including agency 
responses to all comments received. 

 On the issue of timing, AIAM has major concerns regarding the timeframes outlined in the draft 
regulations. While the timeframes for both chemical lists seems unrealistic given the magnitude and 
complexity of the data that DTSC will need to collect and evaluate, AIAM’s more significant 
concerns are with the timeframes for the assessments and any ultimate regulatory response. To put 
these comments into context, it is important to understand the complicated product development 
cycles in the automotive industry, and as we noted in our July 2010 comments, one size does not fit 
all. The development of an automobile and its component parts from the concept to the engineering 
phase takes several years. Engine development and much of the R&D associated with the 
powertrain components and fuel systems, mobility and safety systems, and materials and 
manufacturing processes can take significantly longer.  If major changes need to be made, the 
automotive sector needs a minimum of a 3-5 year timeframe to redesign and test any new 
component or product to assure it meets federal and state performance and safety standards. [See 
specific timeframe issues identified in AIAM’s July 2010 comments]. AIAM recommends that 
DTSC work collaboratively with the automotive sector to develop a series of case studies and 
guidance documents to design a workable, effective program. AIAM would welcome the 
opportunity to engage in a public/private partnership approach in developing these studies and 
guidance documents.  Such an approach may be advisable for other sectors, too. 

Additionally, we recognize that DSTC is striving to build a regulatory process that does not result 
in any unnecessary delays.  We recommend that rather than stipulating specified, strict timelines for 
extensions, 30-60 days in many cases, that instead, the extension timelines could be left to the 
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discretion of the manufacturer and DTSC to decide, providing both with the flexibility to extend 
assessment timeframes as may be appropriate for products, especially complex products. 

c. Inventory Recalls 

AIAM is concerned that the requirement to perform a complete inventory recall for any product that 
is replaced with a product determined to be a “safer” product will be cost prohibitive to the 
consumer and the manufacturer.  AIAM recommends that DTSC specifically include “management 
in place” as a regulatory option for component products that cannot feasibly be recalled or which do 
not pose a risk of imminent harm.  

5. End of Life Management Requirements 

§69306.4 describes the end of life management requirements for priority products. As proposed, the 
manufacturer of the final product bears a disproportionate share of the responsibility for developing 
end of life programs, state and local infrastructure programs and all related costs. If the final 
manufacturer is responsible for all aspects of end of life management, there is no incentive for all 
players along the supply chain to invest in green design and development. Product Stewardship 
should assign responsibility all along the supply chain including all intermediate suppliers as well 
as the consumer. Products are designed to meet the needs of consumer demands. If consumers are 
not assigned some responsibility in DTSC’s regulatory approach then all the upfront work will be 
negated.  End of Life management is not a responsibility that should rest solely with the final 
manufacturers. AIAM recommends that DTSC rework §69306.4 to include language that places 
responsibility on intermediate suppliers, state and local governments for creating the needed public 
infrastructure and consumers for following safe and sustainable disposal practices.   Additionally, 
DTSC should consider some ways to promote and incentivize more effective collection, segregation 
and recycling of consumer wastes. 

 AIAM appreciates that DTSC has proposed an exemption provision regarding the development of 
an end of life management program (§69306.4 (f)). However, it is not clear what DTSC means by 
“demonstrating to the Department’s satisfaction” that an end of life program cannot be feasibly 
implemented for the product.  Given the critical importance of the end of life requirements, more 
precision is needed in the regulation to clarify those circumstances when an exemption would be 
applicable. Responsible parties need clear guidance on what will be considered by DTSC and some 
predictability for the outcome of an exemption request. AIAM recommends that DTSC propose for 
review both the process and the criteria that will be applied. 

6. Confidential Business Information 

AIAM appreciates that DTSC recognizes the importance of Confidential Business Information 
(CBI) safeguards. However, the regulations do not appear to recognize the enormous volume of 
CBI that will be coming into the agency and that a dedicated team of engineers, chemists, 
economists and IT professionals will be necessary to meet the requirements of the review process. 
AIAM recommends that DTSC address this specifically in the final regulations or guidance. In 
addition, AIAM recommends that DTSC reconsider the requirement that a manufacturer’s general 
counsel or CEO substantiate any CBI claim. Each company should be allowed the flexibility to 
determine where that responsibility should lie within its own corporate structure. 
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7. Cross Cutting Issues 

In addition to the specific comments and recommendations made in sections 1 through 6 above, 
AIAM has general concerns about the timing, burden and overall workability of the proposed 
regulations. 

a. Defer Finalization of the Alternative Assessment Process 

AIAM strongly recommends that DTSC defer finalization of the Alternative Assessment Process 
and subsequent activity until the major issues raised in comments have been adequately addressed. 
The listing process can move forward as planned while DTSC engages the regulated community in 
developing sector specific guidance for the assessment work as well as the end of life requirements. 
Working together, we will have one opportunity to get this right. Moving forward with the 
assessment requirements at this time will undermine the significant investment of time and 
resources that has already been expended in this effort. Experience from the listing process and the 
REACH process will more fully inform DTSC and result in a more effective assessment program. 

b. Survey for lab capacity and accepted testing methodologies 

It is not clear that DTSC has done a review or survey of approved testing methodologies for all the 
chemicals that will be included on both lists or that DTSC has assured that there is adequate 
laboratory capacity and trained personnel to complete the testing and assessment within the time 
frames specified. For example, has DTSC considered the infancy of scientifically valid testing 
methods for certain chemical categories such as endocrine disruptors, Nano materials or 2nd 
generation bioengineered materials?  Has DTSC completed a recent survey of laboratory capacity in 
California, the U.S. or internationally? Lack of laboratory capacity will create insurmountable 
obstacles for DTSC and the regulated community and will erode even further the public’s trust in 
our chemical regulatory programs. AIAM strongly recommends that DTSC undertake these surveys 
immediately to see if the timeframes stipulated for data development are realistic. 

c. Product Information for Consumers 

The regulation specifies that regulated products must have information permanently marked on 
them to the extent that it will physically fit, in addition to providing information on packaging.   
AIAM recommends that DTSC include exclusions for cases when marking or labeling would 
interfere with the functioning of the product.   Our concern lies with the size and function of service 
parts. 

d. Provide specific guidance for the automotive sector 

AIAM would like to reiterate its request to DTSC that sector guidance documents be developed to 
assist the regulated community in complying with these regulations. While the proposed regulations 
provide general guidance and direction, they are no substitute for sector specific guidance that can 
address the multitude of sector specific issues and questions which will arise. Development of the 
guidance documents will also help DTSC better understand the individual circumstances of each 
sector and adjust the assessment process and end of life management processes as appropriate. 
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!,, BASF
The Chemical Company

Via Electronic Mail
,~cregs@dtsc. ca. go v

October 29, 2010

California Department of Toxic Substances Control
Office of Legislation & Regulatory Policy
Jeff Woled, MS 22A
P.O. Box 806
Sacramento, CA 95812

Re: Safer Consumer Pro&tct Alternatives, Comments on Proposed Regulations, R-2010-050

Dear Mr. Woled:

BASF Corporation is submitting comments on the proposed regulations for Safer Consumer Product
Alternatives released on September 14, 2010 by the California Department of Toxic Substances
Control (hereinafter "DTSC" or "department") for the implementation ofAB 1879. Department
Reference Number R-2010-050. While we are grateful for the openness xvith which DTSC has
conducted the regulatory design process, we must add oor strong disappointment with this latest
draft iteration of the rules. BASF believes that if these proposed rules are implemented in their
present form they will lead to a tangled web of bureaucracy and consumer and cotmnercial
confosion that wii1 harm California’s economy and stifle innovation that could potentially benefit
the state’s residents.

BASF Corporation is the North Amerlcan unit ofBASF SE, the world’s leading chemical company.
We have five facilities in the state of California - Dinuba, Rancho Cucamonga, Newark, Orange,
and Fremont - and more than 100 sites in total throughout the United States. Our portfolio includes
chemicals, plastics, perfoxanance products, agricultural products and fine chemicals. As a reliable
partner to virtually all industries, BASF’s high-value prodncts and intelligent system solutions help
its customers to be more successful. BASF develops new teclmologies and uses them to meet the
challenges of the future and open up additional market opportunities. We combine economic
success with environmental protection and social responsibility, thus contributing to a better futnre.

Concerns with the proposed regulations are summarized below, but this list is by no lneans
exhaustive. We invite DTSC to consider the colnprehensive submission of the Green Chemistry
Alliance (GCA), of which BASF is a member. See also conmaents submitted by the American
Chemistry Council and the American Cleaning Institute.

DTSC has overreaehed with the proposed regMations. Listed below are some examples of
instances ~vhere the department has gone beyond the confines of the authorizing statute.



2

Alternative Assessment for Any Refornmlated Product. According to the Legislative Counsel’s
Digest for AB 1879, the statute is meant to allow DTSC "to adopt regulations to establish a process
by which chemicals or chemical ingredients in products may be identified and prioritized for
consideration as being chemicals of concern," and to bring safer products to market quicker. The
approach suggested in the draft rules, however, particularly § 69305.1, seems counterintuitive to the
prescript of bringing safer products to California at a more rapid pace. Section 69305.1 of the
proposed roles states that if any product containing a che~nical under consideration or priority
chemical (not just priority products) "is reformulated or redesigned to remove or reduce the
concentration of that chemical, or the original product has been replaced with an alternative product,
the responsible entity shall provide an [Alternatives Assessment] AA notification to the department
before placing the reformulated, redesigned or replacement product into the stream of connnerce in
California." (Emphasis added) The collection and provision of data further specified in §69305.1
for a universe of thousands of chemicals in potentially tens of thin|sands of consumer products ~vill
only delay entry of the refornmlated product into the market. The rule as drafted appears to serve as
a disincentive to innovate and an incentive for manufacturers to wait to reformulate to a safer
alternative until their product is listed as a priority product containing a priority chemical.
Moreover, we are unable to discern what, if anything, DTSC will do with the infornration after it is
provided. These provisions should be eliminated from the final tales and that mam~facturers who
choose to reformulate or remove a chemical from their product transmit to DTSC a straightforward
notice to the department with key infmanation, including the effective date of the change.

Information Procnrement. A second exmnple of how the proposed regulations are overt’caching is in
§69301.6 regarding "Chemical and Product information." While Health & Safety Code §25252 (a)
gives DTSC the authority to go beyond the three considerations listed for the purpose of identifying
and prioritizing chemicals in consumer products, kl. at (a) (1-3),l we believe that, to ensure
conmaercial ce~tainty and the f~ll participation of affected parties in the regulatory process, the
Legislature meant for the department to definitively state those additional criteria in the rules, not
leave things open-ended. See § 69301.6 (a)(2) as an example of the open-ended nature of the rules
(the department reserves the ability to "[obtain] data and other information throngh any other means
necessary"); see also § 69301.6 (c)(1) (to collect additional unspecified information this proposed
rule includes the phrase "but not limited to" prior to the list of data that might be requested).

In addition, we view the levei of data collection contemplated by the draft rules as unprecedented in
the United States, especially for a state alone, and not to mention a state government that is facing a
budget crisis. Indeed, the Legislatnre specifically directed DTSC to "minimize costs and maximize
benefits for the state’s economy." Health & Safety Code § 25252 (b)(2). There must be a
reasonable limit on the data collected and how the department collects it.

Definition of"Responsible Entity". A third example of overt’caching is the definition of
"responsible entity," i.e., a patty who must comply, in § 69301.2(a)(67), § 69301.4, and other parts
of the draft rules. The definition includes or, reefs or licensees of brand owners, distributors,
importers, retailers, or any entity with a contractual relationship related to the product of interest

1 (1) The volume of the chemical in commerce in this state. (2) The potential for exposure to the chemical in a

consumer product. (3) Potential effects on sensitive subpopulations, including infants and children.
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with any of the above. §69301.2(a)(67)(A)-(E). This is a complicated system that, with so many
"responsible entities," ~vill likely lead to couli~sion and delays thi’oughout the commercial chain and
beyond the borders of California. The depadment should look to the federal Fair Packagi~g &
Labeling Act (FPLA), 15 USC 1451 et seq., for recognition of a responsible entity. This la~v lays out
labeling requirements that include the name and address of the manufacturer or packer or distributor,
along with a net quantity statement. The FPLA also accounts for instances ~vhere a product is
manufactured overseas. The FPLA is already used by the California Air Resources Board as a
means of enforcement for its cormnercial and consumer products VOC regulation.

Coverage of Intermediates. Finally, ~vhile it is reasonable to state that in appropriate circmnstances
a chemical may by itself be considered a "consumer product," the Legislature intended for the rules
to cover only the use of chemicals in finished consumer products, e.g., products typically available
to consumers in a depm~tment or grocery store. See, e.g,. Health & Safety Code § 25253(a)(1),
which calls for adoption of rules relating to "a process for evalnating chemicals of concern in a
consumer products." (Emphasis added); see also, Id. at § 25253 (b)(4)-(6). Accordingly, we
recommend that the definition of"consumer prodnct," § 69301.2 (20)(A), be amended so that
chemicals alone are not included within the scope of the temr.

The chemical andproduetprioritization processes are unspecified. Health& Safety Code
§25252(a) reads that DTSC must "identify and prioritize those chemicais or chemical ingredients in
consumer products that may be considered as being a "chemical of concern." (Emphasis added)
While § 69302.3 of the draft contains an extensive list of enviromnental and health criteria it fails to
develop a genuine process for prioritization of chemicals nnder consideration . The draft raises
serious questions. Notably, how will the criteria be applied? Which criteria, for example, will carry
more weight than others in terms of eventually placing a chemical on the list of chemicals under
consideration? Without some sort of weighting scheme, DTSC will have given itself carte blanche
authority to use a single criterion to place a chemical on a path that could lead to priority chemical
status.

DTSC should develop a science-based prioritization process to determine whether a chemical
belongs on the list of chemicals under consideration and to share that process with the public for
purposes of comment before it becomes final; and for the same reasons listed above, we urge a
similar conrse of action for deciding on the prioritization of products or selection of"products under
consideration." Doing so will help for a tnore manageable introduction and administration of the
safer alternative program and provide businesses with regulatory predictability.

Rehttingtonanotechnology. The cun’ent definition of"nanomaterial," §69301.2(a)(50)(A),
includes a reference to "nanostructure." BASF asks that DTSC clarify what it believes are the
potential impacts of nanostructures on health or the environment for the purpose of green chemistry.

~ Pursuant to § 69301.2(a)(14) of the dra~ rules, "chemicals nnder cousideration" are included in the defiaition of
"chemicals of concern". BASF believes that the departmeat has incorrectly redefined "chemicals of concern" to
include "chetnicals under consideration". "Claemicals of concern" and "chemicals under consideration" should be
completely separate lists. Otherwise, "chemicals under consideration" will be immediately pot in line for regulatory
action, pursuanttoHealth&SafetyCode25252, et. seq. The more appropriate approach is to have the "chenaicals
under consideration" list serve as a potential precursor to placement on the "chemicals of concern" list.
BASF Corporation
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U~aless concerns for health or the enviromnent can be identified, DTSC ,,viii be forced to evaluate
substances t:ar outside the nanoscale with no potential effect other than that they contain small
openings on the surface. We also believe that the prohibition for a de minimis exemption of
materials engineered at the nanoscale level, § 69303.2(d)(3), is arbitrary and should be eliminated.
The lack of a de minimis will, once again, trigger evaluation of substances far outside of the
nanoscale simply by virtue of having one particle in the nanoscale and no nanoscale phenomenon
associated with them.

The definition of "t’eliable information" must ittclude details on how decisions will be made to
judge attd weigh the information, it is not enough to merely list what constitutes "reliable
information," see § 69301.2(a)(66), bnt provide a process or mechanism that confirms the reliability.
DTSC should look at cnn’ent policy guidelines, e.g., the globally accepted method for rating the
quality and reliability of studies developed by the Organization for Economic Cooperation and
Develop~nent ("OECD"). The OECD methodology is used in the United States and for REACH in
Europe.

A suggested alternative to the tie mhthnis exemption petition process. BASF does not agree with
the de minimis exemption petition process as contemplated by the draft rules, one in which DTSC
gives itself the authority to grant or deny an exemption on a case-by-case basis. § 69305.3. It adds
paperwork and can be burdensome for industry and the department alike. Instead, DTSC should
establish a de minimis threshold for each priority chemical and leave it to manufacturers to report
whether their priority product falls above or below the threshold. This form of self-reporting
fi’amework is used by the United Nations global harmonized system.

Confidential bttsiness information ("CBI") must be protected. A business’s intellectual properly
can be its most valuable intangible asset. This includes patents, trademarks, copyrights; but it also
refers to CBI, such as trade secrets. Concerns relating to the proposed rules treatment of CBI are
listed below.

The requirement in § 69310.1 for a person to provide substantial justification for a CBI claim at the
time the claim is submitted to the department, Id. at (a)(1-2), is inconsistent with Health and Safety
Code § 25257, ~vhich requires a person making a trade secret claim to provide support for the claim
only after DTSC has made a written request.

Regarding § 69310.4(a), 10 days is simply um’ealistic for a company required to substantiate its CBI
claim to assign the matter to the appropriate staff; to gather information from several departments
within the business to address the substantiation requirements, and to obtain legal review to enable
either the general counsel or an executive to certify as required by the draft rules. A more
reasonable timeframe for compliance must be developed for the final rules package.

BASF also notes the difficulties in requiring a manufacturer to list a value or dollar amount of the
CBI, as appears to be required by § 69310.4 (7). There appears to be no support for this provision in
relevant sections of California law, e.g., Health & Safety Code § 25257 and § 57020 and
Government Code § 6254.7, and BASF submits that dollar amount should not be a considered as a
measure of a trade secret.
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Finally, § 69310.5(a), allowing DTSC to determine the validity ofa CBI claim even though no
member of the public has requested the information, does not appear to have a basis in AB 1879 and
should be eliminated frmn the final rules package.

Whatever the decision on CBI, BASF urges the strictest of care on the part of DTSC in order to
prevent the release of information that could jeopardize a business’s competitive position or
substantial investment or allmv for reverse engineering of a product. The regulation shoold provide
liability for the state in cases ~vhere CBI has been intentionally or inadvertently released and the
department must ensure that the rules conform to existing case and statntory law.

Conchtsion. Thank you, once again, for the oppol-tunity to submit comments on the proposed
regulations for Safer Consumer Product Alternatives. We respectfully urge DTSC to hold final
implementation of the proposed rules and work with groups such as the GCA on crafting revisions
that will ensure a safer and healthier California and promote irmovation and investment in the state.
If the department has questions concerning BASF’s submission, please feel free to contact me by
phone at (973) 245-6035 or e-mail at michael.heltzer@bast:com.

Sincerely,

Government Affairs Manager

BASF Corporation
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Commenter: 18 
 
November 1, 2010 
 
Maziar Movassaghi 
Acting Director 
Department of Toxics Substances Control 
1001 I Street 
P.O. Box 806 
Sacramento, CA 95812-0806 
 
Subject: California Department of Toxic Substances Control - Proposed Regulation: Safer Consumer Products 
 
Dear Mr. Movassaghi: 
 
On behalf of Wild Planet Entertainment I appreciate the opportunity to provide input on the Department of Toxic Substances 
Control's (DTSC) Safer Consumer Products Proposed Regulations.  Wild Planet Entertainment believes that we need a common-
sense and science-based regulation to meet the goals of AB 1879 and SB 509 and to help provide safer products to California 
consumers.  Unfortunately, we do not believe the current Proposed Regulations achieve this goal. If they are implemented in their 
current form they would severely harm the California marketplace through government control and monitoring of product 
innovation, costly third-party validations, and overwhelming paperwork without providing any real benefit to California consumers or 
the environment. 
 
Wild Planet Entertainment Inc. was founded in 1993. Headquartered in San Francisco, we make many popular lines of toys 
including Spy Gear, Hyper Games, and Crayola Crayon Town. We have approximately 40 employees and last year our revenues 
were close to $50mm. We are deeply committed to product safety which is integrated into every stage of our product lifecycle from 
the design table to the manufacturing floor. 
 
Wild Planet Entertainment places the health and safety of children and our customers first by complying with rigorous safety 
standards for our toys that have been established by working with government, consumer organizations and medical experts.  In 
fact, the risk-based safety standards for toys, established in the United States, have been widely recognized as a model for 
countries around the globe. We support a science-based process for encouraging innovation in the private sector to develop safer 
products. 
 
While we appreciate DTSC's willingness to receive public input from all stakeholders, we are disheartened with significant and 
substantive flaws in this regulation and the significant workability and policy issues which remain with the Proposed Regulations.   
As drafted these regulations are not the basis for creating a new generation safer alternatives development.  Instead these 
regulations place huge compliance burdens on research and development.  The issues of most importance to us are: 
*         The lack of a standard for reasonable and foreseeable exposure; 
*         The lack of a workable regulatory duplication provision; 
*         Automatic public disclosure based on the presence of a priority chemical in a product; 
*         The lack of a workable provision for unintentionally-added ingredients; 
*         Creation of a flawed chemical/product removal and substitution notice; and 
*         The creation of a burdensome alternative assessment process with third-party verification. 
 
Wild Planet Entertainment  also supports the comment letter to be submitted by the Toy Industry Association on November 1, 2010 
and urges DTSC to review these comments, in-depth, for specific details and recommendations regarding these issues.  In addition, 
we are particularly concerned that the Proposed Regulations place a particular burden on manufacturers, suppliers and distributors 
of products in California and create a disincentive to locate a business in California. 
 
We understand the Department plans to promulgate these Proposed Regulations by the end of the year; however, we respectfully 
request the Department consider delaying the regulatory process in order to work to fully address the significant changes which will 
be needed in order to fully implement the goals of incentivizing innovation while protecting human health and the environment. 
 
Once again, on behalf of Wild Planet Entertainment  we appreciate opportunity to provide comments on the Proposed Regulations 
and encourage DTSC to work with stakeholders to find a workable regulation that makes true progress toward the challenge of 
developing safer alternatives. 
 
Respectfully Submitted, 
 
 
Daniel Grossman 
CEO 
Wild Planet Entertainment, Inc 
 
 
CC:         The Honorable Linda Adams, Secretary, CalEPA 



Cindy Tuck, Undersecretary, CalEPA 
Patty Zwarts, Deputy Secretary, CalEPA 
John Moffatt, Legislative Affairs, Office of the Governor 
Jeff Wong, Chief Scientist, DTSC 
Odette Madriago, Chief Deputy, DTSC 
Hank Dempsey, Special Advisor, DTSC 
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Commenter: 24 
 
Last Name: Van Domelen 
First Name: Timothy 
Organization: JR Simplot Company 
Address: 16777 Howland Rd 
Address Cont'd:  
City: Lathrop 
State: CA 
ZIP Code: 95330 
E-mail Address: tim.vandomelen@simplot.com
Phone: 209-858-6470 

  

Affiliation: Industry 
hr: 
Art_1_Label: 
Section: 69301. Purpose and Applicability 
Page:  
Line:  
Comment: JR Simplot Company is a chemical and fertilizer manufacturer and distributor in the State of California.  We are a 
member of the Chemical Industry Council of California and a strong supporter of efforts of the Green Chemistry Alliance (GCA).  As 
such, we are in agreement with and support the comments which have been submitted by the GCA. 
 
Overall, we believe the DTSC has defined a reasonable process for determining when alternative assessments should be required.  
The overriding problem with the proposed regulation is its broad and overreaching scope.  The only clear limitations are those 
exemptions listed in the definition of consumer products.  The only other limitation to this regulation is the Department�s 
discretion. 
 
We have attended several of the outreach sessions that DTSC has presented to explain the proposed regulation and the rationale 
behind it.  At every opportunity DTSC has stated that it is their intention to limit the scope of applicability to chemicals and products 
that present true risks to consumers.  If this is the case, those limits should be enumerated and documented so that there are 
legitimate and predictable boundaries on the process.   We highly recommend that DTSC continue to work with the GCA and other 
stakeholders to develop documented boundaries and limitations, not subject to regulatory discretion, which will make this a 
workable regulation. 
 



 

 

October 29, 2010  
 
Maziar Movassaghi, Acting Director  
California Department of Toxic Substances Control 
 
Attn: Jeff Woled, Regulations Coordinator 
 
Subject: Comments on Regulation for Safer Consumer Product Alternatives (September 12, 

2010 draft) 
 
Dear Mr. Movassaghi: 
 
The California Stormwater Quality Association (CASQA)1 appreciates the opportunity to comment 
on the proposed Regulations for Safer Product Alternatives.  We submitted comments July 14, 2010 
on the preliminary draft of the regulations.  We greatly appreciate the changes reflected in the new 
draft, which address many of our concerns. 
 
As you know, it is the responsibility of our members to ensure that runoff from urban areas and 
construction projects does not pollute the waters of the state.  We view the proposed regulations as 
an essential component of our efforts in that they provide a means to control many pollutants that 
pass through stormwater systems, but are outside our authority to control.  We are very hopeful that 
these regulations will result in substantial benefits to water quality.  
 
With that in mind, we offer the following comments and proposed changes:  
 
§ Need to expand definition of hazard trait – The chemical prioritization process applies to 

chemicals that exhibit a “hazard trait” [see Section 69302.1. (a)].  Thus, it is very important how 
hazard trait is defined.  The regulations provide an operating (i.e., interim) definition until the 
Office of Environmental Health Hazard Assessment (OEHHA) has identified and defined hazard 
traits.  We have submitted comments on the preliminary OEHHA regulations including the 
definitions; it is unclear when OEHHA will issue a final definition. 

 
Unfortunately, the interim definition, which may be in place for some time, does not address 
chemicals damaging the environment except in a very limited circumstance.  As specified in the 
draft, the term “hazard trait” refers to just three characteristics: 

 
1. Carcinogenicity or reproductive toxicity… 

                                                
1 CASQA is comprised of stormwater quality management organizations and individuals, including cities, counties, 
special districts, industries, and consulting firms throughout California.  Our membership provides stormwater quality 
management services to more than 22 million people in California.  CASQA was originally formed in 1989 as the 
Stormwater Quality Task Force to recommend approaches for stormwater quality management to the California State 
Water Resources Control Board.  
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CASQA comments on Regulation for Safer Consumer Product Alternatives (September 12, 2010 draft) 

October 29, 2010  2 

2. Mutagenicity…. 
 

3. Chemicals that have been determined by the United States Environmental Protection 
Agency to be Persistent Bioaccumulative Toxic chemicals. 

 
[From Section 69301.2. Definitions – page 11, beginning with line 28, of the 9/17/2010 
draft]. 

 
Only the third characteristic addresses environmental harm and it pertains only to a very 
limited set of chemicals. 2  While this definition is clearer than the previous one, it still does 
not address many of the chemicals in consumer products that cause environmental harm.  As 
we noted in our earlier comments, copper, zinc, and lead are three of the pollutants that most 
frequently exceed water quality standards in stormwater runoff and they would not be 
addressed by the interim definition.  The State Water Resources Control Board has listed 
many waterways in the state as impaired by these chemicals copper, zinc, and lead.3  We 
cannot see any reason for using the limited definition in the current draft, which only 
addresses a very short list of problem chemicals and leaves out many of the key pollutants.  

 
We propose expanding the list of criteria for the interim definition of chemicals that exhibit a 
“hazard trait”: 

 
“4. Pollutants listed by California or the United States Environmental Protection Agency 

for one or more water bodies in California pursuant to section 303 (d) of the federal 
Clean Water Act. 

 
5. Chemicals identified as priority toxic pollutants for California pursuant to section 

303(c) of the federal Clean Water Act and listed in section 131.38 of Title 40 of the 
Code of Federal Regulations published in the Federal Register May 18, 2000. 

 
Additional changes may be needed in the draft regulations to be consistent with our 
suggested changes.  

 
§ Chemicals Under Consideration [Section 69302.3] – We strongly support the changes to 

this section that will allow the program to address water quality impacts.  With respect to this 
entry on page 33, line 2, et seq., we suggest a few modifications since water quality standards 
in California consist of three distinct components: beneficial uses, criteria (also called 
objectives) supporting those uses, and antidegradation requirements. 

 
Page 33, beginning  line 2: 

 
(3) Water quality impacts.  This includes, but is not limited to, violation of water quality 

standards (including water quality criteria and objectives,  beneficial uses,  and 

                                                
2  The 12 chemicals are aldrin/dieldrin, benzo(a)pyrene, chlordane, DDT, hexachlorobenzene, alkyl-lead, mercury 
and compounds, mirex, octachlorostyrene, PCBs, dioxins and furans, and toxaphene.   
3 The State Water Board’s 2010 Integrated Report, posted here, identifies the waterways that are included on the 
303(d) list of impaired waters.  

http://www.swrcb.ca.gov/water_issues/programs/tmdl/integrated2010.shtml
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antidegradation requirements) adverse impacts associated with the degradation of the 
beneficial uses of the waters of California,  and any of the following: … 

 
§ Priority Chemicals [Section 69302.4; beginning page 35] – These chemicals receive the 

highest priority for action under the Green Chemistry Initiative.  CASQA appreciates the 
changes that have been made to this section.  We have the following additional suggestion.  

 
On page 36, beginning line 8: 

 
(3) In evaluating the potential for harm resulting from potential exposures, the 

Department shall, at a minimum, consider chemical potency and resulting harm for all 
of the following: …  

 
(B) Environmental receptors, in particular, environmentally sensitive habitats and 

endangered and threatened species, in addition to widespread or critical impacts 
on the environment. 

 
We make this comment because many of the chemicals adversely impacting water quality do 
so in many waterways, but may not necessarily impact sensitive habitats or listed species.  
For example, fire retardants appear to be accumulating in sea mammals in San Francisco 
Bay; these mammals may not be threatened, yet this is a significant concern.  Similarly, zinc 
from runoff may cause widespread toxicity in marine waters but may not clearly impact 
sensitive habitats or listed species. 

 
On page 36, beginning line 17: 

 
(d) In preparing the initial list of Priority Chemicals, pursuant to subsection (a), the 

Department shall only consider chemicals that are one or more of the following:  
 

(1) Chemicals that are carcinogens or reproductive toxins, or both, …  
 

(2) Chemicals that are listed as having mutagenic properties ….  
 

(3) Chemicals that have been determined by the United States Environmental 
Protection Agency to be persistent bioaccumulative toxic chemicals. 

 
We realize this is the initial list and hopefully can be amended, however, we do not 
understand why the only environmentally-related reference is to “persistent bioaccumulative 
toxic chemicals.”  We presume these are the 12 chemicals (most now banned) referenced 
earlier in the definition section of the regulations.  While they are important, it is also 
essential to address other chemicals that may have even greater and wide-spread impacts.   
As suggested above, we suggest adding: 

 
(4) Pollutants listed by California or the United States Environmental Protection 

Agency for one or more water bodies in California pursuant to section 303 (d) 
of the federal Clean Water Act. 
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(5) Chemicals identified as priority toxic pollutants for California pursuant to 

section 303(c) of the federal Clean Water Act and listed in section 131.38 of 
Title 40 of the Code of Federal Regulations published in the Federal Register 
May 18, 2000. 

 
§ Products Under Consideration [Section 69303.3; beginning page 40] – This section should 

also clearly address toxins in the water environment.  Suggested changes: 
 

Page 40, beginning line 27: 
 

(b) Potential for the public or the environment to be exposed to the Priority Chemical that 
is contained in the product, during the useful life of the product and end-of-life 
disposal or management of the product. 

 
We presume “end-of-life disposal or management” includes residues from use of the product.  
If not, the residues should be explicitly included.  This also pertains to subsequent sections 
that address end-of-life product controls. 

 
Page 40, beginning line 36.  We suggest the following addition to be consistent with the 
earlier sections. 

 
(c) Types and extent of consumer uses that could result in public or environmental 

exposure to the Priority Chemical that is contained in the product, … 
 

Page 41, beginning line 16. We suggest a change to address toxicity: 
 

(d) Product uses or management or disposal practices that could result in releases to the 
environment of the Priority Chemical that is contained in the product, which in turn 
could result in adverse ecological or other environmental impacts as specified in 
subsections (c) and (d) of section 69302.3. Factors to be considered include, but are 
not limited to: 

 
(1) Use, storage, transportation and end-of-life management practices and locations.  

 
(2) Potential for release into, migration from or distribution across environmental 

media, and potential for accumulation, or persistence or toxicity in biological or 
environmental compartments or systems of the Priority Chemical or its 
degradation products. 

 
§ Priority Products [Section 69303.4; beginning page 42] – We suggest the following change: 
 

Page 43, beginning line 5: 
 

B) Environmental receptors, in particular, environmentally sensitive habitats and 
endangered and threatened species, or widespread or critical adverse impacts . 
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§ Alternatives Assessment Notifications and Tier I AA Reports [Section 69305.1; 
beginning page 46, line 9] 

 
We have a concern regarding a possible oversight in the regulations.  After DTSC has issued 
the lists of Chemicals under Consideration and Priority Chemicals, manufacturers may 
reformulate products to avoid the need to complete detailed Alternatives Assessments.  We 
appreciate that DTSC has designed the regulations to require that alternative formulations 
receive a basic screening (Tier I Alternatives Assessment) to help ensure that the alternative 
formulations do not include substitutes that may themselves be harmful.  However, as 
currently drafted, the regulations appear to contain an inadvertent provision that could be 
used to avoid the Tier I AA.  To correct this potential problem, we suggest that DTSC also 
require a complete Tier I AA for any product that is substantially similar to products 
exempted through filing of Product Removal Confirmation Notifications.   

 
We suggest the following addition to Section 69305.1(c) [page 46, beginning line 39]: 

 
“(c) The requirements of subsection (a) do not apply if the manufacturer of the product 

has submitted a Chemical Removal Confirmation Notification or a Product Removal 
Confirmation Notification to the Department and has not placed into the stream of 
commerce a substantially similar new product.” 

 
§ Tier II Alternatives Assessment Work Plan. [Section 69305.4] – We suggest an addition 

unless the residues are already addressed by product end-of-life: 
 

Page 54, beginning line 3: 
 

6. Product end-of-life, and  
7. Reuse and recycling, and  
8.  Residues or other degradation products remaining in the environment … 

 
____________________ 

 
The Green Chemistry Initiative presents a significant step forward in protecting the 
environmental resources of California.  We appreciate the very thorough and thoughtful efforts 
of Department staff in developing these regulations, and look forward to providing any 
additional information that you may need in finalizing them.  Thank you again for the 
opportunity to provide comments.  Please contact me at (760) 603-6242 or Geoff Brosseau, our 
Executive Director, at (650) 365-8620 if you have any questions or need additional information. 
 
Very truly yours,  

 
Scott Taylor, Chair  
California Stormwater Quality Association  
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cc:  Odette Madriago, Acting Chief Deputy Director, DTSC  

Jeff Wong, Chief Scientist, DTSC  
Kathy Barwick, Office of Pollution Prevention and Green Technology 
Charles Hoppin, Chair, State Water Board  
Tam Doduc, Member, State Water Board 
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Commenter: 26 
 
Dear Mr Woled,  
 
As suggested in the mail of Ms Madriago, enclosed please find my comments on the draft  
Safer Consumer Product Alternatives Regulation. 
I tried to use the recommended online form - however, this has proven too cumbersome as I  
have often several comments on the same article. 
 
The attached note does follow the same sequence as the form. 
 
I would like to thank the Californian authorities for the possibility to comment on the draft Regulation  
and remain at your disposal for any follow-up question or discussion to clarify my comments.  
 
Please note that as part of my comments I strongly recommend that the draft Regulation is 
notified to the WTO in the framework of the Technical Barriers to Trade Agreement, as it establishes 
numerous technical requirements for the marketing of products in California, many of which are 
manufactured in countries outside the United States.  
 
Regards, 
 
Klaus Berend 
 
 
 
 
Klaus Berend        Brussels, 30 October 2010 
European Commission 
Head of Unit Chemicals - Classification & Labelling, Specific Products, Competitiveness 
Directorate-General Enterprise and Industry 
Rue de la Loi 200, BREY - 11/254 
B-1049 Bruxelles 
 
Disclaimer:

 

 the opinions expressed in this submission are personal and do not necessarily represent 
an official position of the European Commission 

 

 

Submission during the public comment period for DTSC's proposed Safer 
Consumer Product Alternatives Regulations  

I would like to thank the Californian authorities for the possibility to submit comments on the 
draft Regulation of the California Department of Toxic Substances Control on safer consumer 
product alternatives.  
 
However, given that draft Regulation will affect a potentially very broad range of consumer 
products and chemical substances contained in them, and sets a number of technical 
requirements for their placing on the market in California, the draft Regulation should have 
been notified to the WTO in the framework of the TBT agreement to allow third countries to 
submit official comments in accordance with the TBT agreement. This is all the more 
important as many consumer products placed into the stream of commerce in California are 
manufactured outside the United States. Not all members of the WTO might be aware of the 
public commenting period in California, whilst notifications to the WTO are circulated to all 
members, such giving all the possibility to examine draft regulations and provide comments 
as appropriate.  
 
I would like to underline that EU policy with regard to chemicals pursues very similar 
objectives of the draft Regulation, namely to achieve a high level of protection of human 
health and the environment by substituting the most hazardous chemicals with safer 
alternatives and informing the users of chemicals adequately about the risks from chemicals. 
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To this effect, the EU has put into place, among others, Regulation (EC) No 1907/2006 
concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals, and 
Regulation (EC) No 1272/2008 on classification, labelling and packaging of substances and 
mixtures, amending and repealing Directives 67/548/EEC and 1999/45/EC, and amending 
Regulation (EC) No 1907/2006 (known as "REACH" and "CLP" Regulations). I would 
therefore also like to take the occasion of this public commenting period to share with the 
Californian authorities some of the experience gained with regard to the adoption and 
application of the above-mentioned Regulations.  
 
In the accompanying documents for this public commenting period, the Californian 
authorities have not provided information on possible costs or other impacts on companies, 
nor on any feasibility studies or considerations on whether and how the proposed Regulation 
would actually work in practice, nor quantitative or semi-quantitative estimates of any 
expected benefits. There is no analysis on how many products or companies could be affected 
by the draft Regulation, and in particular no examination on how the draft Regulation will 
affect companies in 3rd countries. This would be all the more important as the scope of the 
notified Regulation is very broad and covers all products (including substances, mixtures of 
substances and also all articles) that are placed on the market in California. For example, the 
requirements concerning the alternative assessments seem extremely burdensome and difficult 
to comply with
 

, in particular for small and medium size enterprises. 

In this context, the requirement to have the alternative analysis conducted (and verified) by 
'accredited' or 'designated' lead assessors could be particularly difficult for companies in third 
countries. How can third country operators participate in the system which is set up by the 
draft Regulation, i.e. is there a possibility for third country operators to act as 'in-house'  or 
'third party assessment bodies' employing "accredited" lead assessors, or as "accrediting 
bodies"? Who would be able to accredit them?  
 
In the following, I will comment on the various sections of the draft Regulation in their order 
of appearance in the draft text.  
 

Page 4, lines 29-38:  this part establishes a possibility of exemption from the requirements of 
the draft Regulation for chemicals unintentionally present in products, under the condition 
that the producer of the product has taken steps 

Article 1: 

to determine the entire chemical composition 
of the produc

 

t. Whilst this exemption possibility for chemicals unintentionally present is 
appropriate as such, it is extremely difficult for producers of complex products such as cars or 
household appliances to conduct an assessment of the entire chemical composition of each 
component in their product, as these are often assembled of hundreds of different components, 
each containing potentially many different chemicals and provided by a variety of suppliers 
possibly in different countries.  De facto, it will therefore practically be impossible to invoke 
this exemption.  

Page 7, lines 4 and 5: I fully support that the draft Regulation refers to substances classified in 
the EU and also to other recognised classifications. As an editorial remark, I would suggest 
that the correct wording of the reference  should rather be as follows: 
"(F)   Chemicals classified as carcinogens Category 1A or 1B and/or as reproductive  
         toxicants Categories 1A or 1B in Annex VI to Regulation (EC) No 1272/2008 " 
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Page 7, line 10: the inclusion of point (C) Nanomaterial in the definition of chemical as being 
separate to substance or mixture is somewhat confusing as nanomaterials are also either 
chemical substances or mixtures.  
 
Page 7, line 21: the definition of chemical of concern is somewhat confusing. A 'chemical of 
concern' is defined as a chemical on either the 'Chemicals Under Consideration List' or the 
'Priority Chemicals List'. From the later parts of the draft Regulation it emerges that 
Chemicals on the 'Priority Chemicals List' are in any case a subset of those on the 'Chemicals 
Under Consideration List'.  It would therefore be more coherent to define a 'Chemical of 
Concern' as 'a chemical on the Chemicals Under Consideration List'. 
 
Page 7, line 27 – and many other instances later on in the draft Regulation: 'Chemicals under 
Consideration' and 'Priority Chemicals' are treated in exactly the same way, even though 
higher priority (based on higher concerns about adverse effects on human health and the 
environment) seems to apply to 'Priority Chemicals'. The 2-tier system of first selecting 
'chemicals under consideration' and out of these 'priority chemicals' is comparable to the 
system established by REACH of identifying substances on the candidate list of very high 
concern (Art. 57 of REACH) and then selecting priority substances for inclusion into Annex 
XIV (through which they become subject to authorisation and ultimately substitution). 
REACH contains much higher requirements with regard to substances on Annex XIV than for 
substances on the candidate list. The draft Regulation should make a similar distinction – by 
applying on many occasions equal rules to 'chemicals under consideration' and 'priority 
chemicals', the sense and purpose of prioritising chemicals for action seems to be defeated. 
The available resources should focus first on priority chemicals and hence maintain a 
distinction between the obligations related to the two groups throughout the draft Regulation, 
by limiting the most demanding requirements to 'priority chemicals' only.  
 
Page 13, line 1: the reference to 'exhausted renewable resources' as being a 'non-renewable 
resource' slightly confusing. By its nature, a renewable resource seems hardly ever exhausted. 
Could DTSC provide an example for this category? 
 
Page 13, line 9-to22: the definition of 'nanomaterial' deviates from the draft definition 
developed by ISO. Can DTSC explain why the proposal deviates from this international 
standard? 
 
Page 13, line 24 - 25: the definition of 'persistence' is unclear and imprecise. It should provide 
indications about the timeframes during which a substance will remain intact in the various 
environmental media, similar to the criteria contained for example in the Stockholm 
Convention on Persistent Organic Pollutants (POPs) or in Annex XIII of REACH. 
Furthermore, by adding 'or its degradation products' to the definition, it actually becomes 
meaningless: degradable substance will break down in the environment, but their ultimate 
degradation products (ideally water, CO2, minerals) will always remain in the environment. 
Consequently, with this wording of the definition, all substance will have to be considered as 
'persistent'. 
 
Page 16, lines 20 and 21: the reference to the EU's REACH and ECHA guidance on 
information requirements and Chemical Safety Assessment, should be completed by a 
reference to the EU's test method Regulation (Commission Regulation (EC) No 440/2008). California 
should also explicitly recognise data from the registration dossiers submitted under REACH 
and published on the website of the ECHA as being 'reliable information'. This would avoid 

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2008:142:0001:0739:en:PDF�
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the repetition of tests on chemicals registered under REACH, which will avoid unnecessary 
animal testing and save costs for companies and authorities. 
  
Page 16, lines 25 to 37: the definition of 'responsible entity', which is key to determine who 
will have the main obligations under the draft Regulation, includes importers, distributers and 
retailers in California, placing a product 'in the stream of commerce' in California. This could 
lead to situations where multiple actors will have to conduct the same alternative analyses for 
the same product, in particular when products are imported from outside the US, which 
creates unnecessary costs and could lead to diverging results. For example, a product 
manufactured in the EU could be imported into the US by several independent importers and 
then sold in California via several distributors and/or several retailers, who might not know 
each other due to business arrangements between importers and downstream distributors and 
retailers. The draft Regulation later on gives the possibility to retailers to discharge their 
obligations by identifying all actors in the supply chain (pages 20-21), which might be very 
difficult in practice due to confidentiality arrangements and competition law. This could in 
particular create disadvantages for products imported from outside the US compared to those 
manufactured by one producer in the US. Could DTSC explain who in such a constellation 
would have which obligations under the Regulation and how de facto repetitive analyses for 
the same product can be avoided? Alternatively, the rule could be simplified so that a 
responsible entity could discharge its obligations by simply identifying the immediate 
upstream supplier 

 

instead of all actors in the supply chain. This would reduce administrative 
burdens significantly.  

Page 17, line 7-8: the definition of 'selected alternative' exclusive refers to an alternative that 
replaces a 'Priority Product' or component. Also later on in the draft Regulation, references to 
'selected alternatives' are practically always construed as meaning an entirely different 
product. Why does this definition not include also an alternative chemical that replaces a 
priority chemical in a priority product? The main purpose of the draft Regulation is to remove 
Priority Chemicals from products, not necessarily to replace entire products with others. It 
might very well be possible to successfully replace a Priority Chemical with a safer 
alternative chemical

 

, without replacing the entire product. The definition should therefore be 
adapted accordingly.  

Page 17, line 26 to 40: same observation as before: again, the 'technologically and 
economically feasible alternative' seems to refer exclusively to the replacement of an entire 
'Priority Product' by another one, whilst it might very well be possible to solely replace 
Priority Chemicals by others in the same Priority Product. 
 
Page 19, lines 1 to 12: I would suggest to add also in the list of acronyms a reference to the 
EU CLP Regulation, which is used on several occasions in the draft Regulation: 
 
"CLP Classification, Labelling and Packaging of substance and mixtures, Regulation (EC) 

No 1272/2008 of the European Parliament and the Council" 
 
Page 25, lines 21-24: according to this provision, the Californian Department of Toxic 
Substances Control (DTSC) 'shall make reasonable efforts to avoid requesting the same 
information from multiple parties'. Whilst I strongly supports efforts to avoid duplication of 
work (see the earlier comment regarding 'responsible entity' on page 16), an arbitrary 
selection of economic retailers for soliciting information could be discriminatory by creating 
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obligations for some but not for others. How will the Californian authorities avoid a 
disadvantageous treatment of some actors compared to others? 

Page 25, line 25 to 26: this provision stipulates that the DTSC may request information 
directly from manufacturers of a chemical or product, and failure to comply by the 
manufacturer will lead to adverse consequences for his products. Does this includes also 
manufacturers in third countries and how will DTSC ensure that they have the same 
possibilities to act as manufacturers in the US, given that they might not be aware of the 
obligations under the Regulation and correspondence/communication might not be as easy as 
with manufacturers based in the US.  

Page 28, lines 8 to 30: this section lays down the process for identifying and publishing lists 
of Chemicals under Consideration, Priority Chemicals, and Priority Products. The various 
steps seem to omit the publication of the 'final initial list of Priority Chemicals' and the 'final 
initial list of Priority Products'. In fact, whilst dates are given for the publication of the draft 
and final 'initial list of Chemicals under Consideration' and the draft and final 'initial list of 
Priority Products', there is only a date for publication of the 'proposed initial list of Priority 
Chemicals' (July 1, 2012), but not for the 'final initial list of Priority Chemicals'. Likewise, the 
date for publication of the 'proposed initial list of Products under Consideration' is set as 
March 1, 2013, but there is no date for the publication of the 'final initial list of Products 
under Consideration'. Are these omissions an oversight or are there other reasons? 

Pages 30-35 list the criteria to be taken into account for the identification of 'Chemicals under 
Consideration'. The criteria are extremely broad and due to some clauses such as on page 32, 
line 25 ('any hazard not listed above ….') or page 34, line 33 ('any other relevant data or 
studies'), actually mean 'every chemical'. There is absolutely no pre-selection of the criteria 
that would qualify a chemical to become a 'Chemical under Consideration' (and hence a 
chemical of concern). This absence of any prioritisation has particularly strong consequences 
as several provisions of the draft Regulation – for example those related to chemical removal 
notifications require replacement of 'Chemicals under Consideration', which seems virtually 
impossible 

Article 2: 

and also disproportionate

Page 36, lines 14 to 16: this subparagraph seems to be contradictory, as it says that a chemical 
that is 'only' a carcinogen or reproductive toxicant shall not be placed on the list of Priority 
Chemicals unless it is a carcinogen or reproductive toxicant, which would always be the case. 

, if the criteria are so broad that every chemical can be a 
'Chemical under Consideration'. In the light of limited resources in both industry and 
authorities, efforts to investigate and eliminate risks to human health and the environment 
should focus on the highest and most severe risks, which are those linked to long-term and 
irreversible effects. In the EU REACH Regulation, as set out in Article 57, criteria for 
selecting substances of very high concern are carcinogenicity, mutagenicity, reproductive 
toxicity, PBT and vPvB characteristics and 'equivalent concern' such as endocrine disruption. 
A similar approach is applied by Canada for its Chemicals Management Plan. By pre-
selecting a more limit set of hazards as being of very high concern, much clearer guidance is 
given to companies for which substances should be avoided or replaced in the design of their 
products.  

Page 36, lines 17 to 26 define the criteria for selecting Priority Chemicals. The initial criteria 
selected by the Californian authorities are rather restrictive but can be broadened at a later 
stage. In line with the earlier comment related to pages 30-35, I would recommend to consider 
to list all the criteria contained in Article 57 of the REACH Regulation. The draft Regulation 
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of California could also include a direct reference to chemicals included in the candidate list 
established in accordance with Article 59 of REACH and/or substances listed in Annex XIV 
of REACH. In this way, California could reap the highest benefits from the work conducted in 
the EU and the co-ordination of the efforts on the same substances in the EU and California 
would be an important signal for global product supply chains. Furthermore, the extensive 
work conducted in the EU on substances included in the candidate list and/or Annex XIV, the 
results of which will be made publicly available, will also facilitate the alternative analyses to 
be conducted in California and vice versa in the process of requests for authorisation in the 
EU. As a minor drafting point, the acronym 'CLP' should be added before 'Regulation' in line 
22.  

Page 39, lines 37-39: Why is the possibility to have a 'de minimis' exemption categorically 
excluded for Priority Chemicals in nanoform? This seems to imply that chemicals in 
nanoform are always of higher concern than in other forms which is not substantiated by 
scientific facts for all substances. 

Article 3: 

Page 45, lines 38-42: It will be absolutely indispensable that California develops guidance for 
the implementation of the very demanding obligations that companies have to comply with 
under the draft Regulation. In particular for small and medium size companies it will be 
extremely difficult to conduct the required alternative analyses without guidance. Third 
country authorities and trade associations should be involved in the process for the 
development of such guidance documents. In fact, the very extensive guidance that has been 
developed for the purposes of REACH and CLP could be a good starting point for the 
authorities in California. Again, by aligning the criteria for selecting priority chemicals and 
guidance material for conducting the necessary analyses, both, authorities and companies will 
be able to save additional efforts and reduce complexity and costs.  

Article 5: 

Page 46, entire section § 639305.1: all obligations in this section – including the submission 
of Tier 1 Alternative Assessment Reports and replacement of chemicals - make no distinction 
between 'Chemicals under Consideration' or 'Priority Chemicals'. This does not seem to be 
logical and the provisions should rather be limited to 'Priority Chemicals', as these have been 
identified as being of highest priority for replacement. A more logical construction could 
foresee that the obligations apply only for 'Priority Chemicals' and that, when these are 
replaced, no chemicals on the 'List of Chemicals under Consideration' can be used.   

Page 48, lines 10 to 31: the requirement that alternative assessments must be conducted only 
by 'accredited individuals' and must then be reviewed by a second 'third party assessor' (also 
accredited) seems disproportionate, in the light of the fact that AA reports are in any case 
reviewed by the DTSC (and can be extensively audited) and results are made publicly 
available and can thus be scrutinised by the general public. Furthermore, the requirement that 
AAs have to be verified by a second "accredited" lead assessor employed by a designated 
third party assessment entity in the case AAs are carried out by recognised in-house bodies 
seems not only burdensome, but puts into question the competence of the in-house body and 
its "accredited" lead assessor and therefore the designation by DTSC. Instead, this obligation 
should be simplified by requiring that either the AA is prepared by accredited assessors 
only, or that a verification of an AA is made by an accredited assessor – this would be 
fully sufficient for quality assurance purposes. 
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As already pointed out in the beginning, it is particularly unclear how these requirements 
could be complied with by producers of products in third countries. Can DTSC provide 
information about the costs that the requirement to use 2 different accredited assessors would 
entail, whether California has made any efforts to assure that a sufficient number of accredited 
assessors would be available, and provide assurances that companies in third countries could 
qualify to become accredited assessors at the same costs as assessors in California or the US? 
Who would be designated as 'accrediting bodies'? For example, would the US bodies member 
of IAF (International Accreditation Forum) be eventually designated as "accrediting bodies"   

Page 50, lines 13 to 29: The EU notes that again 'Priority Chemicals' and 'Chemicals under 
Consideration' are treated equally and would submit the same recommendation as in the 
comment related to Page 46. 

Page 53, lines 16 to 23: the requirement to provide information on all actors in the supply 
chain for a product seems excessive and particularly cumbersome if a product is produced in a 
third country. Why has this obligation been included as there does not seem to be any benefit 
that could be derived from it.  

Page 55, lines 35 to 39: the provision seems to require that in the alternative assessment 
companies have to analyse all chemicals that exhibit any hazard. This goes well beyond what 
seems to be required to ensure that a Priority Chemical is replaced by a safer alternative and 
therefore it is sufficient to consider a much more limited set of hazards, i.e. those that have led 
to the selection of chemicals as a Priority Chemicals (or as a maximum criteria for the 
selection of Chemicals under Consideration – if these criteria are more limited

Page 56, lines 27-30: (linked to previous comment) the provision requires the analysis of all 
alternative chemicals with regard to the hazards that are criteria for the selection of Chemicals 
Under Consideration. It is very appropriate that when selecting alternative chemicals, 
companies should not use chemicals that have properties which might qualify them as 
Chemicals Under Consideration (so that at a later stage they could become themselves 
Priority Chemicals). However, such a provision makes only sense if the criteria for selecting 
chemicals as 'Chemicals Under Consideration' are much more limited than those currently 
contained in section 69302.3(a). As set out in the comment related to Pages 30-35 above, the 
criteria in the draft Regulation are so broad that all alternative chemicals will have to be 
analysed with regard to every possible hazard. This will entail excessive work and for many 
chemicals the available hazard information is in any way incomplete.  

 than currently 
set out on pages 30-35).  

Pages 57-58: The range of factors to be analysed during alternative assessments is extremely 
broad, which makes the analyses almost impossible to perform at reasonable costs and within 
a reasonable time. For many parameters it will be virtually impossible to find (or just model) 
the required data, and this will be even more complicated if products are manufactured in 3rd 
countries. Has DTSC undertaken any feasibility analysis or 'beta-testing' to examine whether 
the required work can be conducted at all, to estimate the costs and necessary timeframe for 
conducting an entire alternative assessment and whether these costs are proportionate? If so, I 
would be very interested to receive studies and feasibility considerations with regard to the 
draft Regulation of California.  

Page 59, lines 26 to 29: What is the rationale for including the requirement to describe the 
facility and its location, as well as the 'proximity to raw or recycled materials' in an AA report 
and how what consequences would this have for products manufactured in third countries?  
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Page 63, lines 11 to 16: as already commented earlier, the concept of 'alternative product' and 
the wording in this section seem to focus on the replacement of an entire product with another 
one, whilst the objective of the draft Regulation is to replace 'Priority chemicals' with safer 
alternatives, which might in most cases lead simply to the replacement of a chemical by 
another one without necessarily modifying an entire product. The wording of this section (and 
many others) should therefore be revised to remain neutral as to the possibility of replacing a 
'Priority Chemical' in a 'Priority Product' with another (safer) chemical, or replacing the entire 
'Priority Product'.  

Page 63, lines 26 to 28: it seems excessive and disproportionate to require a list of ALL 
chemical ingredients and their hazards in an alternative product. Complicated products such 
as electronics or household appliances can contain hundreds of different chemicals and 
describing all of these and their hazard properties serves no particular purpose. In line with 
earlier comments, it would seem more proportionate to require a declaration that the 
alternative does not contain a chemical that would qualify to become a 'Chemical under 
Consideration' provided the list of criteria for this becomes much narrower than currently 
described on pages 30 to 35.  

 

Page 68, lines 23 ff.: the 'regulatory response' to set up a take-back and recycling scheme 
seems impossible for individual companies – in particular for manufactures of products in 3rd 
countries - and can probably only be achieved if the DTSC establishes a rule applicable to (a 
range) of products that would apply to all responsible entities. Again, has DTSC undertaken 
any feasibility studies with regard to this particular 'regulatory response'. As a more general 
comment: what will DTSC do in case of diverging or conflicting results of Alternative 
Analysis for the same / similar products and priority chemicals? Given that so many different 
actors will conduct AA the risk that there will be diverging results will be quite high.  

Article 6: 

Page 72, lines 12 to 14: According to which criteria will the obligation to fund 'Green 
Chemistry' Research be put into practice? How will the amounts be determined that a 
responsible entity will have to provide? As a share / percentage of overall sales? How will 
DTSC avoid discriminatory treatment of different responsible entities? 

 

Page 79 to 86 (dealing with qualifications and accreditation of assessors, verifiers, 
accreditation bodies):  As already pointed out, these sections are entirely unclear with regard 
to the possibilities for companies established in third countries to be designated as qualified 
entities or accredited etc. Will all of these possibilities will be open to companies in third 
countries? This will be particularly important for 'accreditation bodies', which will act as 
multipliers to designate and recognise lead assessors. Furthermore, the required qualifications 
are very demanding and as already commented in relation to page 48. Has DTSC conducted 
any studies to ascertain that there is a sufficient number of actors that could qualify to be 
recognised/accredited? The provisions of the draft Regulation that alternative assessments 
must be conducted and reviewed by designated assessors (who can receive this designation 
only from accreditation bodies) is potentially a higher barrier for products manufactured in 

Article 8: 
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third countries and would definitely be such a barrier if only companies established in the US 
could become accreditation bodies and/or designated assessors.  
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Commenter: 28 
 
Safer Consumer Product Alternatives-Department of Toxic Substances Control (DTSC) 
proposed regulations 
California Department of Public Health (CDPH) comments provided October 30, 2010 
Contact: Richard Kreutzer, (510) 620-3126, rick.kreutzer@cdph.ca.gov 
 
Please consider incorporating these comments and suggestions in the final regulation.   
 
General comments: 
The Guiding Principles (page five) describe significant changes in how chemicals and 
consumer products will be regulated.  They will place California among the global 
leaders in affecting much needed chemical policy reforms.  The California Department of 
Public Health fully supports these goals, and we recognize the proposed regulations as a 
significant advance in protecting the public and the environment from exposure to 
hazardous chemicals and consumer products that contain those chemicals.  Given the 
importance and challenge of the task, we have several significant concerns: 
 
1.  A significant issue for promulgation of these regulations is the funding source(s) by 
which provisions of the regulations will be enforced and administered.  This is a critical 
issue, given the massive workload these regulations will generate.   
 
2.  CDPH regulates many consumer products currently.  Further attention is needed in 
making the determinations where DTSC will fill a regulatory gap in the life cycle of 
some consumer products; DTSC must be careful not to undermine existing authorities.  

For example, the regulations define “consumer products” as all consumer 
products except those defined in Section 25251 of the Health and Safety Code. 
The consumer product exceptions in Section 25251 are: 
(1) A dangerous drug or dangerous device  
(2) Dental restorative materials    
(3) A device  
(4) A food  
(5) Packaging associated with any of the items specified in (1), (2), or (3) above. 
(6) A pesticide  
(7) Mercury-containing lights defined as mercury-containing lamps, bulbs, tubes, 
or other electric devices that provide functional illumination. 
 
Section 25251 does not include consumer products that are under the jurisdiction 
of specific programs in other departments. These include toys, childcare articles, 
art and craft materials, tableware, bunk beds, and cribs which are regulated under 
the CDPH. CDPH has authority to regulate these products if contaminants are 
found in or on the products under the Hazardous Substance regulatory sections of 
the Health and Safety Code (108100-108225). However, Section 69302.1 in the 
draft regulations could potentially provide DTSC the authority to regulate all 
consumer products if a chemical in the product is listed as a COC. Therefore, not 
exempting these consumer products in the draft regulations may lead to 

mailto:rick.kreutzer@cdph.ca.gov�


enforcement oversight from two separate departments, DTSC and CDPH. For 
instance, if lead (Pb) was included into the COC priority list by DTSC, all 
consumer products with Pb will be subjected to DTSC oversight including toys 
since some toys have been found with lead paint. The Department of Public 
Health has a Consumer Products Safety Program that already does surveillance 
for lead paint on toys.  

  
3.  In addition, the proposed regulations could result in opportunities for conflict with the 
U.S. Consumer Product Safety Commission or U.S. Food and Drug Administration 
activities, particularly on those products where interstate commerce is involved.   
  
4.  These proposed regulations have a potential for conflicts with groups such as the 
ASTM International, which establish standards by which products are evaluated for 
safety, toxicity, efficacy, and quality control.    
 
5.  In the Regulatory Response section, for those products in violation, no provisions are 
proposed to address product recalls, including consumer notification, mandatory 
notification of retailers, product distribution tracking mechanisms or standards, or recall 
effectiveness audits and documentation. 
 
6.  California Poison Control System needs to be integrated into the notification 
requirements. 
 
7.   The regulations as proposed do not provide an accelerated process for a short list of 
chemicals that are well known to be hazardous and for which viable safer alternatives 
already exist.  Introducing such an approach could allow the program to have greater 
benefit to public health and the environment and also drive the implementation of safer 
alternatives.    

For example, California residents have the highest levels in the world of 
halogenated flame retardants in their homes and bodies.   DTSC’s Berkeley 
laboratory has been in the forefront of identifying and quantifying exposures to 
these chemicals.   Brominated and chlorinated organic chemicals used as flame 
retardants have been designated as priority chemicals under the California 
Environmental Contaminant Biomonitoring Program, in which DTSC plays a key 
scientific role.  While most of these flame retardants are known endocrine 
disruptors, few have been tested for carcinogenicity or reproductive effects, and 
would therefore not appear on the initial list of chemicals of concern. 

 
Specific comments: 
Page 5, Definitions-Place “AA-Alternatives Assessment” first so that readers know what 
it is from the start.   
 
Page 6, definition of carcinogens and reproductive toxicants – Add the National 
Toxicology Program’s Center for the Evaluation of Risks to Human Reproduction as an 
authoritative body for reproductive toxicants (as it is for California’s Proposition 65 
program). 



 
Pages 26-27, Availability of Information on the Department’s Website-this section is 
strongly supported by CDPH. 
 
Page 28, the Final Initial List of Priority Products will be completed by December 1, 
2013.  This “initial” list is a subset of all products that could be regulated, which is based 
upon the initial list of Priority Chemicals that will be confined to carcinogens, 
reproductive toxins, mutagens, and persistent and bioaccumulative chemicals (page 36).  
It appears that the Initial List is part of a “pilot” phase of these regulations.  There is no 
mention of chemicals that could harm the environment being included in the initial list.  
There is no mention about when the second list of priority chemicals and products will be 
generated.  And, there is no mention of ways to expedite the regulatory process for 
specific chemicals and/or products.  Thus, the transition to these green chemistry 
regulations will be slow, piecemeal, and potentially confusing.  This initial list will 
delimit the universe of chemicals for which any regulatory actions will be taken for many 
years. Therefore, by restricting the initial list to carcinogens and reproductive toxicants, 
the proposed regulations highly limit the option to reduce Californians’ exposures to 
endocrine-disrupting chemicals and other high-priority chemicals under the Green 
Chemistry regulations.  CDPH recommends expanding the criteria for the initial list to 
include endocrine disruption, so that high priority chemicals like halogenated flame 
retardants can be part of the pilot project that DTSC is proposing.   
 
Page 39, the concept of de minimis exemptions is introduced (further described on pages 
50-52).  This could be interpreted as a contradiction of the Guiding Principles and is 
unnecessary since the Guiding Principles establish the basis for prioritizing chemicals 
and products.  The intent of these regulations is to remove hazardous chemicals from 
products and from people’s bodies’ and the environment.  If the amount of a chemical of 
concern is low, the product will not attain a high priority, and the manufacturer will not 
need to remove or replace a small amount of chemical of concern unless function and 
performance can be maintained.  If the undesirable chemical can be removed without 
sacrificing function or performance, then even small amounts should be removed.   
 
Page 40, line 30 establishes containment as a reason not to list a product on the list of 
Products Under Consideration.  Containment should not be used as a criterion for keeping 
products off the list Under Consideration, but rather as the basis for a limited regulatory 
response, if safer alternatives can not be found.  We recommend removing this line. 
 
Claims for confidential business information (CBI) or trade secrets should be scrutinized 
carefully and periodically to maximize public access to information about chemicals and 
products.  Existing law on CBI is not specific.  DTSC  should consider clearly delineating 
criteria on this subject in the proposed regulations. 
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Commenter: 29 
 
Date: October 30, 2010 
 
Jeff Woled, Regulations Coordinator 
Regulations Section 
Department of Toxic Substances Control 
P.O. Box 806 
Sacramento, California 95812-0806 
E-mail: gcregs@dtsc.ca.gov 
Tel: 916-322-5225 
Fax: 916-324-1808 
 
Subject: Public Comments on the State of California’s Safer Consumer Product 

Alternatives proposed regulation, R-2010-05 
 
Dear Sir, 
 
We appreciate the opportunity to provide comments on the State of California’s proposed 
regulation titled “Safer Consumer Product Alternatives”.1

 

  The proposed regulation 
provides a unique approach to regulating potentially harmful chemicals and the products 
that contain them.  We believe that the suggested additions and deletions offered below 
not only improve the proposed regulation, but also ensure compliance with treaties on 
which the United States is a signatory.   

Our recommendations are summarized below and consist of three primary points.  First, 
we recommend adding the following definitions to “§69301.2 Definitions” of the 
proposed regulation:  
 

“Adverse” means a biochemical change, functional impairment, or 
pathologic lesion that affects the performance of the whole organism, or 
reduces an organism’s ability to respond to an additional environmental 
challenge.   
 
“Raw data” means any laboratory worksheets, records, memoranda, notes, 
or exact copies thereof, that are the result of original observations and 
activities of a study and are necessary for the reconstruction and evaluation 
of the report of that study.   
 
“Scientific peer-review” means an in-depth assessment of the assumptions, 
calculations, extrapolations, alternate interpretations, methodology, 
acceptance criteria, and conclusions pertaining to the specific major 

                                                 
1 Safer Consumer Product Alternatives (hereinafter SCPA), proposed regulations 

(September 2010), R-2010-05, 92 pp.   
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scientific and/or technical work product and of the documentation and 
underlying raw data that support them.   

 
The above definitions are recommended because they are central to the prioritization 
process outlined in the proposed regulation.   
 
Second, we recommend modifying the text for “Reliable Information” under §69301.2 to 
the following:  
 

(B) Generated using national, regional, or intergovernmental Good 
Laboratory Practice standards and validated testing guidelines, including but 
not limited to, any of the following:  

1. United States Toxic Substances Control Act Good Laboratory 
Practices (Part 792 of Title 40 of the Code of Federal Regulations),  
2. Organisation for Economic Co-operation and Development 
Principles on Good Laboratory Practice (as revised in 1997) 
(ENV/MC/CHEM(98)17), and 
3. United States Environmental Protection Agency’s Office of 
Chemical Safety and Pollution Prevention Harmonized Test Guidelines,  
4. Organisation for Economic Co-operation and Development 
Guidelines for the Testing of Chemicals, or 

(C) Published in a final report of the U.S. National Academies, 
including the National Academy of Sciences, the National Academy of 
Engineering, the Institute of Medicine, or the National Research Council;  
(D) Published in final state or federal scientific reports; or 
(E) Published in final reports from the agencies that implement the 
laws and programs described in section 69301.6(c)(2) or 
(F) Developed, or reviewed and accepted, by a federal agency or a 
California State or local agency for compliance or other regulatory purpose; 
or 
(G) Published in scientifically peer reviewed literature, provided the 
underlying raw data are available; or 

 
The above changes are recommended to ensure that: 1) the proposed regulation does not 
conflict with international law, and 2) they ensure that the data used for regulatory 
purposes are of the highest quality and reliability available.   
 
Finally, we recommend including an express listing of criteria on how studies will be 
evaluated and chosen for regulatory risk assessment activities.  This is especially 
important when contradictory studies exist.  Under this scenario, a careful evaluation 
must be performed on the quality of the study, the methods, the reporting of results, and 
the conclusions drawn.   
 
Since the proposed regulation cites to the European Chemicals Agency’s (ECHA)’s 
Guidance on Information Requirements and Chemical Safety Assessment, we propose 
adding the ECHA criteria verbatim, which are used for evaluating the quality and 
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reliability of available information.  The suggested changes and criteria are provided 
below:  
 

 
(H) The following criteria will be used for selecting the study(ies) used 
for identifying and prioritizing Chemicals of Concern:  

1. Reliable without restrictions:  studies or data […] generated 
according to generally valid and/or internationally accepted testing 
guidelines (preferably performed according to GLP) or in which the test 
parameters documented are based on a specific (national) testing 
guideline […] or in which all parameters described are closely 
related/comparable to a guideline method; or 
2. Reliable with restrictions:  studies or data […] (mostly not 
performed according to GLP), in which the test parameters documented 
do not totally comply with the specific testing guideline, but are 
sufficient to accept the data or in which investigations are described 
which cannot be subsumed under a testing guideline, but which are 
nevertheless well documented and scientifically acceptable; or 
3. Not reliable:  studies or data […] in which there were interferences 
between the measuring system and the test substance or in which 
organisms/test systems were used which are not relevant in relation to the 
exposure (e.g., unphysiological pathways of application) or which were 
carried out or generated according to a method which is not acceptable, 
the documentation of which is not sufficient for assessment and which is 
not convincing for an expert judgment; or 
4. Not assignable:  studies or data […] which do not give sufficient  
experimental details and which are only listed in short abstracts or 
secondary literature (books, reviews, etc.).   

 
The above recommendation is consistent with the proposed regulation’s statement under 
“§69301.6(c)(2)” that submissions to other regulatory agencies (e.g., ECHA) may be 
used to fulfill data and information requirements under the proposed regulation.  Thus, 
adopting the ECHA criteria will streamline the evaluation of studies submitted to ECHA 
under the European Commission’s chemical control law known as “REACH”.  This 
approach will have the added benefit of harmonizing the criteria used in the proposed 
regulation with the criteria used under the most robust chemical control law enacted in 
the world (i.e., REACH).   
 
A marked up (i.e., strikethrough) version of the proposed regulation is provided in 
Appendix 1.  Thereafter, a complete discussion of the rationale and supporting 
documentation for the above suggestions is provided in Appendix 2.   
 
In closing, we appreciate the opportunity to provide comments and additional information 
on this important piece of legislation.   
 
Respectfully yours, 
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APPENDIX 1 
 
Page 6, lines 13-16:  
 
(4) “AA Work Plan” means a work plan that is required to be prepared for a Tier II 
AA pursuant to section 69305.2(a)(2), and that meets the requirements of section 
69305.4.   
 

 

(5) “Adverse” means a biochemical change, functional impairment, or 
pathologic lesion that affects the performance of the whole organism, or reduces an 
organism’s ability to respond to an additional environmental challenge.   

(56) “Alternatives assessment” or “AA” means any activity or process that leads to 
either:  
 
Page 15, lines 24-29:  
 
(63) “Public health impacts” means effects on the health of the general population or 
sensitive subpopulations.   
 

 

(64) “Raw data” means any laboratory worksheets, records, memoranda, notes, 
or exact copies thereof, that are the result of original observations and activities of a 
study and are necessary for the reconstruction and evaluation of the report of that 
study.   

(6465

 

) “Recycled material” means a material that has been separated from a waste stream 
for the purpose of recycling the material as feedstock including paper, plastic, wood, 
glass, ceramics, metals, and other materials.   

Page 17, lines 4-8:  
 
(70) “Sales outlet” means any place at which consumer products are sold, supplied, or 
offered for sale directly to consumers in California.   
 

 

(71) “Scientific peer review” means an in-depth assessment of the assumptions, 
calculations, extrapolations, alternate interpretations, methodology, acceptance 
criteria, and conclusions pertaining to the specific major scientific and/or technical 
work product and of the documentation and underlying raw data that support 
them.   

(7172) “Selected alternative” means the alternative that is selected to replace a Priority 
Product or component, and is identified pursuant to section 69305.8(f).   
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Page 15 lines 39-42:  
 
(B) Generated using established federal national, regional, or intergovernmental 
Good Laboratory Practice standards and validated testing

1. United States Food and Drug Administration 

 guidelines, including, but 
not limited to, any of the following:  

Toxic Substances Control Act 
Good Laboratory Practices (Part 58 792 of Title 21 40

 

 of the Code of Federal 
Regulations), 

Page 16, lines 1-14:  
 

23. United States Environmental Protection Agency’s Office of Chemical Safety and 
Pollution Prevention Harmonized Test Guidelines, 

2. Organisation for Economic Co-operation and Development Principles on 
Good Laboratory Practice (as revised in 1997) (ENV/MC/CHEM(98)17), and 

34. Federal Toxic Substances Control Act (TSCA) (Chapter 1 of Title 40 of the 
Code of Federal Regulations)Organisation for Economic Co-operation and 
Development Guidelines on the Testing of Chemicals, and
4. TSCA Testing Guidelines (Parts 798 and 799 of Title 40 of the Code of 
Federal Regulations), or 

or 

(EC) Published in a final report of the U.S. National Academies, including the 
National Academy of Sciences, the National Academy of Engineering, the Institute of 
Medicine, or the
(D) Published in final state or federal scientific reports; or 

 National Research Council; or 

(FE) Published in final reports from the agencies that implement the laws and programs 
described in section 69301.6(c)(2); or 
(GF) Developed, or reviewed and accepted, by a federal agency or a California State or 
local agency for compliance or other regulatory purposes; or 
(CG) Published in scientifically peer reviewed literature, provided the underlying raw 
data are available
 

; or 

Page 16, lines 15-23:  
 
(H) Generated according to valid accepted testing protocols in which the test 
parameters documented are based on specific testing guidelines or in which all 
parameters described are comparable to a guideline method, such as:

1. Organization for Economic Cooperation and Development (OECD) 
Guidelines for Testing of Chemicals,

The following 
criteria will be used for selecting the study(ies) used for identifying and prioritizing 
Chemicals of Concern:  

Reliable without restrictions: studies or data 
[…] generated according to generally valid and/or internationally accepted testing 
guidelines (preferably performed according to GLP) or in which the test parameters 
documented are based on a specific (national) testing guideline […] or in which all 
parameters described are closely related/comparable to a guideline method; or 
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2. REACH/ECHA Guidance on Information Requirements and Chemicals 
Safety Assessment, and

3. Canadian Environmental Protection Act (CEPA) Guidelines for the 
Notification and Testing of New Substances: Chemicals and Polymers.

Reliable with restrictions: studies or data […] (mostly not 
performed according to GLP), in which the test parameters documented do not 
totally comply with the specific testing guideline, but are sufficient to accept the data 
or in which investigations are described which cannot be subsumed under a testing 
guideline, but which are nevertheless well documented and scientifically acceptable; 
or 

Not reliable: 
studies or data […] in which there were interferences between the measuring system 
and the test substance or in which organisms/test systems were used which are not 
relevant in relation to the exposure (e.g., unphysiological pathways of application) 
or which were carried out or generated according to a method which is not 
acceptable, the documentation of which is not sufficient for assessment and which is 
not convincing for an expert judgment; or 
4. Not assignable: studies or data […] which do not give sufficient  
experimental details and which are only listed in short abstracts or secondary 
literature (books, reviews, etc.).   
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APPENDIX 2 
 
Statements 1:  
 
Page 5, lines 17-24 read:  
 

“(b) Adverse impacts on public health and the environment that may 
result from the production, use or end-of-life management of consumer 
products and consumer product chemical ingredients should be significantly 
reduced or eliminated, to the extent technologically and economically 
feasible.   
 
(c) Adverse public health and environmental impacts of chemicals 
used in commerce, as well as the overall costs of those impacts on the 
people of California, should be significantly reduced, by encouraging the 
redesign of consumer products and manufacturing processes and 
approaches, while maintaining or enhancing product function and 
performance.”   

 
Comments 1:  
 
Despite the use of the term “adverse” in the above examples and its use in 37 other parts 
of the proposed regulation, no definition is provided on what it means to be adverse.  
Identifying endpoints that are truly adverse versus those that are compensatory is 
typically an area of contention when regulatory agencies prepare risk assessments.  
Therefore, defining this term will better serve the proposed regulation.   
 
We propose the following definition for “adverse”, which is based on the United States 
Environmental Protection Agency’s (EPA)’s definition for an “adverse effect”:2

 
  

“Adverse” means a biochemical change, functional impairment, or 
pathologic lesion that affects the performance of the whole organism, or 
reduces an organism’s ability to respond to an additional environmental 
challenge.   

 
 

                                                 
2 EPA (2010a), IRIS Glossary, Integrated Risk Information System, U.S. Environmental 
Protection Agency, Washington, DC, available at http://www.epa.gov/iris/help_gloss.htm#a 
(accessed October 25, 2010).   
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Statements 2:  
 
Page 15, lines 37-38 read:  
 

“(66) “Reliable information” means data, studies and other information 
that have been: 
 (A) Scientifically peer-reviewed; or” 

 
Comments 2:  
 
The proposed regulation does not define what it means to be “scientifically peer-
reviewed”, under “§69301.2 Definitions”.  Scientific journals peer review manuscripts to 
determine their suitability for publication; however, as noted by a former editor of the 
NATURE journals, publication in the peer-reviewed literature “...provides only a minimal 
assurance of quality…”.3

 
   

Defining “scientifically peer-reviewed” is critical because it directly impacts the 
determination of whether or not data are suitable for the prioritization process (i.e., 
evaluating chemicals under consideration and selecting priority chemicals) and the 
alternative assessment process (i.e., chemical substitution) of the proposed regulation.  
Since these latter processes are two of the central tenets of the proposed regulation, any 
peer-review performed on data used to justify either of these processes should be aimed 
at selecting the highest quality and most reliable data.   
 
We, therefore, recommend that a definition for “scientifically peer-reviewed” be added to 
the proposed regulation.  An example of a suitable definition is provided below, which is 
based in major part on the definition of peer review provided in the U.S. EPA’s Peer 
Review Handbook:  
 

“Scientific Peer Review” means an in-depth assessment of the assumptions, 
calculations, extrapolations, alternate interpretations, methodology, 
acceptance criteria, and conclusions pertaining to the specific major 
scientific and/or technical work product and of the documentation and 
underlying raw data that support them.4

 
   

                                                 
3 Jennings CG (2006), Quality and Value: The True Purpose of Peer Review, NATURE, 

DOI:10.1038/nature05032, available at 
http://www.nature.com/nature/peerreview/debate/nature05032.html (accessed October 25, 2010).   
 

4 EPA (2006), U.S. Environmental Protection Agency Peer Review Handbook, 3rd 
Edition, EPA/100/B-06/002, 190 pp., at p. 12, Science Policy Council, U.S. Environmental 
Protection Agency, Washington, DC, available at 
http://www.epa.gov/peerreview/pdfs/peer_review_handbook_2006.pdf (accessed October 25, 
2010).   
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In addition to the above definition, we recommend adding the following definition for 
“raw data” under “§69301.2 Definitions”:  
 

“Raw data” means any laboratory worksheets, records, memoranda, notes, 
or exact copies thereof, that are the result of original observations and 
activities of a study and are necessary for the reconstruction and evaluation 
of the report of that study.   

 
Utilizing the proposed definition of scientific peer review supports the subsequent listings 
in the proposed regulation under “Reliable information” as these are aimed at assuring 
quality, reliability, and integrity of data.  These three elements will ensure that decisions 
made under the proposed regulation are based on “…the best scientific principles and 
practices…”.5

 
   

 

                                                 
5 SCPA (2010), supra note 1, at p. 5 (lines 13-14).   
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Statements 3:  
 
Page 15, lines 39-40 read:  
 

“(B) Generated using established federal guidelines, including, but not 
limited to, any of the following:”   

 
Comments 3:  
 
Studies performed under Good Laboratory Practices (GLP) require among other things 
that all of the raw data “...necessary for the reconstruction and evaluation of the report of 
[the] study” are retained.6  Therefore, it is appropriate to have GLP requirements listed 
after “scientific peer-review” because when “scientific peer-review” is properly defined, 
as with the proposed definition, GLP ensures that a robust peer review may be performed.  
However, we feel that validated testing guidelines should also be included, along with 
reference to the GLP regulations.  This recommendation is consistent with the data 
quality and reliability requirements under the European Commission’s chemical control 
law known as REACH.7,8  It is also consistent with the proposed regulation’s mandate 
that the “...analyses and determinations…” performed to identify and prioritize 
Chemicals of Concern will be based on the “...best scientific principles and practices…”.9

                                                 
6 40 CFR Part 792, Good Laboratory Practice Standards at §792.3 Definitions.   

  
Further, the United States is a signatory to the Organisation for Economic Co-operation 
and Development’s (OECD)’s Council Decision of 1981, which was amended in 1997.  
This international instrument is legally binding and requires that member countries 
recognize data generated according to the OECD’s GLP testing standards and validated 

 
7 European Parliament, Council of the European Union (2006), Regulation (EC) No 

1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning the 
Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH), establishing a 
European Chemicals Agency, amending Directive 1999/45/EC and repealing Council Regulation 
(EEC) No 793/93 and Commission Regulation (EC) No 1488/94 as well as Council Directive 
76/769/EEC and Commission Directives 91/155/EEC, 93/67/EEC, 93/105/EC and 2000/21/EC 
(Text with EEA relevance), 50 OFFICIAL JOURNAL OF THE EUROPEAN UNION L 136, pp. 3-280 
(2007), available at http://eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2007:136:0003:0280:EN:PDF (accessed on 
October 25, 2010).   
 

8 ECHA (2008), Guidance on Information Requirements and Chemical Safety 
Assessment, Chapter R.4: Evaluation of available information, GUIDANCE FOR THE 
IMPLEMENTATION OF REACH, 23 pp., at p. 9, European Chemicals Agency, Helsinki, Finland, 
available at 
http://guidance.echa.europa.eu/docs/guidance_document/information_requirements_r4_en.pdf?ve
rs=20_08_08 (accessed on October 25, 2010).   
 

9 SCPA (2010), supra note 1, at p. 4 (lines 9-13) and p. 5 (lines 13-14).   
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testing guidelines.10

 

  Thus, the following changes are proposed for lines 39-40 to ensure 
that they are compatible with international law.  The changes also require manufacturers 
and importers to generate the highest quality and most reliable data on chemicals entering 
the stream of commerce:  

“(B) Generated using national, regional, or intergovernmental Good 
Laboratory Practice Standards and validated testing guidelines, including 
but not limited to, any of the following:”   

 
The above changes take into account the GLP regulations of the United States, as well as 
the GLP regulations of other countries (e.g., United Kingdom), regions (e.g., European 
Union), and intergovernmental organizations (e.g., OECD).11  The comments also take 
into account the validated testing guidelines issued not only by the United States, but also 
by the European Commission, the OECD, etc.  This latter point is noteworthy because the 
OECD testing guidelines serve as international benchmarks from which other countries 
and regions base their own testing guidelines.  For example, both the EPA’s 90-Day Oral 
Toxicity in Rodents test guideline and the European Commission’s Repeated Dose 90-
Day Oral Toxicity Study in Rodents test guideline are based on the OECD’s Repeated 
Dose 90-Day Toxicity Study in Rodents test guideline.12,13,14

                                                 
10 OECD (1997), Decision of the Council Concerning the Mutual Acceptance of Data in 

the Assessment of Chemicals [C(81)30/Final] and [C(97)186/Final (Annex II)], Organisation for 
Economic Co-operation and Development, Paris Cedex, France.  See also: The Constitution of 
the United States, Article VI – Debts, Supremancy, Oaths: “...all Treaties made, or which shall be 
made, under the Authority of the United States, shall be the supreme Law of the Land; and the 
Judges in every State shall be bound thereby, any Thing in the Constitution or Laws of any State 
to the Contrary notwithstanding [emphasis added].”   

   

 
11 US – Good Laboratory Practice Standards, 40 CFR Part 792; United Kingdom – The 

Good Laboratory Practice Regulations 1999, Statutory Instrument 1999 No. 3106; The Good 
Laboratory Practice (Codification Amendments Etc.) Regulations 2004, Statutory Instrument 
2004 No. 994; EU – Directive 2004/10/EC of the European Parliament and of the Council of 11 
February 2004 on the harmonization of laws, regulations and administrative provisions relating to 
the application of the principles of good laboratory practice and the verification of their 
applications for tests on chemical substances (codified version); OECD – OECD Principles of 
Good Laboratory Practice, (ENV/MC/CHEM(98)17).   
 

12 EPA (1998a), OPPTS 870.3100 90-day Oral Toxicity in Rodents, HEALTH EFFECTS 
TEST GUIDELINES, EPA 712-C-98-199, 11 pp., at p. 1, Office of Prevention, Pesticides and Toxic 
Substances, U.S. Environmental Protection Agency, Washington, DC, available at 
http://www.epa.gov/oppts/pubs/frs/publications/Test_Guidelines/series870.htm (accessed 
October 25, 2010).   
 

13 EC (2001), Repeated Dose 90-day Oral Toxicity Study in Rodents, B.26. Sub-chronic 
Oral Toxicity Test, 9 pp., at p. 1, Joint Research Centre, European Commission, Brussels, 
Belgium, available at http://ecb.jrc.ec.europa.eu/DOCUMENTS/Testing-
Methods/ANNEXV/B26web2001.pdf (accessed October 25, 2010).   
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Statements 4:  
 
Page 15, lines 41-42 read:  
 

“1. United States Food and Drug Administration Good Laboratory 
Practices (Part 58 of Title 21 of the Code of Federal Regulations),”   

 
Comments 4:  
 
Studies conducted on industrial chemicals must, with few exceptions, be performed 
according to GLP as defined under Part 792 of Title 40 of the CODE OF FEDERAL 
REGULATIONS.15  Since “Consumer product”16

 

 as defined under the proposed regulation 
does not include: (i) dangerous drugs or devices, (ii) dental restorative materials, (iii) 
food, (iv) packaging associated with the items listed in (i)-(iii), (v) pesticides, or (vi) 
mercury-containing lights, a citation to the United States Food and Drug Administration’s 
GLP regulation is inconsistent with the compounds addressed by the proposed regulation.  
Therefore, we propose the following changes to lines 41-42:  

“1. United States Toxic Substances Control Act Good Laboratory 
Practices (Part 792 of Title 40 of the Code of Federal Regulations),  
 2. Organisation for Economic Co-operation and Development 
Principles on Good Laboratory Practice (as revised in 1997) 
(ENV/MC/CHEM(98)17)”   

 
The above-mentioned GLP regulations apply to the types of compounds typically found 
in consumer products (i.e., industrial chemicals).   
 
 

                                                                                                                                                 
14 OECD (1998), Repeated Dose 90-day Oral Toxicity Study in Rodents, OECD 

GUIDELINE FOR THE TESTING OF CHEMICALS, Test No. 408, 10 pp., Organisation for Economic 
Co-operation and Development, Paris Cedex, France, available at http://www.oecd-
ilibrary.org/docserver/download/fulltext/9740801e.pdf?expires=1288197194&id=0000&accname
=freeContent&checksum=0AE431D8E235A7A5BDD98E961EA4E753 (accessed October 25, 
2010).   
 

15 40 CFR Part 792, supra note 6, at §792.1 Scope.   
 

16 SCPA (2010), supra note 1, at p. 9 (lines 7-16).  See also: California Health and Safety 
Code, §25251 (e) “Consumer product” (1)-(7).   
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Statements 5:  
 
Page 16, lines 1-6 read:  
 

“2. United States Environmental Protection Agency’s Office of 
Chemical Safety and Pollution Prevention Harmonized Test Guidelines, 
3. Federal Toxic Substances Control Act (TSCA) (Chapter 1 of Title 
40 of the Code of Federal Regulations), and 
4. TSCA Testing Guidelines (Parts 798 and 799 of Title 40 of the 
Code of Federal Regulations); or” 

 
Comments 5:  
 
We agree that the EPA’s Harmonized Test Guidelines should be listed because these 
provide coverage on the following areas, which are identified as “prioritization factors” 
for including/excluding chemicals on the list of Chemicals under Consideration:  
 
Series 830 Product Properties,17

Series 835 Fate, Transport and Transformation,
  

18

Series 870 Health Effects,
  

19

 
 etc.   

Since some of the EPA’s Harmonized Test Guidelines are outdated (e.g., 870.6300 
Developmental Neurotoxicity Study; August 1998)20

                                                 
17 See, e.g., EPA (2010b), Group B – Physical/Chemical Properties Test Guidelines, 

OCSPP HARMONIZED TEST GUIDELINES, Office of Chemical Safety and Pollution Prevention, 
U.S. Environmental Protection Agency, Washington, DC, available at: 
http://www.epa.gov/ocspp/pubs/frs/publications/Test_Guidelines/series830.htm (accessed 
October 25, 2010) (these guidelines address “prioritization factors” listed under “§69302.3(a) 
Chemical and physical properties” of the proposed regulation).   

 or have not been formally issued 

 
18 See, e.g., EPA (2010c), Group C – Laboratory Biological Transformation Test 

Guidelines, OCSPP HARMONIZED TEST GUIDELINES, Office of Chemical Safety and Pollution 
Prevention, U.S. Environmental Protection Agency, Washington, DC, available at 
http://www.epa.gov/ocspp/pubs/frs/publications/Test_Guidelines/series835.htm (accessed 
October 25, 2010) (these guidelines address the “prioritization factors” listed under “§69302.3(d) 
Adverse environmental impacts” of the proposed regulation).   
 

19 See, e.g., EPA (2010d), Series 870 – Health Effects Test Guidelines, OCSPP 
HARMONIZED TEST GUIDELINES, Office of Chemical Safety and Pollution Prevention, U.S. 
Environmental Protection Agency, Washington, DC, available at 
http://www.epa.gov/ocspp/pubs/frs/publications/Test_Guidelines/series870.htm (accessed 
October 25, 2010) (these guidelines address the “prioritization factors” listed under “§69302.3(b) 
Adverse public health impacts” of the proposed regulation).   
 

20 EPA (1998b), OPPTS 870.6300 Developmental Neurotoxicity Study, HEALTH 
EFFECTS TEST GUIDELINES, EPA 712-C-98-239, 12 pp., Office of Prevention, Pesticides and 
Toxic Substances, U.S. Environmental Protection Agency, Washington, DC, available at 
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(e.g., Series 850 Ecological Effects Test Guidelines),21

 

 we recommend including the 
OECD’s Guidelines for the Testing of Chemicals in the proposed regulation.  The 
benefits of doing so are two-fold.  First, it will ensure that the most up-to-date validated 
testing guidelines are used for assessing the safety of chemicals, and second, it will 
ensure that validated endpoints, which are linked to specific adverse outcomes, are 
evaluated for chemical safety assessments.   

Validated testing guidelines are recognized internationally as the gold standard for 
assessing the safety of chemicals.  For example, an international panel of experts, 
including scientists from the EPA, evaluated the OECD’s Test Guideline No. 426 
Developmental Neurotoxicity Study, which was adopted in October 2007.22

 

  The panel 
concluded the following:  

“The OECD DNT guideline represents the best available science for 
assessing the potential for DNT in human health risk assessment, and data 
generated with this protocol are relevant and reliable for the assessment of 
these endpoints [emphasis added].”23

 
   

Reference to Chapter 1 of the Toxic Substances Control Act (TSCA) is redundant and 
includes Parts, which are not relevant to the rubric of “Reliable Information”.  For 
example, Part 791 covers Data Reimbursement.  Further, Parts 798 and 799 of Title 40 of 
the CODE OF FEDERAL REGULATIONS cover Health Effects Testing Guidelines (e.g., 
developmental toxicity, etc.) and Identification of Specific Chemical Substance and 
Mixture Testing Requirements.24,25

                                                                                                                                                 
http://www.regulations.gov/search/Regs/contentStreamer?objectId=09000064809bc92f&dispositi
on=attachment&contentType=pdf (accessed October 25, 2010).   

  However, Part 798 refers to testing guidelines that 

 
21 See, e.g., EPA (2010e), Draft OCSPP Test Guidelines, Office of Chemical Safety and 

Pollution Prevention, U.S. Environmental Protection Agency, Washington, DC, available at 
http://www.epa.gov/ocspp/pubs/frs/home/draftguidelines.htm (accessed October 25, 2010).   
 

22 OECD (2007), Developmental Neurotoxicity Study, OECD GUIDELINE FOR THE 
TESTING OF CHEMICALS, Test No. 426, 26 pp., Organisation for Economic Co-operation and 
Development, Paris Cedex, France, available at http://www.oecd-
ilibrary.org/docserver/download/fulltext/9742601e.pdf?expires=1288197829&id=0000&accname
=freeContent&checksum=02938FFFE22F68CD6654A5FD360EC9BC (accessed October 25, 
2010).   
 

23 Makris SL, et al. (2009), A Retrospective Performance Assessment of the Developmental 
Neurotoxicity Study in Support of OECD Test Guideline 426, ENVIRON. HEALTH PERSPECT. 117 (1): 
17-25.   
 

24 40 CFR Part 798, Health Effects Testing Guidelines, §798.2250 to §798.6560.   
 

25 40 CFR Part 799, Identification of Specific Chemical Substance and Mixture Testing 
Requirements, §799.1 to §799.9780.   
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are not up to date, compared to the guidelines listed under the EPA’s Harmonized Test 
Guidelines.  For example, Subpart D of Part 798 lists three types of chronic studies (i.e., 
§798.3260 Chronic toxicity, §798.3300 Oncogenicity, and §798.3320 Combined chronic 
toxicity/oncogenicity), which were last amended in the FEDERAL REGISTER in May 1989.  
In contrast, the EPA’s Series 870 Health Effects Test Guidelines for chronic toxicity,26 
oncogenicity,27 and combined chronic toxicity/oncogenicity28 were issued in August 
1998.  Since testing guidelines are continually updated based on evolving scientific 
knowledge, citing to the most recent lists of the EPA or OECD validated testing 
guidelines is warranted.  Further, Part 799 only lists the Product Properties Test 
Guidelines29 and Health Effects Test Guidelines,30 whereas the EPA’s Harmonized Test 
Guidelines provide the complete sets of validated and draft guidelines.31

 
   

Based on the foregoing reasons, the following changes are recommended to lines 1-6:  
 

“2. United States Environmental Protection Agency’s Office of 
Chemical Safety and Pollution Prevention Harmonized Test Guidelines, and 
3. Organisation for Economic Co-operation and Development 
Guidelines for the Testing of Chemicals, or” 

 
 

                                                 
26 EPA (1998c), OPPTS 870.4100 Chronic Toxicity, HEALTH EFFECTS TEST 

GUIDELINES, EPA 712-C-98-210, 16 pp., Office of Prevention, Pesticides and Toxic Substances, 
U.S. Environmental Protection Agency, Washington, DC, available at 
http://www.regulations.gov/fdmspublic/ContentViewer?objectId=09000064809bc48a&dispositio
n=attachment&contentType=pdf (accessed October 25, 2010).   
 

27 EPA (1998d), OPPTS 870.4200 Carcinogenicity, HEALTH EFFECTS TEST GUIDELINES, 
EPA 712-C-98-211, 15 pp., Office of Prevention, Pesticides and Toxic Substances, U.S. 
Environmental Protection Agency, Washington, DC, available at 
http://www.regulations.gov/fdmspublic/ContentViewer?objectId=09000064809bc48b&dispositio
n=attachment&contentType=pdf (accessed October 25, 2010).   
 

28 EPA (1998e), 870.4300 Combined Chronic Toxicity/Carcinogenicity, HEALTH 
EFFECTS TEST GUIDELINES, EPA 712-C-98-212, 18 pp., Office of Prevention, Pesticides and 
Toxic Substances, U.S. Environmental Protection Agency, Washington, DC, available at 
http://www.regulations.gov/fdmspublic/ContentViewer?objectId=09000064809bc4a8&dispositio
n=attachment&contentType=pdf (accessed October 25, 2010).   
 

29 40 CFR Part 799, Subpart E – Product Properties Test Guidelines.   
 

30 40 CFR Part 799, Subpart H – Health Effects Test Guidelines.   
 

31 EPA (2010f), Harmonized Test Guidelines, Office of Chemical Safety and Pollution 
Prevention, U.S. Environmental Protection Agency, Washington, DC, available at 
http://www.epa.gov/ocspp/pubs/frs/home/guidelin.htm (accessed October 25, 2010).   
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Statements 6:  
 
Page 16, lines 7-14 read:  
 

“(C) Published in scientifically peer reviewed literature; or 
 (D) Published in final state or federal scientific reports; or 
 (E) Published in a final report of the National Academy of Sciences, 
National Academy of Engineering, Institute of Medicine, or National 
Research Council; or 
 (F) Published in final reports from the agencies that implement the 
laws and programs described in section 69301.6(c)(2); or 
 (G) Developed, or reviewed and accepted, by a federal agency or a 
California State or local agency for compliance or other regulatory 
purposes; or” 

 
 
Comments 6:  
 
We recommend changing the order and text of lines 7-14 to the following:  
 

“(C) Published in a final report of the U.S. National Academies, 
including the National Academy of Sciences, the National Academy of 
Engineering, the Institute of Medicine, or the National Research Council; or   
 (D) Published in final state or federal scientific reports; or 
 (E) Published in final reports from the agencies that implement the 
laws and programs described in section 69301.6(c)(2); or 
 (F) Developed, or reviewed and accepted, by a federal agency or a 
California State or local agency for compliance or other regulatory purpose; 
or 
 (G) Published in scientifically peer reviewed literature, provided the 
underlying raw data, as defined under Good Laboratory Practice regulations, 
are available; or”   

 
The order of data sources were changed because they provide a tiered listing, which is 
based on the level of peer review and evaluation that are applied to scientific information.  
For example, the U.S. National Academies represent the final arbiter for resolving 
complex scientific disputes that government agencies face.   
 
As noted previously under Comment 2, the peer review performed on manuscripts 
submitted to scientific journals “...provides only a minimal assurance of quality…”32  
Therefore, mere publication in a peer-reviewed journal should not satisfy the quality, 
reliability, and

 

 integrity requirements necessary to meet the threshold determination of 
“Reliable information”.   

                                                 
32 Jennings, C.G. (2006), supra note 3.   
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In recognition of the importance of utilizing the highest quality data from which to make 
regulatory risk assessment determinations, the European Chemicals Agency (ECHA) 
noted that “[t]he knowledge of how a study was carried out and consequently its 
relevance and reliability, is a prerequisite for the subsequent evaluation [and use] of [the] 
information.”33

 
   

Since a potentially vast amount of information may be available on specific chemicals 
(e.g., guideline GLP studies, peer-reviewed scientific articles, text books, websites, 
newsletters, etc.), the ECHA adopted a formal system by which sources of information 
may be screened to determine whether the data are of sufficient quality and reliability to 
be carried forward with regulatory risk assessment activities.  The following codes and 
categories are used:34

 
   

1 = reliable without restrictions: “studies or data […] generated 
according to generally valid and/or internationally accepted testing 
guidelines (preferably performed according to GLP) or in which the test 
parameters documented are based on a specific (national) testing guideline 
[…] or in which all parameters described are closely related/comparable to 
a guideline method.”   

 
2 = reliable with restrictions: “studies or data […] (mostly not performed 
according to GLP), in which the test parameters documented do not totally 
comply with the specific testing guideline, but are sufficient to accept the 
data or in which investigations are described which cannot be subsumed 
under a testing guideline, but which are nevertheless well documented and 
scientifically acceptable.”   

 
3 = not reliable: “studies or data […] in which there were interferences between 
the measuring system and the test substance or in which organisms/test systems 
were used which are not relevant in relation to the exposure (e.g., unphysiological 
pathways of application) or which were carried out or generated according to a 
method which is not acceptable, the documentation of which is not sufficient for 
assessment and which is not convincing for an expert judgment.”   

 
4 = not assignable: “studies or data […] which do not give sufficient 
experimental details and which are only listed in short abstracts or 
secondary literature (books, reviews, etc.).”   

 
Studies conducted by members of the regulated community (e.g., manufacturers) must be 
performed, with few exceptions, under GLP and according to validated testing guidelines.  
As indicated above, studies performed according to these criteria are coded “1 = reliable 
without restrictions”.  These studies are ranked as the highest quality and most reliable 
                                                 

33 ECHA (2008), supra note 8, at p. 7.   
 

34 Id. at p. 9.   
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data because all of the raw data “…necessary for the reconstruction and evaluation of the 
report of [the] study” are retained.35

 

  Further, performing studies according to validated 
test guidelines ensure that endpoints are evaluated, which have been proven to represent 
an adverse effect or to be present along a continuum of changes that leads to an adverse 
effect.   

GLP regulations became part of the regulatory landscape in the late 1970s because of 
misconduct, including fabrication of data, in research and development activities of 
pharmaceutical companies and the contract facilities used by them.36  Since this time, 
virtually every country around the world has enacted GLP regulations, with over 30 
countries, including the United States, signing agreements to make the OECD GLP 
Principles binding.37

 
  The OECD noted the following about GLP regulations:  

“…GLP became the champion of the consumer, the regulatory safeguard, 
the guarantee that the safety data were being honestly reported to the 
registration or receiving authorities as the basis of a decision whether or not 
to allow a new drug onto the market.”38

 
   

One of the central components of GLP is documentation, management, and retention of 
raw data.  Regulatory and intergovernmental organizations have issued guidance or 
policies on the central importance of having all of the data for a study.  For example, the 
ECHA consider “[t]he availability of the raw data from [a] study” as one of several key 
points when evaluating data reliability.39  Similarly, the EPA’s policy is to reject a study 
if the researchers failed to record and archive raw data or if the available data are 
inadequate for reconstructing the study.40  Finally, the OECD considers “[n]ot preserving 
primary data” or “[w]ithholding data from the scientific community” as data-related 
scientific misconduct.41

                                                 
35 40 CFR Part 792, supra note 6, at §792.3 Definitions.   

   

 
36 OECD (2001), Chapter 1. Introduction to the OECD Principles of GLP, GLP TRAINING 

MANUAL, pp. 5-33, at p. 5, Organisation for Economic Co-operation and Development, Paris 
Cedex, France.   
 

37 Id.   
 

38 Id.   
 

39 ECHA (2008), supra note 8, at p. 10.   
 

40 EPA (1995), Memorandum dated April 8, 1995; Subject: Guidelines for study rejection 
based on GLP considerations; From: Dan Barolo, Director, Office of Pesticide Programs; To: All 
Division Directors, Office of Pesticide Programs, 4 pp., at p. 2, U.S. Environmental Protection 
Agency, Washington, DC.   
 

41 OECD (2007), Unofficial Report on Best Practices for Ensuring Scientific Integrity and 
Preventing Misconduct, Organisation for Economic Co-operation and Development Global 
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Unless required by the regulations for all data, data generated by entities, such as 
laboratories without adequate guarantees and procedures to ensure data quality, will not 
be subject to the requirements of GLP (e.g., retaining all raw data) or performance of 
studies according to validated test guidelines.  The absence of these quality control 
measures is critical because such laboratories are not immune to error or research 
misconduct (e.g., fabricating data42 or withholding data from the scientific 
community43,44,45,46

 
).   

                                                                                                                                                 
Science Forum, 13 pp., at p. 3., Organisation for Economic Co-operation and Development, Paris 
Cedex, France.   
 

42 PubMed, U.S. National Library of Medicine, National Institutes of Health, 
http://www.pubmed.gov (last visited October 25, 2010) (A search using key terms “NIH Guide 
Grants Contracts” retrieves the outcomes of over 140 investigations undertaken by the National 
Institutes of Health since 1993 for suspected research misconduct by academic researchers).   
 

43 See, e.g., EPA (2008a), Toxicological Review of Decabromodiphenyl Ether (BDE-209) 
(CAS No. 1163-19-5), EPA/635/R-07/008F, at p. 32 (footnote 1:“[a]ttempts to obtain numerical 
values and other information on the data from the authors were not successful”), U.S. 
Environmental Protection Agency, Washington, DC, available at 
http://cfpub.epa.gov/ncea/cfm/recordisplay.cfm?deid=190307#Download (accessed October 25, 
2010).   
 

44 See, e.g., EPA (2008b), Toxicological Review of 2,2',4,4',5,5'-Hexabromodiphenyl 
ether (BDE-153) (CAS No. 68631-49-2), EPA/635/R-07/007F, at p. 22 (footnote 1:“[a]ttempts to 
obtain numerical values and other information on the data from the neurobehavioral studies were 
not successful”), U.S. Environmental Protection Agency, Washington, DC, available at 
http://cfpub.epa.gov/ncea/cfm/recordisplay.cfm?deid=190308#Download (accessed October 25, 
2010).   
 

45 See, e.g., EPA (2008c), Toxicological Review of 2,2',4,4',5-Pentabromodiphenyl ether 
(BDE-99) (CAS No. 60348-60-9), EPA/635/R-07/006F, at pp. 30-31 (footnote 1:“[a]ttempts to 
obtain numerical values and other information on the data from the neurobehavioral studies were 
not successful”), U.S. Environmental Protection Agency, Washington, DC, available at 
http://cfpub.epa.gov/ncea/cfm/recordisplay.cfm?deid=190309#Download (accessed October 25, 
2010).   
 

46 See, e.g., EPA (2008d), Toxicological Review of 2,2',4,4'Tetrabromodiphenyl ether 
(BDE-47) (CAS No. 5436-43-1), EPA/635/R-07/005F, at p. 29 (footnote 1:“[a]ttempts to obtain 
numerical values and other information on the data were not successful”), U.S. Environmental 
Protection Agency, Washington, DC, available at 
http://cfpub.epa.gov/ncea/cfm/recordisplay.cfm?deid=190310#Download (accessed October 25, 
2010).   
 

http://cfpub.epa.gov/ncea/cfm/recordisplay.cfm?deid=190307#Download�
http://cfpub.epa.gov/ncea/cfm/recordisplay.cfm?deid=190307#Download�
http://cfpub.epa.gov/ncea/cfm/recordisplay.cfm?deid=190307#Download�
http://cfpub.epa.gov/ncea/cfm/recordisplay.cfm?deid=190307#Download�
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Scientific journals do not require raw data when performing peer reviews.  Further, 
scientific journals do not require investigators to provide raw data, even if members of 
the scientific community request the data after a study is published.47

 
   

Summarizing data in the peer-reviewed literature and using the phrase “data not shown” 
are holdovers from past practice with journals when providing on-line supplementary 
information wasn’t an option, and only the most relevant data could be printed.  Since all 
of the data from a study can now be provided through supplementary information, we 
recommend that the following caveat be applied to summarized studies, which are 
published in the peer-reviewed literature:  
 

“(C) Published in scientifically peer reviewed literature, provided the 
underlying raw data are available; or”   

 
The above recommendation will ensure that regulatory decisions made under the 
proposed regulation are based on “…the best scientific principles and 
practices...”.48

 
   

                                                 
47 Note, there are some journals that have started requiring this.  See, e.g., The official 

journal (i.e., TOXICOLOGY) of the British Toxicology Society and the German Toxicology 
Society requires that investigators agree to the following clause when submitting a manuscript: 
“…[the authors] are willing to share the original data and materials if so requested”, available at 
http://www.elsevier.com/wps/find/journaldescription.cws_home/505518/authorinstructions 
(accessed October 25, 2010).   
 

48 SCPA (2010), supra note 1, at p. 5 (lines 13-14).   
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Statements 7:  
 
Page 16, lines 15-23 read:  
 

“(H) Generated according to valid accepted testing protocols in which 
the test parameters documented are based on specific testing guidelines or in 
which all parameters described are comparable to a guideline method, such 
as:  

1. Organization for Economic Cooperation and Development 
(OECD) Guidelines for Testing of Chemicals, 

2. REACH/ECHA Guidance on Information Requirements and 
Chemicals Safety Assessment, and 

3. Canadian Environmental Protection Act (CEPA) Guidelines for the 
Notification and Testing of New Substances: Chemicals and Polymers.”   

 
Comments 7:  
 
If the recommendations listed in comments 1-6 are accepted, items (H)(1) and (H)(3) 
become redundant for the reasons that follow.  First, our recommendations include listing 
the OECD’s Guidelines for Testing of Chemicals, as an example of acceptable test 
guidelines.  Second, the Canadian Environmental Protection Act’s (CEPA)’s Guidelines 
for the Notification and Testing of New Substances: Chemicals and Polymers require 
that:  
 

“The conditions and test procedures used for the development and reporting 
of test data must be consistent with the conditions and test procedures of the 
Organization for Economic Cooperation and Development (OECD) 
“Guidelines for Testing of Chemicals” that are current at the time of testing 
[emphasis added].”49

 
 

“The laboratory practices used to develop test data for a new substance 
notification must be consistent with the “Principles of Good Laboratory 
Practice” (GLP) set out by the OECD [emphasis added].”50

 
   

Our recommendations expressly state the data quality and reliability standards (i.e., 
validated test guidelines and GLP) required by CEPA.  Therefore, it is unnecessary to cite 
to the Guidelines for the Notification and Testing of New Substances: Chemicals and 
Polymers.   

                                                 
49 Health Canada (2001), Guidelines for the Notification and Testing of New Substances: 

Chemicals and Polymers, Pursuant to The New Substances Notification Regulations of the 
Canadian Environmental Protection Act, 1999, 228 pp., at p. 74 (Section 5 – Test Procedures and 
Practices), available at http://dsp-psd.pwgsc.gc.ca/Collection/En40-645-2001E.pdf (accessed 
October 25, 2010).   
 

50 Id.   
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For items (H) and (H)(2), we recommend the following changes:  
 

(H) The following criteria will be used for selecting the study(ies) used 
for identifying and prioritizing Chemicals of Concern:  

1. Reliable without restrictions: studies or data […] generated 
according to generally valid and/or internationally accepted testing 
guidelines (preferably performed according to GLP) or in which the test 
parameters documented are based on a specific (national) testing 
guideline […] or in which all parameters described are closely 
related/comparable to a guideline method; or 
2. Reliable with restrictions: studies or data […] (mostly not 
performed according to GLP), in which the test parameters documented 
do not totally comply with the specific testing guideline, but are 
sufficient to accept the data or in which investigations are described 
which cannot be subsumed under a testing guideline, but which are 
nevertheless well documented and scientifically acceptable; or 
3. Not reliable: studies or data […] in which there were interferences 
between the measuring system and the test substance or in which 
organisms/test systems were used which are not relevant in relation to the 
exposure (e.g., unphysiological pathways of application) or which were 
carried out or generated according to a method which is not acceptable, 
the documentation of which is not sufficient for assessment and which is 
not convincing for an expert judgment; or 
4. Not assignable: studies or data […] which do not give sufficient  
experimental details and which are only listed in short abstracts or 
secondary literature (books, reviews, etc.).   

 
The above changes incorporate the actual criteria used by the ECHA for selecting studies 
that meet the minimum standards for quality and reliability.  This approach is preferable 
over a general citation to the ECHA guidance documents because it presents a 
transparent, tiered approach for evaluating the quality and reliability of studies, which 
may be used for identifying chemicals of concern.   
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Last Name: Kirschner 
First Name: Michael 
Organization: Design Chain Associates, LLC 
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City: San Francisco 
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E-mail Address: mike@designchainassociates.com
Phone: 415-904-8330 

  

Affiliation: Industry 
hr: 
Art_1_Label: 
Section: 69301.1. Guiding Principles 
Page: 5 
Line: 15 
Comment: Identify appropriate educational resources since not every manufacturer is going to be familiar with these topics and 
DTSC's definition and understanding may not coincide with everything that is available. 
Suggested Amendment Language:  
hr2: 
 
Art_1_Label: 
Section: 69301.2. Definitions 
Page: 7 
Line: 24 
Comment: Definitions 15, 16, 59, 60: These are defined way too extensively for this section since they include the description of a 
process. 
 
Page 11: Definition (39)(B) 2. which EU "Regulation"? 
 
Page 16: Definition (66) (H) 2. - spell it out 
 
 
 
Suggested Amendment Language: Definitions 15, 16, 59, 60: Move the process to a different section. 
 
Page 11: Definition (39)(B) 2. Specify which EU "Regulation" 
 
Page 16: Definition (66) (H) 2. - "Registration, Evaluation, Authorization and Restriction of Chemicals", "European Chemicals 
Agency" 
 
Art_1_Label: 
Section: 69301.3. Acronyms 
Page: 19 
Line: 1 
Comment: 69301.3 - add EU Classification, Labeling, and Packaging Regulation, CLP, since it's referenced earlier 
 
Suggested Amendment Language: CLP - Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 
December 2008 on classification, labelling and packaging of substances and mixtures 
 
Art_2_Label: 
Section: 69303.5. Products Containing a Priority Chemical 
Page: 36 
Line: 32 
Comment: Clarify that the Department will publish the name of a specific product and its manufacturer/responsible entity here. 
Otherwise the use of the word "Product" is meant generically, such as in § 69303.4. 
Suggested Amendment Language: the Department shall post information identifying and describing the product, it's commercial 
name, brand name, and manufacturer and the chemical on its website. 
hr3: 
 
Art_5_Label: 
Section: 69305.4. Tier II Alternatives Assessment Work Plan 
Page: 52 
Line: 31 
Comment: This is poorly written and unclear. 



Suggested Amendment Language: ...the Tier II AA and the AA Report will provide sufficient detail to support the selection of an 
alternative to the Priority Chemical in the Priority Product, or a decision to retain the existing Priority Chemical in the Priority Product 
in lieu of an alternative... 
hr6: 
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Affiliation: Industry 
hr: 
Art_1_Label: 
Section: 69301.2. Definitions 
Page: 18 
Line: 1 
Comment: Explicitly calling out that a "Tier I  Alternatives Assessment �  or � Tier I  AA�  means an assessment that the Department 
concurs is substantially equivalent to the Green Screen For Safer Chemicals, as published and amended by Clean Production Action" 
is unacceptable. Not because the Green Screen is a bad tool, but it is inappropriate to require that a document that is outside the 
control of government and/or the regulated industry and is not independently maintained as a consensus-based standard by an 
ANSI-accredited Standards Development Organization (SDO) be used. 
 
Furthermore, as it stands today the Green Screen is only applicable to organic chemicals, not the full range of chemicals within the 
scope of this regulation (however that is currently being remedied). The key requirements and approach should instead be specified 
in the law, and Green Screen indicated as an example methodology. 
 
The only acceptable way to enable the Green Screen to play an explicit role at this level in the regulation is for it to be handed over 
to an ANSI Standards Development Organization and transformed in to a consensus-based standard. 
 
Explicitly define the actual Tier I AA requirements in section 69305.1. 
Suggested Amendment Language: (78) � Tier I  Alternatives Assessment�  or � Tier I  AA�  means an assessment that the 
Department concurs is acceptable for purposes of section 69305.1(a)(5). 
hr2: 
Art_2_Label: 
Section:  
Page:  
Line:  
Comment:  
Suggested Amendment Language:  
hr3: 
:  
hr5: 
Art_5_Label: 
Section: 69305.1 Alternatives Assessment Notifications and Tier I AA Reports 
Page: 45 
Line: 1 
Comment: Explicitly define the actual Tier I AA requirements in section 69305.1. Do not depend on an external document, namely 
the Green Screen for Safer Chemicals, to define that which should be explicitly defined in this regulation 
 
The Green Screen can be pointed to, however, as an example of a methodology to achieve a Tier I AA. 
Suggested Amendment Language: <Explicitly define the actual Tier I AA requirements in section 69305.1.> 
hr6: 
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Affiliation: Industry 
hr: 
hr5: 
Art_5_Label: 
Section: 69305.5. Tier II AA Evaluation and Comparison Process and Factors 
Page: 57 
Line: 34 
Comment: § 69305.5.(d)(1)(A) through (D) "Product Function and Performance" and (d)(4) "Economic Impacts" - these areas are 
not only irrelevant to an environmental and human health alternatives assessment process, they are often unique to the particular 
use and application the manufacturer has for the substance and to the manufacturer's situation. This is what the manufacturer is 
going to evaluate anyway when researching replacements; it is Standard Operating Procedure. 
 
Furthermore, this can include extensive proprietary information that could reveal far more about the manufacturer's product and 
processes (and business) than is necessary. 
 
There is no regulatory requirement for this type of information in AB 1879 to be included in an AA. The only requirement is that the 
tool is capable of incorporating it. DTSC needs only to focus on the matter at hand - toxicity, not making sure the manufacturer 
knows about technical and economic issues surrounding substance replacement - that expertise exists and is in every product 
design entity. I very strongly recommend that this requirement be removed, or at worst be made optional. 
Suggested Amendment Language: § 69305.5.(d)(1)(A) through (D) "Product Function and Performance": Optional 
§ 69305.5.(d)(4) "Economic Impacts": Optional 
hr6: 
Art_6_Label: 
Section:  
Page:  
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Affiliation: Industry 
hr: 
Art_1_Label: 
Section: 69301.5. Information Submission and Retention Requirements 
Page: 5 
Line: 38 
Comment: Nowhere in this regulation are fees either defined or identified. Manufacturers should have to pay some amount to DTSC 
upon submission of various notifications, Tier I or Tier II AA reports, and so on, to support DTSC's efforts. As a California taxpayer I 
do not want to underwrite the cost of this. Industry must. 
 
DTSC needs to identify which actions require manufacturers to pay fees and define what that fee schedule is. The fee schedule 
should be referenced by, but not part of, this regulation and should be maintained separately in order to allow it to be modified as 
needed. 
Suggested Amendment Language: Responsible persons submitting Notifications and Reports must pay a fee as defined in <TBD> 
Fee Schedule. 
hr2: 
Art_5_Label: 
Section: 69305.6. Tier II Alternatives Assessment Reports 
Page: 60 
Line: 5 
Comment: "The name of, and contact information for, any other person in the supply chain for the product." - this is unclear and 
can be a vast listing of suppliers that will provide no value to the Department at high cost to the manufacturer. DTSC does not need 
to know the identity of every possible supplier of every possible substance, or even every Chemical of Concern that is used in the 
Priority Product. What value is there in that? My recommendation is to remove this or clarify what the actual requirement is.  
Suggested Amendment Language: <Delete> 
hr6: 
Art_6_Label: 
Section:  



Page:  
Line:  
Comment:  
Suggested Amendment Language:  
hr7: 
Art_7_Label: 
Section:  
Page:  
Line:  
Comment:  
Suggested Amendment Language:  
hr8: 
Art_8_Label: 
Section: 69308. Requirement for Qualified Third-Party Assessment Entities 
Page: 79 
Line: 32 
Comment: Forms should be designed and included in the regulation or on the website for people to fill out to ensure consistent and 
complete submission of information. 
Suggested Amendment Language: N/A 
hr9: 



Commenter: 31 
 
Last Name: Geiser 
First Name: Ken 
Organization: University of Massachusetts Lowell 
Address: One University Avenue 
Address Cont'd:  
City: Lowell 
State: MA 
ZIP Code: 01854 
E-mail Address: ken_geiser@uml.edu
Phone: 978-934-3299 

  

Affiliation: Individual 
 
Art_5_Label: 
Section: 69305.1 Alternatives Assessment Notifications and Tier I AA Reports 
Page:  
Line:  
Comment: The final regulations establish two tiers�Tier I and II--for alternatives assessment with two sub classes: Tier II A and 
Tier II B.  As drafted, the regulations would require a short Tier I assessment for manufacturers of products containing chemicals 
under consideration or priority chemicals who notify the Department that they are reformulating or redesigning to reduce or replace 
the priority chemical.  Although this is formulated well, it should be triggered only where a priority chemical is identified.  Including 
both priority chemicals and chemicals under consideration will either generate a flood of Tier I alternatives assessments or require 
too short a list of chemicals under consideration. 
 
The Tier I assessment would compare the new alternative product with the earlier priority chemical containing product using a 
chemical hazard assessment.  A Tier IIA alternatives assessment would require an exposure assessment in addition to the chemical 
hazard assessment and a Tier IIB alternatives assessment would include both of these plus a life cycle assessment. 
 
To make this work effectively a definition of an �alternative� should be provided (69301.2) that clarifies that this may involve a 
chemical, process or functional option to a chemical of concern.  The definition of a chemical hazard assessment (69301.2-12) 
should make clear that it is a formalized process and that both chemical and non-chemical alternatives are to be considered.  The 
definition of a Tier I alternatives assessment (69301.2-78) should make reference to the chemical hazard assessment of which the 
Green Screen is an acceptable example.  This should be a short assessment, but detailed enough to reasonably document the 
relative safety of the new product design over the older version.   
 
Approved Tier I alternatives assessment should be posted by the Department on a list of accepted alternatives assessments (69305-
b).  This section should be expanded to authorize the list to be used by other manufacturers who may view and learn from 
approved assessments in completing their own assessments or who may simply adopt existing assessments if their use of a priority 
chemical is functionally equivalent. To the extent that a large number of acceptable alternatives assessments are posted publically 
by the Department, this posting could serve as a reservoir of preferred practices and safer alternatives. 
 
Even the limited amount of effort that a manufacturer must make to complete a Tier I alternatives assessment could provide a 
perverse incentive towards failure to notify the Department about a priority product.  This can be addressed by enforcement and 
the �failure to comply� list (69301.4-f), but the incentives should also positively encourage compliance.  The Department should 
be directed to reward firms submitting acceptable Tier I assessments by selectively posting some of them as models of exemplary 
practice and explicitly encouraging other firms to use these assessments as guides in preparing their own. 
 
However, there is another, perverse avenue for a priority product manufacturer.  Such a manufacturer can submit a Chemical 
Removal Intent Notification, a Chemical Removal Notification, a Product Removal Intent Notification or a Product Removal 
Notification (69305.1-c and 69305.2�f-1).  Removing a priority product from the California market does reduce the hazard of that 
product.  This is correct.  However, removing the chemical from a product without replacing it with another chemical does not mean 
that the new product is safer.  For instance, removing a flame retardant chemical identified as a priority chemical from a priority 
product containing that chemical without replacing the chemical might result in a product that is readily combustible.  Such an 
activity is precisely why the law calls for alternatives assessments.  There should be no exemption for a chemical removal�the 
resulting condition is an alternative.  Simply because there is no chemical for chemical substitution should not be a justification for 
exemption from the requirement to complete a Tier I or Tier II alternatives assessment. 
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November 1, 2010 
 
Mr. Jeff Woled, Regulations Coordinator  
Regulations Section  
Department of Toxic Substances Control 
P.O. Box 806 
Sacramento, CA 95812-0806 
 
Re: Submission of Comments - DTSC Green Chemistry Proposed Regulation for Safer Consumer 
Products 
 
Dear Mr. Woled: 
 
The Nanotechnology Coalition (Coalition), an independent trade association affiliated with The 
Society of Chemical Manufacturers and Affiliates (SOCMA), is pleased to submit comments on 
the DTSC Green Chemistry Proposed Regulation for Safer Consumer Products.  The Coalition is 
composed of nanomaterial producers and users which focus on environmental, health, and 
safety issues to promote the safe development of nanomaterials, communicate industry 
positions to regulatory agencies, address standards and definitions in nanotechnology, and 
promote development of nanotechnology stewardship programs. 
 
The Nanotechnology Coalition offers the following specific recommendations: 
 

1. Definition of Nanomaterial.  With the inclusion of “Nanomaterial” as part of the 
definition of a chemical, this section may be clarified and simplified by utilizing more 
commonly used science-based definitions.  The term “nanoscale” should be retained in 
its present form of meaning of the order of no less than 1 nanometer and no more than 
100 nanometers.  This is consistent with international efforts to achieve a standard 
definition of nanoscale and the definition also enjoys widespread support and 
acceptance by government officials and the regulated community.  It is important to 
note that at least one peer reviewed journal publication (M. Auffan, et. al. Towards a 
definition of inorganic nanoparticles from an environmental, health, and safety 
perspective, Nature Nanotechnology 4, 634-641) indicates that nanoscale properties 
which may affect environmental, health and safety may occur predominantly below the 
40 nanometer threshold. 
 
In addition to the “nanomaterial” definition, a “nano-object” should also be defined as 
any material with one, two or three external dimensions in the nanoscale.  The ISO tem 
is also a standard which has been derived through a great deal of dialogue and 
consensus among a wide variety of stakeholders.  Using the combination of the two 
terms, “nanomaterial” and “nano-object”, it would allow for the regulation of larger 
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scale materials above 100 nm which are composed of largely of nano-objects.  The 
“nanostructure” definition should be deleted. 
 
Any important addition to the proposed regulations would be a threshold for the mass 
quantity of nanoscale materials with any bulk solid material.  Given the fact that bulk 
powders are often milled or ground down to a specific particle size, there is always a 
size distribution that includes materials at the nanoscale.  In order to prevent every bulk 
powder from being considered a nanomaterial, it is recommended that a material be 
considered a nanomaterial if 10% or more of the material mass fraction are nano-
objects.  Given the state of the science regarding measurement of material size in bulk 
powders it is difficult at this time to accurately determine the nanoscale component 
below 10% by weight. 
 
The definition of “nanoscale phenomena” is not specific enough for the regulated 
community.  In order to have a workable definition it is imperative that DTSC clearly 
enumerate and define those phenomena at this stage of the regulatory process.  Given 
the lack of scientific evidence needed to identify nanoscale attributes which may 
adversely impact safety it is recommended that the “nanoscale phenomena” definition 
be deleted from the proposed regulations.  With the removal of references to 
“nanoscale phenomena” and the above-recommended definitions, the reference to 
substances as large as 1,000 nm may also be deleted as the recommended definitions 
sufficiently define nanomaterials from a regulatory perspective.  The recommended 
definitions allow the regulatory framework to appropriately capture intentionally 
manufactured nanomaterials and those bulk materials with a measurable nanoscale 
component.   
 

2. Exemption for de minimis quantities.  The primary use of this legal term is to recognize 
that there are circumstances when the presence of a chemical substance is small that it 
does not adversely impact the safety of a product.  The proposed regulation supports 
this concept by establishing a process for evaluating the presence of chemical 
substances and a de minimis exemption may be granted if it constitutes less than 0.1% 
and meets the requirements of Section 69305.3.  This process recognizes a need to 
evaluate substances on a case-by-case basis to determine if the requirements of Section 
69305.3 have been met.  Nanomaterials should not be treated any differently than 
other chemicals for the following reasons: 
 

(A) There are different properties associated with each individual nanomaterial just 
as is the case for other chemical substances; 

(B) Chemicals are defined to include nanomaterials; 
(C) The proposed regulations include establishment of a process to evaluate de 

minimis exemption requests; and 
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(D) There is no scientific evidence to conclude that all nanomaterials pose a risk to 
safety. 

 
It is reasonable to conclude that the size of a chemical substance may be a contributor 
to health and safety effects.  However, it is scientifically inaccurate to conclude that all 
substances at the nanoscale are hazardous.  Therefore, it is recommended that the 
language prohibiting de minimis exemptions for nanomaterials be deleted. 

 
Many small businesses have limited resources and are particularly susceptible to the burden of 
regulations that are not grounded in sound science.  SOCMA and its Nanotechnology Coalition 
represent a diverse membership of small, medium and large chemical companies, making us 
the leading authority on this sector.  Our member companies are located around the world and 
encompass every segment of the industry.  
 
The Nanotechnology Coalition is prepared to assist the Department of Toxic Substances Control 
in developing science-based regulations to support the Green Chemistry Program in the State of 
California and appreciates this opportunity to lend our voice to this important effort. 
 
Sincerely, 
 
 
John DiLoreto 
Executive Director 
SOCMA Nanotechnology Coalition 
(301) 987-0924 
DiLoretoJ@socma.com 
 
Submitted via email to: 
 
gcregs@dtsc.ca.gov 
 

mailto:DiLoretoJ@socma.com
mailto:gcregs@dtsc.ca.gov


 
PPG Industries, Inc. 
4325 Rosanna Drive 
PO Box 2009 
Allison Park, Pennsylvania 15101  USA 
Telephone (412) 492-5523 
dneal@ppg.com 
 

         David J. Neal 
     Director, Product & Supply Chain  
     Stewardship 

 
 

California Department of Toxic Substances Control 
Office of Legislative & Regulatory Policy 
Mr. Jeff Woled, MS 22A 
P.O. Box 806 
Sacramento, CA  95812 
 
November 1, 2010 
 
 
Re: California Safer Consumer Product Alternatives Regulations 
 
 
To Whom It May Concern: 
 
I am writing on behalf of PPG Industries, Inc. in regard to the California Department of 
Toxic Substances Control Safer Consumer Product Alternatives proposed regulations. 
PPG Industries, Inc. is a $12 billion Pittsburgh, Pennsylvania based company with 
manufacturing sites in over 60 countries.  We manufacture a variety of coatings and 
specialty products and have a significant presence in the state of California.  Not only 
do we provide consumer products, but PPG also operates a research and development 
center and four manufacturing facilities in California that support over 930 jobs. 
 
Our specific concerns about the regulations are contained in comments you have 
received from the American Chemistry Council (ACC) and the American Coatings 
Association (ACA).  We are an active member of both organizations and endorse their 
comments on the proposed regulation. 
 
We also believe it is important for the DTSC to know that PPG, as well as other ACC 
and ACA companies, have formal R&D and product stewardship programs that support 
development of products that can be produced, distributed, used and disposed of in a 
safe and environmentally sound manner.  We advise customers on the safe use and 
handling of our products. At PPG, our Environment, Health and Safety Policy 
emphasizes our commitment to continuous improvement and sustainability.  This 
philosophy is not only maintained at the corporate level, but has been infused 
throughout our businesses, globally.  We take pride in how we do business and we 
promote Product Stewardship along the entire supply chain, from raw material selection 
to manufacturing to customer use and disposal. 
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We are very concerned that suggestions submitted by ACA and ACC were not seriously 
considered by DTSC.  The enormity of the task created by the enabling legislation for 
the CA Green Chemistry Initiative absolutely requires that DTSC streamline the 
regulatory process outlined in the formal draft of the regulations.  Without significant 
changes to the regulations, the regulatory process will be overly burdensome for both 
industry and DTSC. We advocate the use of a risk-based, scientific approach for 
advancing green chemistry principles that will enhance the public trust in government 
agencies, and specifically the DTSC to protect people and the environment.   
 
Please work with our trade associations so together, we can develop a focused, 
scientific, risk-based approach. 
 
Respectfully Submitted, 
 
 
 
 
 
David J. Neal 
 
 
cc:  

The Honorable Linda Adams, Secretary, CalEPA 
Cindy Tuck, Undersecretary, CalEPA 
Parry Zwarts, Deputy Secretay, CalEPA 
John Moffatt, Legislative Affairs, Office of the Governor 
Scott Reid, Cabinet Secretary, Office of the Governor 
Maziar Movassaghi, DTSC 
Jeff Wong, Chief Scientist, DTSC 
Odette Madriago, Chief Scientist, DTSC 
Hank Dempsey, Special Advisor, DTSC 

 

  

 



Commenter: 35 
 
Last Name: Puk 
First Name: Billy 
Organization: Recology San Francisco 
Address: 501 Tunnel Avenue 
Address Cont'd:  
City: San Francisco 
State: CA 
ZIP Code: 94134 
E-mail Address: cpuk@recology.com
Phone: 415-330-1400 

  

Affiliation: Industry 
hr: 
Art_1_Label: 
Section: 69301. Purpose and Applicability 
Page: 4 
Line: 22 
Comment: On Section 69301(b)(3), we need to have, or address the need of, a contingency plan funded by a manufacturer, an 
exporter/importer, transporter or other responsible entity(ies), not any California governmental entity, for any accidental release of 
any California regulated Chemical under Consideration (CUC) and Priority Chemical (PC) during the storage in or transportation 
through California that is solely for use outside of California.  For example, what if the spill incidence caused by Cosco Busan was 
the goods on the vessel rather than the bunker fuel?  If the goods were accidental released during transportation through California 
in which contained California regulated CUC and/or PC that were not intended to be placed in the stream of commerce in California, 
we would need to have a readily available contingency plan to respond and dispose of such CUC and/or PC to protect our human 
health and environment in California.  Our local governments can no longer afford to pay for all the cost up front for such accidental 
response and be compensated through a lengthy lawsuit on a manufacturer, an exporter/importer, transporter and/or other 
responsible entity(ies), who do not have to comply with our California law and regulation regarding on this issue.  Also, such local 
government burden has recently revealed by the PG&E natural gas pipeline explosion on September 9, 2010 in San Bruno, CA when 
a federal agency (i.e. in this case, Federal Emergency Management Agency, FEMA) rejected to provide any financial assistance in 
the meantime. 
 
In addition, US Custom and Border Protection and US Coast Guard all have a granted right to inspect and decide whether to allow 
internationally imported/exported goods in the United States.  If an inspected good was declared not meeting the standard with 
each federal agency�s guideline, each federal agency has a right to destruct such good to protect our United States environment.  
Thus, such good that could have California regulated CUC and/or PC and was not intended to be placed in the stream of commerce 
in California actually ended up in California due to destruction, i.e. thermal treatment (not incineration) before regular solid waste 
landfill.  Often, these two agencies would contract the local, readily available transporter to send these rejected goods to their 
designated site(s) in California for destruction to minimize the transportation distance and time.  How would DTSC collaborate with 
these two or other federal regulatory agencies to manage such destruction on California soil? 
 
On Section 69301.2(a)(48)(B), I would suggest to remove �timber� as an example of renewable resource.  Otherwise, we would 
never have a concern on deforestation. 
 
On section 69301.6(c)(1)(D)5., the words �if any� should be eliminated.  DTSC can obtain the existing information from a 
manufacturer or responsible entity and determine if any misleading language is on the existing information sheet.  DTSC can then 
require the manufacturer or responsible entity to develop an environmentally-sound end-of-life management program that contains 
no confusing language for an average consumer. 
 
For example, according to the MSDS of The Clorox Company�s Formula 409® Antibacterial All Purpose Cleaner 
(http://www.thecloroxcompany.com/products/msds/409products/formula409antibacallpurposecleaner807.pdf

  

), section VI listed its 
waste disposal option as: 

�Dispose of in accordance with all applicable federal, state, and local regulations.�   
 
According to the MSDS of Procter and Gamble�s Mr. Clean All Purpose Cleaner (or Brand name: Mr. Clean Multi-Surfaces (various 
versions)) 
(http://www.pgproductsafety.com/productsafety/msds/fabric_and_homecare/hard_surface_cleaners/Mr_Clean_All_Purpose_Cleaner
.pdf
 

), section XIII listed its waste disposal option as:  

�Disposal is to be performed in compliance with federal, state/provincial and local regulations.  
 
Non-Household Setting (US Federal): Products covered by this MSDS, in their original form, when disposed as waste, are considered 
non-hazardous waste according to Federal RCRA regulations (40 CFR 261). 
 
California Hazardous Waste: Yes 
 



Household Use: Consumers may dispose of small (household) quantities down the drain with large quantities of water. Discard 
empty container in trash or rinse and recycle container where facilities exist.� 
 
When each manufacturer or responsible entity mentions on its product�s label or marking that addresses such clause on waste 
disposal as �dispose of in accordance with all applicable federal, state, and local regulations� or other similar version, such 
information would confuse an average consumer on the actual end-of-life management per Section 69306.4.   
 
The Procter & Gamble�s product would further confuse such average consumer to manage this product as a waste: disposal 
through the drain due to the vague definition of �small (household) quantities� vs. through hazardous waste in California.  Since 
many Californians weigh more on convenience than on cost, I would assume such this average consumer would most likely dispose 
through �the drain with large quantities of water.� 
Suggested Amendment Language:  
hr2: 
Art_2_Label: 
Section: 69302.3. Chemicals Under Consideration 
Page: 31 
Line: 1 
Comment: On Section 69302.3, DTSC shall include chemical stability in different modes of transportation and stability in gas, liquid 
& solid media.  Modes of transportation may have an impact in the design of products and/or the related packaging(s) required 
from the manufacturing plant to retailer�s shelf.  Also, depending on time of the year, many of our goods that are transported 
throughout the United States have various changes on the chemical and/or physical property(ies) of the same chemical to 
compensate for the weather change.  For example, gasoline sold in summer has different volatility standard than gasoline sold in 
winter.  Currently, some consumer products require consumers to mix the content like epoxy paint (part A and B).  Such mix may 
have different stability in various physical states (gas, liquid, or solid). 
 
On Section 69302.3(a), DTSC shall include pH as an important chemical property.  pH readily indicates the corrosiveness of a 
chemical and is helpful to determine as a part of the hazard trait assessment.  
 
On Section 69302.3(g)(7), DTSC shall explicitly define the words �short term.�  Short term has a relative meaning of time, which 
can be defined in units of second, hour, day or year.  Depending on the context of the methodological result such as solid waste 
disposal vs. wastewater disposal, for example, the �short term in vitro bioassays� would have a prominent response in 
wastewater disposal than solid waste disposal due to the boundary set (i.e. influx vs. efflux and chemical fate and transport) as well 
as the readily available medium for interaction (i.e. water in wastewater vs. leache and soil in solid waste).  Furthermore, the 
context of �short term� can change tremendously when looking at a result from gas phase vs. liquid phase. 
Suggested Amendment Language:  
hr3: 
Art_3_Label: 
Section: 69303.5. Priority Product Notification 
Page: 43 
Line: 26 
Comment: On Section 69303.5(a)(1)(D), �whether the responsible entity, or the person identified pursuant to paragraph (3)��  
Where does paragraph (3) exist in subsection (a)?  Where does DTSC intend to reference? 
Suggested Amendment Language:  
hr4: 
Art_4_Label: 
Section:  
Page:  
Line:  
Comment:  
Suggested Amendment Language:  
hr5: 
Art_5_Label: 
Section: 69305.8. Tier II-B Alternatives Assessment Reports 
Page: 62 
Line: 18 
Comment: On Section 69305.8(b), specifically referring to line 18 of page 62 of this draft regulation in September 2010, does DTSC 
mean �Tier II-B AA� instead of �Tier II AA-B�? 
Suggested Amendment Language:  
hr6: 
Art_6_Label: 
Section: 69306.3. Product Information for Consumers 
Page: 67 
Line: 11 
Comment: On Section 69306.3(c)(1), DTSC shall include a font size limit because �in a manner that is easily seen, legible, and 
understandable to the consumer� is too vague in interpretation.  When the ingredient of a product is safer based on our Green 
Chemistry Principle, we would think that there should be less information needed on a label and/or marking.  As a result, the font 
size on a label and/or marking can be increased to a standard of at least 10 or up.  When the font size is less than 10, we are 



discriminating the senior and eyesight disable persons to view and understand the information on a product.  I have already had so 
many occasions with seniors complaining about the small text on the label of product containers that limits their understanding of 
proper disposal, and the seniors kept mistakenly throwing out the products, for instance, various household cleaners, as regular 
trash.  However, most of the time those cleaners are considered as HHW in California as we all know.   
 
On Section 69306.3(c)(1)(F), DTSC shall annually, or any other period determined by DTSC is reasonable, review and require the 
�manufacturer�s website address� that would actually provide �additional information about the product, the public health and 
environment threats posed by the product, and proper end-of-life disposal or management of the product.�  With DTSC�s 
periodic audit, consumer�s right would be safeguarded, when this regulation is fully implemented in the near future. 
 
Before each manufacturer would think of AA and labeling/marking requirement of their CUC or PC on any product, manufacturer 
would always not want to reveal any known CUC or PC ingredient in the product to harm their market share.  Instead, many 
manufacturers would only reveal the chemical that is NOT in the product, such as labeling as �Contains no phosphates� or 
�Contains no acids,� which provides the same information on the manufacturer�s website and does not really help the 
consumers to choose what is really best for them to use.  This issue also extends to hazardous waste handler like HHW facility to 
classify such product by relying on HazCat test.  Such test could only partially reveal the complete list of CUC or PC in the product to 
determine for a proper disposal/treatment.  Sometimes, the HazCat test could provide a false negative that could put a HHW facility 
in jeopardy when an accident occurs. 
Suggested Amendment Language:  
hr7: 
Art_7_Label: 
Section:  
Page:  
Line:  
Comment:  
Suggested Amendment Language:  
hr8: 
Art_8_Label: 
Section: 69308. Requirement for Qualified Third-Party Assessment Entities 
Page: 80 
Line: 15 
Comment: On Section 69308(b), specifically referring to line 15 on page 80 of this draft regulation, is the last word �to� an extra 
word in the sentence?  If so, this extra �to� was also found on Section 69308.1(b), specifically referring to line 15 on page 81 and 
on Section 69308.2(c)(5), specifically referring to line 7 on page 84. 
Suggested Amendment Language:  
hr9: 
Art_9_Label: 
Section:  
Page:  
Line:  
Comment:  
Suggested Amendment Language:  



 
 
 

 

November 1, 2010 
 
Via E-mail 
 
 
 
California Department of Toxic Substances Control 
Office of Legislation & Regulatory Policy 
Jeff Woled, MS 22A  
P.O. Box 806 
Sacramento, CA 95812 
 

Re: Comments on the Safer Consumer Products Alternatives Draft 
Regulation         

 
Dear Mr. Woled: 
 

The North American Metals Council (NAMC)1 appreciates the opportunity to 
provide these comments on the draft Safer Consumer Product Alternatives regulation issued on 
September 14, 2010.  These comments expand on NAMC’s September 13, 2010, submission to 
the Office of Environmental Health Hazard Assessment (OEHHA) on the pre-regulatory draft, 
which are appended for your reference. 
 

As articulated in our September 13, 2010, comments, the proposed hazard traits of 
persistence, bioaccumulation, and biopersistence cannot be applied appropriately to metals and 
metal substances.  In addition, certain toxicity studies on metals (which tend to use the most 
bioavailable form of the metal) may overestimate the toxicity of many metal species, leading to 
incorrect conclusions regarding degree of hazard.  Accordingly, it is important to recognize that 
portions of OEHHA’s proposed hazard traits regulation are expressly focused on organic 
chemicals and should not be used to evaluate the hazards of metals.  Instead, the Department of 
Toxic Substances Control (DTSC) and OEHHA should utilize the assessment methodologies 
outlined in NAMC’s September 13, 2010, comments in implementing Green Chemistry 
regulations (including the Safer Consumer Products Alternatives rule) in the case of metal 
substances. 
 

                                                 
1  NAMC is an unincorporated not-for-profit group of metals-producing and metals-using 

associations and companies that focuses on science and policy issues that affect metals in 
a generic way. 
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In addition to the metal-specific issues noted above, NAMC also has a number of 
additional concerns with the proposed regulation. 
 

Prioritization Process for Chemicals 
 

The proposed regulation sets forth an extensive (one might even say exhaustive) 
list of health and environmental effects to be considered in identifying “Chemicals under 
Consideration” and, ultimately, “Priority Chemicals.”  Virtually every chemical in commerce 
would be captured under one or more of these multifarious criteria.  Yet there is no specificity as 
to how the various criteria will be weighted in the chemical identification process.  As a result, 
the identification of “Chemicals under Consideration” and “Priority Chemicals” will, as a 
practical matter, be left to DTSC’s unfettered discretion -- with no rational process or criteria for 
prioritizing chemicals (and products) to be subjected to the Alternatives Assessment (AA) 
process.  This arbitrary approach is not acceptable.  DTSC needs to re-consider the 100+ 
hazard/environmental endpoints in the proposed regulation, trim them down, and indicate how 
they will be weighted vis-à-vis each other. 
 

“Responsible Entity” is Confusing 
 

The designation of “responsible entities” (i.e., parties who must comply) currently 
includes not only manufacturers of chemicals and products, but also owners or licensees of brand 
names, distributors, importers, retailers, or any entity with a contractual relationship related to 
the product of interest with any of the above.  This all encompassing definition will cause major 
confusion along the supply chain.  DTSC needs to provide a proper designation for responsible 
entities in the final regulation. 
 

Tier I Alternatives Assessment 
 

As drafted, the regulation would require responsible entities to report and justify 
any reformulations/redesign of any consumer product containing a Chemical under 
Consideration or a Priority Chemical.  Given the likely breadth of the Chemicals under 
Consideration list, the scope of this governmental intrusion into the process of developing and 
improving consumer products in a highly competitive environment is, we believe, unprecedented 
and unjustified.  It will slow the process of bringing new and improved consumer products to 
market while providing little, if anything, in the way of public health benefits.  Indeed, even the 
development of “greener” consumer products will be retarded by such a broad-reaching 
requirement.  NAMC believes that the proposed reporting/justification requirement, if imposed 
at all, should be limited to the reformulation or redesign of listed Priority Products. 
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Tier II Alternatives Assessment 

 
NAMC disagrees with the proposal to require two separate submissions in the 

alternatives assessment for priority products that contain a priority chemical.  As drafted, the first 
submission would be a hazard and exposure analysis, and the second would include other aspects 
of alternatives analysis, such as product performance, economic considerations, technological 
feasibility, and potential environmental impacts.  NAMC is concerned that these two reports 
would be put into the public domain separately, which may be misleading.  In order for public 
stakeholders to truly understand the assessment, all of the relevant information must be packaged 
in a single report, so that the difficult trade-offs involved in choosing among alternatives can be 
understood and appreciated.  The Tier II AA should be one complete document, not artificially 
split into separate reports that could be misleading or misused. 
 

De Minimis Exemptions 
 

NAMC disagrees with the draft de minimis provision that requires a petition 
process and DTSC decisions on a case-by-case basis.  The proposed process is time-consuming 
for both industry and DTSC.  Instead, DTSC should establish specific de minimis levels and 
allow manufacturers to self-report.  NAMC also disagrees with the lack of a de minimis 
exemption for nanomaterials. 
 

Finally, NAMC opposes the process for determining a de minimis level.  
According to the proposal, the level may be set at the lowest published threshold that applies to 
the chemical/product combination, but the proposal does not limit the scope of thresholds to 
consider.  The draft specifies a list of seven existing databases, but it also states that the 
thresholds “include, but are not limited” to those databases.  If the list of potential sources is not 
specified in the regulation, it is impossible for industry to know what to rely on when attempting 
to comply with the requirements.   
 

Alternatives Assessment “Verifiers” 
 

The provisions for alternative assessment “verifiers” are costly, time-consuming, 
and unnecessary.  As written, industry would be required to pay for assessment work three times 
-- once for the internal review and twice for external reviews.  As noted by other commenters, 
this requirement is not only costly and unnecessary; it also effectively transfers government 
authority to a non-governmental entity and is unacceptable for that reason as well. 
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Confidential Business Information/Trade Secret Concerns 
 

The provisions related to confidential business information are very troubling and 
must be rewritten.  As drafted, the regulation requires submission of extremely proprietary 
information, such as marketing projects, customer lists, and raw materials information.  NAMC 
does not believe the current provisions to protect such information are robust enough and could 
result in market damage to impacted industries. 
 

Ability to Utilize Available Data 
 

DTSC may wish to consider opportunities for industry to utilize information 
and/or dossiers already developed for certain chemicals under the European Union’s 
Registration, Evaluation, and Authorization of Chemicals (REACH) regulations. 
 

Ability of DTSC to Implement the Regulation 
 

In addition to imposing enormous burdens on affected industries, the proposed 
regulation will place demands on DTSC’s resources that the agency may well find are more than 
it can handle.  The regulation requires a substantial number of industry submissions (evaluations, 
reports, applications, petitions), which DTSC staff must review and evaluate.  DTSC must 
review any petition to add chemicals or products to the regulatory lists, while continuing its 
efforts to develop and update lists of chemicals of concern, chemicals under consideration, 
priority chemicals, products under consideration, and priority products.  It must also review and 
evaluate requests for exemptions under regulatory duplication, no exposure pathway, or de 
minimis provisions.  DTSC must be engaged in responding to alternative assessment work plans, 
including Tier I and Tier II, and consider accreditations for assessment work.  It will also need to 
develop enforcement provisions, and engage in review of a multitude of CBI claims.  It is 
questionable whether DTSC has, or will be able to obtain, the level of staffing needed to 
complete these tasks, in addition to DTSC’s other regulatory obligations. 
 

* * * * * 
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Thank you for this opportunity to comment on the draft regulation.  NAMC 
members would be happy to meet with DTSC staff to address any questions or discuss the 
scientific issues in more detail. 
 

Sincerely, 

 
Kathleen M. Roberts 
NAMC Executive Director 

 
 
 
 
cc:  Dr. Maziar Movassaghi, Ph.D., DTSC 

 



 

 
 
 
November 1, 2010 
 
 
Jeff Woled,  
Regulations Coordinator 
Regulations Section 
Department of Toxic Substances Control 
P.O. Box 806 
Sacramento, CA  95812-0806 
 
Subject: Comments on the California Department of Toxic Substances Control – Proposed 
Regulation: Safer Consumer Product Alternatives  
 
Dear Mr. Woled: 
 
Below please find a summary and detailed discussion of key concerns and recommendations 
from the Toy Industry Association (TIA) on the Department of Toxic Substances Control (DTSC 
or Department) Proposed Regulations for Safer Consumer Product Alternatives (Proposed 
Regulations) under Assembly Bill 1879 and Senate Bill 509 (2008).  While TIA applauds the 
hard work of the Department staff on this proposal to bring very divergent views together and to 
address some previous recommendations, we remain concerned about the current structure and 
requirements of this proposed Rule.  As currently drafted, these Proposed Regulations are 
unworkable and threaten to completely freeze consumer product innovation in safer alternatives.  
TIA asserts that significant and substantive redrafting of these regulations is necessary to prevent 
catastrophic effects on commerce.  TIA is also very concerned that these regulations are being 
rushed through in the remainder of 2010, to meet an artificially imposed schedule at the expense 
of accuracy and sound science. 
 
Despite these concerns, TIA appreciates the opportunity to provide comment on these Proposed 
Regulations and genuinely hopes to work with you and DTSC staff to make changes to develop a 
truly workable regulatory proposal that can be adopted and that protects human health and 
product innovation.  TIA believes that these changes to the regulations will take significant 
dialogue and again cautions DTSC from rushing to complete this process by the end of the year. 
 
These comments are in addition to, and incorporate by reference, the comments that TIA 
submitted to the Department on July 20th, 20101 on the Draft Regulations.  TIA is very 
concerned that the Department has not adopted many of the recommendations from our July 20th 
comments, and specifically requests that the Department document why those recommendations 
were rejected.  TIA also specifically requests a response from DTSC to the Recommendations 
that are contained in these current comments. 
 

                                                 
1 Toy Industry Association Letter to Maziar Movassaghi on Draft Regulations, July 20, 2010. 
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TIA is a not-for-profit trade association representing more than five-hundred (500) toy makers, 
marketers and distributors, large and small, located throughout North America.  TIA’s members 
account for approximately 85% of the annual U.S. domestic toy market of $21.6B, according to 
research from the NPD Group.  The Toy Industry Association and its members have long been 
leaders in toy safety.  In this role, we develop safety standards for toys, working with industry, 
government, consumer organizations, and medical experts.  The U.S.’s risk-based standards are 
widely recognized and used as models around the globe.  Our mission is also to educate industry 
on these standards, and to educate parents and caregivers on choosing appropriate toys and how 
to ensure safe play.  
 
Below are fundamental concerns with the proposed Rule that TIA believes must to be addressed 
before a workable regulation can be adopted.  These core concerns can be aggregated into seven 
(7) areas as follows: 

 
 Reasonable and Foreseeable Exposure:  When determining applicability for exposure, 

it is essential that the Regulations specifically stipulate that the exposure evaluations 
apply to “reasonable and foreseeable” exposures from a product.  While TIA appreciates 
DTSC’s consideration of use and abuse testing that is common in our industry, without 
the inclusion of “reasonable and foreseeable” language no product would ever meet the 
current exposure criterion (“no exposure pathways”) with the absolute certainty that is 
stipulated by the language.  A “real-world” understanding of reasonable and foreseeable 
exposure and mechanisms to prevent harm must be built into these Regulations in several 
places and should be the qualifying factor for actions under the mandates of this law.   
 

 Regulatory Duplication Applicability: When determining applicability for products that 
are already regulated by a federal or state agency, exclusion must be provided when 
another regulation addresses the same risk of injury or environmental threat that has 
resulted in DTSC prioritizing a chemical or product.  In many cases conflicting 
regulations at the state and federal level will be preempted and attempting to regulate a 
product when the same risk of injury or environmental threat has been addressed is a 
waste of resources. 

 
 Public Disclosure Based on the Presence of a Chemical:  Section 69302.5 stipulates 

that products will be listed on the Department’s website based merely upon the presence 
of a Priority Chemical in a product.  This provision is in conflict with the reasonable 
prioritization factors of products in other sections of this rule.  Listing of products of 
concern should only occur after products have been appropriately prioritized under the 
rule. 
 

 De minimis Level:  TIA supports a clear de minimis level of 0.1% for a chemical in a 
product as absolutely essential to the Regulations (Sections 69301.2, 69303.2 & 
69305.1), a position which is consistent with the European REACH regulation (Article 
7).  The 0.1% should be applied to the entire product, rather than components.  
Additionally, other de minimis levels found in federal or state statutes must only apply if 
those same levels relate to the specific product and chemical combination that is 
designated a priority under the DTSC proposal. 
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 Unintentionally-Added Ingredients:  While the proposed Regulation applies a 

reasonable definition for “intentionally added” and “unintentionally-added” ingredients, 
the Purpose & Applicability section (69301(c)) significantly confuses the scope of these 
definitions and creates a burdensome process to determine an “unintentionally-added 
ingredient”.  This can simply be avoided by relying on the definitions in the Regulations 
to dictate the terms of what is an “unintentionally-added ingredient”.  To do otherwise is 
to perpetuate the misguided notion that “presence equals significance”.   
 

 Flawed Chemical/Product Removal Notice:  TIA strongly objects to the 
“Chemical/Product Removal Confirmation/Intent Notification” requirements (Section 
69301.2 (15),(16),(59),(60)).  This immense bureaucratic process will prevent innovation 
and will subject DTSC into confidential product decisions before there is a regulatory 
action placing a burden of response (alternatives assessment) on a company. 
 

 Burdensome Alternatives Assessment (AA) Process:  TIA is very concerned with the 
Tier I AA process, the third-party verifications for Tier II AA’s, and the accreditation for 
in-house lead assessors.  Specifically, the Tier I AA has the great potential to halt 
innovation and will likely create a bureaucratic disincentive to seek safer alternatives.  
Additionally, the third party and lead assessor requirements add major costs and 
bureaucracy to the AA process. 
 

In addition to the key issues noted above, we present in this letter a number of specific elements 
within the Draft Regulations that are problematic, and our recommendations that would assist 
with clarity and accomplish the goals of the statute and the regulatory proposal.  TIA hopes that 
these comments are helpful to the Department as the Draft Regulations continue to be revised. 
 

Specific Section Comments & Recommendations 
 
Section 69301(c): Unintentionally-Added  
 
As noted above, TIA supports the regulations’ definitions of “intentionally-added” and 
“unintentionally-added” ingredients in Section 69301.2 (41) & (82).  However, the reasonable 
implementation of these definitions is muddled in the “Purpose and Applicability” section, where 
“unintentionally-added” is expanded to “an ingredient that is not known by the producer to be 
present in the product.”  The “unintentionally added” expansion in this section is the proverbial 
needle in the haystack; requiring a manufacturer to prove a negative. 
 
Documenting any non-intentionally-added ingredient would require extensive (and cost 
prohibitive) product testing trying to prove that chemicals that were not intended to be in the 
product are not in the product.  Only intentionally added ingredients are within the scope of 
action under these Regulations, as authorized by the statute.  Green Chemistry and “safer 
alternatives” are principles that focus on finding safer and more sustainable alternatives to 
ingredients that are “intentionally added”, not trace (which would likely be de minimis) 
contaminants or substances that may become associated with a product during transportation or 
storage prior to sale.   
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As a result, the application of this language directly contradicts the referenced definitions.   
Green Chemistry and “safer alternatives” are principles that focus on finding safer and more 
sustainable alternatives to ingredients that are “intentionally-added”, not trace contaminants that 
serve no functional purpose in a Priority Product, and are unknown by definition.  If there are 
specific concerns regarding contaminated products and trace levels of chemicals of concern that 
were not intentionally added to a product.  Those concerns would be the jurisdiction of the U.S. 
Consumer Product Safety Commission.   
 
Recommendations: The language in Section 69301 (c) should be limited to the following: 
 

(c) The requirements of this chapter that pertain to consumer products or to 
chemicals or chemical ingredients contained in consumer products do not apply to 
an unintentionally-added chemical or chemical ingredient. 

 
Sections 69301.1, 69302.4 (b)(1), and 69303.4 (b)(1): Prioritization Principles 
 
Sections 69301.1 (a), 69302.4 (b)(1), and 69303.4 (b)(1) articulate the decision-making factors 
that DTSC proposes will be used to help prioritize chemicals and products.   
 
TIA supports these provisions and their application in selecting Chemicals of Concern and 
Priority Products in which they are used.  TIA supports the three key factors in this prioritization 
process (i.e. - greatest threats, prevalent distribution and use by consumers, and greatest potential 
for exposure at levels that can result in harm) which are supported by the mandates of the statute 
and appropriate boundaries for decision making in this area.   
 
TIA encourages DTSC to apply these factors rigorously and through quantifiable methods to 
compare the hazards of chemicals and their exposures through products in setting priorities.  
Effective implementation of this law is not about addressing every potential hazard, but should 
be focused on identifying those situations that will make a real difference in improving public 
health and the environment.  
 
Section 69301.2: Concerns with Key Definitions & Processes 
 
“Chemical/Product Removal Confirmation/Intent Notices” - TIA strongly objects to the 
definitions and requirements of “Chemical/Product Removal Confirmation/Intent Notification” 
(Section 69301.2 (15),(16),(59),(60)).  The creation of these definitions and notification process 
creates an immense bureaucratic process that will prevent innovation and inject DTSC into 
confidential product decisions, before there is even a regulatory action placing a burden of 
response (alternatives assessment) on a company.  This process, in essence, will freeze 
innovation at the point when a Chemical under Consideration is identified. 
 
Recommendations:  These definitions should be removed and requirements throughout the 
regulations that reference these concepts should also be eliminated. 
 
“De minimis level” – As noted above, TIA supports a 0.1% de minimis level.  However, the 
inclusion of other regulatory exposure levels as automatic triggers for a lower de minimis level is 
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inappropriate if those levels do not relate to the same product/chemical combination.  
Specifically, a Safe Drinking Water MCL (Maximum Contaminant Levels) should not apply to 
the same chemical in a toy or other article that does not have the same exposure profile as the 
MCL was designed to address.  This is particularly true when the measurement units of the 
guideline value (e.g., ug/L or mg/L for a MCL) bear no relevance to the Product under 
Consideration (e.g., a toy component with chemicals measured in units of mg/kg or ug/kg).  As 
written, the de minimis provision is overreaching. 
 
Recommendation:  Stipulate that that lower de minimis levels would only apply when they 
address the same product/chemical combination and exposure profile being addressed.   
 
“Intermediate manufacturing process” - Intermediate chemicals processes and chemicals are not 
the appropriate jurisdiction of these regulations, as they are more appropriately regulated 
regarding workplace safety by the Occupational Safety and Health Administration (OSHA) on 
both the State and federal levels. Additionally, DTSC would have no jurisdictional authority over 
the use of intermediates in processes conducted outside of California.  This provision is 
overreaching. Therefore any regulation of intermediates would be a disincentive to California-
based businesses, jobs, and operations.  Finally, intermediate chemicals would not be present in 
significant volumes in the finished product; since they are used or reacted at an intermediate 
stage of creating the product. 
 
Recommendations: Remove this definition and regulatory authority over intermediate processes 
and materials. 
 
“Product Stewardship” - The U.S. EPA defines product stewardship as follows, “Product 
stewardship is a product-centered approach to environmental protection.  It calls on those in the 
product lifecycle-manufacturers, retailers, users, and disposers—to share responsibility for 
reducing the environmental impacts of products.”2  [Emphasis Added].  Therefore, it is not 
appropriate for this definition to state that the primary responsibility lies with the product 
producer for all end-of-life issues.  This is a subjective perspective that ignores the important 
element of consumer behavior with a product at the end-of-life.  Any end-of-life regulatory 
responses that are required through these regulations must be market-based and technologically 
and commercially viable for the manufacturer and the recycled goods/materials market. 
 
Recommendations: Amend this definition to make it consistent with the U.S. EPA definition 
cited above. 
 
 “Reliable information” - This definition is seriously flawed, as it would allow even subjective 
and advocate-driven studies and research to be seen as reliable information.  Specifically, the 
mere requirement that an information source only be “scientifically peer-reviewed”, with no 
articulation of what that means, lowers the bar significantly to allow very one-sided studies or 
research to drive DTSC’s decision process. 
 

                                                 
2 U.S. Environmental Protection Agency, Wastes Program – Product Stewardship - 
http://www.epa.gov/osw/partnerships/stewardship/  
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Recommendations: This definition should focus on the following factors to describe what 
organizations will serve as the basis for “reliable information”: 
 

a) It characterizes chemicals pursuant to an open, deliberative and transparent scientific 
process in which stakeholders are able to participate formally, and communicate 
directly with the authoritative body through written and oral comments. 

 
b) It does not engage in advocacy. 

 
c) It bases its characterization of chemicals on a weight-of-evidence approach.  To the 

extent available, it considers multiple reliable studies, conducted by different 
laboratories, at different times, and involving not only different strains but different 
species and gives full consideration to mode of action, confounding factors, maternal 
toxicity, historical controls and any other scientific information that may be relevant 
to understanding the potential effects of chemicals on health and the environment. 

 
d) It publishes its characterizations of chemicals through governmental regulations, 

periodic reports, monographs or peer-reviewed publications. 
 

“Responsible Entity” – This definition would be unique to California and is overly broad in 
defining who could be considered a responsible entity.   
 
Recommendations: TIA urges the Department to use the Fair Packaging & Labeling Act (FPLA) 
recognition of a responsible entity” in lieu of the current definition in the proposed regulation, 
providing for uniformity of laws related to consumer products.  All consumer commodities that 
are distributed in US commerce must comply with the Federal Trade Commission’s labeling 
requirements. These requirements, as outlined in FPLA, include a statement of identity, net 
quantity statement and name and place of business of the manufacturer, packer or distributor. 
 
"Technologically and economically feasible alternative" – This definition lacks appropriate 
consideration of relative performance and efficacy, both of which are essential considerations for 
any consideration of a technologically and economically feasible alternative.  Mere “functional 
equivalence” is not an appropriate reference.  If an alternative is “functional”, but it takes several 
volumes more of the equivalent to achieve the same performance and efficacy for a product, it 
should not be considered economically feasible. 
 
Recommendations:  Add a factor to this definition that a “technologically and economically 
feasible alternative” must be “equivalent or superior in performance and efficacy at performing 
the end-use of a product”. 
 
Section 69301.4 (f) Failure to Comply 
 
The Failure to Comply Section must provide that once a failure has been remedied, that DTSC 
remove a company from such list in a “timely manner”. 
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Recommendations: Section 69301.4(f)(4) should be amended to stipulate that “Department shall 
remove a product, and the associated information, from the Failure to Comply List, in a timely 
manner …” 
 
Section 69301.5: Information Submission and Retention Requirements 
 
Section 69301.5(a); which stipulates that all documents submitted under this regulation must “be 
signed by the owner or an officer of the company” is an extremely draconian and burdensome 
authorization requirement.  Achieving such authoritative endorsement of the requirements of this 
rule will be incredibly time-consuming for a company, regardless of size, given the huge volume 
of documents and paperwork that may have to be submitted under these Rules.  A signature of 
the senior-most company staff person in charge of overseeing the preparation of these documents 
would be appropriate for review and authorization.   
 
Recommendations: Remove requirements for “the owner or an officer of the company” to sign 
every document submitted under the regulations, or substitute with “authorized representative”.   
 
Section 69301.6: Chemical and Product Information  
 
Section 69301.6(b) provides an appropriate sequential approach to gaining data on the use of 
chemicals and products that reduces the burden on the Department and companies that produce 
chemicals and products.  TIA supports this process for gaining data and encourages the 
Department to rigorously apply this process to its data collection efforts. 
 
In section 69301.6 (c)(1)(C), manufacturers are required to submit information, including the 
identification of all intentionally added ingredients, including the quantities in the entire 
consumer product.  Understandably, DTSC will need to collect and solicit data to accomplish a 
reasonable and science-based prioritization of chemicals and products of concern.  However, the 
level of detail that DTSC is empowered to request under the Draft Regulations (i.e. all 
intentionally-added ingredients) would lead to requests for information that is extremely 
sensitive and proprietary, as well as unnecessary to fulfill the duties of the statute. 
 
Under the statute, DTSC is only authorized to request information regarding quantities of 
chemicals of concern.  No rationale can exist for requiring product formulas where non-
chemicals of concern are involved.  The statute does not give DTSC authority to collect 
information on ingredients in products that are NOT on the CoC list or that are not 
“intentionally-added”.   
 
Additionally, subdivision (c)(1)(D) of this section requires disclosure of highly sensitive sales 
information.  While TIA acknowledges, that DTSC will need information about the potential for 
exposure to a Priority Chemical in a Priority Product; sales and marketing information is not 
requisite for such an assessment.  This provision is overreaching and will trigger a multitude of 
claims for non-disclosure due to confidential business information or trade secrets, which will be 
overly burdensome for the Department to administer. 
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Additionally, subdivision (c)(1)(F) of this section allows DTSC to request information if a 
manufacturer reformulates or redesigns a consumer product to remove a chemical that has been 
listed as a Priority Chemical.  This results in the unnecessary disclosure of trade secret 
information.  TIA asserts that no authority exists for requiring information about reformulated 
and redesigned products until such time as they are reformulated or redesigned pursuant to a 
Priority Product designation and mandatory alternatives assessment.  In those cases, only 
information regarding the safe alternative for the offending Priority Chemical in the product is 
relevant and should be required.     
 
Recommendations: TIA requests that the Department amend the following sections, per our 
previous comments of July 20, 2010 on the Draft Regulations: 

 
Section 69301.6 (a)(1) This section specifies a process for the Department to review and/or 
obtain data and other information, concerning chemicals and products, that the Department 
determines is necessary to implement article 14 of chapter 6.5 of division 20 of the Health 
and Safety Code 4 and/or this chapter.  Under this Section the Department shall state a 
justifiable purpose for each data request made to a responsible entity.  
 
Section 69301.6 (c)(1)(C)  Identification of all intentionally added ingredients that are 
Priority Chemicals, including quantities, in the entire product. 
 
Section 69301.6 (c)(1)(D): Chemical use data including:  

1. Approximate sales volume of a product containing a Priority Chemical in 
California  

2. The intended use of the product 
3. The intended end-consumer of a product 

 
Remove - Section 69301.6 (c)(1)(D) 

 
Section 69301.7 – Availability of Information on the Department’s Website: Confidentiality 
Concerns 

As stated above, Chemical/Product Removal/Intent Notifications are significant disincentives to 
encourage safer alternatives especially if such notices are made public on DTSC’s website 
(Section 69301.7 (a)(8)).  TIA continues to strongly object to these notices and vehemently 
objects to these notices being made public.  While DTSC has contended that companies that “are 
doing the right thing” and are seeking safer alternatives will see these notices as an incentive to 
innovate, nothing could be farther from the truth.   This provision (and Tier I Alternative 
Assessments) will freeze innovation for safer alternatives at the exact moment Chemicals under 
Consideration are indentified. 

Additionally, publishing de minimis exemption requests, under Section 69301.7 (a)(11)  has the 
effect of creating a “black list” of products without scientific basis and discloses confidential 
product formulation information.  This public notice process undermines the basis and value of a 
de minimis level, which is designed to remove from concern those products that pose no risk to 
public health or the environment, rather than acting to emphasize the characterization.  
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Recommendations:  Section 69301.7 (a)(8) and Section 69301.7 (a)(11) must be removed from 
these Regulations. 
 
Section 69301.8: Chemicals and Product List: Timelines and Sequencing 
 
In reviewing the timelines outlined under subsection (a), it is important to be clear that TIA does 
not object to these timelines.  We do, however, request a date for publishing the final list of 
Priority Chemicals.  This may have been an oversight, but such a “final” list is necessary 
complete the process regarding Products under Consideration and Priority Products. 
 
Recommendations:  Specify a date by which the Priority Products list shall be published as final, 
following the March July 1, 2012 initial listing. 
 
Section 69302.3: Chemical Lists 
 
The vast and expansive listing of “prioritization factors”, within Section 69302.3, lacks any 
scheme or methodology for weighting the factors and is not useful for understanding how DTSC 
proposes to make decisions under this section.  All possible and conceivable hazard traits are 
listed and all future hazards that might be identified could be included.  This section gives DTSC 
such broad authority that any chemical in commerce could qualify as a Chemical under 
Consideration.  Further, the original concept - using a stepwise process to identify Chemicals 
under Consideration and, after public notice and comment, refining that into a set of identified 
Chemicals of Concern - apparently has been discarded.  Instead, two separate ongoing lists 
would be developed “Chemicals under Consideration” and “Priority Chemicals”, and all 
chemicals on both of these lists would be identified as Chemicals of Concern.  The result is a 
lack of a meaningful or useable prioritization process and, together with other provisions and 
requirements, this leads to the potential for a massive regulatory burden on every product and 
chemical in California commerce.  This provision, quite simply, is vague and ambiguous and 
contrary to the intent of the underlying statute. 
 
Additionally, this list of factors includes carcinogens and reproductive toxicants contained on the 
Proposition 65 list.  However, it does not exclude those added pursuant to the Labor Code 
references since the initial list.  Until the Sierra Club v. Schwarzenegger case and the Styrene 
Information and Research Center case are both resolved in the appellate courts, the chemicals 
proposed to be included pursuant to the Labor Code should be excluded from the Chemical 
under Consideration or a Chemical of Concern lists. 
 
The statute mandates that DTSC identify and prioritize Chemicals of Concern and prioritize the 
uses of the Chemicals of Concern in products that should then become the subject of an 
Alternatives Assessment.  The position of many stakeholders and many agencies consistently has 
been that such lists of chemicals should be based on existing lists of carcinogens, 
reproductive/developmental toxins, and mutagens, as well as persistent, bioaccumulative toxins 
from authoritative sources.  This regulation does indeed include that requirement and should be 
limited to such factors.     
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Recommendations: The Chemicals under Consideration list Section 69302.3 should be 
chemicals that are present on existing lists of carcinogens, reproductive/developmental toxins, 
and mutagens, as well as persistent, bioaccumulative toxins from authoritative sources.  Further, 
Chemicals under Consideration should not result in automatic regulatory burdens for any product 
containing such a chemical.  Mandatory reporting and alternatives assessments should not be 
required until a Priority Chemical is designated in a specific Priority Product. 
 
Sections 69302.1 and 69303.1 Applicability: “Reasonable & Foreseeable” Exposure  
 
As currently drafted, the language in Sections 69302.1 (a)(2) and 69303.1 (a)(2) establishing 
exemptions for products and chemicals for which there are “no exposure pathways” will not 
provide any relief to any product manufacturer, given the absolute nature of this language.  This 
provision is draconian and overreaching and in conflict with the underlying intent of the statute.  
While TIA appreciates the inclusion of use and abuse testing elements in these sections, this 
language does not appropriately apply this exemption to real world exposure scenarios.  Within 
the Regulations, there must be a reasonable standard to which a manufacturer can reliably 
demonstrate mechanisms and formulations that prevent exposure to a Priority Chemical and seek 
exemptions for preventing exposure. 
 
As TIA stated in earlier comments on July 20, 2010, toy manufacturers and toys are regulated 
under various federal statutes, including: the Consumer Product Safety Act (CPSA), the Federal 
Hazardous Substances Act (FHSA), the ASTM Safety Specification on Toys (which was adopted 
as a federal standard on February 10, 2009), and the comprehensive Consumer Product Safety 
Improvement Act (CPSIA) signed into law in 2008.  Under this network of requirements, it is 
illegal to sell toys or children’s products containing various identified substances known to be 
harmful to children and to which children might be exposed from accessible components and 
substrates.   
 
These frameworks of regulation rely on the concept of a “reasonable and foreseeable” criterion 
to evaluate whether or not a product will expose a consumer to a chemical.  Thus, it is essential 
that DTSC reference this criterion to provide a reasonable standard in the Regulations for 
determining exposure pathways.  This criterion acknowledges the “real-world” planning, design, 
and control that responsible companies must undertake to prevent exposure to a chemical and the 
“real-world” use patterns of products.   
 
Additionally the U.S. Consumer Product Safety Commission (CPSC), in August 2009, once 
again endorsed the reasonable and foreseeable exposure criterion in regulation through the 
“Children’s Products Containing Lead; Interpretative Regulations on Inaccessible Component 
Parts” (16 CFR Part 1500).  Specifically those Regulations stipulate: 
 

“Use and abuse tests are appropriate for evaluating whether lead-containing 
component parts of a product become accessible to a child during normal and 
reasonably foreseeable use and abuse of the product by a child. The purpose of 
the tests is to simulate use and damage or abuse of a product by children and to 
expose potential hazards that might result from use and abuse. 16 CFR 1500.50–
1500.53 [Emphasis Added] 
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Specifically, the regulations cited above provide for “normal and reasonably foreseeable use and 
abuse” testing to determine which products could expose a product element to the user.  TIA 
appreciates that DTSC has attempted to include this concept of use and abuse testing in 
subsection (c) as a part of product assessment methodologies for exposure. However, TIA asserts 
that DTSC must make “reasonable and foreseeable” exposure the key determinant for 
applicability and exposure testing in subsections (a)(2) and (c). 
 
Recommendations: TIA requests that the Department address the issues above by amending the 
Regulations to reflect the language specified below for the Sections in question, per our previous 
comments of July 20, 2010 on the Draft Regulations: 

 
Section 69302.1 (a)(2): There are no reasonably foreseeable exposure pathways 
by which the chemical might pose a threat to public health or the environment in 
California.  
 
Section 69303.1 (a)(2): There are no reasonably foreseeable exposure pathways 
by which the Priority Chemical, which is contained in the consumer product, 
might pose a threat to public health or the environment in California.  
 
Section 69303.1(c): the evidence must include, to the extent applicable, the 
results of any normal and reasonably foreseeable use and abuse tests, including 
… 
 

Additionally, in practice of determining reasonable and foreseeable exposure, DTSC 
should acknowledge that inaccessible parts (as defined by the U.S. CPSA under16 CFR 
Part 1500) of a product should be considered exempt under this provision. 
 
Sections 69302.1, Section 69302.3(h)(2), 69303.1, and 69303.3(h)(2): Duplication of Existing 
Regulations 
 
As discussed previously, toys are regulated stringently under the CPSA, FHSA, and CPSIA.  
Under this framework of regulations, toys are extensively regulated for the presence and 
exposure to CoCs for accessible components and substrates.  The goal of these regulations, 
particularly under the CPSIA, is to mitigate potential safety concerns and risk from a CoC when 
it might be contained in a toy.  There is also strong preemption language under 15 U.S.C. 2075 
that provides as follows, with regard to the CPSIA: 
 

“Whenever a consumer product safety standard under this chapter is in effect and 
applies to a risk of injury associated with a consumer product, no State or 
political subdivision of a State shall have any authority either to establish or to 
continue in effect any provision of a safety standard or regulation which 
prescribes any requirements as to the performance, composition, contents, design, 
finish, construction, packaging, or labeling of such product which are designed 
to deal with the same risk of injury associated with such consumer product, 
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unless such requirements are identical to the requirements of the Federal 
standard.” [Emphasis Added] 

 
If a product category is regulated by a federal or state agency for the same safety concern or risk 
as the Priority Product or Chemical of Concern that is being addressed under DTSC’s proposal, 
the product category should be automatically exempted from new regulation (see previous 
comments).  Given the preemption language above and similar mandates in other areas of federal 
law, it is appropriate that there should not be a need for a declaratory finding by DTSC as 
stipulated in Section 69303.1(c). 
 
Finally, since there is no state, federal or international regulation that addresses any product 
throughout EVERY stage of the life-cycle, it is infeasible and unnecessary to make this 
“regulatory duplication” exemption (Section 69303.1(a) (1)) contingent upon every stage of the 
life-cycle.  Understandably, if another regulation does not address the same safety concern 
which is DTSC’s primary cause for a Priority Product designation, a product that is regulated by 
another state, federal, or international regulation could be regulated under these Proposed 
Regulations.  However, it is not reasonable to structure this exemption Section as being 
exclusive of regulations that don’t address every life-cycle stage.   
 
Recommendations: TIA continues to assert that DTSC must acknowledge that it will be 
preempted from regulating the same risk when federal or California state regulations address the 
same risk.  Therefore, TIA requests that the Department address the issues above by amending 
the Regulations to reflect the language stipulated below for the Sections in question, per our 
previous comments of July 20, 2010 on the Draft Regulations: 

 
Section 69302.1(a)(1) The Priority Chemical is regulated by one or more federal or 
California state regulatory program(s) that are (1) in effect, and (2) are designed to 
address the same threat to public health and the environment that is associated with 
the Priority Chemical. 
 
Section 69302.3(h)(2) A chemical is not a Chemical of Concern, and may not be listed 
as a Chemical 7 under Consideration or Priority Chemical, if the Department 
determines that the chemical is regulated by one or more federal and/or other 
California State regulatory program(s) that, in combination, address the same threat to 
public health and the environment that is associated with the priority chemical. 
 
Section 69303.1(a)(1) The priority product is regulated by one or more federal or 
California state regulatory program(s) that are (1) in effect, and (2) are designed to 
address the same threat to public health and the environment that is associated with 
the priority product. 
 
Section 69303.3(h)(2) A product shall not be listed as a Product under Consideration 
or a Priority Product if the Department determines that the product is regulated by one 
or more federal and/or other California State regulatory program(s) that, in 
combination, address the same threat to public health and the environment that is 
associated with the Priority Product. 
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Section 69302.5: Products Containing a Priority Chemical 
 
TIA is very concerned about the negative impact of this entire section; as such a list will create a 
“black list of products” and does not seem to specifically relate to a product being designated as 
a “Product under Consideration” or a “Priority Product”.  The mere presence of a Priority 
Chemical must not result in public listing of a product.  To publicly identify products for the 
mere presence of a chemical would be overreaching and in conflict with the intent of the 
underlying statute.  This provision also violates due process. 
 
As noted above, TIA supports the following product prioritization processes in the Proposed 
Regulations: 
 

“Section 69303.3(b) Potential for the public or the environment to be exposed to the 
Priority Chemical that is contained in the product, during the useful life of the product 
and end-of-life disposal or management of the product.” 
 
Section 69303.4(b)(1) … “Department shall seek to identify and give priority to those 
chemicals, and the products that contain them, that pose the greatest public health and 
environmental threats, are most prevalently distributed in commerce and used by 
consumers, and for which there is the  greatest potential for consumers or environmental 
receptors to be exposed to the chemical in quantities that can result in public health or 
environmental harm. The Department shall consider both the potential for exposure to the 
chemical in the product and the potential harm resulting from potential exposures.” 

 
Only those products that are prioritized under the factors listed previously should be listed in a 
public forum indicating concern with a chemical and a product.  Again, the mere presence of a 
chemical in a product should not result in public concern and disclosure of its presence. 
 
Recommendations:  Remove Section 69302.5.  Only the prioritized listings under section 69303 
should be included in public disclosure obligations. 
 
Section 69303.1(c) Applicability: Application Process for Exemptions 
 
Section 69303.1(c), stipulates requirements for gaining an exemption from a Priority Product 
designation and the Alternatives assessment process.  TIA is concerned that, as currently drafted, 
this process is vague and will likely result in DTSC being overwhelmed by having to review 
extensive applications for exemptions of products.  Companies will also be left in limbo as to the 
status of their exemption while DTSC attempts to make a declaratory ruling on their application 
for an exemption, in the case of regulatory duplication.  This provision is vague and ambiguous. 
 
Recommendations: TIA requests that the Department make the following changes to the 
structure of the Proposed Regulations, per our previous comments of July 20, 2010 on the Draft 
Regulations: 

 DTSC must not be forced to make a definitive positive declaration before an exemption is 
permitted.  Filing for an exemption should provide relief from an alternatives assessment 
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requirement, until such time that DTSC makes a determination that regulation is NOT 
duplicative or there is reasonable and foreseeable exposure to a Priority Chemical in a 
product. 
 

 DTSC must enable a simple system for filing for exemptions; as follows: 
 

o All products in a category should be exempted if there is duplication of a 
regulation, addressing the same threats, or preemption by federal regulation. 
 

o For “no exposure” exemptions the process must be simple and streamlined for an 
exemption for “reasonable and foreseeable” exposures. Only if there is a finding 
by DTSC or alleged violation is presented should DTSC be required to make an 
affirmative declaration with regard to the exemption.   

 
Section 69303.2 (c) - Product Lists: Product Designations 
 
As noted in our earlier comments, the designation of “Products under Consideration” and a 
“Priority Product” will likely cause significant attention and concern regarding those products in 
a specific category.  Undue fear of a product could be devastating to a company, particularly 
small businesses that depend on the sales of one particular product.  TIA appreciates that DTSC 
is trying to balance these concerns and urges the Department to continue to pursue an approach 
that indicates only a product category and, within that, only those products that contain a Priority 
Chemical.   
 
Additionally, DTSC must be responsible for directly responding to comments on the initial 
Products under Consideration and Priority Products lists.  This is a necessary and vital step in the 
due process needed to go forward. 
 
Recommendations:  In relation to Section 69303.2(c), TIA asserts that the Department must 
respond in a timely manner to all public comments received.  This is a basic and fundamental 
right of due process under these regulations, and is essential to an understanding of inclusion and 
exclusion from these lists. 
 
Section 69303.3 – Products under Consideration: Exposure  
 
Under Section 69303.3 (a), the designation of “Products under Consideration” appears to rely 
strongly on sales and volume data to approximate exposure to a Chemical of Concern in a 
consumer product.  While in some cases, this might be the only data available to make such 
determinations, in other cases there will likely be published data or studies that provide exposure 
information that are quantitative sentinel exposure scenarios representative for an entire product 
category.  However, this is not a measure of exposure, but only an estimate of the potential 
universe of possible exposures.  “Exposure“in a toxicological context relates to the use of the 
product, and consideration of types of contact and the possible frequency, magnitude and 
duration of contact.  In the cases where this data exists or is being developed for a category, 
DTSC should first give preference to relevant quantitative exposure data.  Specifically under 
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subsection (e) of this section, DTSC must be able to rely on and give preference to quantitative 
sentinel exposure scenarios for a product.  
 
Additionally, in Section 69303.2., as part of responding to Department notices of proposed 
Products Lists, manufacturers or consortia of manufacturers should be encouraged to provide 
hazard and exposure information on a chemical’s hazards and its reasonable and foreseeable 
exposures to humans or to the environment as a result of use and disposal of the product(s) in 
which it is used.  Such information would document the known hazards of the chemical and the 
anticipated exposures from reasonable and foreseeable uses of the consumer product(s) and 
would indicate how expected exposures compare to the chemical’s health and/or environmental 
hazard threshold level. This information could also indicate anticipated exposures to sensitive 
sub-populations as well as information on expected aggregate exposures to the chemical from 
multiple products.  It would be appropriate for the department to consider such information in 
finalizing any Products Lists.  
 
Finally, in Section 69303.3 (b), there is no standard to determine lack of exposure.  It is critical 
that exposure pathways are evaluated in reference to “reasonable and foreseeable use” of the 
product.  Otherwise there is no standard by which to determine that the chemical and product 
should be exempted from the alternatives assessment process.   
 
Recommendations: TIA requests that the Department address the issues above by amending the 
Regulations to reflect the language proposed below for the Sections in question, per our previous 
comments of July 20, 2010 on the Draft Regulations: 
 

Section 69303.3(b) ... reasonable and foreseeable potential for the public or the 
environment to be exposed to the Priority Chemical that is contained in the product, 
during the useful life of the product and end-of-life disposal or management of the 
product.  … 

Additionally to allow for the provision of hazard and exposure information to the Department 
TIA requests the inclusion of the following language in the Regulations: 

69303.2 (Insert new paragraph before (c) at page 38, line 11) In responding to Department 
notices of proposed Products Lists, manufacturers or consortia of manufacturers may provide 
information on a chemical’s hazard and its reasonable and foreseeable exposures to humans 
or to the environment through the product(s) in which it is used.  Such information would 
document the known hazards of the chemical and the anticipated exposures from reasonable 
and foreseeable uses of the consumer product(s) and would indicate how expected exposures 
compare to the chemical’s health and/or environmental hazard threshold level. This 
information may also indicate anticipated exposures to sensitive sub-populations, aggregate 
exposures to the chemical from multiple products, as well as a description of available control 
measures.  Such information shall be taken into consideration by the department in finalizing 
the Products lists.  
 
Section 69304 - Petition for Inclusion (or Exclusion) of a Chemical or Product in the 
Prioritization Process 
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As stated in our earlier comments, there must also be the opportunity for a petition to exclude a 
product from designation.  This could become necessity if at some future point in time after a 
designation, studies or data show that a Priority Product or Priority Chemical would no longer 
meet DTSC’s prioritization criteria.  This delisting procedure should identify steps that are as 
rigorous as those by which products or chemicals are listed.   
 
Also, any petition for future inclusion of a chemical or product on the lists should be required to 
comply with the same procedures that DTSC must follow in the regulations for listing chemicals 
and products.  It also would be appropriate for the inclusion of a provision in Section 69304.1 for 
public review and comment to the petition for inclusion of chemicals or products on the lists, 
prior to DTSC’s technical review and final decision.   
 
Recommendations: TIA requests that the Department address make the following changes to 
this section, per our previous comments of July 20, 2010 on the Draft Regulations: 

 
Section 69304(a)(4) Basis for the petition, in compliance with Section 69302 and 69303. 
 
In Section 69304(b) DTSC should provide 30 days for public comment on a petition prior 
to proceeding to a technical review of a petition. 
 
DTSC must also be able to accept requests to consider new information and to remove 
chemicals and products from priority lists (after the official public comment period is 
closed) when new data are developed that would disqualify a product or chemical from 
the criteria for inclusion. 

 
Section 69305.1: Tier I Alternatives Assessments 
 
Under Section 69305.1, the Department would require any manufacturer using a Chemical of 
Concern (Chemicals under Consideration and Priority Chemicals) in any consumer product to 
complete a Tier I Alternatives Assessment, before placing a redesigned product on the market.   
 
The Tier I AA notification process in Section 69305.1 discourages companies from seeking 
innovative solutions in products containing a Chemical of Concern until it is identified by the state 
as a Priority Product containing Priority Chemicals.  This mandatory process will be burdensome, 
costly and will be a disincentive to innovation.  This process will have the impact of freezing 
innovation on the listed chemicals and products at the instant these lists are finalized.  The purpose 
of these requirements seems to be solely to educate the Department regarding product redesign 
efforts without the appropriate prioritization mandate for such review; as the Department’s 
conceptual flow chart shows this to be a dead-end process.  The Initial Statement of Reasons 
indicates that “The AA Notification is necessary so that DTSC can keep an eye out for any 
regrettable substitutions….”  As a result, the Department has put itself in the position of being the 
gatekeeper of new products coming on the market in California.  This provision is unnecessary, 
unauthorized and unworkable.   
 
Additionally Section 69305.1(a)(5)(B) mandates that a company disclose “adverse impacts” to 
public health and environment in order to identify any reductions to such adverse impacts. Such 
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documentation is an unjustified requirement that may result in civil litigation regarding products 
that meet all legal safety standards when they are placed on the market.  This requirement is 
overreaching and may create societal costs through unnecessary incidental litigation that may 
follow. 
 
Recommendations: Section 69305.1 should be amended so it is a voluntary submission process, 
and the Department should provide incentives for participation so that safer products are brought to 
the market quickly.  If the Department seeks to develop its knowledge base in the arena of product 
development, it should find a more effective approach.  Also, the scope of these provisions should 
be limited to Priority Chemicals in Priority Products.  Finally, the requirement to identify adverse 
impacts from current products must be eliminated. 
 
Sections 69305.2, 69305.5, & 69305.7: Tier II Alternatives Assessments 
 
Under this Section, companies with Priority Products containing a Priority Chemical will be 
performing an alternatives assessment. The draft regulation separates the Tier II AA into two 
parts. The Tier II- AA consists of a “Chemical Hazard Assessment” and an “Exposure Potential 
Assessment.” The Tier II-B AA is a “Multimedia Life Cycle Evaluation,” which includes critical 
considerations such as product performance, economic considerations, technological feasibility, 
and potential resource impacts from changes to manufacturing systems. Both will be made public 
(minus information successfully defended as CBI/trade secret). 
 
TIA appreciates and supports the continued inclusion of language (Section 69305.7) that allows 
responsible entities to choose which life cycle segments and information elements are necessary 
to evaluate the Priority Product against potential alternatives.  This flexibility is critical to 
reducing the burden of what will be a difficult and time consuming process in any case.  
 
However, we see significant problems with the Tier II approach under Section 69305.5. First, the 
draft regulation says that the Exposure Potential Assessment “is not required if none of the 
alternatives being considered contain a chemical that exhibits a hazard trait” (Subsection 
(a)(2)(B)).  In some respects this exemption is easy to understand, because until Office of 
Environmental Health Hazard Assessment (OEHHA) promulgates its list of hazard traits for the 
Toxics Information Clearinghouse, carcinogens, reproductive toxins, mutagens, and persistent 
bioaccumulative substances, as defined in the final regulation, would be exempt due to 
applicability of other regulations.  However, we are concerned about what happens after 
OEHHA promulgates its list of hazard traits.  The OEHHA approach includes an exhaustive list 
of toxicities, pathological observations, and other characteristics and conditions potentially 
related to an adverse effect. It is unclear that any substance, even the greenest of chemicals, 
would escape this list.  Most notably, the OEHHA approach provides no means for a chemical to 
be classified as “non-toxic”.  It does not allow the concept of “non-toxic” to exist in the context 
of the Green Chemistry Initiative. Unless the OEHHA approach is significantly changed in this 
regard, the Exposure Potential Assessment exemption is illusory and meaningless. 
Second, the number of factors (product function and performance which includes function and 
performance, useful life, functional equivalency, technological and economic feasibility, plus 
economic impact) is included in what is called Multimedia Life Cycle Evaluation 69305.5(d).  
These are not life cycle factors in the traditional sense and are not included in any LCA 
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methodologies.  They are separate and extremely important evaluation factors that should be 
included as separate factors from life cycle factors. 
  
Second, the regulation does not consistently define product performance.  In 69301.1(c) Guiding 
Principles, the goal of the program is stated as   “…encouraging the redesign of consumer 
products and manufacturing processes and approaches, while maintaining or enhancing product 
function and performance.”  This is consistent with US EPA Design for the Environment 
program’s criteria and generally accepted performance evaluations. However, in 69301.2(36) an 
inconsistent view for judging performance “Functionally equivalent” is introduced that considers 
performance adequate when it “substantially satisfies the intended performance and functionality 
of the original product.”  This second approach is then included throughout the regulations.  TIA 
does not support this second definition in the strongest.  Alternatives must be developed that 
“meet or exceed” current function and performance, not “substantially satisfy” the current 
function and performance.   
 
Finally, it appears that DTSC contemplates the two reports (Tier II and Tier II-B) will have 
separate due dates. The word “dates” is used frequently in connection with submission deadlines 
for the entire Tier II AA report.  By separating the reports, information about the hazard and 
exposure dimensions of an AA could be made public without any information about 
performance, useful life, economic considerations, and resource use consequences that are 
critical for putting multi-dimensional alternatives choices into proper context. Without 
consideration of the information that currently is partitioned into the Tier II-B AA report, public 
information will be incomplete and potentially misleading.  
 
Recommendations:  
 

 Additionally, inclusion of all the OEHHA hazard traits must be reframed to include a 
way to determine what constitutes “non-toxic” or safer comparisons.   

 
 TIA also requests that these provisions be made consistent by changing the terms from 

“substantially satisfies” to “meets or exceeds” in the definition for functionally 
equivalent. 

 
 The Tier II-AA should be a single document, not artificially split into two separate 

reports that can be misleading and misused.   
 
69305.3: De minimis Level (0.1%) 
 
As stipulated in Section 69301.2 a de minimis level of 0.1% is appropriate and consistent with 
REACH (See REACH Legislation, Article 7) and should be applied to all Chemicals of Concern 
in a product, by weight.  REACH currently applies to many products that also would be 
regulated under the CA regulations, and imposition of a similar but inconsistent system at the 
state level would be unnecessary step backward.  The inclusion of other regulatory exposure 
levels as automatic triggers for a lower de minimis level, is inappropriate if those levels do not 
relate to the same product/chemical combination.  Any de minimis level applied from another 
jurisdiction must directly relate to that same product/chemical formulation. 
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Additionally, under Section 69305.3(d), conditions are stipulated where the Department may 
deny a de minimis exemption request (2) (A), stipulate a new de minimis level (2)(B)1., or also 
determine that aggregate exposure across products, below a de minimis level, could be harmful 
(d)(3).  Under each of these sections it must be clearly stipulated that DTSC must have 
quantifiable exposure information to substantiate the denial of a de minimis exemption; or the 
establishment of a new de minimis level. 
 
Recommendations:  Amend Section 69305.3(d) as follows: 
 

(d) When the Department has quantifiable and reliable information to support a 
conclusion, the Department may decide to grant or deny a de minimis exemption 
request or set a lower de minimis level under the following circumstances: … 

 
Section 69305.8: Tier II Alternatives Assessment Reports 
 
TIA is very concerned with the requirement in Section 69305.8(f)(3) that appears to require 
disclosure for every ingredient in an alternative product formulation, including information on 
their hazard traits.  This information is not supported by the mandates of this Act, as non-Priority 
Chemical alternatives would not be within the scope of an alternatives assessment.  Additionally 
this information will be proprietary and hazard trait information cannot be claimed as 
confidential under this act.  Thus there is an inherent flaw in the logic.   
 
Recommendations: Remove this section (Section 69305.8(f)(3)) and the mandate for disclosure 
of all ingredients that are non-Priority Chemical alternatives. 
 
Section 69301(b)(1): Chemical Removal Notices 
 
As noted above, Chemical Removal Notices are unnecessary and will be a burden to innovation 
when required for non-Priority Products which contain Priority Chemicals.  However, it is 
appropriate for the burden of a regulatory response to be removed for Priority Products with 
Priority Chemicals under this section.  Yet, as stated above it is inappropriate under (b)(2)(C) to 
require a company to identify reductions in “adverse threats” from a product  that, when it was 
sold, met all appropriate safety requirements and laws. 
 
Recommendations: Strike subsection (b)(2)(C). 
 
Section 69306.2: No Regulatory Response Required 
 
TIA appreciates the new section that creates an allowance in the “Regulatory Response Actions” 
for a product manufacturer to formulate a product with a Chemical of Concern below a de 
minimis level.  This is ensures consistency with the application of the regulations and ensure 
equitable, enforcement of the regulatory responses for all products in a category. 
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Recommendations:  It should be made clear in these regulations that under Section 69306, the 
selected alternative product or component should have to contain a Priority Chemical to be 
subject to any stipulated regulatory responses.   
 
Section 69306.4: Manufacturer End-of-life Management Requirements 
 
As stated in our previous comments, end-of-life concerns are governed by other State and federal 
laws and disposal requirements (e.g., E-waste) and should be prioritized below adverse impacts 
to human health. In Section 69306.4, one of the response actions requires the manufacturer of a 
product “required to be managed as a hazardous waste” to establish a take-back program.  It 
would appear that this regulation is inconsistent with the provision in AB 1879 that prohibits 
duplicative regulation.  Under the law today, if a product is to be managed as a hazardous waste, 
a mechanism for handling that waste is already set out in the law.  To require a specific method 
of handling those products, i.e., a take-back program, duplicates imperfectly the existing 
provisions in the law today. 
 
A product may also become a risk if exposed to other hazards in the environment into which it is 
placed, creating a situation that a manufacturer would have no control over.  The primary 
concern related to chemicals should be focused on what is put on the market, and is controllable 
and measurable.  We recommend this focus be continued.  Extensive Extended Producer 
Responsibility (EPR) and take-back should not be automatically mandated for every end-of-life 
concern.  Other methodologies for addressing end-of-life concerns must be approved. 
 
Recommendations: Per our previous comments of July 20, 2010 on the Draft Regulations and 
for DTSC to make the following suggested change to this Section: 
 
If end-of-life management is the determined Regulatory Response from an AA, the manufacturer 
should be able to specify appropriate tools to address these concerns.  Automatically requiring 
product take-back is not a reasonable mandate. 
 
Section 69306.9: Regulatory Response and Notifications 
 
Under this section a responsible entity would be forced to notify retailers of a regulatory 
response action and provide detailed information about an alternative that is selected.  This 
proscriptive nature of disclosure is both burdensome and inappropriate with regard to 
confidential business information and relationships.  The responsible entity must be given 
flexibility to convey information to the supply-chain in a manner that is appropriate for existing 
business relationships, but achieves the goals of the regulatory response that is imposed.  
Additionally, the responsible entity must be able to protect the exact nature of alternatives 
selected when in some cases a retailer can both be a competitor and a customer of products. 
 
Recommendations:  Allow a responsible entity to provide notice to retailers of a regulatory 
response mandate in a way that is appropriate for their business practices, but achieves the 
mandatory requirement of the response.  If DTSC finds that the regulatory response is not being 
implemented, a response action can be taken under enforcement of this act with the responsible 
entity. 
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Section 69307: Dispute Resolution 
 
TIA appreciates the inclusion of a Dispute Resolution process in these Regulations.  TIA 
maintains that this process is necessary and applauds the informal dispute resolution model 
include in the regulations. 
 
However, the informal dispute resolution model provides no guarantee that the dispute will be 
resolved by a neutral party, or that the information provided would remain confidential.  These 
are two important issues that have been codified in federal and state laws, including the Federal 
Administrative Dispute Resolution Act of 1998.  In addition, the formal dispute resolution 
process does not guarantee a neutral party.  
 
Additionally, the time period allowed engaging the informal dispute resolution process is too 
short - 15 days - which will be a disincentive to engaging in the informal process rather than the 
formal process.  Fifteen days is insufficient time to evaluate the need for dispute resolution.  
Recommend 45 days for informal process and 60 days for formal process to be initiated. 
 
Recommendations:  TIA requests that the Department provide for a neutral party to review and 
make findings for the dispute resolution process, and provide that all information submitted in 
the process will remain confidential.  Also, TIA recommends 45 days for the informal process 
and 60 days for the formal process to be initiated. 
 
 
Sections 69305 and 69308: Mandatory 3rd Party Verification for In-House Alternatives 
Assessments  
 
Qualified Third-Party Assessment Entity verification or approval of in-house AAs (as required in 
these sections) will be costly and hinder timeframes for completion of an AA.  Third Parties that 
would approve an in-house AA inherently have a conflict of interest; as their business model is 
derived from completing additional assessment.  Therefore, these groups have an incentive to 
deny in-house AAs or require additional analyses. These jobs and this new industry of 3rd parties, 
while enticing, will come at the expense of higher costs for consumer goods. 
 
Additionally, there is not an adequate universe of credible 3rd parties to accomplish this work and 
understand the relevant product applications across the broad swath of consumer products that 
are potentially impacted.  A DTSC review of Work Plans and the audit of AAs should be 
adequate to address any conflict of interest concerns with an in-house AA. 
 
Recommendations: TIA requests that the Department address why the following changes were 
not accepted in the Draft Regulations; per our previous comments of July 20, 2010 on the Draft 
Regulations: 

 
The requirement to have an in-house alternatives assessment validated by a Qualified 
Third-Party Assessment Entity must be removed.  DTSC review of the Work Plans, 
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compliance with the ISO/IEC guidelines, and audits of AAs should provide relevant 
credibility to AAs performed in-house. 
 
Amend the provision that a manufacturer found to be in violation of the chapter will lose 
its designation as qualified for in-house assessments is vague and ambiguous.  There is 
no basis for such draconian measures, without accompanying due process and reasonable 
re-instatement procedures.   

 
Section 69308.3: Lead Assessor Accreditation 
 
The current requirements to certify lead in-house assessors will create another entirely new 
industry of firms to validate in-house assessment personnel.  The professionals that develop 
products and safer alternatives generally already have years of expertise and advanced degrees in 
engineering or chemistry.  Additional training requirements for these highly skilled professionals 
are unwarranted. 
 
Recommendations: TIA requests that the Department address why the following changes were 
not accepted in the Draft Regulations; per our previous comments of July 20, 2010 on the Draft 
Regulations: 
Manufacturers with demonstrated staff expertise evaluating safer alternatives for their specific 
products should be able to demonstrate requisite staffing and expertise for the AA process in the 
Work Plan without having to pay additional fees and to seek arguably inapplicable training. 
 
Article 10 - Confidential Information  
 
The approach to safeguarding confidential business information and trade secrets in the draft 
regulations is cumbersome, convoluted, and provides insufficient time for the requestor to assert 
a claim or support that claim of confidentiality and/or trade secrets.  Section 69301.4 provides 
only 10 days for a person who asserts a confidentiality claim to provide substantiating 
information.  The information that is required is detailed and substantial and will require more 
than 10 days to compile and submit, in particular if the substantiating information is itself subject 
to a claim of trade secret protection, in which case it must be marked and redacted.   
 
Section 69301.5 provides 30 days for an entity that has claimed confidentiality to either correct a 
deficiency in its substantiation or seek a writ of mandate (judicial relief).  Thirty days is 
insufficient time to determine whether to seek judicial review through a writ of mandate; 
however, there is incentive to immediately file for such review because the alternative appears to 
allow for disclosure of the confidential information at the end of the 30-day period without 
regard to the additional substantiation submitted.  During the 30-day period, and any extended 
period ordered by a court of law, the department will not disclose the claimed confidential/trade 
secret information.  However, there is no such provision for non-disclosure if additional 
substantiation is submitted at the Department’s request and is reviewed by the Department.  If 
such additional information is provided on day 29, the regulations conceivably allow the 
Department to disclose the confidential information on day 31, without substantive review of the 
new information.  Review and non-disclosure should be built into the timeline to guarantee non-
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disclosure throughout the process.  Failure to build that time in will result in a lack of due 
process. 
 
Recommendations:  TIA requests that Section 69301.4 allow for 30 days to assert a claim of 
confidentiality or trade secrets.  TIA further requests that Section 69301.5 allow for 45-days to 
decide whether or not to seek judicial review in the form of a writ of mandate, and that the 
Department not disclose the claimed confidential information until a full substantive review has 
been conducted of the claim, in the case of no judicial action. 
 
Conclusion: 
 
Product safety is a vital consideration for toy manufacturers.  A core practice of our industry is to 
perform rigorous safety-based assessments for all products prior to the marketing of a product 
and take into consideration potential impacts on children.  In addition to meeting stringent 
internal product safety requirements, toys currently comply with numerous federal and 
international environmental and safety regulations under a variety of laws and regulations. 
 
TIA appreciates the hard work that has gone into the development of these Draft Regulations.  
However, TIA is disappointed that these regulations have failed to make necessary changes to 
create a workable regulatory scheme that provides predictability and allows for innovation.  As 
discussed above, several core issues of concern require additional significant modifications to 
these Proposed Regulations in order for them to result in a process that addresses movement 
toward safer alternatives and the continued ability for toy manufacturers to innovate and do 
business in the State of California.  TIA urges DTSC to fully consider these significant and 
fundamental changes and implores the Department to refrain from charging ahead with such a 
flawed proposal in the interest of finalizing a regulation on an artificially imposed timeframe. 
 
TIA remains committed to working to ensure that these Regulations provide a workable solution 
to chemicals management issues in California and looks forward to continuing to work with you 
on these significant issues.  TIA thanks you and your staff again for this opportunity to comment 
on the Draft Regulations.  Please feel free to contact TIA directly via Andrew Hackman at: 646-
520-4851 or ahackman@toyassociation.org  if you have any questions or concerns about these 
comments or would like to discuss in more detail. 
 
Respectfully, 

 
Andrew Hackman 
Senior Director of State Government Affairs 
 
CC:  The Honorable Linda Adams, Secretary, CalEPA  

Cindy Tuck, Undersecretary, CalEPA  
Patty Zwarts, Deputy Secretary, CalEPA  
John Moffatt, Legislative Affairs, Office of the Governor  
Scott Reid, Cabinet Secretary, Office of the Governor  
Maziar Movassaghi, Acting Director, DTSC 
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Odette Madriago, Chief Deputy, DTSC 
Hank Dempsey, Special Advisor, DTSC  
Jeff Wong, Chief Scientist, DTSC 



 
October 27, 2010 
 
 
Mr. Jeff Woled 
Regulations Coordinator 
Department of Toxic Substances Control 
P.O. Box 806 
Sacramento, CA 95812-0806 
 
Dear Mr. Woled: 
 
The Halogenated Solvents Industry Alliance, Inc. (HSIA), which represents the producers and 
users of chlorinated solvents, appreciates the opportunity to comment on the Department of Toxic 
Substances Control’s (DTSC) proposed Green Chemistry Initiative. 
 
HSIA supports and incorporates by reference the comments submitted by the American 
Chemistry Council (ACC).  Specifically, HSIA supports the ACC’s conclusion that DTSC has 
developed a regulation that is confusing, goes beyond what is necessary to meet the intent and 
purpose of the proposed statute, and goes well beyond the authority provided in the statute.   
 
Of particular concern to HSIA are: (1) the proposals to include bulk chemicals used in 
manufacturing in the statute; and (2) the proposed means of prioritization for identifying 
“Chemicals Under Consideration”.  
 
No manufacturer has the ability to include all bulk manufacturing materials in a regulation clearly 
aimed at consumer products and should not be expected to try to do so. As to prioritization,  
the proposed regulation contains pages of prioritization factors but does not provide any clear 
indication of how they will be applied.  Chemical companies must have a predictable means of 
knowing what they will be able to sell in the State of California or they will exit the State. 
 
If you would like to discuss any these comments in more detail, please let me know. 
 
 
Best regards, 
 
   Faye Graul 
 
Faye Graul 
Executive Director  

1530 Wilson Boulevard, Suite 690 • Arlington, VA 22209 
703-875-0684 • Fax 703-875-0675 

hjones
Typewritten Text
Commenter: 38



 

 

 
November 1, 2010 

California Department of Toxic Substances Control 
Office of Legislation & Regulatory Policy 
Jeff Woled, MS 22A 
P.O. Box 806 
Sacramento, CA 95812 

By Email  
 
RE: Safer Consumer Product Alternatives Regulations  
 
Dear Mr. Woled: 
 
On behalf of the Consumer Healthcare Products Association (CHPA), thank you for the 
opportunity to comment on the proposed Safer Consumer Product Alternatives Regulation 
of September 13, 2010.  CHPA is the 129 year-old trade association representing the 
nation’s leading over-the-counter medicine (OTC) and nutritional supplement 
manufacturers.    
 
CHPA continues to support a science-based process to evaluate chemicals of concern in 
products, encourage innovation, and promote sustainable development in California.  
However, we remain concerned that the proposed regulation reaches far beyond the goals 
outlined in the implementing legislation, AB 1879 (Feuer, 2008) and SB 509 (Simitian, 2008).  
The current proposal will create a complex, unworkable mandate on manufacturers without 
providing a health benefit for consumers.  As an active member of the Green Chemistry 
Alliance (GCA), we support GCA’s comments on the proposal and respectfully submit the 
following specific concerns and suggestions set forth below. 
 
Regulatory Duplication - Article 3 § 69303.1  
 
CHPA strongly supports the decision by DTSC to exclude any product already regulated by 
another government entity.  However, the language in the proposal is much narrower than 
what is provided for in the implementing statute.  Section 25257.1(c) of the California 
Health and Safety Code provides that “[t]he department shall not duplicate or adopt 
conflicting regulations for product categories already subject to pending regulation 
consistent with the purposes of this article.”  Therefore, if a product category is regulated by 
a federal or state agency for the same impact or risk as the concern that is being 
addressed under DTSC’s proposal, the product category should be automatically 
exempted from regulation.  Exemptions provided on a case-by-case basis will 
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create great uncertainty for the regulated community and divert DTSC resources away from 
more important aspects of the regulation.  
 
In addition, Section 69303.1(a)(1) sets up an almost impossible standard -- the duplicative 
regulatory exemption must address “each life cycle segment” for the same public health 
and environmental threats as the proposed regulatory requirement.  We believe this is 
inconsistent and beyond the scope of authority provided to DTSC in Section 25257.1.  
 
The proposal provides an additional opportunity for exemption from regulatory response 
requirements based on conflicts or duplication in Section 69306.7.  However, the language 
gives DTSC the right to rescind the exemption or impose a “modified regulatory response” 
that resolves the conflict, but it fails to adequately define the basis for rescission or what a 
modified response may require from a manufacturer.  
 
In the context of the OTC industry, CHPA believes the proposed regulation is clearly 
duplicative and conflicting, as OTC products are already regulated by the federal Food and 
Drug Administration (FDA) for human health or environmental health concerns.  For 
example, OTC drug products must conform to either new drug applications or monographs 
issued by FDA.  Each monograph applies to a specific drug category (e.g. antacid, internal 
analgesic, external analgesic) and prescribes detailed conditions to which the drug product 
must conform in order to be legally marketed, including active ingredients, labeling 
statements, warning statements, and so on.  Active ingredients that are included in a 
monograph have undergone extensive review for human health effects by experts in what is 
known as the OTC Drug Review.  And further, as with all human drugs, FDA already has 
authority to require an environmental assessment for OTC drugs (See 21 C.F.R. Part 25).  
Therefore, it is inappropriate for DTSC to give itself this authority in the regulation.  
 
Similarly, under the Dietary Supplements Health and Education Act, the FDA has several 
post-marketing responsibilities to ensure the safety of dietary supplements.  Among those is 
enforcement of the final rule on dietary supplement Good Manufacturing Practices (GMPs), 
released on June 25, 2007.  This rule establishes uniform standards needed to ensure 
quality throughout the manufacturing, packaging, labeling, and holding of dietary 
supplement products. 
 
OTC and dietary supplement manufacturers need regulatory certainty to ensure consistent 
product development and maintain quality and safety standards. These products provide 
real and significant health benefits to consumers.  They are formulated and manufactured 
under extremely controlled procedures that are also governed by FDA.  Industry needs the 
certainty that it will not be subjected to state requirements that could conflict with federal 
requirements.  Subjecting these products to the DTSC regulation could result in restrictions 
on ingredient use that is inconsistent with the federal determination.  Thus, at a minimum, 
OTC drugs should be excluded from the scope of the proposed regulation for purposes of 
human health and environmental health issues.  In addition, dietary supplements should be 
excluded from the scope of the regulation.   
 
De minimis Exemption - Article 1 § 69301.2; Article 5 § 69305.3 
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CHPA supports a process for de minimis exemptions that is simple, streamlined, and 
consistently applied.  We appreciate the inclusion of a de minimis baseline threshold at 0.1% 
by weight, which is consistent with state, federal and global regulations, including the 
European Union’s implementation of the Globally Harmonized System (GHS) for product 
classification.  However, we are concerned that the proposal also allows DTSC to measure 
de minimis by reference to the lowest federal or state public health or environmental 
regulatory thresholds applicable to a chemical (e.g., Maximum Contaminant Levels, Public 
Health Goals, and Maximum Allowable Dose Levels).  In some cases, these risk-based limits 
are not relevant or applicable to consumer products, which will only make the process more 
confusing and difficult for manufacturers attempting to apply for the exemption in 
compliance with the regulation.    
 
In addition, Section 69305.3 appears to provide DTSC with unconstrained ability to lower 
these thresholds altogether or disregard them completely, such as with nanomaterials.  
Similar to the regulatory duplication exemption, the de minimis exemption process is 
rendered meaningless by a complex petition process with uncertain results.  And again, the 
language provides DTSC with authority to implement a “modified de minimis exemption”, 
without further definition or clarification.  Manufacturers need a predictable, consistent 
regulatory environment that provides a reliable exemption process across all jurisdictions.  
 
Intentionally Added - Article 1 § 69301(c)  
 
CHPA appreciates the inclusion of language that limits the scope of regulatory requirements 
to intentionally added chemicals and chemical ingredients.  However, the requirement that 
“the producer cannot reasonably be expected to know of the presence of the 
unintentionally-added chemical or chemical ingredient in the product under all the facts and 
circumstances” is a difficult, if not impossible, condition to meet.  This condition anticipates 
an unrealistic, zero presence standard.  In general, producers are always aware that some 
unintentionally added chemicals and ingredients could be present, such as trace 
contaminants in water supplies used in the manufacturing process. 
 
Manufacturers go to great lengths to ensure their products are safe and in compliance with 
numerous state and federal laws and regulations.  Concerns regarding trace levels of 
contaminants arising in air, water, etc. should be addressed in the appropriate 
environmental regulatory context, rather than through consumer product regulations.  
 
Defining “Nanoscale” - Article 1 § 69301.2  
 
Also of concern is the definition of “Nanomaterial” as any form of an engineered chemical, 
substance or material that is composed of a discrete nanostructure, which has one or more 
dimensions at the nanoscale and defines “Nanoscale” no less than one (1) nanometer and 
no more than 100 nanometers. The definition of “Nanoscale phenomena” as it currently 
appears in the regulation may exclude electrochemical and quantum mechanical properties 
of nanostructures attributed to the size on the order of (1 to 1000) x 10-9.   We suggest 
including the following terminology:  
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“Nanoscale phenomena” means properties of a nanomaterial that are attributable 
to its size and distinguishable from the chemical, electrochemical, quantum 
mechanical or physical properties of individual atoms, individual molecules, or bulk 
materials.” 

 
The FDA currently maintains a selection of guidance documents for specific drug categories 
and also requires adequate toxicology testing to clearly ensure drug safety.  Each new drug 
application is considered on a case-by-case basis to determine safety.  Nanotechnology is 
not a separate drug category, but a technology used to generate nanometer-sized 
ingredients and excipients. Inclusion of nanometer-sized active ingredients or excipients in a 
drug product does not determine a product’s safety and efficacy (i.e. size alone is not in 
itself an indicator of toxicity); the drug product is held to the same stringent standards as 
any other drug product to prove both safety and efficacy.  At this time, we believe it is 
unnecessary to approve products containing engineered nanomaterials through a different 
set of health regulations.   
 
Confidential Business Information – Article 10  
 
CHPA support the inclusion of a Confidential Business Information process.  Over-the-
counter and dietary supplement formulations are frequently trade secrets and in some 
cases patented. However, the proposal requires a producer or responsible entity to provide 
a significant amount of chemical and product data and information, as well as the quantity 
of intentionally-added chemical ingredients.  We are also concerned that the proposal 
would allow DTSC to subjectively make determinations of the validity of a claim for trade 
secret.  The regulation must include stronger safeguards and assurances that product 
formulations and trade secret information will be adequately protected.  
 
Conclusion 
 
In sum, CHPA believes these concerns pose significant obstacles to establishing a workable, 
meaningful framework for consumer health and environmental protection in California.  We 
urge DTSC to give serious review and consideration to these comments, as well as the 
comments submitted by the Green Chemistry Alliance, during the final rulemaking process.  
 
CHPA appreciates the opportunity to contribute to the development of the Safer Consumer 
Product Alternatives Regulation.  Should you have any questions, please contact me at (202) 
429-3537 or ral-mondhiry@chpa-info.org.  
 
Sincerely, 
 

 
Rend Al-Mondhiry  
State Legislative Counsel  
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November 01, 2010 
 
Mr. Jeff Woled, Regulations Coordinator 
Department of Toxic Substances Control 
P.O. Box 806 
Sacramento, CA 95812-0806 
 
SUBMITTED BY ELECTRONIC MAIL 
 
Dear Mr. Woled: 
 
The Semiconductor Industry Association (SIA) is the leading voice for the semiconductor industry and has represented U.S. 
semiconductor companies since 1977. Collectively, the chip industry employs a domestic workforce of approximately 200,000 
people. The semiconductor industry is America�s second-largest exporting industry. Innovations in the semiconductor industry 
enable technological advances in national defense, transportation, health care, communication, education, and a host of other 
economic sectors. Chips play a key role in energy conservation and climate protection by enabling energy efficient, �smart� grids, 
motors, and transportation. More information about the SIA can be found at www.sia-online.org
 

. 

The SIA respectfully submits the following, relative to the Department of Toxics Substances Control�s (DTSC) proposed Safer 
Consumer Product Alternatives Regulation of September 13, 2010 (DTSC reference number R-2010-05).   Our concerns are focused 
on the aspects of the proposed regulation dealing with definition of nanomaterial.  Of particular concern is any language that could 
be interpreted, by any regulatory body, to include integrated circuits in the definition of nanomaterial. 
 
Integrated circuits, e.g., the nanoscale junctions of transistors which are involved in transmitting, processing, and storing 
information, are created by conventional semiconductor manufacturing processes that etch or otherwise modify parts of a larger 
block of material - a silicon wafer.  Such nanoscale features, patterned as integral and fixed parts of a much larger silicon wafer, are 
distinct from discrete engineered nano-objects. They are not, and cannot be released as, discrete engineered nanoparticles.  
 
As proposed, the definition of nanomaterial would define these integrated circuit components as nanomaterials, and therefore 
chemicals, under the regulation. We do not believe that reclassifying integrated circuit components as chemicals was the intent of 
the Department in proposing this definition or that such a reclassification is  consistent with the intent of AB1879 (Feuer, 2008) and 
SB509 (Simitian, 2008). 
 
We support the recommendation regarding the definition and treatment of nanomaterials as submitted by the California 
Nanotechnology Industry Network. By relying on the internationally agreed ISO definition of �nano-object�, instead of nano-
structure, this recommendation avoids defining integrated circuit components as nanomaterials and chemicals under the regulation.  
 
The recommendations provided by the California Nanotechnology Industry Network will also help to achieve consistency with 
international standards and we support this objective.  
As with many industry sectors, the semiconductor industry is researching potential future uses of nanomaterials in its products. We 
emphasize that such potential uses of nanomaterials in semiconductor products is distinct from the issue of defining the product 
components themselves as nanomaterials. We recognize that the Department intends to enable the proposed regulation to address 
uses of nanomaterials of concern in priority consumer products. We further recognize that consideration of priority nanomaterials 
and their uses in consumer products is proposed to be addressed through the Product Prioritization process. The definitional 
concern and recommendation we raise above does not object to, nor request exception from, this.  
 



The SIA appreciates the opportunity to provide our input on this issue.  We hope DTSC will take our concerns and recommendations 
into account in its final decision. 
 
                                            
Sincerely, 
 
  
 
Thomas P. Diamond 
Director 
Environmental, Health & Safety 
Semiconductor Industry Association 
CC: Linda Adams, Secretary, CalEPA  
Cindy Tuck, Undersecretary, CalEPA  
Patty Zwarts, Deputy Secretary, CalEPA 
John Moffatt, Legislative Affairs, Office of the Governor  
Scott Reid, Cabinet Secretary, Office of the Governor  
Maziar Movassaghi, DTSC 
Jeff Wong, Chief Scientist, DTSC 
Odette Madriago, Chief Deputy, DTSC 
Hank Dempsey, Special Advisor, DTSC 
 
 



 

 

 
 
November 1, 2010 
 
 
 
California Department of Toxic Substances Control 
Office of Legislation and Regulatory Policy 
Jeff Woled, MS 22A 
P.O. Box 806 
Sacramento, CA 95812 
(via e-mail: gcregs@dtsc.ca.gov)  
 
Re: Proposed Safer Consumer Product Alternatives Regulations 
 
Dear Mr. Woled: 
 
The American Cleaning Institute (ACI) appreciates this opportunity to provide comments on the 
proposed regulations for Safer Consumer Product Alternatives released on September 14, 2010 
by the California Department of Toxic Substances Control (DTSC or the Department) for the 
implementation of AB 1879.   
 
ACI is the trade association representing the $30 billion U.S. cleaning products market. ACI 
members include the formulators of soaps, detergents, and general cleaning products used in 
household, commercial, industrial and institutional settings; companies that supply ingredients 
and finished packaging for these products; and oleochemical producers. ACI and its members are 
dedicated to improving health and the quality of life through sustainable cleaning products and 
practices. ACI’s mission is to support the sustainability of the cleaning product and oleochemical 
industries through research, education, outreach and science-based advocacy.  As a trade 
association for a particular consumer product sector (cleaning products), we are acutely aware of 
the public’s concern for the safety of the products they purchase both in their homes during use 
and in the environment following disposal.  There are numerous chemical management 
initiatives around the world taking place at the local, regional, federal and international levels in 
which we participate.  We hope by sharing our insights from these experiences we can enhance 
the Department’s implementation of AB 1879 and SB 509. 
 
The Department has been given the Herculean task of implementing AB 1879 and SB 509 in a 
very political and contentious environment.  We commend the Department on its very open 
approach and the work ethic which with it has approached the job at hand.  However, we are 
deeply disappointed with the turn the proposed regulations have taken since the pre-regulatory 
draft regulations were released on June 23, 2010, especially in light of comments on the draft 
regulations provided by ourselves and other industry stakeholders including the Green Chemistry 
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Alliance (see attachments). Unfortunately, the Department has elected to take a very bureaucratic 
and adversarial approach with the proposed regulations, one which challenges the economic 
vitality of the State’s industry at a time when jobs and economic well-being are a high priority.  
We believe the proposed Safer Consumer Product Alternatives regulations require significant 
revision and the Department should work in a cooperative fashion with all stakeholders to focus 
on development of effective and efficient regulations before issuing a final rule.  We believe we 
have consistently advocated for substantive and workable regulations to implement AB 1879 and 
SB 509, working with a broad coalition of industry stakeholders, including the Green Chemistry 
Alliance.  For your consideration, we have included a complete set of draft regulations prepared 
by the Green Chemistry Alliance and submitted to DTSC in June 2009 and ACI’s comments to 
the Department’s October 2009 “Straw II” proposals (see attachments).  
 
We have a number of detailed comments on the text of the proposed regulations in an attachment 
to this letter, but would like to first share our perspective on some more general considerations in 
the proposed regulations. 
 
Scope of Regulations 
With these proposed regulations, the Department has grossly exceeded both the letter and the 
spirit of the authorizing statute.  What is a pretty simple law has been turned into an attempt by 
the Department to control the entire economy of California.  We note that in Section 69301.6, the 
Department proposes to give itself the authority to take any information it believes to effectuate 
the regulations from any person (responsible entity) it deems to have offered for sale any product 
in the state, whether as a big box retailer or an ordinary citizen on Craigslist.  Moreover, the 
Department may compel the generation of data or testing with virtually no restriction. 
 
In Section 69305.1, the Department would require any manufacturer using a chemical of concern 
(which there are likely to be thousands) in any consumer product (which there are likely to be 
tens of thousands) to comply with burdensome reporting requirements before placing a 
redesigned product on the market.  First, this is completely counter to the stated purpose of the 
Safer Consumer Product Alternatives regulations, namely to bring safer products to the market 
sooner.  Second, the purpose of these requirements seems to be solely to educate the Department 
regarding product design; the Department’s conceptual flow chart shows this as a dead-end.  The 
Initial Statement of Reasons states that “The AA Notification is necessary so that DTSC can 
keep an eye out for any regrettable substitutions….”  So, the Department has put itself in the 
position of being the gatekeeper of new products coming on the market in California.  This is 
unnecessary, unauthorized and unworkable. 
 
Solutions: We believe the Department can adequately implement the regulations with publicly 
available data by using existing information and conservative assumptions to assess re-designed 
products and use that assessment to determine the need to obtain some or all of the information 
listed in this section.  If an interested party has access to information that they believe would help 
inform the analysis, they can volunteer it.  Section 69301.6 should be modified to reflect those 
changes.  We note that similar exercises have been completed by national and state governments 
with fewer resources than California.  
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We believe the Department has erred significantly by re-defining Chemical of Concerns as 
including Chemicals Under Consideration and Priority Chemicals.  This pre-judges those 
Chemicals Under Consideration as being problematic when the whole idea of the statute is to 
identify those use specific chemicals of concern in consumer products.  The Department should 
return to a process whereby a Chemical of Concern is selected from those Chemicals Under 
Consideration, then Chemicals of Concern are prioritized based on their use in consumer 
products for alternatives assessment. 
 
Section 69305.1 should be amended so, at most, it is a voluntary submission process, and DTSC 
should provide incentives for participation so that safer products are brought to the market 
quickly.  If the Department needs to develop its capacity in the arena of product development, it 
should find a more effective (and authorized) approach.  Also, the scope of these provisions 
should be limited to Priority Chemicals in Priority Products.   
 
Chemical Prioritization Process 
We believe the Chemical Prioritization Process specified in Article 2 of the regulations is 
seriously flawed.  More to the point, the “process” lacks clarity because there is no process 
specified.  Section 69302.2 is a laundry list of dozens of “prioritization factors” that are supposed 
to be used by the Department to populate the list of Chemicals Under Consideration.  Again, 
there is no process here, just an identification of anything knowable about a chemical.  We note 
that this section appears to mirror very closely the Pre-Regulatory Draft Regulation for Hazard 
Traits and Environmental and Toxicological Endpoints released on August 11, 2010 by the 
California Office of Environmental Health Hazard Assessment (OEHHA) for the implementation 
of SB 509.  We provided comments to OEHHA on September 13, 2010 and we attach them to 
this letter so that you may consider them in the context of these regulations (see attachment). 
 
Solution: The identification of Chemicals Under Consideration could be accomplished efficiently 
and in a manner that minimizes the possibility for “false negatives”.  We expect it would be 
based on human health and environmental hazard traits, and chemical characteristics that might 
lead to greater exposure (e.g., persistence, biomagnifications up the food chain, long range 
transport).  We agree that carcinogens, reproductive toxicants and PBT (persistent, 
bioaccumulative and toxic) chemicals should be the first considered.  The key feature missing 
from the proposed regulations are the thresholds, or process for establishing thresholds for the 
prioritization factors (criteria) that will be used for listing chemicals.  DTSC needs to go back to 
the drawing board and correct these deficiencies. 
 
Onerous Reporting Requirements and Needless Bureaucracy 
There are numerous examples where excessive reporting requirements are specified by the 
regulations that are unclear, unnecessary and unauthorized:  

• Options for Responsible Entities to be exempt from various requirements (§69301.4(e))  
• The names of the parties that will be involved in funding, directing, overseeing, preparing 

or reviewing the Tier II AA (§69305.4(a)(1)(C)) 
• Contact information for all responsible entities for the product and any other person in the 

supply chain (§69305.4(a)(3)(C) and (D), and other places) 
• Identification of any other Chemicals of Concern that are, or reasonably should be known 

to be in the Priority Product (§69305.6(b)(5)(C) and other places)  
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• A list of all chemical ingredients contained in the selected alternative and hazard trait 
information for any of those chemicals for which hazard trait information has not already 
been provided to the Department (§69305.8(f)(3)) 

• Chemical/Product Removal Intent/Confirmation Notifications 
• De minimis exemption request (§69305.3) 

 
The list above is by no means exhaustive.  There are many other cases where data, information 
or confirmation are required by the Department but are extraneous, duplicative or excessive. 
 
Solutions: The Department needs to seriously reexamine how it would implement the statute.  It 
should eliminate extraneous data and information submission requirements.  It should provide a 
clear pathway for safer products to be introduced in California; there is no need for the state to be 
notified of such changes.  It should eliminate obstacles, or at a minimum streamline the way, for 
companies that wish to reformulate their products with lesser or no Chemicals of Concern. 
 
With regard to de minimis exemptions, the Department should use a 0.1% threshold, or when 
necessary establish an intake-based de minimis threshold for priority chemicals and make those 
values known.  It should then be up to the manufacturer to determine whether exposure to their 
product would result in consumers exceeding the threshold.  This is similar to the Safe Harbor 
process for Prop. 65 chemicals.  It would be far more efficient and effective. 
 
Disincentives and other impediments to the Development of Safer Consumer Products 
The proposed regulations provide many disincentives or impediments to safer consumer product 
being brought to market in California.  As mentioned above, the Tier I AA notification process in 
Section 69305.1 discourages companies from reformulating products containing a Chemical of 
Concern until it is identified by the state as a Priority Product containing Priority Chemicals.   
 
Similarly, Chemical/Product Removal Intent/Confirmation Notifications are a disincentive to 
removing a product containing a Chemical of Concern from the market.   The bureaucratic 
burden provides more incentive to wait for the state to force a product off the market rather than 
replacing it with a safer product. These unnecessary processes should be eliminated 
 
The accreditation and qualification requirements for the performance of alternatives assessments 
described in Article 8 could delay or restrict the development of alternatives assessments as there 
will be a steep learning curve and slow development of the required expertise.  Furthermore, the 
requirements for a lack of affiliation or economic interest with any responsible entity, 
manufacturer, consortium of manufacturers, retailer or trade associations effectively outlaws 
public-private partnerships from collaborating to help develop the needed capacity to perform 
alternatives assessments. 
 
Solutions: The Department should not have any pre-market requirements for a replacement 
product that reduces or eliminates chemicals of concern in a consumer product as this will slow 
their introduction to the market.  It will be important for the Department to become educated as 
to the possible consequences of listing Priority Chemicals to prevent regrettable substitutions, 
but we believe formulators and manufacturers are better suited to make those assessments and 
the benefits of new products are likely to outweigh the potential for a regrettable substitution. 
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The Department needs to streamline the accreditation and qualification processes, if not 
eliminate them entirely.  The work product (alternative assessment) will be the ultimate measure 
of the capabilities of an organization, and many companies already have sophisticated product 
development programs that will only be hindered by the Department’s proposal. 
 
Nanotechnology 
The Department needs to harmonize its definitions and understanding of nanomaterials and 
nanotechnology with other regulatory efforts and standard setting organizations across the globe.  
Furthermore, it is unwarranted, unscientific, excessive and arbitrary to single out nanotechnology 
as a particularly dangerous technology that should be avoided or restricted.  The identification 
and prioritization process should be allowed to run its course.  Similarly, the prohibition for de 
minimis exemption of materials engineered at the nanoscale [§69303.2(d)(3)] is arbitrary, 
unsubstantiated, and excessive; this prohibition should be eliminated. 
 
Confidential Information 
The Department’s vision of a new generation of consumer products that will be safer and reduce 
consumer exposure to and environmental release of chemicals of concern will be built upon 
highly-creative innovations and significant investments in research and development, and testing.  
For the Safer Consumer Product Alternatives regulations to be successful the state will have to 
foster an environment where those innovations and investments are protected.     
 
Trade secrets, as intellectual property, are among a business’s most valuable assets; as valuable 
as hard assets such as manufacturing equipment and facilities.  Moreover, trade secrets provide 
enormous societal and environmental benefits.  Without trade secret protection, the incentive to 
innovate, to develop better products and even safer products, would be greatly diminished.  If, 
for example, competitors could gain access to new formulations and new products as soon as 
they are developed, businesses could not justify expending millions and even billions of dollars 
in researching and developing better products.  These expenditures can be justified by the 
expectation that new formulas and new products, will result in increased sales, providing a return 
on the research and development investment.   
 
For the expectations of the Green Chemistry Initiative to be met, innovation has to be 
incentivized, and research and development has to be rewarded in the marketplace.  That can 
occur only if manufacturers’ trade secrets are protected.  The survivability of manufactures doing 
business in California and the success of green chemistry depends on protecting trade secrets to 
the full extent of the law. 
 
Article 10 Should be Struck in Its Entirety 
Article 10 is fundamentally unnecessary; it is generally duplicative of the statutes that it is 
intended to implement, interpret, or make specific.  Where the regulations do not duplicate the 
underlying statutes, they are either inconsistent with the statutes or they expand the scope of the 
statute.  Article 10 fails to meet the statutory standards set out in Government Code sections 
11342.1, 11342.2, and 11349.1. 
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Article 10 Is Not Necessary 
The principle statute that Article 10 is intended to implement, interpret, or make specific is 
Health and Safety Code section 25257, the portion of AB 1879 dealing specifically with trade 
secrets.  That section sets out a detailed process for claiming protection for a trade secret, for 
supporting the claim, and for DTSC determining whether the trade secret is to be protected.  That 
section provides: 

• A person submitting information may, at the time of submission, identify information as 
a trade secret.  Subdivision (a). 

• That person shall support the claim upon the written request of the Department.  
Subdivision (a). 

• The information claimed to be a trade secret is not to be released to the public unless a 
request for its release is made, the department provides at least 30 days’ notice of the 
request to the person submitting the information, the department determines that the 
information is not a trade secret and the submitter has not filed a lawsuit challenging the 
decision within 30 days after the department notifies the submitter of its decision.  
Subdivisions (a) and (d). 

• Information pertaining to hazard traits for chemicals cannot be protected. Subdivision (f). 
 
Civil Code section 3426.1(d) defines a trade secret as information that derives economic value, 
actual or potential, from not being generally known and that is the subject of reasonable efforts 
to maintain its secrecy.  
 
When Article 10 is shorn of its invalid excesses, it does no more than provide that support for a 
trade secret claim should satisfy the components of the statutory definition of a trade secret, and 
to do so pursuant to the process set out in AB 1879.  As such, Article 10 is unnecessary.  Further, 
the Initial Statement of Reasons prepared by DTSC provides no basis for concluding that Article 
10 is necessary.  The ISOR principally describes the regulatory provisions, stating that the 
provisions are necessary to make it easier for DTSC to process claims for trade secret protection 
and to handle requests for disclosure with greater efficiency. 
 
As noted at the outset of the comments pertaining to Article 10, it is either unnecessary or it is 
invalid because it is inconsistent and expands the scope of the underlying statute.  Health and 
Safety Code section 25257 provides for the protection of trade secret information, it sets out an 
adequate process from submission of trade secret to a determination whether the claim is 
substantiated to judicial review.  Certainly, DTSC should not be permitted to impose processes 
and burdens that are inconsistent with the specific language of section 25257.  Nor should it be 
permitted to expand the plain meaning of the provisions of section 25257, the statutory definition 
of a trade secret, and the provisions of the Public Records Act. 

Accordingly, Article 10 should be stricken in its entirety.  Even if a piecemeal review is made, 
no significant portion of the article avoids running afoul of the statutory standards by which 
regulations are to be judged, and as such it should be rejected in its entirety. 
 
Summary 
The American Cleaning Institute and its member companies have been proponents of 
California’s Green Chemistry Initiative since its outset nearly four years ago.  We have attended 
dozens of meetings, both public and private, with DTSC and OEHHA, often traveling across the 
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country to attend.  We have invested countless hours seeking to provide reasonable and 
actionable advice to the agencies for design and implementation of workable programs including 
our participation with the Green Chemistry Alliance to prepare a complete regulatory draft for 
the implementation of AB 1879 in June 2009.  We have marshaled our best technical resources 
from across the country, investing them into the regulatory system in California.  We have made 
these investments because the goals and objectives of the Green Chemistry Initiative are basic 
functions our companies practice every day in their businesses, and we believe, as industry 
leaders, they are best practices that should be modeled economy-wide. 
 
Sadly, the proposed Safer Consumer Product Alternatives regulations will accomplish none of 
the goals of the Initiative and will actually hinder their attainment.  The Department has 
proposed regulations that are bureaucratic in the extreme, resource intensive for California 
government and the regulated community, punitive and adversarial.  It is unfortunate that DTSC 
has taken such a dim view of the regulated community, and the current state of products 
available to consumers in California.  This attitude is inaccurate and inconsistent with the current 
quality of life of most Californians.  We believe AB 1879 and SB 509 will be best implemented 
if industry is leveraged as a partner in the process, and the leaders are used to drive continual 
improvement of products and to diminish the human health and environmental footprint.   
 
We believe the Safer Consumer Product Alternatives regulations require substantial revision and 
abbreviation.  We point, once again, to comment documents and regulatory language provided in 
our attachments.  We believe any revised regulations should be subject to another public release, 
a substantive comment period (60 day minimum) and public hearing. 
 
ACI would like to express, once again, its appreciation in being able to comment on the proposed 
Safer Consumer Product Alternatives regulations.  We would be happy to further assist DTSC in 
your development of regulations implementing AB 1879 and SB 509 by sharing our expertise 
and the expertise of our members.  If you have any question regarding our submission, please 
feel free to contact me by phone at 202-662-2516 or by e-mail at pdeleo@cleaninginstitute.org. 
 
Sincerely, 

 
Paul C. DeLeo, Ph.D. 
Senior Director, Environmental Safety 
 
Enclosures: 
ATTACHMENT 1: Editorial Comments from the American Cleaning Institute for the Proposed California Safer 

Consumer Product Alternatives Regulations 
ATTACHMENT 2: July 15, 2010 Comments from the American Cleaning Institute on the June 23, 2010 DTSC 

Draft Regulations for Safer Consumer Products 
ATTACHMENT 3:July 2, 2010 Comments from the Green Chemistry Alliance on the June 23, 2010 DTSC Draft 

Regulations for Safer Consumer Products 
ATTACHMENT 4: November 9, 2009 Comments from the Soap and Detergent Association (now the American 

Cleaning Institute) on the DTSC Straw Proposal for Safer Alternatives Regulations released on October 1, 2009 
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ATTACHMENT 5: June 24, 2009 Comprehensive Proposal for the Implementation of AB 1879 from the Green 
Chemistry Alliance 

ATTACHMENT 6: September 13, 2010 comments from the American Cleaning Institute on Pre-Regulatory Draft 
Regulation for Hazard Traits and Environmental and Toxicological Endpoints from the California Office of 
Environmental Health Hazard Assessment (OEHHA) released on August 11, 2010 

 
cc:  The Honorable Linda Adams, Secretary, CalEPA (LAdams@calepa.ca.gov) 

Cindy Tuck, Undersecretary, CalEPA (ctuck@calepa.ca.gov)  
Patty Zwarts, Deputy Secretary, CalEPA (pattyz@calepa.ca.gov) 
John Moffatt, Legislative Affairs, Office of the Governor (john.moffatt@gov.ca.gov) 
Maziar Movassaghi, Acting Director, DTSC (mmovassa@dtsc.ca.gov) 
Scott Reid, Cabinet Secretary, Office of the Governor (scott.reid@gov.ca.gov)  
Jeff Wong, Chief Scientist, DTSC (jwong@dtsc.ca.gov)  
Odette Madriago, Chief Deputy, DTSC (omadriag@dtsc.ca.gov) 
Hank Dempsey, Special Advisor, DTSC (HDempsey@dtsc.ca.gov)  
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ATTACHMENT 1 
Editorial Comments from the American Cleaning Institute  

for the Proposed California Safer Consumer Product Alternatives Regulations 
 
 
Article 1. General 
§ 69301.2. Definitions 
Many of the definitions provided are unnecessary and unique to the particular program while 

conflicting with definitions recognized by other state programs, the Federal government or 
international programs.  The Department should only create a new definition where an 
existing one doesn’t exist, and existing, widely accepted definitions should be used wherever 
possible. 

(11) Chemical ingredient – revise to read “…means a chemical intentionally added to a 
consumer product or component.”  Rationale: Ingredients are intentionally added to product 
with the purpose of imparting specific functions.  The definition should reflect the purposeful 
nature of their formulation.  There will be other chemicals present that are not added 
intentionally, and they should be characterized as such. 

(14) Chemical of Concern – Delete “either the Chemicals Under Consideration List or”. 
Rationale: Chemicals under Consideration should not be considered Chemicals of Concern. 

(15) Chemical Removal Confirmation Notification – remove “Chemical under Consideration” 
where it occurs in the definition.  Rationale: The Department should not be requiring action 
on chemicals while it is still deliberating over the status of the chemical.  Action should not 
be taken or required until a finding has been made by the Department. 

(16) Chemical Removal Intent Notification – remove “Chemical under Consideration” where it 
occurs in the definition.  Rationale: The Department should not be requiring action on 
chemicals while it is still deliberating over the status of the chemical.  Action should not be 
taken or required until a finding has been made by the Department. 

 (18) Chemical Under Consideration – replace “listed” with “being evaluated”.  Rationale: The 
Department in evaluating Chemicals Under Consideration should not be developing a list that 
is permanent.   

(24) De minimis level – revise (A)(2) to read “The intake equivalent to the lowest federal or 
California State public health…”  and add “(C) For the lowest federal or California State 
public health or environmental regulatory threshold, the Department will identify the 
threshold that applies and the equivalent intake level.”  Rationale: The regulatory thresholds 
cited in Subsection (B) are all risk-based levels.  The Maximum Contaminant Levels (MCLs) 
for drinking water are based on ingestion of several liters of water each day over a lifetime.  
The product specific de minimus level should consider relevant routes of exposure and the 
level of exposure based on intended use of a product in determining the threshold 
concentration for a particular product. 

(41) Intentionally-added chemical or chemical ingredient – this definition should be eliminated 
and the substance incorporated into the definition of Chemical Ingredient as described above.  
Rationale: Ingredients are intentionally added to product with the purpose of imparting 



 

 
 

specific functions.  There will be other chemicals present that are not added intentionally, and 
they should be characterized as such. 

(59) Product Removal Confirmation Notification – remove “Chemical under Consideration” 
where it occurs in the definition.  Rationale: The Department should not be requiring action 
on chemicals while it is still deliberating over the status of the chemical.  Action should not 
be taken or required until a finding has been made by the Department. 

(60) Product Removal Intent Notification – remove “Chemical under Consideration” where it 
occurs in the definition.  Rationale: The Department should not be requiring action on 
chemicals while it is still deliberating over the status of the chemical.  Action should not be 
taken or required until a finding has been made by the Department. 

(61) Product Stewardship – insert “users” into first sentence to read “…means the shared 
responsibility of product producers, manufacturers, responsible entities and users, for end-of-
life management.” Rationale: Users have a responsibility in the product stewardship 
continuum to see that they use and dispose of products properly. 

(67) Responsible entity – strike paragraphs (B) through (E).  Rationale: The only relevant 
responsible party for that should be identified is the manufacturer of the product identified on 
the product.  The Department should use the Federal Fair Packaging & Labeling Act (FPLA) 
recognition of a responsible entity in lieu of the current definition in the proposed regulation, 
providing for uniformity of laws and the use of an existing system also used by other 
regulatory agencies (CARB, CPSC, etc.).  All consumer commodities that are legally 
distributed in US commerce must comply with the Federal Trade Commission labeling 
requirements.  

§ 69301.4. Duty to Comply and Consequences of Non-Compliance 
(a)(1) – add “in their possession” to the first sentence so it reads “…a responsible entity for a 

product that is the subject of the request shall make the information in their possession 
available to the Department by the date requested.”  Rationale: A requirement for a 
responsible entity to collect information that is not in their possession is unduly burdensome. 

(e)(1)(A) – eliminate the second half of the paragraph “notifies the Department of this action no 
later than thirty (30) days after the original or extended due date for the applicable 
requirement, and provides any additional related information subsequently requested by the 
Department within the time specified.”  Rationale:  The burdens placed on the responsible 
entity by the Department to satisfy these provisions are extremely onerous.  In many cases, 
the responsible entity will be a small business, perhaps an individual, and compliance with 
these provisions could be devastating.  The language found in (e)(2) is much more 
reasonable: “…if the responsible entity provides documentation to the Department 
demonstrating to the Department’s satisfaction that the product is no longer placed into the 
stream of commerce in California by any person.” 

(e)(1)(B) – eliminate; Rationale:  see Rational for (e)(1)(A). 

(e)(2) – add “at the Department’s request” so the sentence reads “…if, at the Department’s 
request, the responsible entity provides documentation to the Department demonstrating to 
the Department’s satisfaction that the product is no longer placed into the stream of 
commerce in California by any person.”  Rationale: By making it easier for manufacturers to 
remove Priority Products from the market with fewer burdens, they will be removed sooner. 



 

 
 

(f)(1)(A) – replace “all responsible entities” with “the non-compliant entity”.  Rationale: It will 
be extremely burdensome and wasteful for the Department to provide so many notifications.  
Broader notification might be appropriate if there is an imminent safety threat, but generally 
such notification will only provide confusion in the supply chain.  It is sufficient that the non-
compliant entity is notified, and the notification is placed on the Department’s website.  In 
addition, while there is a provision in paragraph (f)(4) to remove a product from the Failure 
to Comply List, there is no provision for the Department to notify “all responsible entities” 
that the conditions of non-compliance have been rectified. 

§ 69301.5. Information Submission and Retention Requirements 
(a) – strike “data and information shall be submitted in English”.  Rationale: Many chemical and 

product manufacturers are global companies.  Data may be generated in non-English 
speaking countries or published in non-English journals.  A complete translation of a study or 
research article could be very expensive.  A simple English language summary should be 
sufficient. 

(b) – eliminate from the certification statement the sentence “I also certify that in carrying out the 
duties above, life cycle thinking and green chemistry principles were considered.” 
Rationale: Life cycle analysis and green chemistry principles are still very new for many 
businesses.  Until capacity is sufficiently built up throughout the supply chain, many 
companies will not be able to certify to this statement.  This puts the company officer in a 
“Catch-22” situation whereby they can’t submit a false certification, but they also are not 
sufficiently familiar with green chemistry and life cycle analysis to certify truthfully. 

(c) – insert “for which the Department has notified the person of those requirements” so the 
sentence reads “Any information or documentation required to be obtained or prepared for 
which the Department has notified the person of those requirements, but that is not required 
to be submitted to the Department or has not yet been requested to be submitted to the 
Department,…”  Rationale: Persons should be on notice that they are required to retain 
records in order to comply with the regulations or they might be unwittingly destroyed or 
disposed of. 

§ 69301.6. Chemical and Product Information 
(b)(3) – eliminate “and require” and insert “in their possession” so the paragraph reads “Request 

a responsible entity to make available to the Department to review and/or obtain existing data 
and other information in their possession that is needed by the Department…”   Rationale: 
The requirement for a responsible entity to obtain data not in their possession is unreasonable 
and unduly burdensome. 

(b)(4) – eliminate “and require” so the paragraph reads “Request a responsible entity to generate 
and make available to the Department…” Rationale: Testing or other data generation will 
likely be very costly and such requirements should not be put upon a responsible entity in the 
absence of a significant public health threat. 

(c)(1)(D) – eliminate subparagraphs 2., 3., and 4.  Rationale: Such detailed market data is 
beyond the scope of the regulations and beyond the needs of the Department to carry out its 
mandate. 

(d)(3) – remove the second two sentences of this provision: “If the manufacturer does not make 
the requested information available to the Department by the date specified by the 



 

 
 

Department, the Department shall include the request, and a notice that the manufacturer has 
not made the requested information available to the Department, along with information 
identifying the manufacturer and the chemical and/or product that are the subject of the 
request, on a Failure to Respond List posted on its website. The Department shall remove this 
information from its website upon determining that the manufacturer or another person has 
fulfilled the request for data or other information.” Rationale: In many cases, the 
manufacturer will be located outside of California, and the action of the Department is simple 
“blacklisting.”  Such behavior only encourages companies to further relocate outside of the 
state. 

Add a paragraph (g) which reads “In complying with paragraph (b) of this section, the 
Department will treat as confidential according to the statute and other relevant state and 
federal laws, data and information which is appropriately designated as such.  The 
Department shall not publicly release data and information for which there is value to the 
owner of such data and information without appropriate compensation of the owner; 
summaries of such data may be released with the consent of the owner” or words to that 
effect.  Rationale: The Department needs to provide protections for data and information 
which is confidential and/or intellectual property if it wishes companies to make it available 
for the purposes of this program. 

 

Article 2. Chemical Prioritization Process 
§ 69302.2. Chemical Lists 
Add a paragraph (a)(3) which reads “Prior to issuing the list of Chemicals Under Consideration 

or the list of Priority Chemicals, the Department shall publish the threshold(s) for the factors 
specified in section 69302.3 and 69302.4, respectively, which will be used to list chemicals” 
or words to that effect.  Rationale: The lists of prioritizing factors do not divulge the process 
by which the Department will select Chemicals Under Consideration or Priority Chemicals.  
This is a critical feature of the regulations and it should stand the test of scientific peer 
review. 

§ 69302.3. Chemicals Under Consideration 
(b)(2) – delete “Bioaccumulation in humans”; bioaccumulation is not an adverse public health 

impact. 

(b)(20) – delete “Persistence”; it is not an adverse public health impact. 

(b)(24) – delete “Toxicokinetics”; it is not an adverse public health impact. 

(g)(1) – insert “…in concentrations or volumes that present a public health threat” so that the 
paragraph reads “California Environmental Contaminant Biomonitoring Program data, or 
other biomonitoring data meeting the definition of reliable information, that show the 
chemical to be present in human bodily tissues or fluids in concentrations or volumes that 
present public health threat.”  Rationale: Mere presence of a chemical in biological tissue is 
not relevant, but the concentrations should be such that they indicate a possible public health 
threat. 

(g)(2) – insert “…in concentrations or volumes that present a public health threat” so that the 
paragraph reads “Data that meets the definition of reliable information and that show the 



 

 
 

chemical to be present in household dust, indoor air, drinking water, or elsewhere in the 
indoor household environment in concentrations or volumes that present a public health 
threat.”  Rationale: The capabilities of analytical chemistry are such that any chemical can 
be detected anywhere.  It is important to clarify that chemicals present in sufficient 
concentrations are what may be important. 

(g)(2) – insert “…in concentrations or volumes that present an environmental threat” so that the 
paragraph reads “Monitoring data that meet the definition of reliable information, or that 
have been produced or reviewed and accepted by a California State or local agency for 
compliance and regulatory purposes, and that show the chemical to be present in the 
environment, including aquatic, avian or terrestrial organisms in concentrations or volumes 
that present an environmental threat.” Rationale: The capabilities of analytical chemistry are 
such that any chemical can be detected anywhere.  It is important to clarify that chemicals 
present in sufficient concentrations are what may be important. 

(g)(7) – delete “or short term in vitro bioassays”.  Rationale: Short term in vitro bioassays are 
not really relevant to chemical exposure. 

§ 69302.5. Products Containing a Priority Chemical 
(b)(2) – incorporate (b)(3) into (b)(2) so it reads “Information made available by a responsible 

entity or the manufacturer of the product including product labeling information or a product 
information sheet.”  Rationale: Section (b)(3) is redundant, and by specifying “product 
labeling” there is a much broader set of information that is available for consideration. 

 

Article 3. Product Prioritization Process 
§ 69303.2. Product Lists 
(d)(2)(B) – insert “and the particular product concentration represents a significant portion of the 

aggregate exposure” at the end of the paragraph.  Rationale: While the aggregate exposure 
to a chemical may still be a concern, the Department should not concern itself with trivial 
exposures and should focus on the greatest contributing components to the aggregate 
exposure. 

(d)(3) – delete this provision.  Rationale: It represents an arbitrary conclusion that there is no 
safe concentration level for a nanoscale material in a product. 

(e) – insert “above the de minimis threshold” in the paragraph so it reads “if the product does not 
contain above the de minimis threshold any known or detectable amount of the Priority 
Chemical which is the basis for that product type being placed on the product lists.”  
Rationale: The regulations should reflect the fact that the de minimis threshold still applies, 
even for a priority product. 

 

Article 4. Petition for Inclusion of a Chemical or Product in the Prioritization Process 
§ 69304. Applicability and Petition Contents 
Add paragraph (d) which states “For petitions determined to be complete, the Department will 

provide notice to the public of the completeness and nature of the petition, and will allow 
additional reliable information to be submitted to inform the Department during the technical 



 

 
 

review period of the petition” or words to that effect.  Rationale:  A petition may be 
complete for the purposes of the regulation, but may not contain all of the data or information 
pertinent to the Chemical and Product Prioritization Processes. 

 

Article 5. Alternatives Assessments 
§ 69305.1. Alternatives Assessment Notifications and Tier I AA Reports 
Remove “Chemical under Consideration” from paragraphs (a), (a)(4), (a)(5)(C).  Rationale: This 

provision is completely unworkable as the list of Chemicals Under Consideration is likely to 
include thousands of chemicals which means tens of thousands of products would be subject 
to the reporting requirements.  This places an unnecessary burden on manufacturers of 
products, the majority of which are not Priority Products and are completely safe for human 
health and the environment.  Moreover, this provision provides disincentive for 
manufacturers to reformulate, redesign or remove products containing a Chemical Under 
Consideration from the market.  It will be simpler to leave the product on the market until it 
is listed as a Priority Product. 

§ 69305.2.  Tier II Alternatives Assessment: General Provisions 
(c)(3)(A)5. – delete this provision.  Rationale: Given the nature of today’s retirement systems 

(i.e., primarily 401(k) stocks and mutual funds) and investment holdings, and the breadth of 
the economy that will be covered by the scope of “any entity that manufactures, or places 
into the stream of commerce in California, any Chemical of Concern, Product under 
Consideration, or Priority Product”, it will be difficult if not possible for individuals to 
comply and to know whether they are in compliance. 

§ 69305.3. De Minimis Exemption 
(a) – revise this paragraph to read “A responsible entity shall be exempt from the requirements of 

this article for any particular product, if that product does not contain a Priority Chemical 
above the de minimis threshold established by the Department.” 

Delete subparagraphs (a)(2), (a)(5) and (a)(7). 

Rationale: This provision as proposed contains needless bureaucracy that provides no value 
to product producers or the citizens of the state. 

(b) – Replace “a de minimis exemption may not be considered for the product” with “there is no 
de minimis threshold for the Priority Chemical.”  Rationale: Makes the provision consistent 
with revised paragraph (a). 

Delete paragraphs (c) and (d).  Rationale: The paragraph is not relevant if the approval process 
is eliminated. 

(e) – Revise to read as paragraph (c): “If the Department revises the de minimis threshold for a 
Priority Chemical, products shall be exempt from the requirements of this article pertaining 
to Tier II AAs based on the revised threshold” or words to that effect. 

Delete paragraphs (f) and (g).  Rationale: The paragraph is not relevant if the approval process 
is eliminated. 

 



 

 
 

§ 69305.4. Tier II Alternatives Assessment Work Plan 
Delete paragraphs (a)(1)(C) and (D). Rationale: This information is irrelevant and speculative, 

and not valuable to the preparation of the work plan. 

§ 69305.6. Tier II Alternatives Assessment Report 
(b)(1)(C) – delete this paragraph .  Rationale: This information is not relevant to the report or 

the results of the report. 

(b)(5)(C) – delete this “and any other Chemical of Concern(s) that are, or reasonably should be 
known to be in the Priority Product.”  Rationale: This is vague and difficult to achieve and 
enforce. 

(b)(6)(C) and (D) – delete these paragraphs here and elsewhere in the regulation.  Rationale:  
This information is extraneous to the report and unduly burdensome for the preparer of the 
report. 

(b)(9)(B) – delete this paragraph.  Rationale: The contractual agreement between preparer and 
lead assessor is extraneous to the substance of the report, unduly burdensome and invasive to 
the privacy of the two parties. 

§ 69305.8. Tier II-B Alternatives Assessment Reports 
(f)(3) – delete this paragraph.  Rationale: This provision is excessive and punitive.  The 

responsibility should be solely with regard to a replacement chemical(s). 

 

Article 6. Regulatory Responses 
§ 69306.1. AA Report Supplemental Information Requirements 
(a) – this paragraph should be eliminated or heavily edited.  Rationale: There are no bounds to 

what the Department may ask for and no limit to the time period covered. 

§ 69306.2. No Regulatory Response Required 
(c) – delete the second half of the paragraph and revise to read: “The Priority Product, which was 

the subject of the Tier II AA is no longer placed into the stream of commerce in California by 
the manufacturer.” 

§ 69306.4. End-of-Life Management 
(a)(2)(D) – delete “The manufacturer or responsible entity of the product shall provide a 

financial guarantee mechanism for a sustainable end-of-life management program for the 
product.” Rationale: The Department does not have the authority to require such financial 
guarantee mechanisms. 

§ 69306.5. Product Sales Prohibition 
(b) – delete “and the responsible entity or the manufacturer shall ensure that an inventory recall 

program for the product or component is implemented and completed within two (2) years 
after the notification is issued by the Department.” Rationale: This provision is excessive; 
discontinuation of the sale of the product should be sufficient.  Further, to recall and dispose 
of products with existing useful life may be a waste of resources and have its own negative 
consequences.  This is particularly unreasonable when it’s recognized that products in the 



 

 
 

marketplace comply with existing risk management regulations and are deemed safe, absent 
any unforeseen unreasonable risks posed by a product that are discovered in the course of 
new assessments.  

 

§ 69306.6. Other Regulatory Responses 
(a) – delete this paragraph. Rationale: it is without bounds and lacks clarity. 

§ 69306.9. Regulatory Response Report and Notifications 
(a) and (b) – delete these paragraphs.  Rationale: This requirement is outside of the scope of the 

regulations and unnecessary. 

(d)(1)(B) – delete this paragraph.  Rationale: This provision and others requiring identification 
of all persons in the supply chain is unnecessary and excessive.  The supply chain extends all 
the way to every cashier and stock boy at every retail establishment where a product has been 
offered for sale. 

 

Article 8. Accreditation and Qualification Requirements for Performance of Alternatives 
Assessments 
§ 69308.  Requirements for Qualified Third-Party Assessment Entities. 

(a)(4) – These provisions are very severe and will disqualify virtually all potential certifiers.  In 
particular we note that this provision would prohibit public-private partnerships in the 
development of third-party assessments. 

 

Article 10. Confidentiality of Information 

Article 10 Should be Struck in Its Entirety 
Article 10 is fundamentally unnecessary; it is generally duplicative of the statutes that it is 
intended to implement, interpret, or make specific.  

§ 69310. Confidentiality of Information 
This section solely provides that DTSC shall comply with the existing laws pertaining to 

nondisclosure of confidential information, and that it will use existing laws to determine what 
is confidential information.  DTSC is obligated to follow existing law; it has no authority to 
ignore that law.  While it is reassuring to know that DTSC will follow existing law, it is not 
necessary to state it. 

§ 69310.1.  Assertion of a Claim of Confidential Information 
In this section, DTSC begins by following the dictates of existing law, requiring a person who 

wishes to claim information as confidential information to identify the portion of the 
information that is subject to the trade secret claim.  That, of course, is set out explicitly in 
Health and Safety Code section 25257.  Accordingly, that portion of this section is 
unnecessary.   

Section 69310.1 goes beyond requiring the submitter to identify the portion of the information 
that is a trade secret and requires it to specify the statutory authority constituting the basis for 



 

 
 

the trade secret claim, to provide a claims index as required in section 69310.2, and to 
provide supporting information required by section 69310.4.  The latter section sets out 12 
specific requirements for supporting a claim that certain information is a trade secret. 

This requirement in section 69310.1 to provide substantial justification for a claim at the time of 
submission is inconsistent with the express provision of Health and Safety Code section 
25257.  That section, as noted above, does not require a person making a trade secret claim to 
provide support for the claim until DTSC has made a written request.   

In addition, section 69310.1 provides that a person who makes a trade secret claim shall, at the 
time of submission, provide the department with a redacted copy of the document being 
submitted in which the trade secret information is excluded.  Nothing in Health and Safety 
Code section 25257, the Public Records Act, the Civil Code defining a trade secret, or any 
other provision of law, requires a person submitting information to provide a redacted copy 
that can be made available in full to the public. This portion of section 69310.1 expands the 
scope of the underlying statutes and, as such, is invalid. 

§ 69310.2. Marking and Indexing of Documents 
(a) – this section again requires a person who submits information, claiming that some portion of 

the information is trade secret, shall assert that claim at the time of submission.  As noted 
above, this is already required by Health and Safety Code section 25257; it simply duplicates 
it, and as such, it is unnecessary.  

(b) – this section requires that a person who asserts a claim of confidential information shall 
provide at the time of submission a separate claims index summarizing the kind of 
confidential information for which the claim is made, the factual or legal basis for the claim, 
and the place in the submitted document where the confidential information was originally 
located.  This subdivision of section 69310.2 also provides that the claims index shall be 
made available in full to the public.   

As noted above, with respect to the requirement in the preceding section that a redacted copy 
of the submitted information be provided at the time of submission, no provision in any 
existing law authorizes DTSC to require a person submitting information to include a claims 
index.  As such, this portion of section 69310.2 is inconsistent and expands the scope of the 
underlying law. 

The California Public records Act provides that “Any reasonably segregable portion of a 
record shall be available for inspection by any person requesting the record after deletion of 
the portions that are exempted by law.”  Government Code section 6253(a).  Hence, it is 
recognized that if trade secret information can be segregated from a document, that the 
balance of the document will be provided to the public upon request made consistently with 
the provisions of the Public Records Act.  If the segregation is handled properly, the portion 
made available to the public should not diminish the protection afforded to the trade secret 
information.  While someone obtaining information released in this form might speculate 
about the type of information released or even its context, the goal of segregation should be 
to provide no clues that would diminish the protection.   

Despite the explicit provisions of Government Code section 6253, requiring segregation to 
assure full protection of the trade secret information, section 69310.2 undermines the purpose 
and specific language of the Public Records Act.  It does so by requiring the person 



 

 
 

submitting the information to describe the type of information that has been excluded and to 
indicate the specific location in the document where the information was originally located.   

A description of the information, together with the specific context of that information, 
provides insights, particularly to competitors, that threaten the protection of the trade secret 
information.  As a consequence, this provision of section 69310.2 not only violates the 
purpose of the Public Records Act, but it is bad public policy.  It threatens to cause 
substantial harm to companies who are motivated to develop new formulations and new 
products.  It threatens substantial harm to society and the environment by diminishing the 
incentive for companies to innovate.  It threatens substantial harm to the purposes and goals 
of the Green Chemistry Initiative, and as a consequence, it is inconsistent with the purposes 
of AB 1879. 

§ 69310.4. Support of a Claim of Trade Secret Protection 
This section requires a person who asserts a trade secret claim to support that claim within ten 

days of a request for support and to meet 12 requirements to support the claim.  A portion of 
this section is ambiguous, lacking clarity; a portion is unrealistic and contrary to specific 
provisions in Health and Safety Code section 25257, and significant portions are unnecessary 
and inconsistent with the statutory definition of a trade secret. 

(a) – this section provides that a person asserting a trade secret claim “and receives a request 
from the department to support trade secret claims shall, at the time of submission, or within 
ten (10) days of receipt of a request for support, provide substantiating information.”  The 
lack of clarity arises from the inclusion of the phrase “at the time of submission.”  The 
introductory part of the section refers to the receipt of a request from the department to 
support the trade secret claim.  Hence, the two choices of providing information at the time 
of submission or within ten days of receipt of a request creates uncertainty as to what is 
intended.  It would appear that it is impossible to submit the substantiating information at the 
time of submission of the trade secret information if the person asserting the trade secret 
claim has already received a request from the department.  This needs to be rewritten to make 
clear what the department has in mind. 

DTSC has set out substantial information that it requires to support a trade secret claim.  
While much of that information is challenged in the following comments, the requirement 
that substantiating information be provided within ten days is infeasible.  Under virtually any 
scenario, it would take more time than ten days for a company having received a request for 
support, to route it to the appropriate staff, to gather information from several departments 
within the business to address the substantiation requirements, and to obtain legal review to 
enable either the general counsel or an executive to certify as required in paragraph 12 of 
subdivision (a).   

Moreover, it is unnecessary to impose such a limited amount of time on a person making a 
trade secret claim.  Two circumstances exist where substantiating information needs to be 
provided.  The first is where the department makes a request for the information prior to 
having received a request for release of the information.  In that circumstance, the department 
is under no time pressure to obtain supporting information, and it can afford the person 
asserting a trade secret claim more time to comply with the request.   



 

 
 

The second circumstance in which the department may request support for a trade secret 
claim is after a request has been made pursuant to the Public Records Act for the release of 
information.  Health and Safety Code section 25257 provides that the department shall make 
a decision within 60 days after receiving a request for the release of information, having 
provided 30 days to the person submitting the information to provide substantiation for the 
claim.  Hence, under the most stringent set of circumstances, in which the statute imposes a 
time limit, the person submitting the claim shall have at least 30 days to respond. 

The requirement that supporting information be provided within ten days should be 
substantially revised.  It is infeasible; it is unnecessary; it is inconsistent with the specific 
provision of the underlying law. 

The first two paragraphs under subdivision (a) requiring the identity of a person making a 
claim in a description of the information for which a trade secret protection is claimed are 
basic to any response for supporting information.  As such, it is unnecessary to provide that. 

(a)(3) – requires the period of time for which trade secret protection is claimed and the 
justification for that period.  Nothing in section 25257, the Public Records Act, or the 
definition of trade secret hint at a trade secret having a limited life.  Trade secrets, unlike 
patents and copyrights, are to be protected indefinitely.  They are to be protected for as long as 
they meet the statutory definition of a trade secret.  They are to be protected for as long as 
they provide economic value and reasonable steps are made to maintain their secrecy.  This 
paragraph exceeds the scope of the underlying law and, as a consequence, is invalid.   

This paragraph is also unnecessary.  Nothing in the regulation addresses how DTSC is to 
handle a trade secret claim as a result of any response made to the requirement of para. 3.  It 
is simply a requirement for information that has no purpose and is, therefore, unnecessary.   

(a)(4), (5) and (6) – these relate to the extent to which information is known by employees 
involved with the business and to those outside the business, whether such individuals are 
bound by nondisclosure agreements, and the measures taken to restrict access to the 
information and to safeguard it.  While these requirements relate to the portion of the trade 
secret definition “subject of the efforts that are reasonable under the circumstances to 
maintain its secrecy,” they add nothing toward implementing, interpreting, or making 
specific the statutory definition of a trade secret.  The requirements set out in these three 
paragraphs may or may not be relevant to the reasonable steps taken to maintain the secrecy 
of all trade secrets.  They add nothing beyond what is required within the definition of a trade 
secret and they serve only to create confusion in circumstances where they are not relevant. 

(a)(9) – DTSC asserts, is also related to the reasonableness of the efforts to maintain secrecy.  It 
requires information about the relative ease or difficulty with which the information could be 
properly acquired or duplicated by others.  In fact, it has nothing to do with the 
reasonableness of the efforts to maintain secrecy.  Nor is it inherent within the statutory 
definition of a trade secret.  Accordingly, it is irrelevant to the determination whether 
information is a trade secret or not and, as such, it is unnecessary. 

Also, as noted above, this provision has no relationship to the definition of a trade secret.  In 
fact, the implementation of this provision could be inconsistent with the definition of a trade 
secret.  For example, the definition of a trade secret states that the information derives 
independent economic value from not being generally known to the public.  Information can 



 

 
 

still be a trade secret even if it has been acquired or duplicated by limited other entities.  The 
test is whether it still derives economic value and not whether it is known by anyone else. 

Because paragraph 9 is ambiguous, unnecessary, and inconsistent with the definition of a 
trade secret, it should be stricken. 

Moreover, the implication of paragraph 9 raises confusion and, as such, lacks clarity.  The 
implication of this requirement is that DTSC, in making a decision whether to substantiate a 
trade secret claim, may exercise discretion and deny a claim if in its judgment someone, such 
as a competitor, might be able to acquire or duplicate the information.  That introduces 
substantial uncertainty into the decision process.   

(a)(7), (8), and (11) – call for the estimated value of the trade secret information, the estimated 
amount of effort or money expended in developing the information, and a description and 
nature of the extent of harm that would be caused if the information were released.  These 
requirements are included, according to the Initial Statement of Reasons, to determine 
whether information has independent economic value.  Once again, these requirements are 
ambiguous, creating a lack of clarity, and are unnecessary and inconsistent with the statutory 
definition of a trade secret. 

By requiring the estimated value of the information and the amount of effort or money 
expended in developing the information, the regulation raises the inference that DTSC will 
apply a sliding scale in deciding whether information is a trade secret or not.  If the 
information has great value and was derived after expending substantial sums of money in 
conducting research, then the information is more likely to be a trade secret.  On the other 
hand, if the value of the information is relatively small, then it may not be determined to be a 
trade secret.  Similarly, if the information was developed in an “Eureka!” moment, for 
example, with little expenditure, then again the department may determine that it is not a 
trade secret.  Nothing is set out in the regulations describing how the department would make 
decisions about trade secret claims having different economic value and having different 
costs to obtain it.  Accordingly, these requirements lack clarity. 

In addition, the fact that the department provides no process for making decisions about trade 
secret claims means that the information required by paragraphs 7 and 8 are unnecessary.  
The statutory definition of a trade secret is, does the information derive economic value.  If 
yes, it has satisfied that prong for being a trade secret.  It is not necessary to know how much 
value.  In fact, that, in and of itself, is probably trade secret information and the problem is 
simply compounded by asking for trade secret information to justify trade secret 
information.  Certainly nothing in the statutory definition of a trade secret references the cost 
in developing the information.  Hence, it adds nothing to determining whether information is 
a trade secret or not.  As such, it is also unnecessary.   

Much of what has been said with respect to paragraphs 7 and 8 is also applicable to 
paragraph 11.  That paragraph, as noted above, requires a description of the nature and extent 
of harm that would be caused if the trade secret information was made public.   

Again, the department creates ambiguity and uncertainty by including this as a required 
component of substantiating information.  Resulting harm from unlawful misappropriation is 
not an element of the statutory definition of a trade secret.  Yet, requiring this information 
implies that the department would consider that in making its decision to support a trade 



 

 
 

secret claim or not.  Although the department has not explained how it would use this 
information, the implication is that it is a relevant factor.  If harm is great, is the information 
more likely to be a trade secret than if the harm is relatively slight?  The ambiguity and 
uncertainty renders this provision invalid for lacking clarity. 

Further, paragraph 11, as noted, is irrelevant to the statutory definition of a trade secret.  
Lacking any relevancy for deciding whether information is a trade secret or not, this 
requirement is unnecessary. 

Finally, since nothing in the definition of a trade secret refers to the harm caused by a 
misappropriation of information, this requirement is inconsistent with that statutory 
definition.  As such, it is invalid. 

§ 69310.5. Departmental Review of Trade Secret Claims 
This section describes the process that DTSC intends to follow in determining whether a trade 

secret claim is substantiated or not in two different circumstances.  The first circumstance is 
prior to any request for the release of the information having been made and the department 
initiates on its own such a determination.  The second circumstance is following a request for 
release of the information and the process that DTSC will follow in making a determination 
in response to that request.   

(a) – this section essentially provides that DTSC, after asking a person to support a trade secret 
claim, will determine whether that claim is substantiated or not.  If not, it will provide notice 
to the person submitting the information and will not release the information to the public for 
30 days or for any time extended by order of a court.  Subdivision (a) is inconsistent with 
Health and Safety Code section 25257.  The statute provides that information shall be 
released to the public only in accordance with subdivision (d) of that section.  Subdivision (d) 
sets out the process that the department is to follow after receiving a request for the release of 
information.  In other words, no information claimed as a trade secret is to be made public 
until first there is a request for the release of that information.  Hence, DTSC cannot, as it 
proposes to do in subdivision (a), release information claimed as a trade secret solely because 
it decides that the claim has not be adequately substantiated.   

In addition, subdivision (a) of section 69310.5 provides that DTSC will not release 
information claimed as a trade secret for 30 days after notifying the person submitting the 
information or to such time as extended by an order of the court.  In other words, DTSC is 
providing in this regulatory provision that it will release information after 30 days unless the 
person submitting the information has not only filed a lawsuit, but obtained an order from the 
court enjoining DTSC from releasing it.  In contrast, subdivision (d) of section 25257 
provides that the department may not release the information if, within the 30 days, the 
person submitting the information files a lawsuit for declaratory judgment or preliminary 
injunction.  Section 25257 does not require the entry of an order preventing the department 
from releasing the information.   

Subdivision (a) of section 69310.5 is inconsistent with the section that it is intended to 
implement, interpret, or make specific, Health and Safety Code section 25257, in two 
significant aspects.  As a consequence, it is invalid and should be stricken. 

(b) – this subdivision deals with the circumstance when the department receives a Public Records 
Act request for the release of trade secret information.  The provisions set out in subdivision 



 

 
 

(b) simply reiterate the process set out in Health and Safety Code section 25257 and the 
Public Records Act.  It adds nothing toward implementing, interpreting, or making specific 
either of those existing statutory provisions.  As such, subdivision (b) of this section is 
unnecessary and should be stricken. 

§ 69310.6. Hazard Trait Submissions 
This section seeks to implement, interpret, or make specific subdivision (f) of Health and Safety 

Code section 25257.  That subdivision provides that trade secret protection shall not be 
afforded the submission of information pertaining to the hazard traits of chemicals.  To the 
extent section 69310.6 duplicates subdivision (f), it is unnecessary.  To the extent that it 
expands on the definition of hazard trait submissions, it is inconsistent with subdivision (f) 
and is, therefore, invalid. 

As noted above, subdivision (f) of section 25257 provides that hazardous trait information for 
chemicals is not subject to trade secret protection.  Subdivision (a) of section 69310.6 
provides that “hazard trait submissions” is synonymous with “hazardous trait submissions.”  
That subdivision is not made necessary by the fact that the statute uses the phrase hazardous 
trait submissions and DTSC chooses in the regulation to use hazard trait submissions.  No 
one would be confused by dropping the adjectival form of hazard.   

(b) – DTSC provides that “hazard trait submission” means information submitted to the 
department pertaining to a hazard trait of any chemical or chemical ingredient.  While not a 
precise verbatim iteration of subdivision (f) of section 25257, its meaning is identical.  No 
purpose is served by reiterating the statutory language.  It does not further the 
implementation or interpretation of the statute.  As such, it is unnecessary and should be 
stricken from the regulations. 

(b) – after stating that a hazard trait submission is information on hazard traits submitted to the 
department, an obvious tautology, the regulation provides that the term hazard trait 
submission also includes the identification of the manufacturer of a product containing a 
chemical of concern or a chosen alternative.  That term also includes information that a 
particular chemical of concern or an alternative is present in a product.   

The regulatory language itself demonstrates that DTSC is expanding the plain meaning of the 
hazard trait submission.  Under no circumstance can hazard trait submission be construed to 
mean the name of a manufacturer of a product containing a chemical of concern or the name 
of a product in which a chemical of concern is present.  Whether that information is to be 
made available elsewhere, and regardless of whether it is entitled to trade secret protection, it 
is inappropriate to expand the scope of the term “hazard trait submission” in this regulation. 

DTSC’s expansion of the term hazard trait submission to include information that is plainly 
not hazard trait information opens the door to an unlimited definition of “hazard trait 
submission.”  Unless that term is limited to its plain meaning, DTSC has the discretion to add 
components to that definition to essentially blot out any trade secret protection.  The place to 
draw the line is at the plain meaning of the term hazard trait submission.  No expansion 
should be permitted. 

DTSC’s attempt in this regulation to expand the definition of the term hazard trait submission 
renders the regulation inconsistent with subdivision (f) of section 25257.  As such, that 
portion of subdivision (b) of section 69310.6 is invalid and should be stricken. 



 

 
 

Article 11. Small Businesses 
§ 69311.  Applicability. 
(a) – the definition of small business should be larger than that specified.  We propose fifty (50) 

or fewer employees, and average annual gross receipts of five million dollars ($5,000,000). 
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July 15, 2010  
 
 
Maziar Movassaghi 
c/o Heather Jones, MS 22A 
California Department of Toxic Substances Control 
Office of Legislation & Regulatory Policy 
P.O Box 806 
Sacramento, CA 95812 
(via e-mail: GCRegs@dtsc.ca.gov)  
 
Re: ACI comments on DTSC Draft Regulations for Safer Consumer Products 
 
Dear Mr. Movassaghi: 
 
The American Cleaning Institute (ACI) appreciates this opportunity to provide comments on the 
Draft Regulation for Safer Consumer Products released on June 23, 2010 by the California 
Department of Toxic Substances Control (DTSC or the Department) for the implementation of 
AB 1879.   
 
ACI is a trade association representing the $30 billion U.S. cleaning products industry.  ACI 
members include the formulators of soaps, detergents, and general cleaning products used in 
household, commercial, industrial and institutional settings; companies that supply ingredients 
and finished packaging for these products; and oleochemical producers.  As a trade association 
for a particular consumer product sector (cleaning products) we are acutely aware of the public’s 
concern for the safety of the products they purchase both in their homes during use and in the 
environment following disposal.  There are numerous chemical management initiatives around 
the world taking place at the local, regional, federal and international levels in which we 
participate.  We hope by sharing our insights from these experiences we can enhance the 
Department’s implementation of AB 1879 and SB 509. 
 
We have a number of detailed comments below, but would like to share perspective on some 
more general considerations in your draft regulations.  In particular we note the Department’s 
desire to incorporate complete and high quality data and information into its decision-making.   
We appreciate this desire and acknowledge the Department’s conscientious effort to incorporate 
sound science in its actions.  However, there is a balance between the data and information 
necessary to make a sound decision, and that data and information that would be nice to have for 
a finely refined result.  In many instances, there is publicly available data with which to make 
worst-case scenario assessments of chemicals and products.  We believe it would be a more 
efficient use of agency resources and would make for a more rapid implementation of the statute 
if the Department utilized readily available data and information to make an initial worst-case 
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analysis of chemicals and products.  As the Department makes their decision public, companies 
with an interest in further refinement of the analysis can provide that data at their disposal to 
inform the analysis.  Similarly, if other stakeholders believe the Department’s analysis does not 
adequately represent reality, there should be opportunity for relevant data and information to be 
submitted to the Department. 
 
In addition, we are concerned about vague language in the regulations related to various findings 
and regulatory decisions that the Department is required to make (e.g., “degree of threat posed” 
(69302.4(a)(1)), definition of “environmental impact” as “any change to the environment, 
whether adverse or beneficial,” and “public health impact” as “effects on the health of the 
general population or sensitive subpopulations” (69301.2)).  We are very concerned that, unless 
already well defined in California or Federal health or environmental statutes or regulations (or 
associated case law), the attempts to satisfy these vague standards will lead to controversial and 
arbitrary outcomes that are likely to be challenged. 
 
Also, we note that there are a number of instances where the manufacturer is required to notify 
the retailer following a decision or action by the Department (e.g., 69301.5(a)(2)(A), 
69305.1(i)(4), 69303.5, 69306.8(a)).  In those cases, this notice is duplicative of public 
notification by the Department and public notification by the manufacturer.  Further, the 
requirement to be notified places a burden on the retailer in having to process such notices 
without benefit to the manufacturer, retailer or the public.  These notifications to the retailer 
should be eliminated and notices made by the Department should be the definitive source of 
public notice. 
 
In addition, please find a number of detailed comments below: 
 
Article 1. General 
1. 69301(a)(1): Change “made available for use” to “sold or offered for sale” here and 
elsewhere throughout the text (e.g., 69302(a)); the language in the draft is ambiguous and the 
change would make the regulation more consistent with other California laws. 

2. 69301.2, Definition of "Chemical" subpara. (2):  The term “chemical” is generally 
equivalent to the term “substance.”   Also, the identification of 'chemical mixture' as a chemical 
should make clear that what is meant here are distinct chemical substances that are multi-
component due to their sourcing from natural raw materials or as a result of standard processing 
of commodity chemicals, not intentionally engineered and produced mixtures.  A suggested 
revision of the subparagraph follows: 

“(2) A chemical substance, including a multi-component chemical substance mixture, 
chemical compound, chemical ingredient, or element. Chemical substance means any organic 
or inorganic substance of a particular molecular identity, including any combination of such 
substances occurring in whole or in part as a result of a chemical reaction or occurring in 
nature, and any chemical element or uncombined radical” 

3. 69301.2, Definition of “Green Chemistry Principles”: To the extent that Green 
Chemistry Principles are cited, they should come from existing sources such as Green 
Chemistry: Theory and Practice (Anastas and Warner, 1998; p. 30).  The principles cited in the 
"Green Chemistry Principles" definition are hybrids developed by DTSC that may not be 
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beneficial to the environment in some cases (e.g., subpara. (5) – water is a common solvent; to 
arbitrarily call for its phase-out does not make sense; also, subpara. (7)).  Additionally, green 
engineering principles are valuable for consideration (see Anastas, P.T., and Zimmerman, J.B., 
Design through the Twelve Principles of Green Engineering, Env. Sci. and Tech., 37, 5, 94A-
101A, 2003.) 

4. 69301.2, Definition of “Hazard trait” (2)(a): The subparagraph should reference 
Health and Safety Code 25249.8(b) solely as identification of chemicals based on a scientific 
process.  The subparagraph should not reference H&SC 25249.8(a) as these “Labor Code” 
listings are not scientifically based. 

5. 69301.2, Definition of "Intermediate manufacturing process":  'formulating' should 
be included in subpara. (2) 

6. 69301.2, Definition of "Manufacturer": More than one entity may be the manufacturer 
under the proposed definition.  The definition should be clear such that there is only one 
responsible party as manufacturer. 

7. 69301.2, Definition of "Nanoscale": The definition of "Nanoscale” should be 1-100 nm.  
This would be consistent with what is essentially a harmonized global understanding of what 
constitutes nanoscale materials and nanotechnology. For example, in the 2007 EPA 
Nanotechnology White Paper, nanotechnology is defined as research and technology 
development at the atomic, molecular, or macromolecular levels using a length scale of 
approximately one to one hundred nanometers in any dimension. The more recent EPA 
Nanoscale Materials Stewardship Program defines nanoscale materials or nanomaterials as 
chemical substances organized in structures in the scale of approximately 1 to 100 nanometers, 
and may have different organizations and properties than the same chemical substances in a 
larger size. The National Nanotechnology Initiative defines nanotechnology as the ability to 
understand and control matter at the nanoscale or about 1 to 100 nanometers.  

8.  69301.4: Paragraph (a) provides that all three of the entities that constitute the 
proposed definition of a manufacturer -- the producer, the importer, the private label -- are 
“jointly and severally responsible” for complying with the provisions of these regulations.  The 
section in subdivisions (b) and (c) go on to make it clear that only one of those entities has to 
actually comply.  Nevertheless, the provision that makes them jointly and severally responsible 
means that all three of them are obligated to comply with the provisions of the regulations.  This 
raises the specter that bounty hunters could bring Business and Professions Code section 17200 
actions against two of the entities if only one of the entities is actually complying.  It would be 
sufficient to simply say the manufacturer has to comply in subdivision (a), and then make it clear 
in (b) and (c) how that would be implemented in practice.  There is no reason, other than to 
create potential liability, to introduce the concept of joint and several responsibility. 

9. 69301.7(a): This provision should be changed to read "The Department may request 
from the manufacturer of a chemical or a consumer product the following information in its 
possession:"  It does not appear that DTSC has the authority under AB 1879 to compel this 
information though it is in a company’s best interest to comply. 

10. 69301.7(a)(5):  This is a request for trade secret formulation information which is 
unnecessary for the implementing regulations of the statute. This provision should be stricken.  
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The only thing the Department needs to know is whether a COC is intentionally added and 
whether it is added at a level above de minimus. 

11. 69301.7(a)(6):  The request for consumer product market data is unnecessary.  This 
provision should be stricken.  It may be necessary to know which products contain COCs, but 
not detailed marketing data which would be proprietary. 

12. 69301.7(a)(8):  Analytical methods can be highly proprietary.  It should be clear that 
these can be protected as trade secret upon request. 

13. 69301.7(b):  This subparagraph allows the Department to post a data call-in on its 
website.  The Department should include substantial outreach and notice of its data call-ins so 
that small businesses which might not normally monitor its actions are fully aware of the request 
and can remain in compliance.  

14. 69301.7(d): This provision should be removed.  If a company chooses to reformulate a 
product so as to remove a CUC or COC, and does not offer the former product for sale, there is 
no need for the State of California to become involved in that company's business. 

Article 2. Chemical Prioritization Process 
15. 69302.1(a): “Hazard trait” should be qualified to specify the reference to OEHHA 
designated hazard traits subject to the SB 509 process, or in the absence of such specification, 
those listed in 69302.4(c) 

16. 69302.3: This section on Chemicals Under Consideration is valuable, however the 
means by which it is implemented is seriously flawed.  There are virtually no 'prioritization 
factors' specified.  DTSC needs to reconsider how each of the factors specified would be used as 
a criterion for inclusion of a chemical on the CUC list.  Additionally, it should be specified how 
the Department concludes that a chemical is no longer under consideration and is removed from 
the list. Other comments: 

(c)(1) “Projected annual sales based on volume” should be modified to specify a 
consistent time period for which annual sales volume would be reported rather than a 
“projected” sales volume in the future. 

 (d)(2) Bioaccumulation in humans is not a toxicological endpoint; should be removed 

 (d)(6) Endocrine disruption is not a toxicological endpoint; should be removed 

 (d)(12) Persistence is not a toxicological endpoint; should be removed 

Article 3. Product Prioritization Process 
17. 69303(a): The regulations should provide some indication of the level of 'granularity' 
for the term “product.”  For example, is a shoe a product? Or is a woman’s shoe a product? Or is 
a pair of Nike Air Max+ 2009 Women's Running Shoes a product? 

18. 69303.1(a): This paragraph and other sections of the draft regulations make reference 
to “consumer products that are, or that contain, a COC (Chemical of Concern).”  The designation 
of a consumer product as a chemical of concern is inconsistent with the statute (AB 1879).  The 
statute is specific to chemicals of concern in consumer products.  All references of chemicals of 
concern as consumer products should be stricken from the regulations. 
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19. 69303.2(a)(2)2: Nanoscale materials should not be (arbitrarily) excluded from de 
minimus exemptions.  Strike this section. 

20. 69303.3(c)(6): Materials used in intermediate manufacturing processes should be 
exempted as being potential Products Under Consideration. 

21. 69303.3(d): This paragraph should be removed.  Biomonitoring and environmental 
monitoring of a chemical are not relevant to the consideration of products. 

22. 69303.5: This section requires a manufacturer of a listed priority product to notify 
its retailers who sell that priority product that the product is a priority product.  This places a 
burden on retailers as well as manufactures with no apparent benefit to either.  This section 
should be removed. 

Article 5. Alternatives Assessment 
23. 69305.1(c)-(i):  These subparagraphs of the section on Exemption Determination and 
Department Concurrence should be eliminated. The Department should establish exemption 
criteria that are easily verifiable, and for which there are significant consequences if exemption is 
erroneously claimed. 

24. 69305.3(c)(8): Chemical information for alternatives may not be available at the time of 
submission of the workplan.  Moreover, the workplan should not be the place for such data, but 
should specify that such data will be compiled and perhaps specify how it will be compiled. 

Article 6. Regulatory Reponses 
25. 69306.2(a): A non-detectable standard is not feasible in this day and age, especially for 
many metals which are ubiquitous.  There will have to be de minimus standards established for 
each Chemical of Concern; the 0.1% de minimus default is appropriate. 

26. 69306.2(b): This provision requires the Department to make a safety determination 
which is not feasible.  The language "does not present a significant threat to public health or the 
environment due to" should be removed.  Instead, to the extent necessary, it should say that the 
alternative product contains no more than de minimus levels of any chemical of concern. 

27. 69306.3(e)(1): The Department has to make an awful lot of determinations in this 
paragraph.  It is probably not feasible. 

28. 69306.3(e)(1)(B): Change "address" to "mitigate" 

29. 69306.3(e)(1)(C):  Any reference to resource conservation should be specific to 
California. 

30. 69306.4(a): This subparagraph requires the manufacturer of a product which is 
“required to be managed as a hazardous waste” to establish a take-back program.  It would 
appear that this regulation is inconsistent with the provision in AB 1879 that prohibits 
duplicative regulation.  Under the law today, if a product is to be managed as a hazardous waste, 
a mechanism for handling that waste is already set out in the law.  To require a specific method 
of handling those products, i.e., a take-back program, duplicates the existing provisions in the 
law today.  This subparagraph should be removed. 

31. 69306.5(b): This provision requiring a product recall is unacceptable except in the case 
where a product is shown to be unsafe.  Safety should be the basis for a recall.  This provision 
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should be amended to include language to the effect “When the Department has determined that 
a Priority Product is unsafe….”   

32. 69306.6(a): This subparagraph should specify that the “regulatory responses that the 
Department determines are necessary” are with respect to a chemical of concern in a consumer 
product which is a selected alternative consumer product. 

 

Article 10. Confidentiality of Information 
33. 69310.1(d)(2): The Department should confirm that an Executive Summary is acceptable 
as an “edited copy” of the submitted information. 

34. 69310.4: Sections 69310.4 and 69310.7 contain criteria for justification and 
determination of trade secrets that are inconsistent with the trade secret definition in the 
California Civil Code. 

35. 69310.4(a)(3): It may be difficult, if not impossible, for a company to know how long to 
make a claim of confidentiality.  It should be permitted that claims be made for indefinite periods 
of time.  There is only an issue in the case where a request for public disclosure of information 
claimed trade secret is made, and the justification of a trade secret claim could be evaluated any 
time such a request is made.  

36. 69310.5: This section provides that DTSC may make the determination of the 
validity of a claim for trade secret even though no one has requested that information.  This does 
not seem like a particularly good use of the Department’s limited resources, however, if DTSC 
does make determinations on the validity of trade secret claims, it should inform the claimant of 
any negative determinations prior to release of the information and provide an opportunity for 
submission of an appeal of DTSC’s decision. 

37. 69310.7(c): Add after “or” on page 60, line 14, the following phrase, “in the absence 
of an express exemption”. 

Article 11. Small Businesses 
38. 69311:  Retailers that are small businesses should be exempted from the 
regulations as there are a number of burdens placed on retailers as well as manufacturers. 

 
ACI would like to express once again its appreciation in being able to comment on the draft 
regulations.  We would be happy to further assist DTSC in your development of regulations for 
the implementation of AB 1879 and SB 509 by sharing our expertise and the expertise of our 
members.  If you have any question regarding our submission, please feel free to contact me by 
phone at 202-662-2516 or by e-mail at pdeleo@cleaninginstitute.org. 
 
 
Sincerely, 
 
 
 
Paul C. DeLeo, Ph.D. 
Senior Director, Environmental Safety 

mailto:pdeleo@cleaninginstitute.org�
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July 22, 2010 
 
Maziar Movassaghi 
Acting Director 
Department of Toxic Substances Control 
California Environmental Protection Agency 
1101 I Street, 25th Floor 
Sacramento, CA 95814 
 
Re:  Draft Safer Consumer Product Alternatives (June 23, 2010) 
 
Dear Director Movassaghi: 
 
On behalf of the Green Chemistry Alliance (GCA), we respectfully submit the following 
comments relative to the Safer Consumer Product Alternatives draft regulation of June 
23, 2010.  While GCA and its members appreciate the complexity of drafting the Safer 
Consumer Product Alternatives regulation, we are concerned that the latest draft has 
increased the number of significant issues yet to be resolved rather than decreased them. 
 
GCA continues to strongly advocate for science-based regulations which will fully and 
successfully implement AB 1879 (Feuer, 2008) and SB 509 (Simitian, 2008).  We reject 
recent criticism that the regulations under consideration do too little and take too long.  
The regulatory process proposed by California‟s Department of Toxic Substances Control 
(DTSC) for the management of chemicals in consumer products is the most aggressive in 
the world.  To suggest that these draft regulations propose to do too little and take too 
long is to ignore the aforementioned complexity of the task at hand.  Members of DTSC‟s 
Green Ribbon Science Panel cautioned DTSC against trying to do too much too soon, 
and with good reason.  GCA believes there are insufficient human, technical and 
monetary resources available within the public and private sectors to simultaneously 
conduct all the studies, evaluations, regulatory actions and prohibitions in the time frame 
some stakeholders have proposed.   
 
Moreover, GCA is concerned about expanding the scope of the regulations from 
everyday consumer products on store shelves to intermediate and bulk chemicals in the 
workplace; increasing public participation and oversight at every step; requiring costly and 
unnecessary third party certification; and disclosing legitimate confidential business 
information and trade secrets.  Such expansion will only serve to impede progress rather 
than stimulate it.    
   
The regulated community can only act as quickly as the regulators can put workable 
systems in place to perform their regulatory functions, e.g., the more complicated the 
regulation the slower the progress.  Calls for greater regulation beyond that which is 
already proposed will not stimulate product innovation and development of safer 
alternatives, economic growth, and green job creation in California.  More regulation may 
in fact have quite the opposite effect.  
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Given the current economic challenges to the state and business community, the Department must be realistic 
and pragmatic in assigning costly responsibilities that provide little or no benefit.  At a time when California 
needs desperately to kick-start its economy by creating jobs, these draft rules as proposed impose layer upon 
layer of additional cost on companies, impede innovation and technology transfer, and drive product 
development out of the state when California can least afford it.  This is not the scenario the Governor 
enunciated during the signing ceremony for AB 1879 and SB 508.  Further, and more fundamental, GCA 
believes a number of provisions in the draft regulation are outside the authority provided to the Department 
under the provisions of the subject legislation and other federal grants of regulatory authority.   
 
Specific to the scope of the draft regulations, GCA is concerned that they fail to adequately consider exposure 
and therefore fall short of a hazard and exposure based decision process.  Such an approach of not 
adequately considering and integrating hazard and exposure is contrary to GCA‟s position, and moves the 
Governor‟s Green Chemistry Initiative away from a risk-based process and closer to the application of 
scientifically unjustified precautionary measures. 

 
GCA also remains highly concerned that more work, particularly on detailed matters, is needed to craft an 
effective and workable regulation.  The regulated community needs clarity in design and consistency in 
implementation. Without question, these remaining issues are critical for virtually all industry sectors that 
manufacture or sell consumer products in the state.  Without further changes to the draft regulation, GCA is 
highly concerned that some manufacturers will flee the state and those who remain will be forced to pass the 
increased regulatory costs on to customers.  Among the major issues addressed in our comments are the 
following: 

 
 Absence of clear and workable science-based standards to support priority decisions - 

language such as, "pose threats" and "adverse impacts to public health and the 
environment” are not specific enough to be workable; 

 
 De minimis as an all or nothing proposition and the expansion of scope beyond intentionally 

added Ingredients; 
 

 Considerations of regulatory duplication must be more clearly addressed; 
 
 The exposure standard must be “reasonable and foreseeable exposure” in the applicability 

section; 
 
 The requirement of 3rd Party verification for every Alternatives Assessment  is wasteful, 

costly and unnecessary; 
 
 Legitimate trade secrets are not adequately protected; 

 
 Compression of the timeline for releasing Chemicals under Consideration and Chemicals of 

Concern, and Products under Consideration and Priority Products undermines the stepwise 
prioritization process; 

 
 Objections to the provision which upon being published as a Chemical of Concern the 

subject chemical and products containing said chemical are subject to regulation and 
Alternatives Assessment requirements; 

 
 Regulation of “intermediates” in addition to consumer products;  

 
 Definition and obligations of the responsible entity; and 

 



GCA Comments 7/22/2010-Final   3 
Re: Draft Safer Consumer Product Alternatives 

 Numerous issues regarding development of an Alternatives Assessment Work plan, and the 
actual conduct of the Alternative Assessment. 

 
GCA and its members appreciate the work DTSC and other interested stakeholders have invested in this 
process.  And while GCA remains highly concerned about the direction of the draft regulation, we remain 
committed to working with DTSC and other stakeholders to finalize reasonable and effective regulations that 
reflect the intent and specific requirements of AB 1879 and SB 509. 
 
GCA respectfully submits the attached comments regarding the draft Safer Consumer Product Alternatives 
(June 23, 2010).   For further information or questions regarding the Green Chemistry Alliance, its members, 
or the attached comments please contact John Ulrich (916) 989-9692 or Dawn Koepke (916) 930-1993. 
Thank you! 
 
Sincerely, 
 
 
 
 
 
John Ulrich        Dawn Sanders Koepke  
Co-Chair        Co-Chair  
Chemical Industry Council of California    McHugh & Associates 

 
 

 
 
 
 
 
CC: The Honorable Linda Adams, Secretary, CalEPA  

Cindy Tuck, Undersecretary, CalEPA  
Patty Zwarts, Deputy Secretary, CalEPA  
John Moffatt, Legislative Affairs, Office of the Governor  
Scott Reid, Cabinet Secretary, Office of the Governor  
Jeff Wong, Chief Scientist, DTSC 
Odette Madriago, Chief Deputy, DTSC 
Hank Dempsey, Special Advisor, DTSC 

 
 
 
 

 
__________ 

 
The Green Chemistry Alliance (GCA) has its roots in a group of business trade associations and companies that lobbied effectively during the 
closing weeks, days and hours of the 2008 California legislative session in support of bi-partisan measures to create a new science based 
framework for chemicals management. The driving force behind the legislation was a broad based desire for state regulators, rather than the 
legislators, to exercise their expert scientific and engineering judgment and experience when determining appropriate regulatory actions affecting 
chemicals of concern in consumer products. In the wake of this groundbreaking legislation, the GCA was formalized for the purpose of 
constructively informing the implementation effort such that the promulgated regulations remain true to the objective and scientific ideals of the 
authorizing legislation.  
 
In a proactive fashion and in response to the Department of Toxic Substances Control (DTSC) requests for comments, GCA members have 
invested countless hours over the last year and a half developing regulatory text and comments for implementing the regulation.  This work has 
been the result of a focused and proactive effort by a broad array of individuals from coast to coast with science, engineering, toxicology, R&D, 
product stewardship, manufacturing and legal backgrounds and possessing significant expertise in state, national and international chemical 
management policy.  GCA has strongly advocated for crafting regulations to enable the DTSC to fully and successfully implement AB 1879 (Feuer, 
2008) and SB 509 (Simitian, 2008), which would in turn enhance public health and environmental protection, promote innovation  while still 
respecting confidential business information, and further the principles of sustainable development. 
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Green Chemistry Alliance 
Signatories 

 
 

 
Alliance of Automobile Manufacturers  
American Apparel & Footwear Association  
American Chemistry Council  
American Cleaning Institute 
American Forest & Paper Association  
Amway  
Association of Home Appliance Manufacturers  
Association of International Automobile Manufacturers  
BASF  
The Boeing Company  
California Aerospace Technology Association  
California Chamber Commerce  
California Grocers Association  
California Healthcare Institute  
California League of Food Processors  
California Manufacturers & Technology Assoc  
California New Car Dealers Association  
California Paint Council  
California Restaurant Association  
Can Manufacturers Institute  
Chemical Industry Council of California  
Chevron  
Citizens for Fire Safety Institute  
Consumer Healthcare Products Association  
Consumer Specialty Products Association  
Dart Container Corporation  
Defoamer Industry Trade Association  
Del Monte  
Dow Chemical Company  
DuPont  
Ecolab  
Ellis Paint  
ExxonMobil  
Fashion Accessories Shippers Assoc  
Florida Chemical Company, Inc.  
Fragrance Materials Association 
Goodrich Corporation  

Grocery Manufacturers Association  
Honeywell  
Hyundai-Kia America  
Independent Lubricant Manufacturers Association  
Industrial Environmental Association  
Information Technology Industry Council  
International Sleep Products Association  
Johnson & Johnson  
Kern Oil & Refining Company  
Koch Companies Public Sector  
Metal Finishing Associations of Northern & 
Southern California  
National Aerosol Association  
National Paint & Coatings Association  
National Shooting Sports Foundation (NSSF) 
Northrop Grumman  
OPI Products Inc.  
Personal Care Products Council  
Phoenix Brands  
Plumbing Manufacturers Institute  
Procter & Gamble  
Reckitt Benckiser 
SABIC Innovative Plastics 
Silicones Environmental Health and Safety 
Council 
Solar Turbines  
Sporting Arms and Ammunition Manufacturer‟s 
Institute (SAAMI) 
TechAmerica  
Toy Industry Association  
Travel Goods Association  
United Technologies  
Western Growers  
Western Plant Health Association  
Western States Petroleum Association  
Western Wood Preservers Institute  

 
 

# # #   
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Applicability & Definitions – Article 1 
 
Section 69301.  Applicability & Severability 
 
The draft regulations apply to “all consumer products made available for use in California.”  While 
defined in the draft regulations, “Made available for use” remains an ambiguous term.  It is much more 
workable and definitive to apply the regulations to consumer products sold or offered for sale in 
California.  This would include promotional, bonus, or free items that are included with the product that 
is sold or offered for sale in California.  That is comprehensive enough and it eliminates potentially 
confusing ambiguity. 
 
 
Section 36301.1 Guiding Precepts 
 
The draft regulations seem to supersede the legislative intent of the statute and possibly conflict with it.  
For example, precept (b) presumes that adverse public health and environmental impacts will be 
reduced significantly “by encouraging the redesign of consumer products and manufacturing processes 
and approaches,” which prejudges the regulatory response appropriate for consumer products and also 
how DTSC might be encouraged to implement the regulation.  This conflicts with the overall purpose of 
AB 1879 which calls for a Department process and manufacturer analysis to determine the appropriate 
response actions, if any, to address the risks associated with high priority chemicals in consumer 
products.   
 
Additionally, what is the purpose of the guiding precepts?  There is no consideration of economic value 
or product performance.  There are numerous undefined terms (i.e. “adverse impact,” “overall costs of 
those impacts on the State‟s society”) that are undefined, vague, and/or have no standards associated 
with them by which to judge “compliance” (if that applies to these).  The Guiding Precepts seem to 
apply to both the Department and manufacturers implying that they are enforceable.  Another precept 
states that less ingredients are preferred; what is the basis of this?  This precept suggests that 
manufacturers intentionally add unnecessary chemicals or amounts of chemicals in to products.  Stifling 
innovation and second guessing manufacturer decisions should not be the guiding precept for DTSC; 
however, as written that is exactly the consequence of these guiding precepts.  The purpose of the 
guiding precepts section is unclear and, as written, creates substantial confusion.  GCA urges DTSC to 
delete this section in its entirety. 
 
 
Section 69301.2 Definitions 
 

- “Bioaccumulation” – DTSC should define this term within the regulations.  GCA recommends 
the following language, which is consistent with EPA‟s definition: 
 

“The accumulation of chemicals in the tissue of organisms through any route, 
including respiration, ingestion, or direct contact with contaminated water, 
sediment, and pore water in the sediment.” 
 

- “Chemical” – In the proposed regulations the term “chemical” is broadly defined to include, 
among other things, chemical substances, chemical mixtures, chemical compounds, chemical 
ingredients and chemical elements.  The identification of “chemical mixture” as a chemical 
should make clear that what is meant here are mixtures of distinct chemical substances that 
might occur naturally or as a result of standard processing of commodity chemicals, not 
intentionally engineered and produced formulations.  More specifically, DTSC should revise the 
definition to exclude, or at least better define, “chemical mixtures” to avoid undermining the 
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proposed regulation‟s basic architecture of first focusing on chemicals and then moving onto 
products that contain particular chemicals.   

 
Commonly recognized products, such as paint or lubricants, are carefully engineered “chemical 
mixtures” designed to have certain performance characteristics.  On the other hand, “chemicals” 
are usually individual substances defined by a CAS number.  There are many mixtures that are 
defined by TSCA as chemical substances because these mixtures are a result of a chemical 
reaction.  These mixtures are assigned a single CAS number for listing on the TSCA Inventory.  
 
To assure that products are regulated as the products that they are (rather than chemicals), the 
DTSC regulatory definition for chemical should align with the federal approach and adopt the 
TSCA definition or could include chemical mixtures, but only when such chemical mixtures have 
a CAS number. 
 
GCA urges DTSC to include the following language consistent with TSCA: 
 

(A) Except as provided in subparagraph (B), the term "chemical substance" means 
any organic or inorganic substance of a particular molecular identity, 
including— 

 
(i) any combination of such substances occurring in whole or in part as a 

result of a chemical reaction or occurring in nature, and 
      (ii)  any element or uncombined radical. 
 

(B) Such term does not include— 
 

(i)  any mixture, 
(ii)  any pesticide (as defined in the Federal Insecticide, Fungicide, and 

Rodenticide Act [7 U.S.C. §§ 136 et seq.]) when manufactured, processed, 
or distributed in commerce for use as a pesticide, 

(iii)  tobacco or any tobacco product, 
(iv)  any source material, special nuclear material, or byproduct material (as 

such terms are defined in the Atomic Energy Act of 1954 [42 U.S.C. §§ 
2011 et seq.] and regulations issued under such Act), 

(v)  any article the sale of which is subject to the tax imposed by section 4181 
of the Internal Revenue Code of 1954 [1986] [26 U.S.C. § 4181] 
(determined without regard to any exemptions from such tax provided by 
section 4182 or 4221 [26 U.S.C. § 4182 or 4221] or any other provision of 
such Code), and 

(vi) any food, food additive, drug, cosmetic, or device (as such terms are 
defined in section 201 of the Federal Food, Drug, and Cosmetic Act [21 
U.S.C. § 321]) when manufactured, processed, or distributed in commerce 
for use as a food, food additive, drug, cosmetic, or device. 

 
The term "food" as used in clause (vi) of this subparagraph includes poultry and poultry 
products (as defined in sections 4(e) and 4(f) of the Poultry Products Inspection Act [21 
U.S.C. Section 453(e) and 4(f)]), meat and meat food products (as defined in section 1(j) 
of the Federal Meat Inspection Act [21 U.S.C. Section 601(j)]), and eggs and egg 
products (as defined in section 4 of the Egg Products Inspection Act [21 U.S.C. § 1033]). 
 
The term "mixture" means any combination of two or more chemical substances if the 
combination does not occur in nature and is not, in whole or in part, the result of a 
chemical reaction; except that such term does include any combination which occurs, in 
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whole or in part, as a result of a chemical reaction if none of the chemical substances 
comprising the combination is a new chemical substance and if the combination could 
have been manufactured for commercial purposes without a chemical reaction at the 
time the chemical substances comprising the combination were combined. 
 

- “Chemical under Consideration (CuC), Chemical of Concern (CoC), Product under 
Consideration and Priority Product” – GCA recommends the inclusion of definitions for each 
of these important concepts in the regulations.  The definitions will help to provide context and 
intent for the regulation. 

 
- “De minimis” – While we appreciate this particular baseline, for which we‟ve advocated 

strongly, we have concerns with the way it‟s structured in the regulations. 
 
GCA advocated for a baseline threshold at 0.1% by weight, with the ability for DTSC to set a 
higher or lower threshold based on science.  We understand DTSC‟s concern with establishing 
criteria and setting differences in-house.  However, resources exist that DTSC could use as 
guidance, including endpoint-specific cutoff values articulated in the GHS guidance materials 
(which explicitly discuss adjusting thresholds) or those used by other countries in their GHS-
based classification and labeling programs.  Such a system would allow DTSC to alter 
thresholds based on chemical characteristic(s) of interest without having to completely “reinvent 
the wheel,” which is the concern.  As part of DTSC‟s prioritization process, product 
manufacturers would have the ability to submit comments on DTSC‟s proposal to set a higher or 
lower threshold before the list of priority products is finalized. 
 
Additionally, the definition needs to be clarified to specify the threshold “by weight,” as the 
default unit, consistent with other systems with which manufacturers must comply.  From a 
technical perspective companies need to understand what the threshold is being measured 
represents, for consistency and clarity purposes. 
 
The de minimis threshold should be applied to the total product; however, a manufacturer may 
submit an AA work plan indicating the presence of a chemical above that threshold is related to 
only one component.  Applying this threshold per component, particularly for complex small 
articles, will be difficult to calculate and differentiate given destructive testing protocols and the 
interrelated nature of complex articles and formulations. 
 

- “Environmental Impact” – GCA argues that this definition be revised to mean “any significant 
adverse impact to the environment…” to align with AB1879 statutory language.  (Note: This 
change is also relevant in other places throughout the document, such as “significant adverse 
impacts on the environment.”)  
 

- “Green Chemistry Principles” – The principles provided in the definition are not consistent 
with original Anastas and Warner version or even those listed on the Green Chemistry Initiative 
website.  
 
GCA recommends that to the extent that Green Chemistry Principles are cited, they should 
come from existing sources such as Green Chemistry: Theory and Practice (Anastas and 
Warner, 1998; p. 30). The principles cited in the "Green Chemistry Principles" definition are 
hybrids developed by DTSC that are not automatically consistent with life cycle thinking (e.g., 
subpara. (7)).   We would argue that any of the chemical characteristic, process, or life cycle 
considerations mentioned in the principles must be considered as a whole, and not in isolation, 
to ensure a sound alternatives assessment process.  Additionally, green engineering principles 
are also valuable for consideration (see Anastas, P.T., and Zimmerman, J.B., "Design through 
the Twelve Principles of Green Engineering", Env. Sci. and Tech., 37, 5, 94A-101A, 2003.) 
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- “Hazard Traits” – Hazard trait is defined to include carcinogens and reproductive toxicants 
contained on the Proposition 65 list.  GCA argues the definition should exclude those chemical 
entities added pursuant to the Labor Code mechanism.   
Additionally, endocrine disruption and mutagenicity are mechanisms of potential toxicity, not 
toxic end-points themselves, and thus not hazard traits.  True hazard traits should be 
measurable by recognized, validated tests. 

 
- “Intermediate Manufacturing Processes” – 'Formulating' and „Repackaging‟ should be 

included in the definition. 
 

- “Life Cycle” and “Life Cycle Thinking” – These terms are defined but no definition is offered 
for “life cycle assessment.”  In addition to these vague requirements of life cycle thinking and 
assessment, the alternatives assessment process outlined in the draft extends further to require 
detailed requirements unrelated to the common practice of life cycle assessment.  These 
complexities and the extensive requirements for an alternatives assessment leads to the 
conclusion that the regulation intends to force the producer, distributor, or importer to look for 
ways for a product to fit within an exception based on 69305.1 or reducing the COC in the 
product or a product component to lower than 0.1%. 
 

- “Manufacturer” – GCA urges the Department to use the Fair Packaging & Labeling Act (FPLA) 
recognition of a responsible entity in lieu of the current “manufacturer” definition in the 
regulation, providing for uniformity of laws (CARB, CPSC, etc.).   
 
All consumer commodities that are distributed in US commerce must comply with the Federal 
Trade Commission‟s labeling requirements.  These requirements, as outlined in FPLA, include a 
statement of identity, net quantity statement and name and place of business of the 
manufacturer, packer or distributor.  All of these items must appear in English on the product 
label, so if a product is imported from China for example, the entity that is receiving the 
shipment and packaging the commodity into US-compliant labeling is identified on the label with 
the qualifier “manufactured for…….” or “distributed by……”. FPLA exempts retailers unless they 
specifically repackage the commodity or if it is manufactured for the retailer (i.e. private label).  
This framework also applies to importers, as long as the product meets the definition of a 
“consumer commodity” under FPLA – the label must display the name of the manufacturer, 
distributor or packer.  This requirement takes care of imports because the entity packaging the 
commodity into US-compliant labeling will be identified as “manufactured for…” or “distributed 
by….” 
 
The problem with the “manufacturer” definition in the draft DTSC regulation is that it is 
needlessly complicated to really get at the same requirements as FTC/CPSC.  GCA feels that 
the FTC/CPSC labeling requirements will adequately “cast the net” in cases of enforcement to 
include the entity responsible for distribution of the commodity in US commerce.  If needed, the 
responsible entity can go back to domestic or foreign suppliers to address DTSC needs. 
 

- “Nanomaterials, Nanoscale, Nanostructure” – GCA is concerned that these definitions are 
inconsistent with the emerging standards being formed between many national and global 
organizations and authorities.   These entities define “nanoscale,” in particular, as particles with 
dimensions in the 1 - 100 nm range. The Joint Research Centre of the EU recently released its 
“Considerations on a Definition of Nanomaterial For Regulatory Purposes” with an excellent 
overview of existing definitions, making a strong case for convergence in this regard.  GCA also 
supports the work of the California Nano Industry Network Regulatory Committee, which we 
understand has provided specific recommendations for amendment of these terms. 
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- Open Source – DTSC should provide clarity relative to the concept of "open source" 
alternatives assessments.  More specifically, DTSC should provide indication of the parameters 
and quality criteria for what assures the integrity of the document.    

- “Orphan Product” – The definition of "orphan product" is too subjective.  It appears that DTSC 
will have the final say in determining which products, in their opinion, have an end-of-life longer 
than the manufacturer or producer who introduced it into commerce.  GCA feels strongly that 
manufacturers should be the ones to determine the reasonable length of a product's life. What if 
the manufacturer does not agree with DTSC's calculation for the life of a product? What 
recourse will the manufacturer have?  
 

- “Reliable Information” – GCA recommends the inclusion of a definition for “reliable 
information” that would be considered the test for acceptability to ensure that studies used are 
reliable, relevant and adequate.  GCA recommends the following language based on the 
Organization for Economic Cooperation and Development (OECD) Manual reference for "rating" 
studies:  
 

"Reliable information” is from studies or data generated according to valid 
accepted testing protocols in which the test parameters documented are based on 
specific testing guidelines or in which all parameters described are comparable to 
a guideline method. Where such studies or data are not available, the results from 
accepted models and quantitative structure activity relationship ("QSAR") 
approaches validated in keeping with OECD principles of validation for regulatory 
purposes may be considered. The methodology used by the Organization for 
Economic Cooperation and Development (OECD) in Chapter 3 of the Manual for 
Investigation of HPV Chemicals (OECD Secretariat, July 2007) shall be used for 
the determination of reliable studies.  
http://www.oecd.org/document/7/0,2340,en_2649_34379_1947463_1_1_1_1,00.html 

 
- “Technologically and economically feasible alternative” – GCA is highly concerned that this 

definition specifically related to economic feasibility seems to depend wholly on the costs to the 
consumer and the public health/environment but does not seem to be swayed by costs to 
retool/redesign.  It lacks any consideration of product efficacy, performance, safety and value-
added; instead it is primarily cost-oriented.  As such, GCA urges the Department to modify its 
definition for "technologically and economically feasible alternative" and replace "alternative" 
with "functionally-equivalent alternative." 

 
 
69301.4 Duty to Comply 
 
The draft regulation in section 69301.4(a) provides that all three of the entities that constitute the 
definition of a manufacturer -- the producer, the importer, the private label -- are “jointly and severally 
responsible” for complying with the provisions of these regulations.  The section in subdivisions (b) and 
(c) go on to make it clear that only one of those entities has to actually comply.  Nevertheless, the 
provision that makes them jointly and severally responsible means that all three of them are obligated 
to comply with the provisions of the regulations.  This raises the specter that bounty hunters could bring 
Business and Professions Code section 17200 actions against two of the entities if only one of the 
entities is actually complying.  It would be sufficient to simply say the manufacturer has to comply in 
subdivision (a), and then make it clear in (b) and (c) how that would be implemented in practice.  There 
is no reason, other than to create potential liability, to introduce the concept of joint and several 
responsibility.  This can be greatly simplified by the adoption of GCA‟s recommendation to use the 
FPLA responsible party as the focus for compliance as is done by federal agencies as well as by 
CARB. 
 

http://www.oecd.org/document/7/0,2340,en_2649_34379_1947463_1_1_1_1,00.html
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Section 69301.5 Products Listed on Failure to Comply List 
 
The draft regulation requires the manufacturer found to be in non-compliance to notify the retailers that 
its product cannot be sold in California and to recall the product, providing a take-back mechanism for 
retailers.  While the manufacturer can file a dispute, this still seems like a draconian step for compliance 
violations that could be administrative in nature (i.e. being a day late on a report).  GCA argues that 
DTSC may not have the authority to impose such actions on a non-complying manufacturer, particularly 
with respect to early requirements of the regulatory process.   
 
Additionally, the mandate related to a product being listed on the "failure to comply" list which provides 
that no person shall make product available for use within 60 days is extreme.  It implies that every 
product on every shelf of every store or shop must be controlled in that time frame.  This would seem 
particularly burdensome for “mom and pop” establishments and for retailers and distributors with 
significant investments in inventory.  
 
The only basis for a product to be subject to a recall should be if a determination is made by the 
Department that the product is unsafe and poses an imminent risk. 
 
 
Section 69301.7 Submission of Manufacturer Chemical and Product Information 
 

- REACh Data & SIEFs – GCA is concerned regarding complete availability of data from the 
European Registration, Evaluation, Authorisation and Restriction of Chemicals REACh and the 
ability for an individual manufacturer to provide it directly to DTSC per the draft regulations.  
Manufacturers participating in a Substance Information Exchange Forum (SIEF) sign an 
agreement with the lead/consortium allowing that manufacturer to refer to the data in the joint 
technical dossier related to a specific chemical.  Data ownership and the license to use it 
depend on private arrangements between the participating companies and other data providers 
(i.e. universities). Manufacturers cannot legally give away what is not their own; thus, a generic 
requirement to provide the state with data that has been submitted under REACh is not 
possible. Most data sharing agreements explicitly exclude use of data generated for REACh 
compliance for non-REACh purposes.  Moreover, a “simple” SIEF member – one who only 
obtains the right to refer to studies and results – very often will not even see the full study 
reports, only what has been captured in the International Uniform Chemical Information 
Database (IUCLID) Robust Study Summary submitted to ECHA.  In the end, the vast majority of 
REACh data will be publicly available on the European Chemical Agency‟s website, following 
submission and acceptance by the Agency.  The data from some 180 registered chemicals is 
already posted in the form of Robust Study Summaries from the IUCLID file. 

- (See http://apps.echa.europa.eu/registered/registered-sub.aspx) 
 
GCA urges DTSC to clarify the provisions regarding REACh and others data submittals to 
indicate specifically that they be limited to the information the particular product/chemical 
manufacturer in question actually owns or to which it has license to access for the purposes of 
complying with this regulation.  Additionally, GCA urges that data submitters be permitted to 
provide links to the information in REACh registrations as well as other data sources such as 
the OECD eChem Portal and EPA's High Production Volume Information System (HPVIS).  
 

- “Identification of all intentionally added ingredients…including quantities” – This 
provision generates unnecessary claims for trade secret protection.  We understand the likely 
rationale – a product containing a high concentration of a chemical of concern would probably 
be given a higher priority than a product containing a low concentration of a chemical of 
concern.  If that‟s the case, then the only quantities needed are for chemicals of concern.  No 

http://apps.echa.europa.eu/registered/registered-sub.aspx
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rationale can exist for requiring the revelation of product formulas where chemicals not 
otherwise designated as Chemicals of Concern are involved.   

 
- Data call-in notification – This provision allows the department to post a data call-in on its 

website.  There is no obligation imposed on the department to contact manufacturers 
individually.  A manufacturer then who is unaware of the data call-in could be found to be in 
non-compliance and ordered to cease making its product available in California and to recall it 
from retailers‟ shelves.  GCA is not aware of any legal requirement for a company to monitor the 
DTSC website so it is conceivable that such a call in could be missed and so constitute a 
manufacturer out of compliance.  In addition to a website posting, DTSC should publish the data 
request in the California Regulatory Notice Register and communicate directly with 
manufacturers when at all possible.   

 
- Test Data Reports – California should follow the lead of REACh and not permit the public 

posting or release under any circumstances of complete test data reports in which a company 
has ownership rights.  To allow or contemplate such posting, would allow competitors to unfairly 
use the data for their own advantage and without compensation to the owner of the data.   
Consistent with REACh, GCA suggests the posting of summaries that respect confidential 
business information and trade secrets instead. 
 

- Redesign/reformulation requirements – If a manufacturer reformulates or redesigns a 
consumer product to remove a chemical that has been listed as a Chemical under 
Consideration or a Chemical of Concern, it would have to provide substantial information about 
the reformulated or redesigned product.  This results in the unnecessary revelation of trade 
secret information.  Further, no authority exists for requiring information about reformulated and 
redesigned products until such time as they are reformulated or redesigned pursuant to an 
alternatives assessment, following DTSC‟s determination that a product is a Priority Product 
containing a Chemical of Concern. 

 
 
Chemical & Product Prioritization Processes – Article 2 & 3 
 
Section 69302 & 69303 General 
 
The prioritization processes (chemicals and products) provide for a very detailed list of information that 
the Department may/must consider (this is unclear).  It is not clear that the draft regulation establishes 
prioritization processes as called for in the authorizing legislation.  Moreover, this section includes a 
broad statement which states that the Department is not limited to using information obtained from this 
process in making its determinations.  This overly broad idea allows the Department to consider 
anything without recourse as there is no standard associated with this catchall provision. 
 
The regulations are marked by the absence of a clear, science-based standard to support priority 
decisions.  The regulations target situations that "pose threats to public health and the environment" or 
that cause "adverse impacts to public health and the environment”.  GCA supported AB1879 and 
SB509 as a means to place decisions about product safety in the hands of DTSC scientists.  We do not 
believe that the current language provides workable scientific standards for making those decisions in a 
credible manner. 
Section 69302.1 & 69303.1 Applicability 
 

- Regulatory Duplication – Remains an Issue – The language in the regulations does not reflect 
what is provided for in statute.  If a product category is regulated by a federal agency for the 
same public health or environmental risk as the concern that is being addressed under DTSC‟s 
proposal, the product category should be automatically exempted from regulation.  The section 
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refers to “governmental entities” (plural) as opposed to “governmental entity” (singular).  The 
authority to regulate something (even if they choose to not do so) should be sufficient to justify 
an exemption.  If not granted, and DTSC were to regulate, this would lead to overlapping 
authorities should the other governmental entity decide to do so at some time in the future.  This 
would cause confusion in the marketplace.  This concept should also apply in situations where a 
regulatory authority has undertaken efforts to address a risk, even if it has not completed 
regulatory actions. 
 

- Exposure Pathway – The absence of the qualifying phrase “reasonable and foreseeable use” 
to describe exposure leads GCA to conclude that the existence of an improbable scenario or 
combination of circumstances that might only theoretically result in exposure would prohibit the 
product from being exempted.  No one can ever prove a negative, and the lack of qualification 
puts both DTSC and consumer product manufacturers in an untenable position.  For “no 
exposure” exemptions the process must be simple and streamlined; and only if a question or 
alleged violation is presented, should DTSC be required to make an affirmative declaration.  
GCA urges DTSC to revise the language as follows: 

“There are no reasonable and foreseeable exposure pathways by which ….” 
 
 
Section 69302.2 & 69303.2 Chemical & Product Lists 
 

- Timeline – GCA is concerned with DTSC‟s statement at the July 7th workshop that the two tiers 
of chemical and product lists would be compiled and released simultaneously.  This is contrary 
to our understanding of the process, what was stated in the draft regulation, and what is 
included in DTSC's FAQ for the draft regulation.  There are two concerns. 
 
First, the primary purpose of the “under Consideration” list is to allow manufacturers and the 
public to provide information on whether the chemical or product should progress to the next 
step and for the Department to consider that information in their decision-making. 
 
Second, an additional purpose in a step-wise process is to provide a “signal” to the marketplace, 
allowing manufacturers to make judgments about their product or use of the chemicals under 
consideration.  Manufacturers will need a sufficient amount of time to perform impact 
assessments on the presence of Chemicals under Consideration (as determined by DTSC) in 
their products, before the Chemicals of Concern list is released and triggers the Product 
Prioritization process.  Releasing the two lists in approximately the same time frame does not 
allow this.   
 
A good precedent for this portion of the process comes from REACh, where member states or 
the European Chemicals Agency (ECHA) first prepare Annex XV dossiers for identification of 
substances of very high concern (SVHC), forming a “Candidate List.”  Interested parties then 
have 45 days to provide comments as well as further information that will facilitate evaluation, 
ECHA then leads consultations among member states after which draft recommendations for 
Annex XIV, the list of substances subject to authorization.  A 3-month public comment period 
follows the publication of recommendations.  The European Commission then takes decisions 
on these recommendations in consideration of the public comments to establish chemicals that 
are Prioritized for Authorisation.  ECHA must make recommendations at least every second 
year, but to date, they have done so each year for the past three. 
(http://echa.europa.eu/chem_data/authorisation_process_en.asp)  
 
Each step gives manufacturers a chance to react and prioritize the replacement of substances 
with suitable alternatives.  In the absence of a staged process, manufacturers are deprived of 

http://echa.europa.eu/chem_data/authorisation_process_en.asp
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an important tool to make business decisions.  This is particularly true for considering 
alternatives to substances used in complex products with a long development time. 
 

- Chemicals as Products – The application of chemicals of concern as products (“a product or 
part of a product”) is in direct conflict with AB 1879 that refers to “chemicals or chemical 
ingredients in consumer products” not as products themselves.  DTSC should strike this 
provision entirely. 
 

- Public Comments & DTSC Response – While GCA understands that not all of the comments 
received may be worthy of a detailed response, we are concerned that the language is such that 
gives DTSC the opportunity to forgo responses regardless of the quality of comment.  
Furthermore, if an entity provides comment and fails to receive a formal response, they will be 
unable to challenge a DTSC decision since a full record is needed. 
 
 

Section 69302.3, 69302.4, 69303.3 & 69303.4 Chemical & Product Prioritization 
 

- Data Quality – GCA submits that peer-review alone is an insufficient metric of study quality.  
Instead, we strongly recommend that DTSC consider and incorporate into the regulation the 
notion of quality.  The OECD methodology for determining the quality of data in chemical 
dossiers described in their Manual for Investigation of HPV Chemicals is a globally accepted 
way to rate the reliability, relevance and adequacy of existing data; as such, it should be applied 
to all studies used in compliance and decisions under the Safer Alternatives Regulation.  It has 
been applied to all studies in the US and OECD HPV programs and to those submitted under 
REACh.  It's been found to be an excellent approach to separate good studies from those that 
are not of sufficient quality and reliability for science-based regulatory decisions. 
  
In this regard, GCA recommends changing the language in Section 69302.4 (a) (2) from 
“Availability of peer-reviewed data to substantiate..." to:   

  
"Availability of reliable information to substantiate..." 
 

- Hazard Traits – Hazard trait is defined to include carcinogens and reproductive toxicants 
contained on the Proposition 65 list.  GCA argues it should exclude those added pursuant to the 
Labor Code mechanism.   
 
Furthermore, GCA feels strongly that the regulations should specify that the information on the 
“endpoints” be derived from reliable information such as GLP guideline studies and not un-
validated assessment techniques, and that sufficient reliable information should be available on 
the alternatives under consideration as exists on the material to be replaced.  This is the only 
way to ensure a robust “apples to apples” comparison and to avoid regrettable substitution of 
chemicals.   
 

- Intentionally Added – DTSC should frame the scope of the regulation to include intentionally 
added chemicals in consumer products as well as any substance formed via chemical reaction 
of intentionally added chemicals in the finished product.    However, non-intentionally added 
elements should be specifically excluded from consideration as they will vary from product 
sample to product sample based on factors like chemical variability of municipal water supplies 
used in factories.  Manufacturers go to great lengths to assure that their products are safe for 
their intended uses and must already comply with a myriad of state and federal laws and 
regulations.  Concerns regarding trace levels of contaminants arising in air, water, etc. should 
be the focus of appropriate environmental regulations focused on those media.  For example, if 
there is concern about a drinking water contaminant, it should be addressed through the 
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California or federal drinking water program and not foisted upon consumer product 
manufacturers through these regulations. GCA had proposed language parallel to that used in 
California‟s Safer Consumer Products Regulation to consider chemicals in products only for 
those intentionally added above the de minimis threshold.   Under this proposed language, 
incidental presence would not be subject to the alternatives assessment requirements. 
 
GCA urges DTSC to include the following language: 
 

(a) (1) "Intentional introduction" means the act of deliberately utilizing a priority 
chemical in the formulation or assembly of a consumer product where its 
continued presence is desired in the final consumer product to provide a 
specific characteristic, appearance, or quality. 
 
(2) "Incidental presence” includes:  

 
(A) The use of a priority chemical as a processing agent or intermediate to 

impart certain chemical or physical changes during manufacturing, 
where the retention of a residue of that chemical in the final consumer 
product is not desired or deliberate. 

 
(B) The use of recycled materials as feedstock for the manufacture of new 

consumer products, where some incidental retention of a residue from 
recycled materials may be present in the consumer product. 

 
(C) The incidental retention of a residue of a contaminate unintentionally 

included in the final consumer product. 
 

- Intermediates – Although intermediates were exempt as outlined in the detailed outline 
released in April 2010, they were subsequently included in the draft regulations.  Intermediate 
chemicals must be excluded as they are not the focus of the statue.  Furthermore, DTSC will 
have no authority over the use of intermediates outside of California; therefore this regulation 
would be a disincentive to California-based businesses, jobs, and operations.   

 
- Prioritization Factors – The prioritization factors are a comprehensive list with no indication of 

which factors carry more weight than others or how DTSC might use them for prioritization.  The 
articulation of these factors gives DTSC unfettered discretion in making any prioritization 
decision in an arbitrary manner with respect to any chemical or product.  The “standard” for 
prioritization decisions is loosely defined, using terms such as “pose threats” and “adverse 
impacts” to public health and the environment, not even recognizing the statutory direction to 
address “significant adverse impacts”.  Environmental impact is defined as “any change to the 
environment, whether adverse or beneficial.”  Public health impact is defined as “effects on the 
health of the general population or sensitive subpopulations.”  Use of such terms fails to achieve 
a science based and predictable business environment and will lead all parties observing this 
process to make claims of controversial and arbitrary outcomes.  
Furthermore, under the current framework overly extensive criteria can be used to list a 
chemical as a CUC or COC. The listing criteria are overly broad and should be reconsidered for 
inclusion at the outset of the program, i.e., "found in biomonitoring data" should not be the basis 
to regulate because such a finding does not indicate the potential for harm according to the 
CDC; epigenetic evidence should not be the basis of listing because it is unclear whether or 
what kind of epigenetic effects produce adverse effects on health.  Also, CUC prioritization 
factors should be measurable by validated tests and not the subject of speculation or unsettled 
science.  When the science is not conclusive a prioritization factor like endocrine disruption 
should not be included. 
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DTSC should consider also that human biology gravitates towards homeostasis through 
compensatory mechanisms.  In its July 2008 Statement of Need and Reasonableness relating 
to health risk limits for groundwater, the Minnesota Department of Health describes the inherent 
corrective nature of the underlying human biology as: “Because some effects observed may be 
normal compensatory responses, professional judgment is required to decide whether any 
particular effect is adverse, or biologically significant.  If an endpoint is quantal (i.e. all or 
nothing), such as birth defects or tumors, designation of an effect as “adverse” may be a straight 
forward decision.  However, for subtle effects and/or continuous measurements such as body 
weight or enzyme activity, this may ultimately be a qualitative decision.  Professional judgment 
may be required to determine the point at which normal compensatory metabolic or 
physiological processes are compromised. 
 
The draft regulations must set forth criteria or a formula that will be used to prioritize chemicals 
and products.  Providing such an algorithm will provide clarity and certainty in the Department‟s 
prioritization.  Without such a process, questions will arise as to the subjectivity and biased 
nature of priority determinations.  
 

- Workplace – GCA is highly concerned about the prioritization factors related to the workplace.   
The related provisions are particularly troubling given that products used in an “intermediate 
manufacturing process” are not to be exempted, but simply given a lower priority.  A possible 
solution to this problem is that products in the workplace that are subject to the hazardous 
communication standards, that is, an MSDS, should be exempt from these regulations.  It 
provides clarity and prevents intrusion into Cal-OSHA‟s PEL responsibilities by DTSC in the 
future.   

 
- “Threats” versus “Adverse Impacts” – The decision criterion of “threats” to human health or 

the environment is not clearly defined.  The decision / prioritization criterion for chemicals and 
products should be risk-based, integrating hazard with exposure when determining potential 
concern about public health and the environment and further refined to a more scientifically 
clear standard.   
 
The factors for prioritization include “adverse impacts on the environment” related to air quality 
impacts, soil contamination, and water quality impacts.  Many manufacturers already must 
adhere to strict air and water quality control requirements by both the State and Regional Air 
and Water Quality Control Boards.  This draft may supersede or conflict with the regulatory 
authority of these bodies.   
 
Furthermore, the draft regulations state that a factor of consideration will be “scope and 
consistency across jurisdictions, of other governmental regulatory programs, and the extent to 
which these other programs address the public health and environmental threats…” (sub-
section h, page 17-18 lines 38-39).  GCA remains highly concerned that this is broad and open 
to varying interpretations and arbitrary judgments about the “extent” of existing programs and 
the lack of scientific clarity in “threats.”       

 
- Product Listing & Liability – Specific to the listing of products as “under consideration” and 

“priority products,” GCA stakeholders are highly concerned about the lack of liability protections 
for manufacturers providing data to DTSC and the ability for that data to be used against them. 
Furthermore, we are concerned that the mere listing of these products could be used against a 
manufacturer under Business and Professions Code section 17200 actions. 
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Section 69303.5 Manufacturer Priority Product Notification 
 
Nothing in AB 1879 provides authority for DTSC to impose the burden on a manufacturer of a listed 
priority product to notify its retailers who sell that priority product that the product is a priority product.    
GCA is highly concerned that manufacturer-retailer communication at every stage of the alternatives 
assessment process will become onerous and will be a burden to the supply-chain.  DTSC should 
direct retailers to regularly check the DTSC website to determine which products are identified as 
“priority products” and for which required alternatives assessment reports are on file.  DTSC should 
also publish this list in the California Regulatory Notice Register. 
 
Furthermore, the draft regulations provide for a long list of information requirements that must be 
included in a notice 30 days after listing.  This includes bar codes and the method of identifying 
products prior to listing. GCA is not confident this can be done.  Even if it were possible, DTSC should 
be aware that the number of unique bar codes for any single product can be in the thousands because 
each container type and size typically must have its own code.  Further, if products are packaged with 
multiple products in each package, the same products will have a different bar code for each package 
(i.e. 4 pack, 6 pack, 12 pack, 24, pack, etc.).  Also, that same product may come in different colors or 
prints, each of those would then have a separate bar code and if different variations of those 
colors/prints are included in the packages those will have different bar codes.  This same product may 
have other attributes that do not change the chemical makeup of the product, but may be a consumer 
preference leading to additional bar codes for that same product. 
 
GCA argues that no action in this regard is necessary or appropriate until after the completion of the 
alternative assessment process and the determination of a Regulatory Response. 
 
 
Chemical/Product Petition Process – Article 4 
 
While GCA supports the inclusion of a petition process, we are concerned that the provisions fail to 
clearly provide for requests to remove chemicals/products from priority lists.  GCA is adamant that the 
process must work both ways and be fully open to public comment.  Petitions that are approved should 
only enter the prioritization process at Chemicals Under Consideration or Products Under 
Consideration, so that other stakeholders have the opportunity to provide additional information for 
DTSC‟s decision-making. 
 
 
Alternatives Assessments – Article 5 
 
The alternatives assessment remains very demanding in terms of the scope of review for every 
alternative.  Additionally, it relies heavily on "Life Cycle Thinking” without consideration that impacts 
may be outside of California.  For example, raw material extraction and manufacturing often occurs 
outside of the boundaries and jurisdiction of California.  What statutory authority does California have to 
regulate a chemical because of a concern outside of California? If life cycle analysis reveals potential 
impacts that occur outside of California, such impacts must be given less weight under the California 
Safer Alternatives Regulation than those that occur within the state‟s boundaries.    

 
 

Section 69305 General 
 

- Open Source – DTSC should provide clarity relative to the concept of "open source" 
alternatives assessments.  More specifically, DTSC should provide indication of the parameters 
of what assures the integrity of the document.  
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- 3rd Party Verification & Audits – The requirement to have the alternatives assessment work 
plan and report(s) verified by a third party will be costly and hinder timeframes for completion of 
the alternatives assessment given our understanding of the supply of 3rd parties to accomplish 
this work.  Furthermore, 3rd Party verification should only be required in limited situations and 
should not apply if a manufacturer reformulates/redesigns product to remove COC from product 
and does not replace it with another COC. 
 
DTSC audits should address any conflict of interest concerns with an alternatives assessment.  
Moreover, if DTSC is going to certify a party to perform verification of alternatives assessments, 
DTSC must also develop criteria for such certification including provisions for certifications to be 
revoked.  Granting credentials in the absence of a process to assure quality work is not 
acceptable. 
 
In addition, DTSC should establish quality criteria for the performance of alternatives 
assessment verification by certified third parties, including grievance and dispute resolution 
procedures for parties who believe their alternatives assessments have been improperly denied 
verification. 
 
GCA believes the strict requirements pertaining to contact with the 3 rd party entity reviewing an 
alternatives assessment are extreme.  Given the subjective nature of the assessments and the 
extensive information covered, contact may be warranted to provide insight to the process and 
choices made by a manufacturer.  This provision points to another need for a formal grievance 
process. 
 

- In-House Certification – Under the draft regulations, all declarations and reports must be 
signed by “an officer of the company.”  Such action must be executed under penalty of law for 
reports that are subjective in nature and that the “officer of the company” may not have the 
competency to address.   

 
 

Section 69305.1 Exemption Determination & Department Concurrence 
 

A positive DTSC declaration must not be required before an exemption is provided.  The Department 
should establish exemption criteria that are easily verifiable, and for which there are significant 
consequences if exemption is falsely claimed.  Filing for the exemption should provide relief from a 
requirement unless DTSC finds that regulation is NOT duplicative or new information becomes 
available that would cause the manufacturer or DTSC to re-examine an existing exemption.  DTSC 
must enable a simple system for filing for exemptions.  All products in a category should be exempted if 
there is duplication of regulation by federal regulation. Additionally, the de minimis threshold should be 
self determining and not require an exemption determination and Department concurrence under this 
Section. 
 
 
Section 69305.3 Alternatives Assessment Work Plan Required Contents 

 
Under the draft regulations, the alternatives assessment work plan provision seems to require that 
manufacturers already know the alternatives to be assessed and are in a position to quickly summarize 
all existing information on those alternatives.  The work plan should be about scoping out an overall 
plan for the alternative assessment, not doing it.  Going beyond will delay submission of a work plan for 
DTSC review.  Chemical information for alternatives may not be available at the time of submission of 
the work plan.  Moreover, the work plan should not be the place for such data, but should specify that 
such data will be compiled and perhaps specify how it will be compiled.  Perhaps this was DTSC‟s 
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intention, but it is not clear.  The work plan appears to be more of a mid-course progress report on the 
overall alternatives assessment process than a plan of work for carrying out the assessment. 
 
 
Section 69305.4 & 69305.9 Alternatives Assessment Work Plan Detailed Executive Summary Required 
Contents 
 
The draft regulations appear to have two similar sections related to the executive summary.  While 
there are minor differences, DTSC may have overlooked the fact that this concept was included twice. 
 
In terms of the content requirements for the alternatives assessment work plan, they are excessive in 
scope and fail to fully account for information that would be considered confidential business 
information or trade secret claims.  
 
One specific area of concern relates to the requirement to disclose “all chemical ingredients in the 
selected alternative” in an alternatives assessment report.  Doing so would unnecessarily raise the 
need for additional confidential business information/trade secret claims.  Disclosure within the report 
should be limited to only those ingredients that are considered chemicals of concern. 
 
 
Regulatory Responses – Article 6 
 
The draft regulation provides that the department may impose regulatory responses on a selected 
alternative consumer product, or an alternative consumer product component, or a priority product for 
which the manufacturer does not select an alternative.  Those responses include all of the responses 
set out in sections 69306.3 through 69306.5, as well as requiring engineered safety measures, placing 
restrictions on the use, and requiring a research and development project.  However, there is no 
provision in this section that the selected alternative product or component has to contain a CoC to be 
subject to any of those regulatory responses.  Perhaps that is an omission by DTSC; however, DTSC 
has no authority to impose any regulatory response if it is not a priority product containing a CoC or if 
that CoC is below the de minimis level.  DTSC seems to recognize this in section 69306.2, providing 
that no regulatory response is needed.  Sections 69306.2 and 69306.6 are, accordingly, inconsistent. 
 
 
Section 69306.2 No Regulatory Response Required 
 
This section applies only if an alternative with a chemical of concern concentration of less than de 
minimis is chosen, there is no significant threat to exposure, and the priority product is phased out in 3 
years.  This approach raises two issues for the GCA: (1) an alternative could have more than 0.1% and 
not pose a safety risk to health or the environment; and (2) if an alternative is chosen, it may take more 
than 3 years in California just to get a permit to start building the equipment necessary to produce the 
alternative. 
 
The bottom line is DTSC fails to recognize that “no action” on the original priority product containing the 
chemical of concern may be the best solution.  The alternatives assessment may clearly demonstrate 
the safety of the original product and the lack of a technologically and economically feasible alternative.  
DTSC should alter the language to provide for no action in these circumstances.   
 
 
Section 69306.3 Product Information to Consumers 
 
GCA argues that this section is reminiscent of Prop 65 in that it requires product labeling or an 
informational insert in the packaging that informs the consumer that the product contains a COC for 
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which an alternative was not substituted or for a chosen alternative that contains a COC.  This provision 
flies in the face of responsible risk communication and is a hazard-only, presence-only means of 
causing potentially unnecessary consumer concern.  If the manufacturer clearly demonstrates to DTSC 
the safety of the product and that substitution of the COC is not required, labeling should not be 
required.  It is irresponsible to require otherwise. 
 
 
Section 69306.4 Manufacturer End-of-Life Management Requirements 
 
Extended Producer Responsibility (EPR) and take-back should not be automatically mandated for 
every end-of-life concern.  Other methodologies for addressing end-of-life concerns must be approved 
by the California Legislature; take-back and recycling programs may not always be the best solution. 
 
With regard to end of life management as a regulatory response, the draft regulation goes beyond the 
scope of statute and is overly burdensome.  It requires take back programs, public education programs, 
and defining “roles and responsibilities of manufacturers, retailers, consumers and government.”  How 
does the manufacturer define (and presumably monitor and enforce) the roles and responsibilities of 
entities not under the manufacturers‟ control (i.e. government, consumers, etc.)?  Also, for products 
with a long life span, how does the manufacturer manage the end of life?  It is also not clear that DTSC 
has authority to mandate how manufacturers will finance their programs as the draft appears to 
assume. 

 
Furthermore, this response action requires the manufacturer of a product “required to be managed as a 
hazardous waste” to establish a take-back program.  It would appear that this regulation is inconsistent 
with the provision in AB 1879 that prohibits duplicative regulation.  Under the law today, if a product is 
to be managed as a hazardous waste, a mechanism for handling that waste is already set out in the 
law.  To require a specific method of handling those products (i.e. a take-back program) duplicates the 
existing provisions in the law today.   
 
Finally, take back programs, in particular, are very impractical for some consumer products that are 
actually consumed during use. Would the unused fraction of such products have to be managed as 
hazardous waste? Would the non-consumables that people don‟t want to recycle have to be managed 
as hazardous waste? 
 
 
Section 69306.5 Product Sales Prohibition 
 
GCA is concerned with the requirement of a “recall program” if the regulatory response is a product 
sales prohibition.  This seems to be an extreme and punitive response, especially where there is no 
safety issue.   
 
 
Section 69306.8 Regulatory Response Report & Notifications 
 
GCA is highly concerned that manufacturer-retailer communication at every stage of the alternatives 
assessment process will become onerous and will be a burden to the supply chain.  DTSC should 
direct retailers to regularly check the DTSC website to determine which products are a “priority” have 
filed alternatives assessment reports as required..  DTSC should also publish this list in the California 
Regulatory Notice Register.  Only following the Alternatives Assessment and determination of 
Regulatory Response action should there be any requirements in this regard. 
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Dispute Resolution Processes – Article 7 
 
The draft regulations do not appear to include a stay of requirements while this process unfolds.  
Additionally, most provisions under the Chapter do not have the right of formal challenge.   
 
Since prioritization of chemicals/products is the basis of the program, this section at a minimum should 
have a right to appeal.  A formal review (Petition for Review) process allows the Department to review a 
challenge to the Department‟s various determinations.  This biased review does not provide for an 
independent evaluation of the Department decisions in dispute.  This step must be completed prior to 
seeking judicial review; it is unclear what happens to the regulatory responses called for in those 
sections pending the Department review and possible judicial appeal.  
 
Lastly, Section 69307.5(a) should read as follows: "(1) Facts, assumptions, or other information or 
approaches not supported by clear and convincing evidence, or (2) conclusions in violation of 
applicable law, or (3) An exercise of discretion or an important policy consideration which the 
Department should, in its discretion, review." 
 
 
Accreditation & Qualification Alternatives Assessment Requirements – Article 8 
 
Section 69308.1 Requirements for Qualified In-House Assessment Entities 
 
Although GCA had proposed a section be included in the work plan to illustrate a manufacturer‟s 
competence to conduct an alternatives assessment, DTSC‟s proposal in the draft is much more 
complicated and fails to consider the points raised with regard to tying competence to individuals with 
expertise rather than overall corporate expertise (draft requires individual‟s information, expertise, 
education, and more).  This process will vary product to product and must be more general with respect 
to the required credentials.  Companies should have a “cafeteria-style” approach to using alternatives 
assessment processes, particularly those that are valid in other jurisdictions. 
 
Also under this section, if a manufacturer is in violation they will lose their ability to be an In-House 
Assessment Entity for at least 10 years and any alternatives assessment report cannot be done by a 
trade association or consortium of which the manufacturer is a member.  This provision is incredibly 
harsh for what could be paperwork errors (i.e., turning in a re-qualification request a day late), 
assessment mistakes, etc; and certainly harsh for losing the ability to look to a trade 
association/consortium for assistance.  Prohibiting the use of a consortium/trade association creates 
significant inefficiencies and removes significant expertise (likely greater than many third party entities 
that will emerge to take advantage of this business opportunity) from the process. 
 
Finally, a qualified third party assessor must prove independence and lack of affiliation with any 
manufacturer, consortium of manufacturers, or trade association.  If this provision remains, it must 
extend to affiliation with any non-governmental organization or activist group with a demonstrable track 
record of chemical or product policy advocacy and lobbying.  Otherwise it is clearly prejudicial and 
discriminatory.  A preferable alternative would be a transparent system in which all potential 
interests/conflicts/advocacy of qualified third party assessors are disclosed such that potential conflicts 
can be identified and minimized during the manufacturer‟s assessor selection process. 
 
 
Section 69308.2 Lead Assessor Criteria  
 
GCA is concerned that the criteria for a lead assessor is too narrowly focused on Life Cycle and not 
other relevant criteria.  This could result in a monopoly problem with training requirements at the 
“Accrediting Body,” which could lead to pricing problems and antitrust issues.   
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Auditing & Compliance – Article 9 
 
With regard to Section 69309.1, related to violations, GCA is highly concerned that this Article is far too 
open-ended.   
 
 
Confidentiality of Information – Article 10 
 
GCA supports the Confidential Business Information (CBI) process set forth in AB 1879 (Feuer, 2008).   
 
Section 69310 Confidentiality of Information 
 
Although the statement in Section 63910(a) seems appropriate as written, it is beyond the authority of 
DTSC to attempt to regulate the interplay between statutes.  Only a court or the legislature may do so.  
This statement should be struck as ultra vires. 
 
 
Section 69310.2 Marking and Indexing of Documents 
 
GCA is adamant that indexed and redacted reports are not made publicly available.  The particular 
concern is that confidentiality may be compromised by context in redacted reports and therefore could 
violate the very confidential business information/trade secret protections provided for in the statute.   
 
 
Section 69310.3 Safeguarding of Confidential Information 
 
DTSC should delete Section 69310.3(c) in its entirety.  This provision substitutes agency interpretation 
in place of class determination by regulation and merely gives DTSC the opportunity to make decisions 
without notice or the opportunity for comment that are keep to procedural due process under the 
California and U.S. Constitutions. 
 
 
Section 69310.4 Support of a Claim of Trade Secret Protection    
 
GCA is concerned that the provisions of this section, which require up-front justification for trade secret 
claims, go beyond the authority provided in the statute and the trade secret definition in the California 
Civil Code.  The statute requires justification only when a request for the information under the Public 
Records Act is submitted.   
 
More specifically, Sections 69310.4(a)(8) and (9) are beyond the DTSC's authority, and merely 
designed to create a barrier to confidential protection.  Nowhere in Health & Safety Code Section 25257 
or Section 57020 nor in Government Code Section 6254.7 is estimated dollar costs conceived of as a 
measure of trade secret.  Indeed, Section 6254.7 states that a trade secret is something "having 
commercial value and which gives its user an opportunity to obtain a business advantage;" however, 
the measure of that value is not within the scope of DTSC‟s determination.  It is unrealistic to ask any 
manufacturer to put a specific dollar value on the harm that will come from the loss of trade secret 
because no manufacturer can estimate future profits that may result with certainty. 
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Section 69310.5 Departmental Review of Individual Trade Secret Claims 
 
GCA is highly concerned with this section, which provides that DTSC may make the determination of 
the validity of a claim for trade secret even though no one has requested that information.   The 
regulation should provide liability for the state in wrongly releasing trade secret information – 
intentionally or inadvertent.  Under TSCA, criminal penalties for wrongful and willful disclosure of CBI 
have been established.  DTSC should revise this section to provide liability for the state. 
 
 
Section 69310.6 Treatment of Certain Categories of Information 
 
GCA argues that this section should be eliminated from the regulations.  Subdivision (c) of section 
69310.6 simply restates subdivision (f) of Health and Safety Code Sction 25257 although the 
articulation is different and broader.  
 
Additionally, the rest of this section authorizes DTSC to release trade secret information upon a 
showing “of substantial need based on an urgent matter of public health, safety, or the environmental 
protection.”  Such disclosure would apply to manufacturing processes and portion data, as well as 
customer list.  This is completely unacceptable.  No authority exists for this kind of exception.  In no 
case does DTSC have authority to make marketing information publicly available.  As such, this section 
should be eliminated from the regulation.   
 
 
Section 69310.7 Substantive Criteria for Use in Trade Secret Determinations 
 
The provisions of this section exceed DTSC‟s authority to judge a trade secret under Government Code 
Section 6254.7 by establishing criteria not found the in California Public Records Act.  Further, it is 
inconsistent and beyond the scope of the trade secret definition in the California Civil Code.   
 
Small Business – Article 11 
 
GCA argues that the definition of “small business” needs to be revised. In the draft regulation, small 
business is defined at 25 or fewer employees.  CA DGS already defines small business as 100 or fewer 
employees. The 25 employee threshold is used by DGS to define “microbusiness”.  The draft regulation 
should be revised to use the 100 employee number already used by the state.  If DTSC is intent on 
using the 25 employee number, however, it should, at the very least, change the term to 
“microbusiness” and clarify whether it will provide “small businesses” with the same or different time 
frame. 
 

# # # 
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Maziar Movassaghi 
Acting Director 
California Department of Toxic Substances Control 
P.O. Box 806 
Sacramento, CA 95814 
(via e-mail: green.chemistry@dtsc.ca.gov) 
 
Re: SDA comments on DTSC Straw Proposal for Regulation on AB 1879 
 
Dear Mr. Movassaghi: 
 
The Soap and Detergent Association (SDA) appreciates this opportunity to provide comments on 
the Straw Proposal for Safer Alternatives Regulations released on October 1, 2009 by the 
California Department of Toxic Substances Control for the implementation of AB 1879.  These 
comments also relate to presentations and comments made by DTSC staff and other stakeholders 
at the October 14, 2009 meeting of the Green Ribbon Science Panel (GRSP) and the October 21, 
2009 stakeholders’ workshop in Sacramento. 
 
SDA is a trade association representing the $30 billion U.S. cleaning products market.  SDA 
members include the formulators of soaps, detergents, and general cleaning products used in 
household, commercial, industrial and institutional settings; companies that supply ingredients 
and finished packaging for these products; and oleochemical producers.  As a trade association 
for a particular consumer product sector (cleaning products) we are acutely aware of the public’s 
concern for the safety of the products they purchase both in their homes during use and in the 
environment following disposal.  There are numerous chemical management initiatives around 
the world taking place at the local, regional, federal and international levels in which we 
participate.   
 
SDA has been participating directly in the California Green Chemistry Initiative and through the 
industry coalition know as the Green Chemistry Alliance over the past two and a half years.  
SDA appreciates the tremendous effort by your staff to develop a complete set of regulations and 
to present them at these two recent meetings.  However, we are greatly disappointed that SDA’s 
interactions with DTSC, the input of our individual members to DTSC and the suggestions of the 
Green Chemistry Alliance have been largely ignored.  Likewise, SDA was surprised by your 
opening remarks at the GRSP meeting where you stated that DTSC had not received much in the 
way of proposed regulatory language from stakeholders.  The Green Chemistry Alliance 
presented a complete set of regulations to the Department in June that would fulfill the 
requirements, as well as meet the intent and spirit of AB 1879; I am enclosing a copy of that 
submission for your further consideration.  In addition, we offer the following comments on the 
straw proposal. 
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Identification and Prioritization of Chemicals of Concern in Consumer Products (Article X) 
Identification of Chemicals of Concern in Consumer Products 
The DTSC straw proposal does not “establish a process to identify… chemicals of concern” 
(COCs) in consumer products contrary to Section 25252(a) of the subject statute (AB 1879).  
The designated product category applicability in Section 6xxxx.1 is arbitrary, and in some cases 
vague and in conflict with the specific exemptions cited in the statute.  Product Categories (1) 
through (7) are expansive and not tightly focused.  For instance, Category (1), “products 
designed for use by infants or children” is overly broad and does not identify or prioritize 
product classes that would be of highest concern.  Such vagueness here and elsewhere in the 
proposal unnecessarily burdens companies who do not have the expertise to make such 
determinations.  The scope of products captured by Category (2), “products designed for use in 
K-12 schools,” is potentially endless, extends well beyond US EPA’s definition of age 14 for 
“children”, and fails to focus on what DTSC believes to be the most important sources of 
exposure in schools.  Category (3) would include a number of over-the-counter drugs which are 
regulated by the US FDA for safety and efficacy.  Category (8) targets food contact products, 
which would be duplicative and in direct conflict with existing FDA regulation.  Category (9) 
targets products designed, or reasonably anticipated, to release any chemicals during intended 
use and disposal.  Considering current analytical capabilities to detect trace chemicals in 
migration studies, the term “reasonably anticipated” has the potential to greatly expand covered 
products to virtually everything.  Category (10) covers “Any products that contain” chemicals of 
concern, essentially sweeping in 100% of commerce in California.  Category (11) covers every 
chemical triggered as a COC, essentially setting up direct chemical bans for over 10,000 
chemicals in California.  These bans would also affect reactive bulk chemicals that are 
transformed in California into innocuous products within manufacturing facilities.  This would 
not only ban raw chemical use in covered products and categories, but also ban use in the 
manufacture of exempted product categories in California—pharmaceuticals, medical devices, 
food, dental restoratives, etc.  All affected manufacturers would have to move their operations to 
another state or offshore. 
 
The designated list of COCs in Section 6xxxx.2(a) of the proposal, the “List of Lists” in Section 
6xxxx.2(b) and the Hazard Traits in Section 6xxxx.7(b) are arbitrary.  The Department should 
identify criteria for establishing hazard traits that would serve as the initial tool for identifying 
candidate chemicals of concern.  The severest human health hazard traits such as cancer, or other 
developmental or reproductive harm (CMR), and persistence, bioaccumulation and toxicity 
(PBT) as inclusive characteristics for environmental concern would be consensus selections. 
 
The process for identification of candidate chemicals of concern should be a dynamic, on-going 
process with the most severe hazards being considered first and additional hazards considered 
based on resources available to DTSC and related agencies over time. 
 
Prioritization of Chemicals of Concern in Consumer Products 
The proposal does not “establish a process to… prioritize… chemicals of concern” (COCs) in 
consumer products contrary to Section 25252(a) of AB 1879 (not withstanding Section 6xxxx.8 
which does not really constitute prioritization).  The proposal does not consider “the volume of 
the chemical in commerce in the state” or “the potential for exposure to the chemical in a 



SDA comments on DTSC Straw Proposal for Regulation on AB 1879 Page 3 

3 of 7 

consumer product” when identifying and prioritizing chemicals of concern, contrary to Sections 
25252(a)(1) and (2) of the Statute, respectively. 
 
Proposed Activities beyond the Scope of the Statute 
AB 1879 does not authorize DTSC to require the generation of data to assess hazard traits of all 
chemicals in commerce and consumer products as part of the identification and prioritization 
process (Section 25252) contrary to the provisions proposed in 6xxxx.6 Data Requirements.  In 
Section 25253, the Department is authorized to require additional data following completion of 
the alternatives analysis as a regulatory response. 
 
AB 1879 does not provide the authority for DTSC to require manufacturers to populate the 
Toxics Information Clearinghouse (Section 6xxxx.7(a)(4)).  Moreover, the proposal misses the 
intent of the statute authorizing the Clearinghouse (SB 509) which is to develop a web-based 
portal that can be used to collect hazard data on chemicals that exists in the public domain (i.e., a 
Google-like tool).   
 
AB 1879 does not provide the authority for DTSC to require supply chain information 
dissemination of information (Section 6xxxx.9); and those proposed requirements are in conflict 
with the trade secret provisions of the statute (Section 25257). 
 
Alternatives Analysis (Article XX) 
DTSC has proposed that the manufacturer (each manufacturer) of a subject product would 
conduct an alternatives assessment on the product.  However, the statute (AB 1879) does not 
give DTSC the authority to require manufacturers to conduct the alternatives assessment.  In fact, 
it would be counterproductive for many manufacturers to be conducting separate analysis.  In 
addition, manufacturers of current products may not be well suited to conduct an alternatives 
assessment on their own.  They may not use an alternative technology and the information on 
performance and safety would likely be in the hands of suppliers who they may not work with 
and who might also be a competitor. Since the alternatives assessments will be use-specific for a 
particular chemical, it would be more efficient and effective if a single assessment was 
conducted with broad stakeholder participation including participants from manufacturers of 
conventional products as well as alternatives. 
 
The proposed process envisions a clear “safer” alternative being identified as a result of the 
analysis.  This may occur in some instances, but it is more likely that there will be substantial 
variability and uncertainty in the various parameters evaluated such that the results are 
inconclusive.  In those instances where a safer alternative is identified, there may be numerous 
legitimate business reasons why a company does not select the “safer” alternative due to 
circumstances beyond its control; e.g., there is not sufficient supply in the market place to 
reliably replace the subject chemical, consumers may not accept the performance of the 
alternative product, a reformulated/re-engineered product cannot be produced profitably, etc.  It 
would be more efficient for the state to examine those cases where “safer” alternatives are not 
selected and assist in bringing them to market if the social and environmental benefits justify it.  
Consequently, the alternatives assessment process should not be arbitrarily repeated every two 
years if the “safer” alternative is not selected.  In addition, the statute does not authorize the 
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requirement of a justification of the continued use of the consumer product containing the 
Chemical of Concern. 
 
The Department has proposed a one year timeline for completing the Alternatives Assessment.  
The Department should have evidence that such an analysis can be successfully completed 
within a year before moving forward on this proposal.  The proposal fails to acknowledge the 
time it takes for chemical suppliers and product manufacturers to educate one another about the 
needs, benefits, and applications with regard to a new technology.  Furthermore, product 
development and consumer testing, supply chain development and roll-out of a new product can 
be very time consuming for a number of industries, some of whom work on cycles of multiple 
years.  So consideration and implementation of what may be considered a feasible alternative 
could take several years on its own.  Such realities of market substitutions must be considered.  
 
Response Actions (Article XXX) 
Contrary to the proposal, the statute does not authorize manufacturers to take response actions 
following the completion of an alternatives analysis.  In fact, the statute is clear and 
unambiguous that the regulatory responses shall be taken by the department (Section 25233(b)). 
As such, manufacturers should not be required to prepare a Response Action Implementation 
Plan.  
 
Under Section (a)(4)(B), the proposal states that “if the Department determines… the continued 
availability in California of the consumer product… would pose a significant risk to human 
health or the environment, the Department may impose response actions….”  The statute does 
not authorize the Department to conduct safety assessments of the products or the alternatives, 
nor does DTSC describe how they would conduct such assessments.    
 
Under Section (c)(3), the Department has proposed that a consumer product containing one or 
more of the proposed thousands of Chemicals of Concern would be prohibited from being made 
available for use in California within 20 years, regardless of the safety of that product, the use of 
the product, the content of the chemical and the exposure to the chemical. This is completely 
unacceptable and counterproductive since there will be little incentive to participate in the 
Alternatives Assessment process if your product is subject to elimination at the outset. 
 
The statute authorizes regulatory responses and specifies nine responses including a “no action” 
option and “any other option the department determines accomplishes the requirement of this 
article;” the article in question is Section 25253 of the Health and Safety Code.  That distinction 
is important because the context is the alternatives assessment process found in the same article, 
and the ultimate goal of the process also is specified.  That is, “to determine how best to limit 
exposure or to reduce the level of hazard posed by a chemical of concern.”  Therefore, all 
response actions should be taken in the context of reducing exposure or reducing hazard, and 
those actions should result in material benefit (i.e. material reduction in exposure or material 
reduction in hazard).  Based on the requirements of the statute, if a chemical is identified and 
prioritized as a chemical of concern based on a hazard trait that has an exposure threshold, and 
the use of that chemical in a consumer product leads to exposures less than that threshold level 
(e.g. acceptable daily intake (ADI)), then no action should be necessary. 
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Required Agency Resources 
It is imperative that the Department clearly delineate those responsibilities and burdens that will 
be borne by it.  Likewise, it must understand its current capabilities in those areas and the 
capabilities that need to be established in order to successfully implement the regulation.   The 
Department could not hope to meet the requirements of the straw proposal which would only 
lead to a widespread lack of compliance. 
 
Possible Solutions 
Identification and Prioritization of Chemicals of Concern 
SDA and its industry partners in the Green Chemistry Alliance proposed a simple process for 
identifying candidate chemicals of concern at the outset (see enclosure).  DTSC should identify 
those chemicals of the highest hazard, particularly those known to cause cancer, or reproductive 
or developmental harm (CMR) and those chemicals which are persistent, bioaccumulative and 
toxic (PBTs).  Using data from authoritative bodies around the world, you will find over 2,000 
chemicals identified.  Next DTSC should consider the volume of those chemicals in commerce 
in the state by comparing the 2,000 CMR-PBT chemicals against the U.S. EPA’s 2006 Inventory 
Update Rule (IUR) which reports use volume data on high and medium production volume 
chemicals in the U.S.; there is no reason to believe use patterns in California are largely different 
from use patterns across the U.S.  You will find approximately 650 CMR-PBT chemicals on the 
2006 IUR.  In order to consider the “potential effects on sensitive subpopulations” as specified in 
AB 1879, DTSC should look closely at those chemicals identified specifically in the 2006 IUR 
as being used in children’s products, and also any chemicals on the CDC’s biomonitoring 
program as CDC has made such considerations in selecting chemicals for analysis.  In addition, 
DTSC should utilize adverse event report information collected by the US EPA under TSCA and 
FIFRA, and by the US FDA under FFDCA to assist them in prioritizing Chemicals of Concern.  
 
SDA acknowledges that particular human health or environmental issues that might warrant 
early attention but might not be captured by a broad screen.  DSTC should establish a process by 
which citizens can petition for consideration of particular chemicals and their uses.  However, 
more to the point, DTSC should have a process whereby they can seek out the expertise within 
their agency or sister agencies to address pointed particular questions. 
 
Once DTSC has narrowed the universe of candidate chemicals of concern in consumer products, 
it should work with stakeholder groups including the chemical suppliers and the consumer 
product manufacturers to better understand the uses of the candidate chemicals in consumer 
products and to select the high priority Chemicals of Concern that would be the subject of an 
Alternatives Assessment. 
 
Alternatives Assessment 
The Alternatives Assessment portion of the regulations should be sufficiently broad and flexible, 
and the details of the process should be outlined in guidance issued by the Department in 2011 or 
beyond as it gains more expertise with the activity.  The Department should pilot test the 
framework to determine the feasibility of the approach and the resources needed to successfully 
complete an assessment.  It would be useful if such a pilot test was conducted on materials and 
uses that have already been studied such as those evaluated by the Massachusetts Toxics Use 
Reduction Institute’s Five Chemicals Alternatives Assessment Study or under EPA’s Design for 
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the Environment Program.  The notion of pilot testing was broadly echoed during the Green 
Ribbon Science Panel meeting. 
 
In order for the Department to consider the full range of regulatory responses within the goal of 
the statute to best “limit exposure or to reduce the level of hazard posed by a chemical of 
concern” it must have a complete hazard assessment and exposure assessment for each 
prioritized chemical of concern in a consumer product.  This information should be developed as 
part of the Alternatives Assessment.  Complete assessments will bring to light the opportunities 
to reduce hazard or exposure.  It is important to note that the statute specifies that “the 
department shall reference and use, to the maximum extent feasible, available information from 
other nations, governments, and authoritative bodies that have undertaken similar chemical 
prioritization processes” and that the REACH regulation in Europe will result in chemical safety 
assessments for the highest volume, and other highly environmentally hazardous chemicals next 
year.  This will greatly facilitate the development of hazard and exposure assessments for 
chemicals that would be considered under the AB 1879 process.  
 
Regulatory Responses and Compliance 
There are a number of hypothetical compliance issues that could arise, but the primary response 
that might need to be enforced would occur when the Department places a restriction on the 
permitted concentration of a chemical of concern in a consumer product, or prohibits it entirely.  
It is likely that such a provision would be the exception rather than the rule.  Also, it is likely that 
there would be strong industry incentive to assist in enforcing those kinds of regulatory 
responses especially when those not respecting the restriction could have a competitive business 
advantage over those in compliance.   
 
For many products, especially formulated products, it will be relatively easy to enforce any 
restriction in presence or concentration since more and more formulated product manufacturers 
are informing consumers of their ingredients.  Those who choose to identify ingredients are 
subject to the Fair Labeling and Packaging Act so their labeling must be truthful. 
 
Summary 
The regulations developed by DTSC for the implementation of AB 1879 should carry out the 
three basic charges of the statute: developing a process for identification and prioritization of 
chemical of concern in consumer products, developing a process for evaluating chemicals of 
concern in consumer products and their alternatives (in order to determine how best to limit 
exposure or reduce the level of hazard posed), and specification of the range of regulatory 
responses the department may take following the completion of the alternatives analysis.  
 
In meeting the challenges of those charges, DTSC must also satisfy the provision of the statute 
for “reference and use, to the maximum extent feasible, [of] available information from other 
nations, governments, and authoritative bodies that have undertaken similar chemical 
prioritization processes.”  There are extensive bodies of public information currently available 
through the US EPA, Environment Canada and Health Canada, the OECD and the European 
Union, and California may also be able to access information which is not otherwise publicly 
available.  In addition, vast amounts of data on chemicals will be available beginning next year 
through the EU’s REACH program. 
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June 24, 2009 
 
 
Maziar Movassaghi,   
Acting Director 
Department of Toxic Substances Control 
California Environmental Protection Agency 
1101 I Street, 25th Floor 
Sacramento, CA 95814 
 
Re:  Comprehensive Proposal for the Implementation of AB 1879 (2008) 
 
Dear Director Movassaghi: 
 
On behalf of the numerous trade associations and individual companies which 
comprise the Green Chemistry Alliance (GCA), we are pleased to submit the 
following proposal regarding the implementation of AB 1879 (Feuer) which 
together with its companion bill SB 509 (Simitian) was signed into law by 
Governor Schwarzenegger in September of 2008. GCA believes this 
comprehensive proposal, if adopted, will enable the Department of Toxic 
Substances Control (DTSC) to fully and successfully implement the subject 
legislation which will in turn enhance public health and environmental protection 
while respecting confidential business information and promoting principles of 
sustainable development. 
 
The GCA has its roots in a group of business trade associations and companies 
that lobbied effectively during the closing weeks, days and hours of the 2008 
California legislative session in support of bi-partisan measures to create a new 
science based framework for chemicals management. The driving force behind 
the legislation was a broad based desire for state regulators, rather than the 
legislators, to exercise their expert scientific and engineering judgment and 
experience when determining appropriate regulatory actions affecting chemicals 
of concern in consumer products.  In the wake of this groundbreaking legislation, 
the GCA was formalized for the purpose of constructively informing the 
implementation effort such that the promulgated regulations remain true to the 
objective and scientific ideals of the authorizing legislation. 
 
The following conceptual regulatory proposal by the Green Chemistry Alliance 
represents hundreds of hours of focused effort over a period of months by a broad 
array of individuals from coast to coast with science, engineering, toxicology, 
R&D, manufacturing and legal backgrounds and possessing significant expertise 
in state, national, and international chemical management policy.  The proposal is 
a forward looking approach to identify, prioritize, evaluate and regulate the highest 
priority chemicals of concern in consumer products; and to promote truly safer 
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alternatives on the basis of comparative multi-media life-cycle evaluation.  The proposal consists of 
a comprehensive set of regulatory concepts which GCA believes fully satisfy the substance and 
intent of legislation; and will allow timely implementation in an orderly and economically 
responsible manner. 
 
The Green Chemistry Alliance believes the concept regulatory proposal detailed on the following 
pages is consistent with the guiding principles of the Alliance (attachment 1), and will fully and 
successfully implement the goals of AB 1879 and Governor Schwarzenegger’s California Green 
Chemistry Initiative.   This proposal if adopted will enhance public safety and environmental 
protection, and effectively promote the development of green products. 
 
The task of chemicals management is a long-term endeavor driven by ever changing 
developments in science.  Regardless of the resources directed toward development of data, there 
will always be more questions to ask and more data to gather – it is after all the nature the 
scientific process.  The issue is not whether there is a data gap; but rather, how can the state 
manage its finite resources to best identify and prioritize the uses of the chemicals of greatest 
concern in consumer products? In the current and foreseeable economic climate, Californian must 
adopt regulations that focus on exposures to substances in consumer products sold or used in the 
state.   The regulatory concept proposed by GCA “casts a wide net” which will result in an initial set 
of more than 2,000 chemicals for consideration and further evaluation.  
 
These proposed regulations will drive California’s economy toward the development of safer 
alternatives for consumer products while simultaneously providing a balanced and sustainable 
approach.  We thank you for your consideration and we urge the department to adopt this 
framework.  
 
Sincerely, 
 
Green Chemistry Alliance Steering Committee  
(Alphabetical order) 
 

 Curt Augustine 
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Dawn Koepke, Co-Chair 
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PPRRIINNCCIIPPLLEESS  

 

 
The members of the Green Chemistry Alliance (GCA) hold that regulations 
promulgated by the Department of Toxic Substances Control for the purpose of 
implementing the Green Chemistry legislation of 2008 (AB-1879 and SB 509) 
conform to the following: 

 
 
o Promote safe and sustainable products through the application of 

sound scientific methods of review; 
 

o Avoid duplicative and conflicting regulatory and reporting 
requirements; 

 
o Ensure protection of Confidential Business Information (CBI); 

 
o Use a systematic approach in which chemicals, their uses, and 

potential alternatives are first prioritized based on hazard and 
exposure; 
 

o Ensure balanced consideration of the unique applications, intended 
function, performance, and useful life of the product in question as 
well as other lifecycle factors required by statute; 
 

o Impose only cost-effective, sustainable, technologically and 
commercially feasible requirements;  
 

o The implementation of such regulation should minimize compliance 
costs and administrative burdens, and protect California jobs and 
consumers; and  

 
o Support a transparent process in accordance with the California 

Administrative Procedures Act  
 
 

* * * * *  



Green Chemistry Alliance 
Comprehensive Proposal for the Implementation of AB 1879  

 

Attachment 2 
 

The Green Chemistry Alliance regulatory proposal consists of the following sections: 
 

 Definitions:     Careful consideration was given in crafting definitions to ensure that data 
used in identifying chemicals of concern and safer alternatives is based on sound 
science from reliable studies and authoritative bodies.  The definitions provided in the 
GCA regulatory proposal refer to terms within AB 1879 (Feuer, 2008).  GCA does not 
propose to alter the definition of consumer product as defined in SB 509.  Nevertheless, 
a definition of consumer product which includes with few exception every chemical item 
which is brought, sold, or leased within California (from the largest building structure to 
the smallest consumer retail item) begs for focus and direction.  Through definitions of 
consumer, person, and product GCA’s proposal seeks to provide the necessary focus 
which will subsequently lead to the identification and prioritization of the highest risk 
uses of chemicals of concern in consumer products.   

 Identification of Chemicals for Consideration:     The initial screening of a chemical 
will determine if it exhibits one or more of the following characteristics.  Is the material: 
carcinogenic, mutagenic, developmentally and reproductively harmful, and/or persistent, 
bioaccumlative and toxic (CMR/PB&T)?  If so, the chemical would be identified as a 
chemical for consideration and subject to further review.  The proposal also stipulates 
that the department (DTSC) can identify the chemical as a chemical for consideration if 
one or more authoritative bodies, as defined, find the chemical meets the CMR/PB&T 
criteria.  Opportunity is also provided for reconsideration based on new data. 

 Identification and Prioritization of Chemicals of Concern:     Once identified as a 
chemical for consideration the chemical undergoes additional evaluation based on the 
severity of the risks associated with the chemical prior to identifying the chemical as a 
chemical of concern.   During this evaluation consideration will be given to the 
chemical’s hazard exposure, volume in commerce in California, potential effects on 
sensitive subpopulations, and the potential for adverse impacts on the environment.  
The department will prioritize chemicals into high, medium, or low categories from which 
the high category shall be identified as chemicals of concern.  Chemicals of concern 
designations may be revised periodically by the department as new data from 
authoritative bodies are published.  A notice and comment opportunity is provided prior 
to a material being formally identified as a chemical of concern.  

 Evaluation of Consumer Products Containing Chemicals of Concern:     Upon 
identifying chemicals as chemicals of concern, the department (DTSC) will evaluate 
consumer products containing these chemicals, taking into consideration data from 
various authoritative bodies and industry trade associations or industry consortia.  The 
consumer products containing chemicals of concern will be evaluated based upon the 
volume of the product for sale in California; the concentration of the chemical of concern 
in the consumer product; the use of the consumer product by sensitive subpopulations; 
potential for exposure; design features and handling recommendations for the consumer 
product; and environmental impacts from releases and exposures of the chemical of 
concern in the consumer products.  Official notice and comment opportunity is provided 
prior to assigning high, medium, and low priorities for the uses of chemicals of concern 



 

in consumer products.  The department will subsequently publish a list of high priority 
uses of chemicals of concern in consumer products to which the department may 
thereafter apply the alternatives analysis.   

 Alternatives Assessment:     This framework provides for public engagement relative 
to identifying alternatives to a particular use of a chemical of concern in a consumer 
product.  Under the GCA proposal, it is incumbent upon the stakeholders suggesting 
alternatives to conduct the alternatives assessment on the basis of guidance materials 
developed by the department.  The proposal provides the option for manufacturers to 
conduct an assessment of the chemical in question compared to the proposed 
alternative, with the information being provided to the department under the confidential 
business information protections afforded by the legislation.  Under the assessment 
framework, the proposed alternative(s) will be evaluated based on performance, 
environmental impacts; health and safety impacts, and economic impacts and feasibility.  
The department is then required to assess the evaluation and may request third party 
independent review.  In a manner to be prescribed, the associated costs of the third 
party review would be recoverable by the department.  Notice and comment opportunity 
is provided relative to decisions stemming from the alternatives evaluation(s).  Also 
included are incentive and partnership opportunities relative to alternatives or the lack 
thereof. 

 Multi-Media Analysis:     Pursuant to the GCA proposal, a decision by the department 
to restrict or prohibit the use of a chemical of concern in a consumer product, must be 
supported by a multimedia life cycle evaluation based on scientific data that addresses 
air, water, end-of-life, worker safety, and other environmental impacts.  Notice and 
comment opportunity is provided relative to decisions stemming from the multimedia 
evaluation.  Upon the completion of the department’s evaluation and the public 
comment opportunity, the evaluation would be submitted to the Environmental Policy 
Council for review prior to taking official action on the chemical of concern in a consumer 
product. 

 Regulatory Enforcement Provisions:     AB 1879 (Feuer, 2008) identifies a range of 
possible enforcement actions.  The GCA proposal provides opportunity to employ 
control measures to significantly mitigate the adverse impacts from the use of a 
chemical of concern in a consumer product.  The proposal also provides a transition 
period; and prohibition against a universal ban of all uses of a chemical of concern.  In 
the case of significant regulatory action as specified, the GCA proposal calls for the 
department to adopt a regulation and to provide the basis for the specified regulatory 
actions.  The proposal also provides an opportunity for an external scientific peer review 
prior to final adoption a proposed regulation of the use of a chemical of concern in a 
consumer product.  The entire cost of the peer review would be borne by the requesting 
party. 

 

# # # # #  



GCA DRAFT REGULATION IMPLEMENTING AB 1879 (FEUER)

Section 1. Definitions.

For purposes of this article, the following definitions shall apply:

(a) "Authoritative body”[1] means a government agency or formalized scientific
organization that satisfies all of the following requirements:

1. It characterizes chemicals pursuant to an open, deliberative and transparent
scientific process in which stakeholders are able to participate formally,
communicating directly with the authoritative body through written and oral
comments.

2. It is widely perceived to be objective, scientifically based, and does not engage
in advocacy.

3. It bases its characterization of chemicals on a weight-of-evidence approach.
To the extent available, it considers multiple reliable studies, conducted by
different laboratories, at different times, and involving not only different strains
but different species and gives full consideration to mode of action, confounding
factors, maternal toxicity, historical controls and any other scientific information
that may be relevant to understanding the potential effects of chemicals on health
and the environment.

4. It publishes its characterizations of chemicals through governmental
regulations, periodic reports, monographs or similar publications.

(b) “Chemical of concern” means a chemical designated as such according to section
3(d).

(c) “Chemical for consideration” means a chemical designated as such pursuant to
section 2.

(d) "Chemicals that cause cancer in humans" means chemicals that have been
classified in (i) the International Agency for Research on Cancer ("IARC") category 1, 2a
or (ii) an equivalent category in a similar classification system promulgated by another
authoritative body such as US EPA, California Proposition 65, the National Toxicology
Program Report on Carcinogens, or the European Union.

(e) "Chemicals that cause mutagenic effects in humans" means chemicals classified in
(i) the European Union Category 1A or 1B under Annex VI, part 3 of Regulation (EC)



1272/2008 or (ii) an equivalent category in a similar classification system promulgate by
another authoritative body.

(f) "Chemicals that are persistent in the environment, bioaccumulate and are toxic"[2]
means chemicals that meet all of the following standards.

1. Persistent in the environment means the chemical has a half-life, as measured
by reliable studies, equal to or greater than 180 days in water, or 180 days in soil,
or 180 days in sediment, or 2 days in air.

2. Bioaccumulate means the chemical has a bioaccumulation factor (BAF) or
bioconcentration factor (BAF), as measured by reliable studies, greater than
5000.

3. Toxic means a chemical has, as measured by repeat dose studies for
mammalian toxicity or by acute or chronic studies for aquatic organisms, a
subchronic oral value less than or equal to 10 mg/kg-bw/day for mammals; or,
LC50 or EC50 less than or equal to 1.0 mg/L (for acute toxicity) or a No
Observed Effect Concentration (NOEC) less than or equal to 0.1 mg/L (for
chronic toxicity) for aquatic species.

(g) "Chemicals that cause reproductive harm" means chemicals that have been
classified as reproductive or developmental toxicants by an authoritative body such as
US EPA, California Proposition 65, the National Toxicology Program Center for
Evaluation of Risks to Human Reproduction, or the European Union.

(h) "Clearinghouse" means the Toxics Information Clearinghouse established pursuant
to Section 25256.

(i) "Consumer" means a person who used, bought, or leased for use a consumer
product. The consumer of a consumer product is not the manufacturer, distributor,
reseller, or retailer of a consumer product.

(j) "Consumer product"[3] means a product or part of the product that is used, brought,
or leased for use by a person for any purpose. "Consumer product" does not include
any of the following:

1. A dangerous drug or dangerous device as defined in Section 4022 of the
Business of Professions Code.

2. Dental restorative materials as defined in subdivision (b) of Section 1648.20
of the Business and Professions Code.



3. A device as defined in Section 4023 of the Business of Professions Code.

4. A food as defined in subdivision (a) of the Health and Safety Code Section
109935.

5. The packaging associated with any of the items specified in subparagraph
(1), (2), or (3).

6. A pesticide as defined in Section 12753 of the Food and Agricultural Code
or the Federal Insecticide, Fungicide and Rodenticide Act (7 U.S.C. Sec. 136 and
following).

7. Mercury-containing lights defined as mercury-containing lamps, bulbs,
tubes, or other electric devices that provide functional illumination.

(k) "Council" means the California Environmental Policy Council established pursuant to
subdivision (b) of Section 71017 of the Public Resources Code.

(l) "De minimis"[4] means the concentration of the chemical is less than 0.1% by weight
in the consumer product.

(m) "Department" means the Department of Toxic Substances Control.

(n) "Independent third party" means any party designated by the department pursuant to
section 5 (e) for purposes of evaluating potential alternatives to a use of a chemical of
concern in a consumer product characterized as a high priority. It is widely perceived to
be objective, scientifically based, and does not engage in advocacy.

(o) "Multimedia life cycle evaluation"[5] means the identification and evaluation of any
significant adverse impacts on public health or the environment, including air, water, or
soil, that may result from the production, use, or disposal of a consumer product or
consumer product ingredient.

(p) "Office" means Office of Environmental Health Hazard Assessment.

(q) "Panel" means the Green Ribbon Science Panel established pursuant to Section
25254.

(r) "Person"[6] means any person, firm, association, organization, partnership, business
trust, corporation, limited liability company, or company and also includes any city,
county, district, commission, the state or any department, agency, or political



subdivision thereof, any interstate body, and the federal government or any department
or agency thereof to the extent permitted by law.

(s) “Product” does not include raw materials, feedstock, intermediates, byproducts,
permitted releases, or processing aids. A product acquired for resale is not a consumer
product.

(t) "Reliable studies”[7] are studies or data generated according to valid accepted
testing guidelines in which the test parameters documented are based on a specific
testing guidelines or in which all parameters described are comparable to a guideline
method. Where such studies or data are not available, the results from accepted
models and quantitative structure activity relationship ("QSAR") approaches validated in
keeping with OECD principles of validation for regulatory purposes, may be
considered. Those studies or data which cannot be subsumed under a testing guideline,
but which are nevertheless well documented and scientifically acceptable may also be
considered reliable studies. The methodology used by the Organization for Economic
Cooperation and Development (OECD) in their Manual for Investigation of HPV
Chemicals (OECD Secretariat, July 2007) will be acceptable for the determination of
reliable studies as well as methods used in the U.S. EPA's High Production Volume
Challenge Program.

(u) "Sensitive subpopulations" means subgroups of the general population, including,
but not limited to, infants, children, pregnant women, the elderly, and individuals with a
history of serious illness that comprise a meaningful portion of the general population
and are identifiable as being more susceptible to adverse health effects than the
general population.

(v) “Weight-of-evidence approach” means a transparent, criteria-based, methodological
evaluation to review and interpret all available and relevant scientific research for a
given issue.

Section 2. Chemicals for Consideration.

(a) The department shall compile a list of chemicals for consideration as chemicals of
concern for which reliable studies conducted in accordance with good laboratory
practices or data from accepted and validated models demonstrate that a chemical
meets at least one of the following five criteria:

1. The chemical causes cancer in humans.

2. The chemical causes mutagenic effects in humans.



3. The chemical causes developmental harm in humans.

4. The chemical causes reproductive harm in humans.

5. The chemical is persistent in the environment, bioaccumulates and is toxic.

(b) In preparing the list required by subdivision (a), the department may include
chemicals identified as meeting these criteria by one or more authoritative bodies. The
department may periodically review chemicals identified by authoritative bodies and
determine whether these chemicals should be evaluated as possible chemicals for
consideration.

Section 3. Chemicals of concern.

(a) The department shall evaluate the chemicals on the list of chemicals for
consideration for possible listing as a chemical of concern. The department may
request information from the chemical manufacturer in making its determination which
the department shall protect as confidential business information to the extent
requested by the manufacturer. The department shall make its determination of
chemicals of concern by taking into account the following factors:

1. The severity of the hazard property of the chemical in meeting the criteria
under subsection (a), such as a Category 1 is more severe than a Category 2
mutagen and higher Persistence and Bioaccumulation values are more severe
than lower values, and like considerations designed to indicate levels of severity;

2. The number of criteria under subdivision (a) of Section 2 that the chemical
meets;

3. The production volume of the chemical in California produced annually, or if
statistics are unavailable for California, the national volume of the chemical
produced annually;

4. Whether the chemical is intentionally added and has a functional purpose in a
consumer product versus an impurity or contaminant present in the consumer
product at a de minimis level. Chemicals that are not intentionally added and
have no functional purpose shall be excluded from the department's
determination;

5. Whether the chemical satisfies one or more of the following factors:

A. The intended use of the consumer product containing the chemical results in
repeated and substantial exposure to the chemical to sensitive subpopulations



in California through a plausible pathway, such as ingestion,dermal, or inhalation
exposures;

B. The chemical used in the consumer product has been shown to be present in
humans through biomonitoring performed by the federal Centers for Disease
Control; the California Environmental Contaminant Biomonitoring Program, or
other biomonitoring, or environmental monitoring program, performed by an
authoritative body, provided the levels of the chemical detected in any one of the
programs set forth above are determined by reliable studies to pose or
potentially pose a significant risk to public health.

C. The use of the chemical of concern in consumer products that results in a
release of a chemical of concern in an amount that results in significant adverse
impacts to the environment in California.

(b) The department shall prioritize chemicals for consideration with the factors set out in
subdivision (a) above based on a qualitative weight of evidence approach into "high",
"medium" and "low" priority. Greater weight shall be given to human toxicity
characteristics as compared to persistence and bioaccumulation; chemicals that elicit
toxic effects at lower doses or have greater carcinogenic potency; chemicals found in
consumer products sold at retail; and, chemicals that are intentionally added ingredients
in consumer products that have the greatest potential for exposure to sensitive
subpopulations.

(c) The department shall provide at least 45 days notice by publishing in the California
Regulatory Notice Register the chemicals for consideration it proposes as high, medium
and low priority and shall provide in a detailed statement the specific factors set out in
subdivision (a) that the department relied on in making its priority decisions. The
department shall also make the list and proposed priorities available on its website.
Interested parties may submit written comments during the notice period. The
comments may address the factors cited by the department as the basis for assigning a
high, medium or low priority to a specific chemical. The department shall give good faith
consideration and respond to all comments within a reasonable time.

(d) The department shall reconsider its decision to assign a priority to a specific
chemical on the basis of an application supported by reliable studies and submitted by
an interested party. The department shall provide at least 45 days notice of the
application for reconsideration by publishing it in the California regulatory Notice
Register. The department shall also make the application and the scientific support for
the application available on its website. During the notice period, interested parties may
submit comments in support of or in opposition to the application, relying on reliable
studies. The department shall give good faith consideration to the written comments
submitted, may obtain additional information or analysis to more fully inform its decision



to assign a priority to a specific chemical and shall respond to all comments within a
reasonable time.

(e) A chemical on the list for consideration assigned a "high" priority shall be considered
a "chemical of concern."

(f) DTSC shall make information obtained pursuant to the above available to the
Division of Occupational Safety and Health for purposes of providing for its
consideration in matters relating to workplace exposure to the chemicals of concern.

(g) If insufficient data exists for a specific chemical to characterize it's hazard
adequately, the Department may require the chemical manufacturer to provide
additional information about the chemical pursuant to Health and Safety Code section
57019, provided the Department’s data needs analysis follows tiered testing procedures
as used in US EPA regulatory programs and considers animal welfare interests in
finding other options to testing on animals wherever possible.

Citations:
US EPA Pesticide Regulatory Requirements, 2007
US EPA Antimicrobial Data Requirements, 40CFR Part 158

Section 4. Evaluation of Consumer Products Containing Chemicals of Concern.

(a) The department may evaluate consumer products intentionally using chemicals of
concern for purposes of taking the actions set forth in Sections 5 and 7.

1. In identifying consumer products using chemicals of concern, the department
may consider all of the following:

A. The U.S. Environmental Protection Agency's ("EPA’s") Inventory
Update Report ("IUR") database to determine an initial list of
product categories with reported uses of a chemical of concern
and also information on whether there are reported uses of
the chemical of concern in products intended for sensitive
subpopulations.

B. The National Library of Medicine's Hazardous Substances Data
Bank, the Chemical and Economics Handbook, trade association
databases, chemical manufacturer and distributor sales literature,
and consumer product manufacturer ingredient information.

C. Information provided, pursuant to Health & Safety Code Section
57109, in which product manufacturers indicate whether a
chemical of concern is used in any of the manufacturer's



products. Information provided shall be treated as confidential
business information pursuant to Health and Safety Code section
25257 to the extent requested by the manufacturer.

D. Trade associations or consortia of manufacturers that provide
aggregated data which indicates whether a chemical of concern
is used in any of the associations' or consortias' member
manufacturer's products. Information provided shall be treated
as confidential business information pursuant to Health and
Safety Code section 25257 to the extent requested by the
producer of the information.

2. The department shall consider all of the following factors using a weight-of-
evidence approach to determine which uses of chemicals of concern in
consumer products are of low, medium, or high priority:

A. The estimated volume of sales of the consumer product in California or if
statistics are unavailable for California, the national volume of sales of
the consumer product produced annually;

B. The concentration of the chemical of concern in the consumer product is
de minimis and is not intentionally added to serve a functional purpose in
the consumer product

C. The probable route of human exposure to the chemical of concern in the
consumer product that may result from reasonable and intended uses of
the consumer product;

D. The use of the consumer product resulting in exposure to sensitive
subpopulations;

E. The consumer product design features that eliminate or significantly
minimize exposure to the chemical of concern in the consumer product;

F. Whether use of protective equipment or other mitigation measures are
recommended to the consumer when using the consumer product;

G. The probable releases and exposure to the environment of the chemical
of concern in the consumer product; and

H. Whether environmental releases of the chemical of concern have an
adverse impact on water quality or air quality.

3. The department may also request, pursuant to Health and Safety Code section
57019, that consumer product manufacturers provide information regarding the
characteristics listed under paragraph 2 of subdivision (a). Information provided



shall be treated as confidential business information at the request of the
provider pursuant to Health and Safety Code section 25257.

4. The department may also request trade associations or consortia of
manufacturers to provide data for the characteristics listed under paragraph 2 of
subdivision (a). Information provided shall be treated as confidential business
information at the request of the provider pursuant to Health and Safety Code
section 25257.

(b) The department shall provide at least 45 days notice by publishing in the California
Regulatory Notice Register the list of uses of the chemicals of concern in consumer
products it proposes to assign as high, medium and low priority, and shall set out in a
detailed statement the specific factors that the department relied on in making its priority
decision. The department shall make the list of uses and the factors considered
available on its website. Interested parties may submit written comments during the
notice period. The comments may address the factors cited by the department as the
basis for assigning a priority to a specific consumer product. The department shall give
good faith consideration and respond to all comments within a reasonable time.

(c) Following the notice period and after the department responds to comments, the
department shall publish its list of high priority uses of chemicals of concern in
consumer products to which the department may thereafter apply the alternatives
analysis set forth in section 5, and the regulatory enforcement options set forth in
section 7.

(d) The department shall reconsider its decision to include or omit a specific use of a
chemical of concern in a consumer product on the list of high priority uses of chemicals
of concern in a consumer product on the basis of an application submitted by an
interested party and supported by reliable studies. The department shall provide at
least 45 days notice of the application for reconsideration by publishing it in the
California Regulatory Notice Register. The department shall make the application and
scientific support for the application available on its website. During the notice period,
interested parties may submit comments in support of or in opposition to the application
for reconsideration, basing its comment on reliable studies. The department shall give
good faith consideration to the comments, may obtain additional information or analysis
to inform fully its decision on the application for reconsideration and shall respond to all
comments within a reasonable time.

(e) The department shall not designate a use of a chemical of concern as a high priority
if the use is already regulated by another agency to address the same characteristics
that would otherwise result in designation of that use as a high priority pursuant to this
section.

Section 5. Alternatives Assessment.



(a) To identify potential alternatives to the use of a chemical of concern in a consumer
product characterized as a high priority, the department shall publish a notice in the
California Regulatory Notice Register that it is soliciting alternatives to a particular use
of a chemical of concern in that consumer product. The notice shall provide that
alternatives may include drop-in chemical substitutes, material substitutes, changes to
manufacturing operations, changes to component/product design, or other technological
solutions. Interested parties shall submit proposed alternatives within the time period
set by the department in the notice.

(b) Persons proposing an alternative shall provide information on all of the criteria set
forth in (c) with respect to the alternative proposed in comparison to the use of the
chemical of concern in the consumer product under consideration. The department
may prepare a guidance document to assist in the evaluation of viable alternatives that
satisfy the requirements of this section. The information provided in this section shall be
treated as confidential business information pursuant to Health and Safety Code
Section 25257 to the extent requested by the producer of the information.

(c) An evaluation of alternatives to the use of a chemical of concern in a consumer
product shall be conducted taking into account the following factors:

1. Performance -- Does the proposed alternative meet the performance
requirements and benefits of the use of the chemical of concern in the consumer
product under review? These also include but are not limited to useful life,
durability, materials and resource consumption, production, in-use and
transportation energy inputs and energy efficiency.

2. Environmental Impact -- Does the alternative persist and bio-accumulate and is
toxic? Has the alternative been identified as meeting these criteria by one or
more authoritative bodies? What impact does the alternative have on the
environment from production or extraction through disposal in terms of water
use, water pollution, air emissions, energy use involved in production or
extraction, production, transportation, and use, greenhouse gas emissions from
production or extraction through end of life? Does it have significantly less
impact on the environment than the use of the chemical of concern in the current
product? What are the benefits to the environment of the chemical of concern in
the consumer product? An exposure assessment of the use of the chemical of
concern and proposed alternatives shall be prepared regarding impacts to the
environment under this paragraph.

3. Health and Safety Impact -- Does the alternative cause cancer, mutagenic
effects, developmental harm, or reproductive harm? Has the alternative been
identified as meeting these criteria by one or more authoritative bodies? Is it
significantly less toxic to human health and safety than the use of the chemical



of concern in the current product? Does the alternative have any adverse
impacts to sensitive subpopulations, including infants and children? What are
the benefits to the public health and safety of the chemical of concern in the
consumer product? An exposure assessment of the use of the chemical of
concern and proposed alternatives shall be prepared regarding impacts to public
health under this paragraph.

4. Economic Impact and Feasibility -- Is the alternative commercially available in
the volumes needed to address the use of a chemical of concern in the current
consumer product ? Is the cost of the alternative the same or less than the
chemical of concern used in the current consumer product? Is the cost the
same or less, taking into account the production or extraction of the raw
materials, processing, storage, handling, use, and disposal of the alternative?
What economic impacts are likely to occur to the state, the country and globally
from the use of the alternative in place of the consumer product or the chemical
of concern in the consumer product under review? Are there any pending or
existing restrictions on the use of the alternative that might affect the ability of an
industry to market its products internationally?

5. Other -- What other criteria does the alternative possess that may render it
superior or inferior to the use of the chemical of concern in the consumer
product under review?

(d) The manufacturer of the consumer product under review, associated trade
association or similar entity, may conduct an evaluation of the alternatives in
comparison to the use of the chemical of concern in a consumer product, pursuant to
subdivision (c). If the manufacturer, trade association or similar entity chooses to
conduct such an alternatives evaluation it shall submit the evaluation to the department
according to the schedule set forth by the department and the department shall consider
the evaluation as confidential business information pursuant to Health and Safety Code
Section 25257, to the extent requested by the producer of the information.

(e) The department shall assess whether the evaluation is adequate for the purposes of
this Act. If the department determines the evaluation is not adequate, the department
may request additional data.

(f) In the absence of an evaluation by the manufacturer, trade association, or similar
entity, the department shall conduct its own evaluation or commission an independent
third party evaluation. In a manner to be prescribed, the associated costs of the third
party review may be recoverable by the department from the manufacturers or
importers of the subject materials under review pursuant to subdivision (a). Other
parties independently submitting potential alternatives pursuant to subdivision (a) will be
solely responsible for the department's recoverable costs associated with the third party
review of their proposed alternatives.



(g) In designating an independent third party pursuant to subdivision (e), the department
shall consult with affected chemical and product manufacturers and other interested
parties to identify entities with the capabilities and expertise necessary to adequately
and objectively evaluate potential alternatives to the use of a chemical of concern in a
consumer product according to the criteria established in subdivision (c).

(h) The department shall provide at least 45 days notice by publishing the results of its
alternatives review in the California Regulatory Notice Register. The department shall
also make the results of its review available on its website. During the notice period,
interested parties may submit comments. The department shall give good faith
consideration and respond to all comments within a reasonable time.

(i) The department shall reconsider the results of its alternatives review on the basis of
an application submitted by an interested party. The department shall provide at least
45 days notice of the application for reconsideration by publishing it in the California
Regulatory Notice Register. The department shall make the application and the basis
for its review available on its website. During the notice period, interested parties may
submit comments in support of or in opposition to the application for reconsideration.
The department shall give good faith consideration to the comments, may obtain
additional information or analysis to inform fully its decision on the application for
reconsideration and shall respond to all comments within a reasonable time.

(j) After the completion of the alternatives analysis conducted pursuant to section 5, the
department may promote the use of alternatives to chemicals of concern in consumer
products characterized as a high priority in any of the following ways:

1. Disseminate information about the outcome of the alternatives analysis.

2. Provide incentives to a company selecting the alternative.

3. Encourage other state agencies to make purchases of the alternative.

(k) When the department determines that no feasible alternatives exist to a chemical of
concern in a specific consumer product category, the Department may take the
following actions:

1. Establish voluntary public-private partnership programs to research alternative
chemicals.

2. Provide incentives for the development of commercially viable alternatives for a
chemical of concern in a consumer product category.

3. Provide grants to researchers for development of alternatives.



(l) Absent extraordinary circumstances, such as a major scientific breakthrough,
alternatives analysis for a use of a chemical of concern in a consumer product may be
conducted no sooner than five years after the last alternatives evaluation for a uses of a
chemical of concern in a particular consumer product.

Section 6. Multimedia Life Cycle Evaluation

(a) Except as provided in subdivision (g), the department, in proposing a regulation
restricting or prohibiting the use of a chemical of concern in a consumer product
characterized as a high priority pursuant to Section 7, either based on known
alternatives identified and evaluated pursuant to section 5 or in the absence of known
alternatives, shall prepare a multimedia life cycle evaluation conducted by affected
agencies and coordinated by the department, and shall submit each proposed
regulation and multimedia life cycle evaluation to the council for review.

(b) The multimedia life cycle evaluation shall be based on the best available scientific
data, written comments submitted by interested persons, and information collected by
the department in preparation for adopting the regulation, and shall address, but is not
limited to, impacts associated with all of the following:

1. Emissions of air pollutants, including ozone forming compounds, particulate
matter, toxic air contaminants, and greenhouse gases.

2. Contamination of surface water, groundwater, and soil.

3. Disposal or use of the byproducts and waste materials.

4. Worker safety and impacts to public health.

5. Other anticipated impacts to the environment.

(c) Prior to providing formal notice of a proposed regulation in accordance with
subdivision (e) of section 7, the department shall publish in the California Regulatory
Notice Register notice that it is submitting to the council a regulation described in
subdivision (a) of this section and a multimedia life cycle evaluation for review. The
department shall also make the draft regulation and multimedia life cycle evaluation
available on its website. Interested parties may submit written comments to the
multimedia life cycle evaluation during its review by the council. The department shall
make the written comments available to the council and shall consider the comments in
revising the draft regulation. The department shall maintain for public inspection a
record of any relevant materials submitted from any state agency and any written public
comments received during the multimedia life cycle evaluation.



(d) The council shall complete its review of the multimedia life cycle evaluation within 90
calendar days following notice from the department that it intends to adopt regulations.
If the council determines that the proposed regulation will cause a significant adverse
impact on the public health or the environment, or that alternatives exist that would be
less adverse, the council shall recommend alternative measures that the department or
other state agencies may take to reduce the significant adverse impact on public health
or the environment. The council shall make all information relating to its review available
to the public.

(e) Within 60 days of receiving notification from the council of a determination of
significant adverse impact, the department shall adopt revisions to the proposed
regulation to avoid or reduce the adverse impact, or the affected agencies shall take
appropriate action that will, to the extent feasible, mitigate the adverse impact so that,
on balance, there is no significant adverse impact on public health or the environment.

(f) In coordinating a multimedia life cycle evaluation pursuant to subdivision (a), the
department shall consult with other boards and departments within the California
Environmental Protection Agency, the State Department of Public Health, the State and
Consumer Services Agency, the Department of Homeland Security, the Department of
Industrial Relations, and other state agencies with responsibility for, or expertise
regarding, impacts that could result from the production, use, or disposal of consumer
products and the ingredients they may contain.

(g) Notwithstanding subdivision (a), the department may adopt a regulation pursuant to
Section 7 restricting or prohibiting the use of a chemical of concern in a consumer
product characterized as a high priority either based on known alternatives identified
and evaluated pursuant to Section 5 or in the absence of known alternatives, without
subjecting the proposed regulation to a multimedia life cycle evaluation if the council,
following an initial evaluation of the proposed regulation, conclusively determines that
the regulation will not have any significant adverse impact on public health or the
environment.

Section 7. Regulatory Enforcement Provisions

(a) Following the completion of an alternatives analysis as described in Section 5 and
any multimedia life cycle evaluation required by Section 6, the department, acting
pursuant to Government Code section 11340 et seq., with the exception of the
provisions of paragraphs 1 and 2, may propose one or more of the following alternative
enforcement requirements by regulation as necessary to mitigate the adverse
environmental or public health impacts, or both, associated with a chemical of concern
in a consumer product designated as a high priority pursuant to section 4:

1. Not requiring any action.



2. Imposing requirements to provide additional information needed to assess the
chemical of concern in the consumer product and its potential alternatives.

3. Imposing requirements on the labeling or other type of consumer product
information not conflicting with those of the Federal Government or other State
agencies.

4. Imposing requirements for the manufacturer of the consumer product to
manage the consumer product at the end of its useful life, including recycling or
responsible disposal of the consumer product.

5. Imposing requirements that control access to or limit exposure to the chemical
of concern in the consumer product.

6. Imposing a restriction on the use of the chemical of concern in the consumer
product.

7. Imposing a requirement to fund green chemistry challenge grants where no
feasible alternative exists.

8. Prohibiting the use of the chemical of concern in the consumer product.

(b) The department shall not prohibit the use of the chemical of concern in a consumer
product, if control measures can be imposed which would significantly mitigate adverse
impacts on human health and the environment.

(c) Any action by the department pursuant to subdivision (a) shall include a plan for a
transition period, allowing manufacturers to procure alternative materials, change plant
equipment and procedures and sell through and replenish existing inventories through
the value chain.

(d) The department may not impose a universal prohibition or ban on all uses of a
chemical of concern.

(e) The department shall adopt a regulation pursuant to Government Code section
11340 and following as the means for taking enforcement actions pursuant to this
section. The department shall set out in its Initial Statement of Reasons the basis for its
proposed enforcement action. The proposed action shall address the specific hazard
causing the chemical to be characterized as a chemical of concern and the specific use
of that chemical of concern that was characterized as a high priority. The department
shall make findings, supported by substantial evidence, for the following enforcement
actions:



1. To prohibit the use of a chemical of concern in a consumer product, the
department shall find that the use poses a high probability of severe, irreversible
risk to public health, safety, or to the environment such that urgent action is
required; the risk of the use outweighs its benefits; and, none of the actions set
out in paragraphs 2 through 7 of subdivision (a) of this section is sufficient to
mitigate the risk to an acceptable level.

2. To restrict the use of, control access, or limit exposure to a chemical of concern
in the consumer product, the department shall find that the risk of the use
outweighs its benefits under certain circumstances or to certain sensitive
subpopulations; that the risk can be mitigated to an acceptable level by the
specific restriction; and that none of the actions set out in paragraphs 2 through
4 of subdivision (a) of this section is sufficient to mitigate the risk under those
circumstances or to those sensitive subpopulations to an acceptable level.

3. To require the manufacturer of the consumer product to manage the consumer
product at the end of its useful life, the department shall find that the product is a
unique waste that cannot be more efficiently managed through the existing
waste management systems; that users of the product can and will participate in
the manufacturer's waste management program easily and efficiently; and that
no adverse changes occur in any of the life cycle factors set out in Health and
Safety Code section 25253.

4. To require additional labeling on the use of a consumer product, the Department
shall find that the risk posed by the specific use can be mitigated to an
acceptable level by further directing consumers on how to use the consumer
product.

5. To require additional information about the use of a chemical of concern in a
consumer product, the Department shall find that the hazard characteristics of
the chemical of concern and the exposure profile of the use is more likely than
not to pose a significant risk to human health and safety or to the environment,
and that the risk has not been adequately characterized.

6. To require the funding of a green chemistry challenge grant, the Department
shall find that no feasible alternative has been identified pursuant to the process
set out in section 5; that the risk to human health and safety or to the
environment posed by the use is significant; and is more likely than not that an
alternative to the use can be developed within a reasonable time period and at a
reasonable cost, and states the basis for that finding.

(f) Any person may, within 15 calendar days of the date of the public workshop on a
proposed regulation of a chemical of concern in a consumer product characterized as a
high priority, request the department to submit the proposed regulation, including any



related alternatives assessment and multimedia life cycle evaluation, to external
scientific peer review prior to its adoption. If the department receives such a request,
the department shall submit the proposed regulation, including any related alternatives
assessment and multimedia life cycle evaluation, for review in accordance with
subsection (g) if the person requesting the external scientific peer review enters into an
enforceable agreement with the department within 15 calendar days of making the
request that requires the person requesting the submission for review to fully reimburse
the department for all of the costs associated with conducting the external scientific peer
review.

(g) Upon entering into an agreement pursuant to subsection (f), the department shall
assemble an expert panel to conduct the external scientific peer review. The
department shall select individuals with expertise relevant to the potential human health
and environmental impacts associated with the use of a chemical of concern in a
consumer product characterized as a high priority that is the subject of the proposed
regulation, including, but not limited to the pool of applicants to the Green Ribbon
Science Advisory Panel. No person may serve as an external scientific peer reviewer if
that person participated in the development of the proposed regulation or any related
alternatives assessment or multimedia life cycle evaluation.

(h) For any proposed regulation subject to an external scientific peer review pursuant to
subsection (f), the department shall not take any action to adopt a final regulation unless
all of the following conditions are met:

1. The department submits the proposed regulation, along with a statement of the
scientific findings, conclusions, and assumptions on which the proposed
regulation is based and the supporting scientific data, studies, and other
appropriate materials, to the external scientific peer review panel for its
evaluation. Information provided shall be treated as confidential business
information at the request of the provider pursuant to Health and Safety Code
section 25257.

2. The external scientific peer review panel, within the timeframe agreed upon by
the department and the external scientific peer review panel, shall prepare a
written report that contains an evaluation of the scientific basis of the proposed
regulation. If the external scientific peer review panel finds that the department
has failed to demonstrate that the proposed regulation is based upon sound
scientific knowledge, methods, and practices, the report shall state that finding,
and the reasons explaining the finding, within the agreed-upon timeframe. The
department may accept the finding of the external scientific peer review panel, in
whole, or in part, and may revise the proposed regulation accordingly. If the
department disagrees with any aspect of the finding of the external scientific
peer review panel, it shall explain, and include as part of the rulemaking record,
its basis for arriving at such a determination in the adoption of the final



regulation, including the reasons why it has determined that the proposed
regulation is based on sound scientific knowledge, methods, and practices.

(i) The department shall not regulate any use of a chemical of concern characterized as
a high priority if that use is already regulated by another agency to address the same
characteristics that would otherwise result in regulation of that use pursuant to this
section.

[1] IARC – http://monographs.iarc.fr/ENG/Classification/index.php
EU Annex VI, part 3 of Regulation (EC) 1272/2008 – http://ec.europa.eu/enterprise/
reach/ghs/legislation/index_en.htm
California Proposition 65 – http://www.oehha.ca.gov/prop65.html
National Toxicology Program, Biennial Report on Carcinogens – http://ntp.niehs.nih.gov/
?objectid=72016262-BDB7-CEBA-FA60E922B18C2540
National Toxicology Program, Center for Evaluation of Risks to Human Reproduction –
http://cerhr.niehs.nih.gov/index.html
Canada DSL Categorization and Screening –
http://www.chemicalsubstanceschimiques.gc.ca/categor/index_e.html

[2] Stockholm POPs – http://chm.pops.int/
US EPA EPCRA 313 PBT Rule – http://www.epa.gov/tri/lawsandregs/pbt/pbtrule.htm
US EPA Sustainable Futures/P2 Framework Program and Interpretive Guidance –
http://www.epa.gov/oppt/sf/
Canadian DSL Categorization Criteria for PBT – http://www.ec.gc.ca/substances/ese/
eng/dsl/cat_criteria_process.cfm
Canadian DSL Categorization Criteria for Human Health –
http://www.hc-sc.gc.ca/ewh-semt/contaminants/existsub/categor/approach-approche-
eng.php
[3]
SB 509 [Simitian, 2008], HSC 25256
[4] REACH Article 7
[5] AB 1879 [Feuer, 2008], HSC 25252.5
[6] Derived from HSC 7150.10
[7] Reliable Studies, OECD Manual for In
http://www.oecd.org/document/7/0,2340,en_2649_34379_1947463_1_1_1_1,00.html
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September 13, 2010  
 
 
Fran Kammerer 
Staff Counsel 
Office of Environmental Health Hazard Assessment 
1001 I Street 
Sacramento, CA 95812 
(via e-mail: fkammerer@oehha.ca.gov)   
 
Re: ACI comments on OEHHA Pre-Regulatory Proposal 
 
Dear Ms. Kammerer: 
 
The American Cleaning Institute (ACI) appreciates this opportunity to provide comments on the 
Pre-Regulatory Draft Regulation for Hazard Traits and Environmental and Toxicological 
Endpoints released on August 11, 2010 by the California Office of Environmental Health Hazard 
Assessment (OEHHA) for the implementation of SB 509. 

ACI is a trade association representing the $30 billion U.S. cleaning products industry.  ACI 
members include the formulators of soaps, detergents, and general cleaning products used in 
household, commercial, industrial and institutional settings; companies that supply ingredients 
and finished packaging for these products; and oleochemical producers.  As a trade association 
for a particular consumer product sector (cleaning products) we are acutely aware of the public’s 
concern for the safety of the products they purchase both in their homes during use and in the 
environment following disposal.  There are numerous chemical management initiatives around 
the world taking place at the local, regional, federal and international levels in which we 
participate.  We hope by sharing our insights from these experiences we can enhance OEHHA’s 
implementation of SB 509. 

We have a number of detailed comments below, but would like to share perspective on some 
more general considerations in your draft regulations.   

California’s identification of hazard traits and endpoints should be harmonized with other 
existing global systems defining those traits and endpoints. 
There has been a global movement for several decades to standardize the way in which human 
health and environmental data are reported in order to provide global utility of that data.  There 
are a number of harmonized systems which are being used to report data and the Toxics 
Information Clearinghouse (TIC) should be capable of leveraging data available in those 
formats.  Examples include the OECD Screening Information Data Set (SIDS), the IUCLID 
format for reporting data under REACH, and US Occupational Safety and Health Administration 
(OSHA) Hazard Communication regulations which will shortly utilize the Globally Harmonized 
System of Classification and Labeling of Chemicals (GHS) including its standard definitions for 
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hazard traits and endpoints, and standard formats for reporting hazard information.  California 
should designate hazard traits and endpoints in such a fashion as to allow the TIC to take 
advantage of existing data and future data that will be generated and reported using such formats 
consistent with SB 509 and AB 1879.  

The categories of “Toxicological Hazard Traits” in Section 3 are inconsistent with chemical 
human health hazard categories widely recognized and implemented internationally. 
The categories of “toxicological hazard traits” described on pages 5-14 of the proposal are 
inconsistent with other widely recognized and implemented international categories. For 
example, updated hazard communications regulations recently proposed by OSHA utilize the 
GHS principles which include criteria for identifying hazard traits that are commonly used 
around the globe. Similarly, the member countries of the OECD have developed the Screening 
Information Data Set (SIDS) to understand chemical hazard, which is used broadly by OECD 
member states and others as a basis for developing information on and making regulatory 
decisions about chemicals.  It is not clear why OEHHA failed to incorporate any aspects of these 
widely used and agreed upon systems in the TIC discussion document. The OSHA GHS and 
OECD hazard traits are ones typically encountered in discussions of chemical hazard and are 
based on the types of data routinely gathered in toxicity testing. In contrast, the OEHHA hazard 
traits classification system is overly specific. There is no need to break out systemic toxicity or 
target organ toxicity by specific systems (e.g., cardiovascular, gastrointestinal, liver, renal, etc.) 
when the goal is hazard identification.  Instead, use of the OSHA GHS or OECD approaches, 
listing target organ effects, is more than adequate to describe a chemical’s hazard.  

OEHHA should seek scientific consensus on the description of “emerging” hazard trait and 
endpoints. 
For “emerging” traits like endocrine toxicity and epigenetic toxicity, OEHHA should seek 
scientific consensus on the description of the trait and the appropriate endpoint(s). OEHHA 
should be able to show that scientific consensus exists, or they should be establishing the process 
for reaching that consensus where none exist, but they should not be unilaterally establishing 
new hazard traits. 

Exposure potential is not a hazard trait. 
Hazard traits are intrinsic properties of a chemical that may lead to adverse effects.  As part of 
the proposed regulation, OEHHA has invented the novel “Exposure potential hazard trait.”  A 
number of physical-chemical attributes (e.g., particle size, persistence, global warming potential) 
have been defined as hazard traits without any scientific basis or precedent to support them.  In 
fact, the notion of exposure potential as a hazard trait is contrary to well established principles of 
risk assessment, where risk is a function of hazard and exposure.  Hazard and exposure are 
entirely separate contributing factors to risk and they should be treated as such.  The individual 
“traits” described may be valuable physical-chemical data that could be included in the TIC as 
Other Relevant Data, but they are not hazard traits.  The entire section should be struck from the 
regulation. 

Environmental hazard traits should be greatly simplified to reflect the availability of the 
vast majority of relevant information. 
The proposed regulations include, in Section 3b, an exhaustive accounting of potential biological 
responses in wildlife related to chemical exposures.  While there are internationally harmonized 
test guidelines for pesticide testing, the vast majority of environmental data on non-pesticide 
chemicals will be aquatic toxicity data (acute, chronic and subchronic) for (freshwater species of) 
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algae, invertebrates (e.g., Daphnia) and fish.  It would be the most economical use of State 
resources, and the best value for potential users of the TIC for environmental hazard traits to be 
focused on aquatic toxicity data initially, with an opportunity for the addition of other traits and 
endpoints as the TIC grows. 

OEHHA should reconsider what “other relevant data” may be easily accessible and 
valuable within the context of the Toxics Information Clearinghouse. 
The notion of other data that might be relevant within the use parameters of the Toxics 
Information Clearinghouse go beyond that of hazard traits.  To the extent that the TIC is intended 
for businesses and consumers to understand more about chemicals and products in commerce, 
information regarding the market volume of chemicals, their uses and monitoring data may all be 
useful in the TIC.  OEHHA should consider where such data may exist in standardized formats 
and the feasibility of incorporating it into the TIC.   
 
California should not implement a new chemical hazard classification system. 
The classification proposal should be abandoned entirely. SB 509 does not give California either 
the mandate or the authority to create a new hazard classification system. The classification 
system is a significant overstep of authority.  Moreover, the entire classification provision is 
pejorative, unrealistic, and unhelpful. The proposal does not bring clarity to chemical 
information. Indeed, it increases opacity on all dimensions, as evidenced by the following:  

• It inappropriately combines lack of information and a determination of no effect into a 
single result, “unclassifiable.” This is not reflective of the real world and is of no utility to 
TIC users. 

• It muddies the waters by lumping distinctions made in existing systems (e.g., IARC as 
just one example) for no apparent reason, actually decreasing information available on 
chemicals. 

• Clearly there are chemicals where the scientific data has demonstrated that the chemical 
lacks certain hazard traits, including some of the most important concerns such as 
carcinogenicity and reproductive and developmental toxicity. 

• Without identifying a class for hazard traits that recognizes the lack of activity for a 
chemical, rather than the lack of data, the system used to classify chemicals is flawed.  

• It would be impossible to identify “non-toxic” chemicals using OEHHA’s proposed 
classification scheme. Even the “greenest” of chemicals will be classified as hazardous or 
“unclassifiable.” Clearly this is unhelpful. 

• Finally, it appears that, a chemical is categorized as having many of the toxicities listed 
until such time as OEHHA or DTSC determines otherwise. Again, this is less than 
helpful. 

In addition to the general comments above, please find a number of detailed comments on the 
language of the proposed regulations below: 

Section 2. Definitions 
 Adverse effect – the definition is overly broad and without context for the purpose of 
defining chemical hazard traits.  The definition proposed is inclusive of every degree of 
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perturbations without consideration of a threshold for “adverse effect.”  OEHHA should 
reconsider this definition using widely held precedents as a guide for seeking broad scientific 
consensus on a definition. 

 Adverse environmental effect – this definition suffers from the same deficiencies as the 
definition of “adverse effect.”  OEHHA should reconsider this definition. 

 Authoritative organization – the criteria for accepting findings from “non-governmental 
entities” should be reconsidered.  We propose the following definition and criteria: 

“Authoritative body/organization” means a government agency or formalized scientific 
organization that satisfies all of the following requirements: 

• It characterizes chemicals pursuant to an open, deliberative and transparent 
scientific process in which stakeholders are able to participate formally, 
communicating directly with the authoritative body through written and oral 
comments. 

• It is widely perceived to be objective, scientifically based, and does not engage in 
advocacy. 

• It bases its characterization of chemicals on a weight-of-evidence approach. To 
the extent available, it considers multiple reliable studies, conducted by different 
laboratories, at different times, and involving not only different strains but 
different species and gives full consideration to mode of action, confounding 
factors, maternal toxicity, historical controls and any other scientific information 
that may be relevant to understanding the potential effects of chemicals on health 
and the environment. 

• It publishes its characterizations of chemicals through governmental regulations, 
periodic reports, monographs or similar publications. 

Chemical substance – this definition is not harmonized with the Safer Consumer Product 
Alternative regulations being developed by the Department of Toxic Substances Control.  At a 
minimum, this definition should be consistent with the DTSC definition. 

Class One chemical – this definition, and Section 4, should be deleted.  The statute does 
not give the authority for California to be classifying chemicals, and the State does not have the 
resources or expertise to embark on a new chemical classification program. 

Class Two chemical – delete this definition. 

Exposure potential characteristic – this definition, and Section 3c, should be deleted.  
The notion of “exposure potential” as an inherent property of a chemical is not scientifically 
valid and is contrary to the tenets of risk assessment.  Exposure will always be a function of the 
use conditions of a chemical. 

Not Classifiable – delete this definition. 

Other relevant data – the notion of other data that might be relevant within the use 
parameters of the Toxics Information Clearinghouse go beyond that of hazard traits.  To the 
extent that the TIC is intended for businesses and consumers to understand more about chemicals 
and products in commerce, information regarding the market volume of chemicals, uses and 
monitoring data may all be useful in the TIC.  
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Well conducted scientific studies – limiting the definition of “well conducted scientific 
studies” to published studies assumes that all published studies are good, and those that are not 
published, are bad.  The scientific literature is rife with studies that are not repeatable and have 
not been conducted using good methods.  Similarly, there are a host of “no effects” studies that 
are well conducted, but will never be published.  The definition may be sufficient if simply stated 
as: “well conducted scientific studies” means studies conducted using methods and analyses 
which are scientifically valid according to generally accepted principles. 

Section 3. Specific Hazard Traits, and Endpoints and Other Relevant Data 
3.a.i. Carcinogenicity is a generally accepted hazard trait within all existing hazard 

identification systems.  However, OEHHA should seek to harmonize their definition with 
those used by other widely accepted authoritative bodies (e.g., EPA, IARC, OSHA GHS, 
etc.). 

3.a.iii. Dermatotoxicity is not a trait commonly addressed through standard toxicity testing. 
Instead, various testing batteries include studies examining endpoints of dermal toxicity 
such as skin sensitization, phototoxicity, and dermal irritation.   

3.a.xiv. Ocular toxicity is an endpoint commonly addressed through testing for eye irritation 
and damage in standard acute toxicity tests. Since testing for eye irritation, for example, 
is commonly included within standard toxicity testing batteries, it is unclear why 
OEHHA has chosen to deviate from the standard approach to identifying hazards to the 
eye. 

3.a.xvi. Reactivity in biological systems is an overly broad “trait” that is not useful for hazard 
evaluation since all chemicals could be considered to “react” with biological systems 
simply by being absorbed into a cell.  The related endpoints appear to fit more easily 
within other hazard trait categories as underlying mechanisms or modes of action. This 
trait should be eliminated. 

3.a.xvii. Reproductive toxicity is a generally accepted hazard trait within all existing hazard 
identification systems. However, some reproductive system changes observed in toxicity 
studies are produced only when doses exceed a maximum tolerated dose for the parental 
test animals and thus are not relevant for chemical hazard assessment. The omission of 
any discussion or consideration of exposure or dose levels when assessing the 
reproductive toxicity hazard trait is a significant flaw in the document. 

3.b.vi. Loss of genetic diversity occurs based on site-specific conditions within any ecosystem.  
It is not an inherent chemical trait and should not be included as a hazard trait.  Even the 
most innocuous chemicals (e.g., table sugar) could be considered hazardous based on this 
definition.  This trait should be eliminated. 

3.b.vii. Eutrophication occurs based on site-specific conditions within any ecosystem.  It is not 
an inherent chemical trait and should not be included as a hazard trait. 

3.c. Exposure potential hazard traits - The notion of “exposure potential” as an inherent 
property of a chemical is not scientifically valid and is contrary to the tenets of risk 
assessment.  Exposure will always be a function of the use conditions of a chemical. As 
such, Section 3c should be eliminated.  However, a number physical-chemical parameters 
mentioned which may be “other relevant data” that could be included within the TIC; 
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e.g., bioconcentration factors (BCF), bioaccumulation factor (BAF), half-life, water 
solubility, pharmacokinetic data. 

3.c.x. Toxic environmental transformation – The concept proposed in this section is 
seriously flawed.  For degradation of organic compounds, it is generally considered 
desirable for those compounds to be completely mineralized to carbon dioxide.  
However, CO2 would likely be more persistent than many organic compounds resulting 
in irrelevant hazard identification.  This is but one example if this ill-conceived concept. 

3.d. Physical hazard traits – Any identification of physical hazard traits should be consistent 
with terminology used by the Department of Transportation (OSHA) and the 
Occupational Safety and Health Administration (OSHA). 

3.d.iii. Nanomaterial hazard trait – Recently, the International Standards Organization (ISO) 
Technical Committee (TC) 229 Nanotechnologies achieved the first international 
consensus definitions for core terms like nanotechnology and nanomaterial, as well as 
engineered nanomaterial and manufactured nanomaterial. ISO has established designated 
series number 80004 to facilitate the distribution and usage of consensus terms. 
California should harmonize their “nano” definitions to be consistent with other 
international bodies such as ISO.   

While chemicals may exhibit different properties based on their relative size, to identify a 
chemical as hazardous based on this phenomenon is contradictory to chemical 
identification and hazard identification.  The more appropriate approach to handling this 
phenomenon is to identify chemicals uniquely based on various structures, when 
appropriate, and to conduct hazard screening on the unique chemical.  

Section 4. Sources and methodologies for identifying toxicological and environmental 
hazard traits.   
This section should be eliminated entirely.  SB 509 does not give California either the mandate 
or the authority to create a new hazard classification system. Moreover, the entire classification 
provision is pejorative, unrealistic, and unhelpful. The proposal system does not bring clarity to 
chemical information. 

ACI would like to express once again its appreciation in being able to comment on the pre-
regulatory draft regulations.  We would be happy to further assist OEHHA in your development 
of regulations for the implementation of SB 509 by sharing our expertise and the expertise of our 
members.  If you have any question regarding our submission, please feel free to contact me by 
phone at 202-662-2516 or by e-mail at pdeleo@cleaninginstitute.org. 
 
Sincerely, 

Paul C. DeLeo 
Paul C. DeLeo, Ph.D. 
Senior Director, Environmental Safety 

mailto:pdeleo@cleaninginstitute.org�


Commenter: 42 
 
Last Name: Kraska 
First Name: Richard 
Organization: Defoamer Industry Trade Association (DITA) 
Address: 1707 L Street, NW 
Address Cont'd: Suite 560 
City: Washington 
State: DC 
ZIP Code: 20036 
E-mail Address: rich@kraskaconsultants.com
Phone: 216-470-7280 

  

Affiliation: Trade Association 
hr: 
Art_1_Label: 
Section: 69301.2. Definitions 
Page: 8 
Line: 33 
Comment: DITA endorses the comments of the Green Chemistry Alliance (GCA).  In § 69301.2, the term �chemical� is defined as 
chemical substances, chemical mixtures, and nanomaterials.  Separately, chemical mixtures are defined as a mixture or solution of 
two or more chemical substances.  This is confusing, circular, does not properly distinguish the situation in the real world and will 
create substantial issues in implementation.  The definition of �chemical mixture� should be written to distinguish intentionally 
engineered and manufactured formulations from blends of distinct chemical substances that might occur naturally or as a result of 
standard processing of industrial chemicals.  More specifically, DTSC should revise the definition to exclude �chemical mixtures� 
from the definition of chemical to avoid undermining the proposed regulation�s step-wise architecture of first focusing on 
chemicals and then moving onto products (mixtures and articles) that contain particular chemicals. 
 
Commonly recognized products, such as paints, are carefully engineered and manufactured �chemical mixtures� designed to have 
certain performance characteristics.  On the other hand, �chemicals� are individual substances defined by a CAS number.  There 
are many mixtures that are defined by TSCA as chemical substances because these mixtures are a result of nature and/or standard 
chemical processing reactions.  These mixtures are assigned a single Chemical Abstract Services (CAS) number for listing on the 
TSCA Inventory.  
 
To assure that products are regulated as the products that they are (rather than chemicals), the DTSC regulatory definition for 
chemical should align with the federal approach and adopt the TSCA definition or could include chemical mixtures, but only when 
such chemical mixtures have a CAS number. 
 
As recommended in prior comments submitted, GCA urges DTSC to include the following language consistent with TSCA: 
 
(A) Except as provided in subparagraph (B), the term "chemical substance" means any organic or inorganic substance of a 
particular molecular identity, including:� 
 
(i) any combination of such substances occurring in whole or in part as a result of a chemical reaction or occurring in nature, 
and 
(ii) any element or uncombined radical. 
 
(B) Such term does not include� 
(I)  any mixture, 
(ii) any pesticide (as defined in the Federal Insecticide, Fungicide, and Rodenticide Act [7 U.S.C. §§ 136 et seq.]) when 
manufactured, processed, or distributed in commerce for use as a pesticide, 
(iii)  tobacco or any tobacco product, 
(iv) any source material, special nuclear material, or byproduct material (as such terms are defined in the Atomic Energy Act 
of 1954 [42 U.S.C. §§ 2011 et seq.] and regulations issued under such Act), 
(v) any article the sale of which is subject to the tax imposed by Section 4181 of the Internal Revenue Code of 1954 [1986] 
[26 U.S.C. § 4181] (determined without regard to any exemptions from such tax provided by Section 4182 or 4221 [26 U.S.C. § 
4182 or 4221] or any other provision of such Code), and 
(vi) any food, food additive, drug, cosmetic, or device (as such terms are defined in Section 201 of the Federal Food, Drug, and 
Cosmetic Act [21 U.S.C. § 321]) when manufactured, processed, or distributed in commerce for use as a food, food additive, drug, 
cosmetic, or device. 
  
The term "food" as used in clause (vi) of this subparagraph includes poultry and poultry products (as defined in Sections 4(e) and 
4(f) of the Poultry Products Inspection Act [21 U.S.C. Section 453(e) and 4(f)]), meat and meat food products (as defined in Section 
1(j) of the Federal Meat Inspection Act [21 U.S.C. Section 601(j)]), and eggs and egg products (as defined in Section 4 of the Egg 
Products Inspection Act [21 U.S.C. § 1033]). 
 
The term "mixture" means any combination of two or more chemical substances if the combination does not occur in nature and is 
not, in whole or in part, the result of a chemical reaction; except that such term does include any combination which occurs, in 



whole or in part, as a result of a chemical reaction if none of the chemical substances comprising the combination is a new chemical 
substance and if the combination could have been manufactured for commercial purposes without a chemical reaction at the time 
the chemical substances comprising the combination were combined. 
 
Suggested Amendment Language: DITA endorses the comments of the Green Chemistry Alliance (GCA).  As recommended in prior 
comments submitted, GCA urges DTSC to include the following language consistent with TSCA: 
 
(A) Except as provided in subparagraph (B), the term "chemical substance" means any organic or inorganic substance of a 
particular molecular identity, including:� 
 
(i) any combination of such substances occurring in whole or in part as a result of a chemical reaction or occurring in nature, 
and 
(ii) any element or uncombined radical. 
 
(B) Such term does not include� 
(I)  any mixture, 
(ii) any pesticide (as defined in the Federal Insecticide, Fungicide, and Rodenticide Act [7 U.S.C. §§ 136 et seq.]) when 
manufactured, processed, or distributed in commerce for use as a pesticide, 
(iii)  tobacco or any tobacco product, 
(iv) any source material, special nuclear material, or byproduct material (as such terms are defined in the Atomic Energy Act 
of 1954 [42 U.S.C. § 2011 et seq.] and regulations issued under such Act), 
(v) any article the sale of which is subject to the tax imposed by Section 4181 of the Internal Revenue Code of 1954 [1986] 
[26 U.S.C. § 4181] (determined without regard to any exemptions from such tax provided by Section 4182 or 4221 [26 U.S.C. § 
4182 or 4221] or any other provision of such Code), and 
(vi) any food, food additive, drug, cosmetic, or device (as such terms are defined in Section 201 of the Federal Food, Drug, and 
Cosmetic Act [21 U.S.C. § 321]) when manufactured, processed, or distributed in commerce for use as a food, food additive, drug, 
cosmetic, or device. 
  
The term "food" as used in clause (vi) of this subparagraph includes poultry and poultry products (as defined in Sections 4(e) and 
4(f) of the Poultry Products Inspection Act [21 U.S.C. Section 453(e) and 4(f)]), meat and meat food products (as defined in Section 
1(j) of the Federal Meat Inspection Act [21 U.S.C. Section 601(j)]), and eggs and egg products (as defined in Section 4 of the Egg 
Products Inspection Act [21 U.S.C. § 1033]). 
 
The term "mixture" means any combination of two or more chemical substances if the combination does not occur in nature and is 
not, in whole or in part, the result of a chemical reaction; except that such term does include any combination which occurs, in 
whole or in part, as a result of a chemical reaction if none of the chemical substances comprising the combination is a new chemical 
substance and if the combination could have been manufactured for commercial purposes without a chemical reaction at the time 
the chemical substances comprising the combination were combined. 
 
 
hr2: 
Art_2_Label: 
Section: 69303.5. Products Containing a Priority Chemical 
Page: 35 
Line: 31 
Comment: DITA endorses the comments of the Green Chemistry Alliance (GCA).  It is unclear how DTSC intends to determine how 
a product contains a priority chemical.  construct a list of Products Containing a Priority Chemical.   
Suggested Amendment Language:  
hr3: 
Art_3_Label: 
Section: 69303.5. Priority Product Notification 
Page: 43 
Line: 26 
Comment: DITA endorses the comments of the Green Chemistry Alliance (GCA).  There should be no requirement for the reporting 
a product that has a de minimis quanity of a priority chemical.  This is overly burdensome for no good purpose. 
Suggested Amendment Language: Strike lines 26-28.  69603.4 should be changed also so that products with de minimis quantities 
of a priority chemical are not listed as priority products. 
69302.5 should be changed also so that products with de minimis quantities of a priority chemical are not listed as products 
containing priority chemicals. 
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Volvo Cars of North America, LLC  
Volvo Drive  
PO Box 914  

Rockleigh, NJ 07647  
Phone: 201-768-7300  

 
 
 
 

  November 1, 2010 
 
 
  
California Department of Toxic Substances Control 
Office of Legislation & Regulatory Policy 
Jeff Woled, MS 22A 
P.O. Box 806 
Sacramento, CA 95812‐0806 
 
Dear Mr. Woled:  
   
Re:  SAFER CONSUMER PRODUCT ALTERNATIVES 

Proposed Regulations R‐2010‐05 
 
On behalf of Volvo Car Corporation (VCC), Gothenburg, Sweden, Volvo Cars of North America, LLC (VCNA), 
Rockleigh, New Jersey, is pleased to respond to the California Department of Toxic Substances Control Proposed 
Regulation R‐2010‐05, Safer Consumer Product Alternatives, published September 13, 2010. 
 
Volvo offers these comments and recommendations with the goal of simplifying and strengthening the 
administration of the proposed regulation, thereby increasing its efficiency, effectiveness, and responsiveness.  
From experience in chemical product management in Europe and Asia, Volvo has learned that, to achieve the high 
goals of having a system that is both pro‐active and quick to react, efficiency is critical. 
 
In the spirit of shared concern for the environment and as the recognized leader in automotive safety, Volvo offers 
the enclosed comments.   I would welcome follow‐up contact to discuss and amplify any information provided 
herein.  If you have any questions, please contact me at 201‐768‐7300, extension 7908.  
 
Sincerely, 
 
 
 
 
 
Adam Kopstein, Manager 
Automotive Safety & Compliance 
Volvo Cars of North America, LLC 
 
 
 
Encl.:   Volvo Car Corporation Comments to California R‐2010‐5 
  Alliance of Automobile Manufacturers' Letter of August 13, 2010 
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In the business of data collection and scientific analysis, efficiency means gathering concise and accurate 
information from the most qualified sources in the timeliest manner possible, avoiding unnecessary work, and 
reducing the background noise that invariably results from overabundant and redundant data.  At its simplest, the 
prize goes not to the one who has the most, but to the one who makes the most of what one has. 
 
First, we would like to state for the record that Volvo fully supports the letter (enclosed) offered by the Alliance of 
Automobile Manufacturers, on August 13, 2010, to Director Movassaghi, as well as the Alliance’s substantive 
comments, dated November 1, 2010, submitted to the proposed regulation docket.  Additionally, Volvo would like 
to offer the following comments and recommendations. 
 
International Material Data Reporting System (IMDS)1 and  
Global Automotive Declarable Substance List (GADSL)2
Volvo was a cofounder of the International Material Data Reporting System and Global Automotive Declarable 
Substance List.  These two well‐established and well‐respected resources contain information about all products 
and their material constituents.  Underlying Volvo’s work in the development of both of these resources were the 
goals of maximal environmental benefit and maximal process efficiency.  As a cofounder and long‐time user of 
IMDS and GADSL, Volvo would like to offer expertise and guidance on how these tools can be beneficial to DTSC 
and the environment of the state of California. 
 
Currently, Volvo material handling processes and end‐of‐life control requirements are certified and approved by 
type approval authorities in the European Union, and shortly the same will hold true in several Asian countries. The 
certified recyclability is calculated according to ISO‐22628. 
 
Volvo strongly advocates globally harmonized processes because, within brand, across brands, or regardless of 
brand, automobiles are homogeneous products worldwide.  The more harmonized the requirements, the greater 
the benefit to California as well as the rest of the world. 
 
Lifecycle Approach (LCA) 

As a member of the highly mature automotive manufacturing sector, where robust industrial process control are 
already in place and continuously improved, Volvo advocates and practices a lifecycle approach to management of 
all chemicals and products.  So, Volvo fully supports California’s effort to take a lifecycle approach in assessing the 
overall performance of an identified priority chemical.  
 
Volvo and other automobile manufacturers have significant experience with lifecycle analysis at both sub‐system 
and whole vehicle levels.  It is worth noting, for example, that between 90 and 95 percent of the environmental 
impact of a product lies in its “use” phase.  Therefore, any alternatives assessment that looks at the full lifecycle of 
a product will normally not be able to discern a difference in impact based upon the contribution of a priority 
chemical.  
 
Sector‐Specific Regulatory Approach 

Volvo recommends that DTSC give serious consideration to sector‐specific regulation, where the impact of priority 
chemicals can be scientifically evaluated within the context of a product class and manufacturing sector and 
associated factors, such as level of industrial process control, homogeneity, transparency, and degree of already 
existing state, federal, and worldwide regulation.  Then, on and industry level, DTSC can make the best 
determination of how and when a phase‐out of a priority chemical would both be technically feasible and provide 
an environmental benefit in context.  Since automotive products are highly homogeneous with, for example, thirty 
or forty automotive brands using the same coating, seal, or lubricant, an effective and efficient regulation should 
be focused at the industry level.  Industry‐level regulation is a proven approach in Europe and numerous countries 
in Asia. 
 

                                                 
1 IMDS – International Material Data Reporting System for all automaker products, see www.mdsystem.com 
2 GADSL – Global Automotive Declarable Substance List: Global List of Substances for declaration in automotive products, see www.gadsl.org 
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August 13, 2010 
 
Maziar Movassaghi 
Acting Director 
California Department of Toxic Substances Control 
P.O. Box 806, 1001 I Street 
Sacramento, CA 95812 
 
         RE:  Suggested Regulatory Language Changes as Discussed During August 5th Meeting 
 
Dear Director Movassaghi: 
 
 Thank you and your executive team for taking the time to meet with members of the 
Alliance of Automobile Manufacturers (Alliance) at your offices on August 5th.   You, Chief 
Deputy Odette Madriago, and Chief Scientist Jeff Wong were generous with your time and 
insights.  The members of the Alliance appreciate the perspective that you and your team provided 
regarding the factors driving the Department’s development of the Green Chemistry regulations, 
and the assurance that the Department would give careful consideration to the markup of the draft 
regulation submitted by the Alliance on July 15th.  To that end, an electronic version of the 
Alliance’s markup is enclosed on CD with this letter.  
 
 However, the most significant result of the meeting from the Alliance’s perspective was 
the understanding gained from the feedback that you all provided regarding our key concerns, 
your intent in how the regulations would be applied practically, and your invitation for the 
Alliance to provide revised regulatory language and supporting information to more precisely 
capture the goals of the draft regulation.  To that end, this letter presents the Alliance’s additional 
proposed regulatory language to reflect our discussions. 
 
Key Issue 1:  Ensuring the Effectiveness of the Green Chemistry Program  
 

As was discussed and agreed upon by everyone at the meeting, one key to ensuring that the 
Green Chemistry program is effective is to make sure that the program correctly focuses on the 
point at which decisions regarding the chemical formulation of consumer products and consumer 
product components are made.  This is the principle behind the Alliance’s proposed definition of 
“complex consumer products” and regulatory language to tailor the process to target specific 
components containing the chemical of concern. 
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 There is substantial statutory authority for the draft Green Chemistry regulations to reduce 
the data overload for complex products made up of more than 1,000 components.  Specifically, 
Section 25253 (c) states that:  
 

 “The department, in developing the processes and regulations pursuant to this 
section, shall ensure that the tools available are in a form that allows for ease of use 
and transparency of application. The department shall also make every feasible effort 
to devise simplified and accessible tools that consumer product manufacturers, 
consumer product distributors, product retailers, and consumers can use to make 
consumer product manufacturing, sales, and purchase decisions.” (emphasis added). 

  
 To effectuate its statutory authority, the Department must craft a process to achieve the 
goals of moving to safer, less toxic, products.   To that end, the statute’s goals are not realized if 
the Department crafts a process that attempts to take on more responsibility than the Department 
can feasibly handle.  The statute authorizes the Department to craft a process in regulation to allow 
the identification of “chemical ingredients in consumer products.”   Given this, it is appropriate for 
the regulations to place the duty to make this identification on the entity formulating and 
manufacturing the materials that make up the product or product component, as they are in the 
best position to disclose the chemicals used.  Component suppliers make the chemical decisions 
and have the expertise necessary to evaluate changing chemicals.  This change would not exclude 
automakers from this regulation as they make components with fewer than 1,000 parts, in addition 
to cars.  
 
 Thus, there is no risk that adding the definition “complex consumer product” would 
narrow or “impair the scope” of the statute.  Adding the definition does not narrow the scope of 
the statute by exempting “complex consumer products” otherwise intended to be regulated by the 
statute.  On the contrary, complex consumer products continue to be covered insofar as each of 
their component parts are subject to the requirements of the regulation and this provision would 
not exempt automakers from the Green Chemistry regulation. 
  
 By creating a process and definitions that allow the scope of the regulatory program to 
appropriately evolve and gradually expand over time, the Department will develop a regulation 
that is consistent with the statute, and which is “reasonably necessary to effectuate the purpose of 
the statute.”  Mineral Associations Coalition et al. v. State Mining and Geology Board, 138 
Cal.App.4th 574, 583 (2006); Yamaha Corp. of America v. State Bd. of Equalization, 19 Cal.4th 1, 
16 (1998), quoting Morris v. Williams, 67 Cal.2d 733, 748-749 (1967).  Indeed, the very purpose 
of the statute’s direction to the Department is “to identify and prioritize.”  Cal. Health and Safety 
Code Section 25252 (a).   The Legislature recognized the task at hand is complex and resource-
intensive, and thus authorized the Department to “prioritize” and divide the task into manageable 
parts. 
  
 For a complex consumer product with over 1,000 component parts, the process described 
by the draft Green Chemistry regulations could take many years to implement.  In contrast, a 
regulatory process that focuses on chemicals of concern in individual components would be more 
manageable in a shorter time frame, which would allow the Department and the regulated 
community to focus their respective efforts and resources on potentially safer substitutes and 
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designs of that particular component – consistent with the statute’s goals and mandates.  A 
regulatory process that accelerates the identification of chemicals of concern in components of 
complex products and the assessment of alternatives would be more “simplified” and accelerate 
the implementation of alternatives.  In short, the added definitions and targeted processing are 
reasonably necessary to effectuate the purpose of the statute and to ensure that targeted complex 
consumer products are identified, prioritized, and regulated in a feasible manner. 
 
 It is entirely appropriate for administrative agencies to prioritize application of broad 
statutory requirements, selecting thresholds above or below which the regulations apply, and 
phasing their implementation in feasible steps.  One may find numerous examples in the long line 
of administrative rules authorized under the reasoning of the seminal U.S. Supreme Court case, 
Chevron USA Inc. v. NRDC, 467 U.S. 837, 842-43 (1984).  The most recent example being the 
U.S. EPA’s tailoring rule with respect to the regulation of greenhouse gas emissions from major 
stationary sources.  There, the U.S. EPA has selected only those facilities with emissions above 
25,000 tons of carbon dioxide equivalent per year (CO2e) for compliance with certain provisions 
of the Clean Air Act, despite the statute’s language requiring compliance for facilities that emit 
more than 100 and 250 tons per year (tpy) of certain pollutants.  This means U.S. EPA essentially 
has given a regulatory exemption from compliance to all facilities that emit between 100 or 250 
and 25,000 CO2e.  Its reasoning in adopting this tailoring rule may be instructive to DTSC, see 
www.epa.gov/nsr/documents/20100413final.pdf.   
 
  Among other reasons, U.S. EPA selected this threshold in order to not overwhelm limited 
government resources and severely impair the functioning of the program.  Similarly, DTSC may 
select a threshold or create feasible phasing and prioritization in order to effectuate the statutory 
program.  A complex product made up of over 1,000 components would require the alternatives 
analysis of nearly 3,000,000 data points.  Until such time that DTSC has easy to use, simplified 
tools to analyze this volume of data, it is imperative to select achievable prioritized application of 
the statute in the regulations. 
 
 As indicated in the Alliance’s comment letter of July 15th, a number of minor changes to 
the draft regulations would be required to incorporate the proposed complex consumer product 
provisions.   
   
Key Issue 2:  Eliminating the Potential for Vast Amounts of Reporting Data  
 
 As was illustrated by the Alliance’s presentation at the meeting, the draft regulation would 
compel regulated entities to undertake an extensive data collection effort, which in turn would 
result in the submission of an equally vast amount of potentially unnecessary data that likely 
would overwhelm the Department staff responsible for the Green Chemistry program.  As you and 
your staff indicated during the meeting, it is not the Department’s intent to paralyze itself through 
an overload of data.   
 
 As we discussed at the meeting, there are at least two ways to sharpen the focus of the 
reporting requirements to ensure that the Department receives only data relevant to the goals of the 
Green Chemistry program.  The first of these is to eliminate the proposed requirement for 
reporting of all “intentionally added ingredients” in Section 69301.7(a)(5), which would return the 
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focus of the program to listed chemicals.  Support for this change can be found in Section 25252 
(a), which requires:   
 

“On or before January 1, 2011, the department shall adopt regulations to establish a 
process to identify and prioritize those chemicals or chemical ingredients in consumer 
products that may be considered as being a chemical of concern, . . .” (emphasis 
added) 

  
 This statutory language clearly indicates that the statute does not require the submission of 
data on all chemicals in consumer products or consumer product components, rather only those 
considered as being chemicals of concern.  
 
 The second approach would be to tailor requirements for industry sectors that already 
follow Green Chemistry principles and have well-established chemical tracking and reporting 
systems, such as the automobile industry’s International Material Data System (IMDS) and Global 
Automotive Declarable Substance List (GADSL), which our previous comment letters have 
described.  As you noted during the meeting, the auto industry’s efforts with respect to the 
identification and tracking of chemicals are more advanced than those of many other industries, 
and reliance on the auto industry’s programs would allow the Department to allocate its resources 
on industries that have not established similar chemical tracking and reporting mechanisms. 
 
 To that end, the Alliance has offered revisions to three draft regulatory sections to more 
clearly reflect that industries that collect chemical ingredient data, have invested in materials 
management systems, and have established chemical tracking and reporting systems will be less of 
a priority for regulation than industries that have not.  This approach is consistent with the 
statute’s goals of seeking rapid innovation to safer product design and collection of data and 
“simplified accessible tools” that the entire supply chain — “consumer product manufacturers, 
consumer product distributors, product retailers, and consumers” — “can use to make consumer 
product manufacturing, sales, and purchase decisions.” Cal. Health and Safety Code, Section 
25253 (c). 
 
 See attached suggested draft regulatory language for Section 69303.3, renamed, Priority 
Products List Criteria, and Section 69306.7, Exemption from Regulatory Response Requirements. 
 
Key Issue 3:  Ensuring Appropriate “Pacing” of the Green Chemistry Program 
 
 Another area of agreement identified at the August 5th meeting was the need for 
appropriate pacing of the Green Chemistry Program so that the process of identifying alternatives 
for chemicals of concern and implementation of alternatives is thorough and deliberative.  As 
highlighted by the Alliance’s example of lead use in automobiles, elimination of a chemical of 
concern from automotive components has to consider not only the feasibility of alternatives but 
also the logistics of the supply chain and lead time requirements.  Ultimately, the elimination of a 
chemical of concern can take many years.  Accordingly, it is important that the Department 
recognizes this point in the text of the Green Chemistry regulation by reasonably limiting the 
number of chemicals of concern that a specific industry sector must address at any one time in its 
products or product components.        
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Key Issue 4:  Ensuring that Due Process Rights Are Preserved 
 
 As discussed at the August 5th meeting, the draft Green Chemistry regulation should be 
modified to expressly provide for appropriate administrative and procedural mechanisms that 
further protect the due process rights of product and product component manufacturers.  
                  
Key Issue 5:  Eliminating Regulatory Provisions that Are Not Explicitly Required by Statute 
 
 The goal of the Green Chemistry program, as envisioned in the enabling statutes, is to 
require scientific analysis to stimulate innovation and accelerate the move to safer products.  
Unfortunately, the draft regulation contains at least three provisions that are not required by statute 
and that are at odds with the program’s goals: 
 

1. Requiring financial guarantees for end of life programs;  
 
2. Requiring disclosure of consumer product ingredients; and  

  
3. Product recalls.   

 
 With respect to financial guarantees, they are impractical and are inconsistent with the 
program’s goals because they will encumber financial resources that could be better used to fund 
research and development of safer alternatives.  Therefore, the Alliance markup eliminates the 
definition in 69301.2 and the provisions of 69306.4(a)(2)(E).   Similarly, as was agreed upon at 
the meeting, recalls of existing products in the market place, particularly of long-lived and 
complex products like automobiles, are at odds with the program’s goal of restricting or banning 
the use of chemicals of concern through their replacement with chemicals that have been 
demonstrated as being feasible alternatives for a given product or product component.  Therefore, 
the Alliance markup eliminates the provisions of 69306.5(b).   
 
 Thank you again for your time and insight.  Should you have any questions or need 
additional information, please feel free to contact me at (202)326-5551 or at 
frio@autoalliance.org.    
                                      
Sincerely, 

 

Filipa Rio 
Manager, Environmental Affairs 
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Additional Suggested Regulatory Text 

 

Section 69301.4  Duty to Comply 

. . .  

 

    (d)  A producer of a complex consumer product shall be deemed in compliance with this 
chapter, with respect to such products.  In the case of complex consumer products, the duty to 
comply will rest with the producers of the product components that are assembled to create the 
complex consumer product.   

 

Section 69303.3. Priority Products List Criteria  

 

. . .  

                (i)        Whether the consumer product is already subject to requirements under the European 
Union’s Registration, Evaluation, Authorization and Restriction of Chemicals (EU REACH) End of Life 
Vehicle Directive, the Canadian Toxic Reduction Act (Ontario Reg. 455/09), the federal Toxic 
Substances Control Act or the U.S. EPA’s Significant New Use Rule (SNUR)             

                (j)      Whether the consumer product is part of an industry wide, global materials, substances or 
ingredients data and tracking system that allows for toxicity comparisons among material choices. 

 (k)          The availability and relevance of an open source AA for the consumer product or the COC 
in the consumer product that substantially meets the requirements of Article 5 has been completed and 
provided to the Department. 

    (l) The availability of Department resources. 

 

Section 69306.7. Exemption from Regulatory Response Requirements.  

 

A manufacturer shall be exempt from implementing a required regulatory response under sections 69306.3 
through 69306.6, inclusive, if the manufacturer demonstrates to the satisfaction of the Department either or 
both of the following: 
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 (a)         The required regulatory response would conflict with a requirement of another California, 
state, or federal regulatory program or an International Trade Agreement ratified by the United States 
Senate, in such a way that the manufacturer cannot reasonably be expected to comply with these 
requirements. In this case, the Department will work with the manufacturer to implement a modified 
regulatory response that resolves this conflict. 

 (b)           The required regulatory response conflicts with the achievement of standards required by 
or compromised the products functional and environmental performance or substantially duplicates a 
requirement of another California,  federal regulatory program, the European Union’s Registration, 
Evaluation, Authorization and Restriction of Chemicals (EU REACH) End of Life Vehicle Directive, the 
Canadian Toxic Reduction Act (Ontario Reg. 455/09) or an International Trade Agreement ratified by the 
United States Senate.  

 

Section 69302.1. Applicability. 
 
(a)   This article applies to all chemicals that exhibit a hazard trait and are reasonably 
expected to be, or to be contained in, consumer products made available for use in California, 
unless the Department determines that the chemical meets either or both of the following 
criteria: 
 
(1) The chemical is regulated by another governmental entity in a scope, manner and 
consistency across jurisdictions throughout California, that addresses throughout the life cycle 
of the chemical the public health, safety and environmental harms caused threats posed by the 
chemical such as the Clean Air Act, the European Union’s Registration, Evaluation, Authorization and 
Restriction of Chemicals (EU REACH) End of Life Vehicle Directive, the Canadian Toxic Reduction Act 
(Ontario Reg. 455/09), the federal Toxic Substances Control Act or the U.S. EPA’s Significant New Use 
Rule (SNUR), or 
 
. . .  
 
(4)   The chemical is part of an industry wide, global materials, substances or ingredients data and tracking 
system that allows for toxicity comparisons among material choices. 
 
. . . . 



 
 
Date:  November 1, 2010 
 
 
Mr. Jeff Woled, Regulations Coordinator 
Department of Toxic Substances Control 
P.O. Box 806 
Sacramento, CA 95812-0806 
E-mail: gcregs@dtsc.ca.gov 
 
 

SUBMITTED BY ELECTRONIC MAIL 
 
 
Subject: Public Comments on the State of California’s Safer Consumer Product Alternatives 

proposed regulation, R-2010-05 
 
 
Dear Mr. Woled: 
 
Please consider the enclosed recommendations when revising the Safer Consumer Product Alternatives 
proposed regulation.   
 
I appreciate the opportunity to comment on this proposed regulation.  The recommendations contained
herein are aimed at improving the consistency, transparency, and objectivity of the document.   
 
Should you have any questions or comments about the recommendations contained herein, please do 
not hesitate to contact me via reply e-mail. 
 
Sincerely, 
 

 
 
 
  
 

Yolanda Jamison, Esq. 
LL.M. Program on Law & Government 
Washington College of Law 
American University 
Washington, D.C. 
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I.  ADVERSE 
 
A.  Recommendation 
 
The word “adverse” is used in the Safer Consumer Product Alternatives proposed regulation 
(hereinafter “Draft SCPA”) 39 times; however, no definition is provided.   
 
It is recommended that a definition be provided in the Draft SCPA.  The U.S. Environmental Protection 
Agency’s (EPA)’s definition for “adverse” is but one example, which could be used and is provided 
below:1

 
“Adverse” means a biochemical change, functional impairment, or pathologic lesion 
that affects the performance of the whole organism, or reduces an organism’s ability 
to respond to an additional environmental challenge. 

 
 
B.  Rational for recommendation 
 
When regulatory agencies develop health assessments, the top three most contentious aspects of the 
process include:  1) study selection, 2) endpoint selection, and 3) application of uncertainty factors.  
Since the controversy over endpoints is typically focused on whether or not the endpoint is adverse or 
not, defining what it means to be “adverse” will aid with resolving or possibly avoiding future conflicts 
over this point.     
 
 

                                                 
1IRIS (2010a) Definition for “Adverse effect”, Integrated Risk Information System (IRIS), U.S. Environmental Protection 
Agency, Washington, D.C., http://www.epa.gov/iris/help_gloss.htm#a 
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II.  BIOACCUMULATION 
 
Page 6, lines 21-23 define “Bioaccumulation” as:2

 
“(6) “Bioaccumulation” means the net accumulation of a chemical substance in an organism or part 
of an organism, or an environmental compartment, that absorbs the chemical at a rate greater than that 
at which the chemical is lost.” 
 
A.  Recommendation 
 

(6) “Bioaccumulation” means the net accumulation of a chemical substance in an 
organism or part of an organism, or an environmental compartment, that absorbs the 
chemical at a rate greater than that at which the chemical is lost.   
(A) A substance fulfills the bioaccumulative criterion for a persistent, 
bioaccumulative, and toxic (PBT) assessment when the bioconcentration factor 
(BCF) is greater than or equal to 1000 L/kg wet-wt, or when the logarithmic n-
octanol:water partition coefficient (logKOW) is greater than 4, but less than 10. 
(B) A substance fulfills the very bioaccumulative criterion of a very persistent 
and very bioaccumulative (vPvB) assessment when the BCF is greater than or 
equal to 5,000 L/kg wet-wt. 

 
 
B.  Rational for recommendation 
 
1.  Specific criteria that fulfill the definition of bioaccumulation should be provided.
The U.S. EPA and the European Commission have issued cutoff criteria for determining whether or not 
a substance is bioaccumulative.  As shown in Table 1, under the U.S. EPA’s criteria, a substance is 
considered bioaccumulative if the bioconcentration factor (BCF) is greater than or equal to 1,000 L/kg 
wet-wt,3 whereas the European Commission considers a substance bioaccumulative if the BCF is 
greater than 2,000 L/kg wet-wt.4
 
A logKOW is routinely used as a metric for screening a substance’s potential to bioaccumulate.  
Substances with a logKOW greater than 4, but less than 10 are considered to have a high potential to 
bioaccumulate, whereas substances with a logKOW value equal to or less than 4 or greater than 10 are 
considered to have a low potential to bioaccumulate.5   
 
The U.S. EPA utilizes a cutoff BCF value of greater than or equal to 5,000 L/kg wet-wt for identifying 
substances as very bioaccumulative (Table 1).6  In contrast, the European Commission considers 
substances with a BCF value greater than 5,000 L/kg wet-wt as very bioaccumulative (Table 1).7

                                                 
2 Department of Toxic Substances Control (DTSC), text of proposed regulations, September 2010, Division 4.5, Title 22, 
California Code of Regulations, Chapter 53. Safer Consumer Product Alternatives (hereinafter “Draft SCPA”), 92 pp., at p. 
6. 
3 EPA (1999) Category for persistent, bioaccumulative, and toxic new chemical substances, FEDERAL REGISTER Vol. 64, 
No. 213, pp. 60194, at p. 60202.   
4 Regulation (EC) No 1907/2006 (hereinafter “REACH”), OFFICIAL JOURNAL OF THE EUROPEAN UNION, L396, 849 pp., at 
p. 384. 
5 ECHA (2008) Guidance on information requirements and chemical safety assessment Chapter R.11: PBT Assessment, pp. 
1-97, at p. 28. 
6 EPA (1999) supra note 3. 
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TABLE 1 
CRITERIA USED BY THE U.S. EPA AND THE EUROPEAN COMMISSION FOR ASSESSING WHETHER CHEMICALS ARE 

BIOACCUMULATIVE. 
Bioconcentration Factor (BCF)  

(L/kg wet-wt) 
Organization Not bioaccumulative Bioaccumulative (B) Very Bioaccumulative (vB) 

U.S. EPA < 1,000 ≥ 1,000 but < 5,000 ≥ 5,000 
European Commission < 2,000 > 2,000 but < 5,000 > 5,000 

 
 

                                                                                                                                                                        
7 REACH (2006) supra note 4, at p. 385. 
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III.  CARCINOGEN OR REPRODUCTIVE TOXIN 
 
Page 6, lines 33-42 and page 7, lines 1-5 define “Carcinogen or reproductive toxin” as:8

 
“(9) “Carcinogen or reproductive toxin” means a chemical listed as a carcinogen or a reproductive 
toxin, or both, pursuant to one or more of the following: 
(A) Health and Safety Code section 25249.8, 
(B) The National Toxicology Program Report on Carcinogens that lists chemicals known and 
reasonably anticipated to be human carcinogens; 
(C) United States Environmental Protection Agency chemicals classified as Known or Likely 
(Group A, B1 or B2), as mentioned on its Integrated Risk Information System, or equivalent weight of 
evidence classifications that result from subsequent revisions to its “Guidelines for Carcinogen Risk 
Assessment”; 
(D) The International Agency for Research on Cancer Group I or 2A Chemicals;  
(E) The International Agency for Research on Cancer Group 2B Chemicals where there exists 
sufficient evidence of carcinogenicity in animals, even if evidence of carcinogenicity in humans is 
inadequate; and 
(F) The European Union Classification and Labeling (Globally Harmonized System) Category 1A 
and 1B chemicals.” 
 
A.  Recommendation 
 

(9) “Carcinogen or reproductive toxin” means a chemical meeting either or both 
of the following definitions: 
(A) “Carcinogen” means a substance or a mixture of substances which induce 
cancer or increase its incidence.  Substances which have induced benign and 
malignant tumors in well performed experimental studies on animals are 
considered also to be presumed or suspected human carcinogens unless there is 
strong evidence that the mechanism of tumour formation is not relevant for 
humans; or 
(B) “Reproductive toxin” means a substance or mixture of substances which 
induce adverse effects on sexual function and fertility in adult males and 
females, as well as developmental toxicity in the offspring.  Adverse effects which 
may be caused by a reproductive toxin may be subdivided and defined as 
follows: 
1. “Adverse effects on sexual function and fertility” means any effect of a 
substance that has the potential to interfere with sexual function and fertility.  
This includes, but is not limited to, alterations to the female and male 
reproductive system, adverse effects on onset of puberty, gamete production and 
transport, reproductive cycle normality, sexual behavior, fertility, parturition, 
pregnancy outcomes, premature reproductive senescence, or modifications in 
other functions that are dependent on the integrity of the reproductive systems; 
or  
2. “Adverse effects on development of the offspring” means any effect which 
interferes with normal development of the conceptus, either before or after 
birth, and resulting from exposure of either parent prior to conception, or 
exposure of the developing offspring during prenatal development, or 

                                                 
8 Draft SCPA (2010) supra note 2, at pp. 6-7. 
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postnatally, to the time of sexual maturation.  However, it is considered that 
classification under the heading of developmental toxicity is primarily intended 
to provide a hazard warning for pregnant women, and for men and women of 
reproductive capacity.  Therefore, for pragmatic purposes of classification, 
developmental toxicity essentially means adverse effects induced during 
pregnancy, or as a result of parental exposure.  These effects can be manifested 
at any point in the life span of the organism.  The major manifestations of 
developmental toxicity include (i) death of the developing organism, (ii) 
structural abnormality, (iii) altered growth, and (iv) functional deficiency; or 
(C) A substance or mixture of substances listed as a carcinogen or a reproductive 
toxin, or both, pursuant to one or more of the following: 
(AD) Health and Safety Code section 25249.8, 
(BE) The United States National Toxicology Program (NTP) Report on 
Carcinogens that lists chemicals ‘known’ and  or ‘reasonably anticipated’ to be 
human carcinogens or the NTP evaluations issued by the Center for the 
Evaluation of Risks to Human Reproduction that list chemicals with ‘some 
concern’, ‘concern’, or ‘serious concern’ for adverse effects on human 
development or reproduction; 
(CF) The United States Environmental Protection Agency chemicals classified as 
Known or Likely (Group A, B1 or B2), as mentioned on its Integrated Risk 
Information System, or equivalent weight of evidence classifications that result from 
subsequent revisions to its “Guidelines for Carcinogen Risk Assessment”; or
(DG) The International Agency for Research on Cancer Group I1, or 2A or 2B 
Chemicals;.  
(E) The International Agency for Research on Cancer Group 2B Chemicals 
where there exists sufficient evidence of carcinogenicity in animals, even if 
evidence of carcinogenicity in humans is inadequate; and
(F) The European Union Classification and Labeling (Globally Harmonized 
System) Category 1A and 1B chemicals. 

 
B. Rational for recommendation 
 
1. Definitions for carcinogen and reproductive toxin should be included. 
The Draft SCPA provides a list of criteria set by other entities (e.g., U.S. EPA) for determining whether 
a substance is a carcinogen or reproductive toxin; however, no definitions are provided.  Since the 
Draft SCPA cites9 to the European Commission’s classification, labeling, and packaging law 
(hereinafter the “CLP Regulation”) as one means of identifying carcinogens or reproductive toxins,10 
the definitions from this law for carcinogen11 and reproductive toxin12 are recommended and have been 
included in the above changes. 
 
2.  The NTP’s CERHR evaluations should be included. 
The U.S. National Toxicology Program’s (NTP)’s Center for the Evaluation of Risk to Human 
Reproduction (CERHR) performs critical evaluations on chemicals and ranks the chemicals based on 
levels of concern for adverse effects on human development and reproduction, which include the 
                                                 
9 See, e.g., Id. at pp. 7 (lines 4-5) and 11 (lines 32-33). 
10 Regulation (EC) No 1272/2008 (hereinafter “CLP Regulation”), OFFICIAL JOURNAL OF THE EUROPEAN UNION, L353, 
1355 pp. 
11 Id. at p. 103. 
12 Id. at p. 108. 
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following concern levels, from lowest to highest:  negligible concern, minimal concern, some concern, 
concern, and serious concern.13  It is recommended that these expert evaluations be included among the 
criteria for identifying potential reproductive toxins. 
 
3.  The weight of evidence descriptors for IARC should be included under the same entry. 
The Draft SCPA lists the U.S. EPA’s weight of evidence descriptors under the same entry; therefore, 
there is no reason to list the International Agency for Research on Cancer’s (IARC)’s weight of 
evidence descriptors under two entries. 
 
4.  The entry for the European Union’s classification, labeling, and packing law should be deleted. 
The reference to the CLP Regulation is better placed under the list of sources in the Draft SCPA for 
identifying a “Hazard trait”, since these include carcinogenicity and reproductive toxicity.  For further 
discussion, please see the Recommendations and Rational for recommendations provided on pages 12 
and 13 of these comments.     
 
 

                                                 
13 See, e.g., CERHR (2008) NTP-CERHR monograph on the potential human reproductive and developmental effects of 
bisphenol A, NIH Publication No. 08-5994, 321 pp., at p. vii. 
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IV.  DE MINIMIS LEVEL 
 
Page 9, lines 28-42, and page 10 lines 1-9 define “De minimis level” as:14   
 
“(24)(A) “De minimis level” means a concentration level less than or equal to the lower of:  
1. 0.1% by weight; or 
2. The lowest federal or California State public health or environmental regulatory threshold that 
applies to the chemical or the chemical/product combination. 
(B) For purposes of the definition of “de minimis level”, federal and California State public health 
and environmental regulatory thresholds include, but are not limited to: 
1. Maximum Contaminant Levels (MCLs) and MCL goals developed by the United States 
Environmental Protection Agency under the federal Safe Drinking Water Act, 
2. MCLs developed by the California Department of Public Health pursuant to Health and Safety 
Code section 116365(a), 
3. Public Health Goals (PHGs) developed by the California Office of Environmental Health 
Hazard Assessment pursuant to Health and Safety Code section 116365(c), 
4. Maximum Allowable Dose Levels (MADLs) for chemicals that cause reproductive toxicity 
developed by the California Office of Environmental Health Hazard Assessment pursuant to the Safe 
Drinking Water and Toxic Enforcement Act of 1986,” 
5. No Significant Risk Levels (NSRLs) for chemicals that cause cancer developed by the 
California Office of Environmental Health Hazard Assessment pursuant to the Safe Drinking Water 
and Toxic Enforcement Act of 1986, 
6. Regional Screening levels developed by the United States Environmental Protection Agency 
pursuant to the Comprehensive Environmental Response, Compensation and Liability Act (CERCLA) 
of 1980, as amended by the 1986 Superfund Amendments and Reauthorization Act, and  
7. The criteria for the identification of hazardous waste pursuant to Health and Safety Code 
section 25141.” 
 
A.  Recommendation 
 

(24)(A) “De minimis level” means a concentration level to which an organism 
(including susceptible subgroups) may be exposed for a given duration that is 
likely to be without an appreciable risk of adverse health effects over a lifetime, 
or a concentration level that is less than or equal to the lower of:  
1.  0.1% by weight; or 
2. The lowest federal or California State public health or environmental 
regulatory threshold that applies to the chemical or the chemical/product 
combination. 
(B) For purposes of the definition of “de minimis level”, federal and California 
State public health and environmental regulatory The information used for 
making a threshold determination for a “de minimis level” shall meet the 
requirements of “reliable information”, as defined in this section.include, but 
are not limited to: 
1. Maximum Contaminant Levels (MCLs) and MCL goals developed by the 
United States Environmental Protection Agency under the federal Safe Drinking 
Water Act, 

                                                 
14 Draft SCPA supra note 2, at p. 9. 
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2. MCLs developed by the California Department of Public Health pursuant 
to Health and Safety Code section 116365(a),
3. Public Health Goals (PHGs) developed by the California Office of 
Environmental Health Hazard Assessment pursuant to Health and Safety Code 
section 116365(c), 
4. Maximum Allowable Dose Levels (MADLs) for chemicals that cause 
reproductive toxicity developed by the California Office of Environmental 
Health Hazard Assessment pursuant to the Safe Drinking Water and Toxic 
Enforcement Act of 1986, 
5. No Significant Risk Levels (NSRLs) for chemicals that cause cancer 
developed by the California Office of Environmental Health Hazard Assessment 
pursuant to the Safe Drinking Water and Toxic Enforcement Act of 1986, 
6. Regional Screening levels developed by the United States Environmental 
Protection Agency pursuant to the Comprehensive Environmental Response, 
Compensation and Liability Act (CERCLA) of 1980, as amended by the 1986 
Superfund Amendments and Reauthorization Act, and  
7. The criteria for the identification of hazardous waste pursuant to Health 
and Safety Code section 25141.”

 
B.  Rational for recommendation 
 
1.  A 0.1 % by weight de minimis threshold is justified. 
The inclusion of concentration levels less than or equal to 0.1 % by weight under the definition of “De 
minimis level” is consistent with the European Commission’s Registration, Evaluation, Authorisation 
and restriction of Chemicals law (REACH).    For example, the European Commission does not require 
the performance of a chemical safety assessment if the concentration of the chemical is less than 0.1 % 
by weight, even if the chemical is identified as a CMR (i.e., carcinogen, mutagen, or reproductive 
toxicant), a PBT (i.e., persistent, bioaccumulative, and toxic), or a vPvB (i.e., very persistent and very 
bioaccumulative).15  The 0.1 % by weight threshold was established based on the relevance of risk 
posed by such small quantities of a chemical.   
 
2.  A threshold of zero is not always justifiable. 
As indicated in the Draft SCPA under (24)(B)(1), MCL goals are listed as potential thresholds for 
making a “De minimis level” determination.  This is problematic because MCL goals can be set at 
zero,16 even though regulatory agencies may have issued non-zero reference values, which represent 
“An estimate of an exposure for a given duration to the human population (including susceptible 
subgroups) that is likely to be without an appreciable risk of adverse health effects over a lifetime.”17   
 
3.  De minimis level thresholds should be based on the best scientific principles and practices. 
No direction is provided on how the Department of Toxic Substances Control plans on choosing a 
source document for making a “De minimis level” determination, other than a statement that the 
“lowest”18 level will apply.  This means that regulatory decisions will oftentimes be based on outdated 
                                                 
15 REACH (2006) supra note 4, at p. 78. 
16 EPA (2010a) Drinking water contaminants, U.S. Environmental Protection Agency (EPA), Washington, D.C., 
http://water.epa.gov/drink/contaminants/index.cfm (For example, the U.S. Environmental Protection Agency (EPA) has set 
23 of 53 MCL goals for organic chemicals at zero.) 
17 IRIS (2010b) Definition for “Reference Value (RfV), Integrated Risk Information System (IRIS), U.S. Environmental 
Protection Agency, Washington, D.C., http://www.epa.gov/iris/help_gloss.htm#r 
18 Draft SCPA supra note 2, at p. 9 [(24)(A)(2)]. 
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science.  For example, the U.S. EPA’s MCLs and MCL goals are generally based on reference values 
(e.g., RfDs) or cancer risk estimates (e.g., oral slope factors),19 which are issued by the U.S. EPA’s 
Integrated Risk Information System (IRIS).  The former IRIS Program Director stated, “…about 40%, 
or over 200, of the toxicity values and cancer weight of evidence statements in IRIS would be likely to 
change if fully reevaluated with available new studies.”20  Note also that the Regional Screening Levels 
cited in the Draft SCPA under (24)(B)(6) are oftentimes based on IRIS values. 
 
 

                                                 
19 EPA (2010b) Regulating public water systems and contaminants under the Safe Drinking Water Act, U.S. Environmental 
Protection Agency (EPA), Washington, D.C., 
http://water.epa.gov/lawsregs/rulesregs/regulatingcontaminants/basicinformation.cfm 
20 Mills, A. (2006) IRIS from the inside, RISK ANALYSIS, Vol. 26, pp. 1409-1410, at p. 1409. 
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V.  HAZARD TRAIT 
 
Page 11, lines 25-35 defines “Hazard trait” as: 
 
“(39) “Hazard trait” means one of the following: 
(A) Hazard traits as identified by the Office of Environmental Health Hazard Assessment 
(“OEHHA”) pursuant to Health and Safety Code section 25256.1; 
(B) Until OEHHA promulgates its initial list of hazard traits, “hazard trait” is limited to all of the 
following: 
1. Carcinogenicity or reproductive toxicity.  Chemicals with these traits are those meeting the 
definition of carcinogen or reproductive toxin as defined in this section. 
2. Mutagenicity.  Chemicals with this trait are those listed as having mutagenic properties in the 
European Union Category 1A or 1B under Annex VI, part 3 of the Regulation. 
3. Chemicals that have been determined by the United States Environmental Protection Agency to 
be Persistent Bioaccumulative Toxic chemicals.” 
 
A.  Recommendation 
 

(39) “Hazard trait” means one of the following: 
(A) Hazard traits as identified by the Office of Environmental Health Hazard 
Assessment (“OEHHA”) pursuant to Health and Safety Code section 25256.1; 
(B) Until OEHHA promulgates its initial list of hazard traits, “hazard trait” 
includes, but is not limited to all of the following: 
1. Carcinogenicity or reproductive toxicity.  Chemicals with thisese traits are 
those meeting the definition of carcinogen or reproductive toxin as defined in this 
section, or chemicals identified as having carcinogenic properties according to 
the criteria set forth in Category 1 or 2, under European Commission 
Regulation (EC) No 1272/2008 Classification, Labelling, and Packaging of 
Substances or Mixtures (hereinafter CLP Regulation) or listed as Category 1 or 
2 in Annex VI, part 3 of the CLP Regulation. 
2. Mutagenicity.  Chemicals with this trait are those meeting the definition of 
mutagen as defined in this section, or Cchemicals with this trait are those listed 
identified as having mutagenic properties according to the criteria set forth in the 
European Union  in Category 1A or 1B2 under the CLP Regulation or listed as 
Category 1 or 2 in Annex VI, part 3 of the CLP Regulation. 
3. Reproductive toxicity.  Chemicals with this trait are those meeting the 
definition of reproductive toxin as defined in this section, or chemicals identified 
as toxic to reproduction according to the criteria set forth in Category 1, 2, or 3 
of the CLP Regulation or listed as Category 1, 2, or 3 in Annex VI, part 3 of the 
CLP Regulation. 
34. Persistent, Bioaccumulative, and Toxic (PBT).  Chemicals with these traits 
are those meeting the definitions and criteria for persistent, bioaccumulative, 
and toxic, as defined in this section. Chemicals that have been determined by the 
United States Environmental Protection Agency chemicals.
5. very Persistent and very Bioaccumulative (vPvB).  Chemicals with these 
traits are those meeting the definitions and criteria for very Persistent and very 
bioaccumulative, as defined in this section.  
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B.  Rational for recommendation 
 
1.  Hazard traits should not be limited to CMRs and PBTs.  
The U.S. EPA defines a hazard as:  “A potential source of harm.”21  Since chemicals may cause a host 
of potentially serious harms, including those identified in the Draft SCPA under §69302.3 (e.g., 
explosivity, cardiovascular toxicity, endocrine toxicity, etc), “Hazard traits” should not be limited to 
CMRs and PBTs. 
 
2.  The listed hazard traits should be defined. 
Though the Draft SCPA states:  “Chemicals with these traits [i.e., carcinogenicity or reproductive 
toxicity] are those meeting the definition of carcinogen or reproductive toxin as defined in this section”, 
these terms are not defined.  Rather, a list of sources is provided, where the chemicals may or may not 
have been evaluated and categorized.  For example, under the Draft SCPA’s definition for “carcinogen 
or reproductive toxin”, chemicals are considered to be “carcinogens” if they are ranked in specific 
categories (e.g., Group 1) assigned by a particular organization (e.g., the International Agency for 
Research on Cancer).   
 
3.  Regulatory submissions should be used as a source for identifying hazard traits.  
Under §69301.6. Chemical and Product Information of the Draft SCPA, it states:  “Requests and 
requirements for making available the data and information described in paragraph (1) may, to the 
extent possible, be fulfilled by making available to the Department data and information that has been 
provided under REACH, TSCA, or CEPA programs.”22  Therefore, dossiers submitted under REACH, 
for example, should be utilized for identifying whether or not a chemical possesses specific hazard 
traits. 
 
4. The criteria for PBTs and vPvBs should be provided in the regulation.
The criteria for PBTs and vPvBs should be listed under the definitions for each of these elements.  The 
reason being that the U.S. EPA and the European Chemicals Agency (ECHA) have similar, but 
different thresholds for P, vP, B, and T.  In some cases, the criteria used by the U.S. EPA are more 
stringent, whereas in others, the criteria used by the ECHA are more stringent.  Thus, a chemical 
meeting the ECHA’s PBT criteria, may not satisfy the U.S. EPA’s PBT criteria, and vice versa. 
 
 

                                                 
21 IRIS (2010c) Definition for “Hazard”, Integrated Risk Information System (IRIS), U.S. Environmental Protection 
Agency, Washington, D.C., http://www.epa.gov/ncea/iris/help_gloss.htm#h 
22 Draft SCPA supra note 2, at p. 25 [(c)(2)]. 
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VI.  MUTAGEN 
 
A.  Recommendation 
 
Mutagenicity is listed as a “Hazard trait”; however, no definition is provided.   
 
The following definition is recommended: 
 

“Mutagen” means a substance which gives rise to an increased occurrence of 
mutations in populations of cells and/or organisms.  A mutation means a permanent 
change in the amount or structure of the genetic material in a cell.  The term 
‘mutation’ applies both to heritable genetic changes that may be manifested at the 
phenotypic level and to the underlying DNA modifications when known (including 
specific base pair changes and chromosomal translocations). 

 
B.  Rational for recommendation 
 
Since the Draft SCPA lists the CLP Regulation’s criteria for mutagenicity (i.e., Category 1A or 1B) 
under “Hazard trait”, the CLP Regulation’s definition of a “mutagen” was used in the above 
recommendation.23  

                                                 
23 CLP Regulation (2008) supra note 10, at p. 100. 
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VII.  Persistence 
 
Page 13, lines 24-25 define “Persistence” as: 
 
“(51) “Persistence” means the ability of a chemical substance or its degradation products to remain in 
the environment.” 
 
A.  Recommendation 
 

(51) “Persistence” means the ability of a chemical substance or its degradation 
products to remain in the environment. 
(A) A substance fulfills the persistent criterion for a PBT assessment when its 
half-life in soil, sediment, or water is greater than 60 days. 
(B) A substance fulfills the very persistent criterion of a vPvB assessment 
when its half-life in soil, sediment, or water is greater than 180 days. 
 

B.  Rational for recommendation 
 
1.  Specific criteria that fulfill the definition of persistence should be provided.
As shown in Table 2, the U.S. EPA’s and the European Commission’s criteria for persistence are 
different.  In some cases, the U.S. EPA’s criteria are more stringent than the European Commission’s 
criteria, and vice versa.  The above recommendation lists the U.S. EPA’s criteria; however, the 
Department of Toxic Substances Control should make a policy decision on whether or not they wish to 
incorporate the U.S. EPA’s criteria or the most stringent criteria listed by the U.S. EPA and the 
European Commission for each environmental compartment. 
 

TABLE 2 
CRITERIA USED BY THE U.S. EPA AND THE EUROPEAN COMMISSION FOR DETERMINING THE PERSISTENCE OF 

CHEMICALS IN THE ENVIRONMENT. 
Persistence 

Half-life (t1/2 in days) 
Organization Environmental 

compartment Not persistent Persistent (P) Very Persistent (vP) 
Water 
Soil U.S. EPA24

Sediment 
t1/2 < 60 t1/2 ≥ 60 but t1/2 < 180 t1/2 > 180 

Marine t1/2 ≤ 60 t1/2 > 60 t1/2 > 60 
Water Fresh- or 

estuarine t1/2 ≤ 40 t1/2 > 40 but t1/2 ≤ 60 t1/2 > 60 

Soil t1/2 ≤ 120 t1/2 > 120 but t1/2  ≤180 t1/2 >180 
Marine t1/2 ≤ 180 t1/2 > 180 t1/2 > 180 

European 
Commission25

Sediment Fresh- or 
estuarine t1/2 ≤ 120 t1/2 > 120 but t1/2 ≤180 t1/2 > 180 

 
 
 

                                                 
24 EPA (1999) supra note 3. 
25 REACH (2006) supra note 4, at pp. 383-385. 
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VIII.  RELEASE   
 
Page 15, lines 31 to 35 define “Release” as:26   
 
“(65) “Release” means an intentional or unintentional process that liberates or discharges a chemical 
that is contained in a consumer product into the environment and includes, but is not limited to any 
release which results in exposure to persons during any phase of the product’s life cycle.  This includes 
releases of chemicals, heat, and ionizing and non-ionizing radiation.” 
 
A.  Recommendation 
The following changes to the definition of “release” are recommended: 
 

“Release” means an intentional or unintentional process that, under normal 
conditions of use for that consumer product, liberates or discharges a chemical, 
heat, ionizing radiation, or non-ionizing radiation from the that is contained in a 
consumer product into the environment and includes, but is not limited to any 
release, which immediately results in a potentially adverse level of exposure to 
persons from such during any phase of the product’s life cycle.  This includes 
releases of chemicals, heat, and ionizing radiation, andor non-ionizing radiation. 

 
B.  Rational for recommendation 
1.  A release should address normal conditions of use only. 
The current definition of “Release” in the Draft SCPA is overly broad.  For example, a literal 
interpretation of this would include an evaluation of every possible scenario where an intentional 
release or unintentional release (e.g., terrorist acts, suicide attempts, etc) could take place.  It also fails 
to take into account exposure, which is dependent on hazard for determining a risk (i.e., RISK = 
EXPOSURE × HAZARD). 
 
2.  Regulations exist in the State of California that address transport and disposal of substances.
Regulations exist that address end of life waste streams that may end up in the environment.27  
Therefore, given the status of the economy generally and the State of California’s economy 
specifically, it seems inappropriate for the Draft SCPA to extend the Department of Toxic Substances 
Control’s resources any further.   
 
 

                                                 
26 Draft SCPA supra note 2, at p. 15 [(65)]. 
27 See, e.g., CALIFORNIA CODE OF REGULATIONS at:  Title 17. Public Health et seq.; Title 22. Social Security, Division 4. 
Environmental Health et seq., or Division 4.5. Environmental Health Standards for the Management of Hazardous Waste et 
seq.; Title 23. Waters et seq.; Title 26. Toxics et seq.; Title 27. Environmental Protection et seq., etc.  
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IX.  RELIABLE INFORMATION 
 
Page 15, lines 37-42 and page 16, lines 1-23 define “Reliable information” as:28

 
“(66) “Reliable information” means data, studies and other information that have been: 
(A) Scientifically peer-reviewed; or 
(B) Generated using established federal guidelines, including, but not limited to, any of the 
following: 
1. United States Food and Drug Administration Good Laboratory Practices (Part 58 of Title 21 of 
the Code of Federal Regulations), 
2. United States Environmental Protection Agency’s Office of Chemical Safety and 
Pollution Prevention Harmonized Test Guidelines, 
3. Federal Toxic Substances Control Act (TSCA) (Chapter 1 of Title 40 of the Code of 
Federal Regulations), and 
4. TSCA Testing Guidelines (Parts 798 and 799 of Title 40 of the Code of Federal Regulations); 
or 
(C) Published in scientifically peer reviewed literature; or 
(D) Published in final state or federal scientific reports; or 
(E) Published in a final report of the National Academy of Sciences, National Academy of 
Engineering, Institute of Medicine, or National Research Council; or 
(F) Published in final reports from the agencies that implement the laws and programs 
described in section 69301.6(c)(2); or 
(G) Developed, or reviewed and accepted, by a federal agency or a California State or local agency 
for compliance or other regulatory purposes; or 
(H) Generated according to valid accepted testing protocols in which the test parameters 
documented are based on specific testing guidelines or in which all parameters described are 
comparable to a guideline method, such as:  
1. Organization for Economic Cooperation and Development (OECD) Guidelines for 
Testing of Chemicals, 
2. REACH/ECHA Guidance on Information Requirements and Chemicals Safety 
Assessment, and 
3. Canadian Environmental Protection Act (CEPA) Guidelines for the Notification and Testing of 
New Substances: Chemicals and Polymers.” 
 
A.  Recommendation 
 

(66) “Reliable information” means data, studies and other information that 
have been were generated using the best scientific principles and practices.  
Reliability will be determined based on the following criteria, listed from 
highest to lowest in terms of reliability: 
(A) Scientifically peer-reviewed; or 
(BA) Generated using established federal guidelinesGood Laboratory 
Practice standards, and (H) Generated according to valid accepted testing 
protocols in which the test parameters documented are based on specific 
testing guidelines or in which all parameters described are comparable to 
a guideline method, including, but not limited to, any of the following: 

                                                 
28 Draft SCPA (2010) supra note 2, at pp. 15-16. 
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1. United States Food and Drug Administration Good Laboratory Practices 
(Part 58 of Title 21 of the Code of Federal Regulations), 
2. United States Environmental Protection Agency Good Laboratory 
Practices (Parts 160 and 792 of Title 40 of the Code of Federal 
Regulations), 
3. Organisation for Economic Co-operation and Development 
Principles on Good Laboratory Practice (as revised in 1997) 
(ENV/MC/CHEM(98)17), 
24. United States Environmental Protection Agency’s Office of Chemical 
Safety and Pollution Prevention Harmonized Test Guidelines, 
15. Organization for Economic Cooperation and Development (OECD) 
Guidelines for Testing of Chemicals, 
26. REACH/ECHA Guidance on Information Requirements and Chemicals 
Safety Assessment,  
37. Canadian Environmental Protection Act (CEPA) Guidelines for the 
Notification and Testing of New Substances: Chemicals and Polymers, or 
3. Federal Toxic Substances Control Act (TSCA) (Chapter 1 of Title 40 
of the Code of Federal Regulations), and 
4. TSCA Testing Guidelines (Parts 798 and 799 of Title 40 of the Code 
of Federal Regulations); or
(EB) Published in a final report of the National Academy of Sciences, 
National Academy of Engineering, Institute of Medicine, or National Research 
Council; or 
(DC) Published in final state or federal scientific reports; or 
(FD) Published in final reports from the agencies that implement the laws and 
programs described in section 69301.6(c)(2); or 
(GE) Developed, or reviewed and accepted, by a federal agency or a California 
State or local agency for compliance or other regulatory purposes; or 
(CF) Published in scientifically peer reviewed literature; or.  

 
B.  Rational for recommendation 
 
The above changes are recommended to ensure that “Reliable information” means the best quality data 
available.  Regulatory agencies around the world require data generated on industrial chemicals, 
pesticides, pharmaceuticals, etc., to be performed according to Good Laboratory Practice (GLP) 
standards and validated testing guidelines.  These two parameters (i.e., GLP and valid test guidelines) 
were developed to ensure that safety evaluations on substances are conducted according to the best 
scientific principles and practices.  Therefore, GLP and valid test guidelines should serve as the 
highest, most reliable tier of information.  With each successive tier of information listed under 
“Reliable information”, the reliability goes down based on the increased degree of uncertainty with 
whether or not the best scientific principles and practices were applied.  For example, studies 
published in the peer-reviewed literature should be viewed as the least reliable information available 
because they are summarized reports of preliminary findings that have only undergone one level of 
peer review.  This is not to say that reliable information cannot be found in the peer-reviewed 
literature.  Rather, publication in the peer-reviewed literature, in and of itself, should not form the basis 
of ranking a study as reliable information, since no standardized criteria for assessing quality and 
reliability are used.   
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X.  TIER I ALTERNATIVES ASSESSMENT OR TIER I AA 
 
Page 18, lines 2-5 define “Tier I Alternatives Assessment” as: 
 
“(78) “Tier I Alternatives Assessment” or “Tier I AA” means an assessment that the Department 
concurs is substantially equivalent to the Green Screen For Safer Chemicals, as published and amended 
by Clean Production Action, or any other AA tool and/or methodology that the Department concurs is 
acceptable for purposes of section 69305.1(a)(5).” 
 
A.  Recommendation 
 

(78) “Tier I Alternatives Assessment” or “Tier I AA” means an assessment that the 
Department concurs is substantially equivalent to the Green Screen For Safer 
Chemicals, as published and amended by Clean Production Actiondetermines 
has adequately assessed the risks of a product that contains a chemical of 
concern compared to a product that contains an alternative chemical, taking 
into account both hazards and exposures, or any other AA tool and/or 
methodology that the Department concurs is acceptable for purposes of section 
69305.1(a)(5). 

 
B.  Rational for recommendation 
 
Has the Green Screen for Safer Chemicals undergone a formal evaluation by a panel of experts from 
government agencies, industry, academia, etc.?  If not, advocating a non-governmental organization’s 
(NGO)’s approach in the SCPA is not recommended.  An NGO’s motivations and agenda are not 
necessarily the same as the Department of Toxic Substances Control.  Therefore, the above changes are 
recommended as a general, but objective way to perform a Tier I AA.    
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XI.  TOXIC 
 
A.  Recommendation 
 
The word “toxic” should be defined, since it is an essential component of determining whether a 
substance is a PBT (i.e., persistent, bioaccumulative, and toxic).  The following definition is 
recommended: 
 
(##) “Toxic” means a substance that is capable of causing an adverse effect(s) to biological systems.  
(A) A substance fulfills the toxicity criterion for a PBT assessment when: 
1. The oral LD50 is < 50 mg/kg, or 
2. The dermal LD50 is < 200 mg/kg, or
3. The inhalation LC50 (4-hour) is < 2 mg/l, or 
4. The substance meets the definition of a carcinogen, mutagen, or reproductive toxin, as 
defined in this section, or 
5. The substance is classified as carcinogenic (Category 1 or 2), mutagenic (Category 1 or 2), 
or toxic to reproduction (Categories 1, 2, or 3) according to the criteria set forth under European 
Commission Regulation (EC) No 1272/2008 Classification, Labelling, and Packaging of 
Substances or Mixtures (hereinafter CLP Regulation) or listed as such in Annex VI, part 3 of the 
CLP Regulation, or 
6. The no-observed effect concentration, EC50, or LC50 for ecological toxicity is < 0.01 mg/l. 
 
 
B.  Rational for recommendation 
 
The definition of “Toxic” provided above is based on the U.S. EPA’s definition of a toxic substance.29   
 
Items (A)(1)-(3) are the criteria used by the U.S. EPA for identifying substances that are acutely 
toxic.30   
 
Item (A)(4) utilizes the definitions for carcinogen, mutagen, or reproductive toxin as listed in the CLP 
regulation.  For further details, see the comments provided herein on pages 6-8 and 14.   
 
Item (A)(5) lists the criteria that are used by the European Commission under REACH for identifying 
toxic substances.31

 
Item (A)(6) lists the criteria used by the U.S. EPA for identifying substances as toxic to aquatic 
organisms (Table 3).  Though the European Commission issued aquatic toxicity cutoff values under 
REACH, the values used by the U.S. EPA are more conservative (Table 3).   
 
 
 
 
                                                 
29 IRIS (2010d) Definition for “Toxic substance”, Integrated Risk Information System (IRIS), U.S. Environmental 
Protection Agency, Washington, D.C., http://www.epa.gov/iris/help_gloss.htm#t 
30 EPA (2010c) Frequently Asked Questions (FAQs), TSCA Toxic Substances Control Act (TSCA) Section 8(e) Notices, 
U.S. Environmental Protection Agency, at A.22. (See tabulated values), 
http://www.epa.gov/opptintr/tsca8e/pubs/frequentlyaskedquestionsfaqs.html 
31 REACH (2006) supra note 4, at p. 384. 
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TABLE 3 

CRITERIA USED BY THE U.S. EPA AND THE EUROPEAN COMMISSION FOR IDENTIFYING CHEMICALS AS TOXIC TO 
AQUATIC ORGANISMS. 

Ecological Toxicity value  
(e.g., short- or long-term NOEC, LC50, or EC50) 

Organization Organisms Low concern Moderate concern High concern (T) 

U.S. EPA32 >10 mg/L or no 
effects at saturation < 0.1 to <10 mg/L <0.1 mg/L 

European 
Commission33

(e.g., fish, water flea, 
green algae, shrimp) > 0.01 mg/L  <0.01 mg/L 

 
 
 
 
 
 

                                                 
32 EPA (1999) supra note 3. 
33 REACH (2006) supra note 4, at pp. 383-385. 
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November 1, 2010

Maziar Movassaghi

Acting Director

Department of Toxic Substances Control

1001 I Street

P.O. Box 806

Sacramento, California 95812-0806

RE: Comments on Safer Consumer Product Alternatives Proposed Regulations

Dear Director Movassaghi:

Hewlett-Packard (HP) appreciates the opportunity to provide comments on the Safer Consumer Product

Alternatives (SCPA) Proposed Regulations that are important to our company and the Department’s

willingness to consider our input. However, HP is concerned that our previous comments dated August

19, 2010 have not been considered and that our suggested changes are not reflected in the

Department’s Proposed Regulations. Accordingly, HP submits the following comments:

Harmonization

The SCPA Regulations must efficiently exempt a manufacturer’s products which comply with an(y)

existing regulation(s) for the same Chemical of Concern in another jurisdiction.

HP recommends the following:

Edit Section 69303.1:

(a) This article applies to all products that contain a Priority Chemical and that are reasonably expected

to be placed into the stream of commerce as a product in California, unless the Department determines

that either or both of the following criteria apply to the product:

(1) The product sold in California is regulated by one or more federal and/or other California State

regulatory program(s) that, in combination, address, for each life cycle segment, the same public health

and environmental threats addressed by article 14 of chapter 6.5 of division 20 of the Health and Safety

Code and this chapter, or by the regulatory program(s) of another jurisdiction(s) in a scope, manner and

hjones
Typewritten Text
Commenter: 46
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consistency that addresses the potential public health and environmental threats posed by the Chemical

of Concern that is, or that is contained in, the product. . . .

(2) There is no reasonably foreseeable exposure pathway by which the Priority Chemical that is

contained in the product might pose a threat to public health or the environment in California during

the useful life or the end-of-life management of the product. This criterion can be considered to be met

if the consumer is not exposed to the component parts of articles, which contain the Chemical of

Concern, during normal and foreseeable use of the consumer product, or normal and reasonably

foreseeable use and abuse if the consumer product is a children’s product.

(c) Any person seeking an exemption for a product under requesting the Department to make a

determination specified in subsection (a)(1) and/or (a)(2) shall provide the Department notification bear

the burden to prove by clear and convincing evidence to the Department’s satisfaction that subsection

(a)(1) and/or (a)(2) applies to the product in question.

(d) The Department may, at its discretion, re-evaluate an exemption determination previously made

pursuant to this section and rescind that exemption determination if the Department finds that the facts

and/or assumptions upon which the exemption determination was based were not, or are no longer,

valid.

De Minimis Thresholds and Exemptions

In order to effectively enforce and prove compliance to the requirements of the SCPA Regulations, a de

minimis level is needed for analytical testing.

De minimis exemptions must be efficiently administered and therefore should be self-implementing and

require no Department determination. The de minimis exemption process in the current draft

regulations imposes onerous requirements upon manufacturers and misdirects limited Department

resources to process and assess exemption requests for products that present little to no threat to the

environment or public health due to their trace concentrations of a Chemical of Concern.

Additionally, HP is concerned with the additional thresholds listed in the definition for “de minimis

level.” The MCLs and MADLs are drinking water exposure levels. There are various factors to consider

when determining final exposure concentration such as exposure pathways; use of chemicals in

products; and transport mechanisms.

HP recommends the following:

Add “Burden of Proof” definition to Section 69301.2(a): “Burden of Proof” is a manufacturer’s

declaration that a product does not contain a Chemical of Concern above the de minimis level. This

declaration must be accompanied by support such as supplier specifications and information regarding

the manufacturer’s conformance assurance process.

Delete Section 69301.2(a)(23).
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Edit Section 69301.2(a)(24): “De minimis level” means a concentration less than or equal to the lower of

0.1% or 1,000 parts per million (ppm) by product/part weight or volume, as appropriate.

Delete Section 69301.2(a)(24)(A)(2) -(B)(7).

Edit Section 69303.2(a)(1): A list of products that, when they contain a Priority Chemical at or above the

de minimis level, will be designated as Products under Consideration, using factors specified in section

69303.3.

Edit Section 69303.2(a)(2): A list of products that, when they contain a Priority Chemical at or above the

de minimis level, will be designated as Priority Products, using factors specified in section 69303.4.

Add Section 69303.2(a)(2)(A): The Department may determine, if necessary due to increased hazard or

potential for exposure, that a particular chemical of concern may need a de minimis level lower than

0.1%. In this case, the Department will propose an alternate de minimis threshold, and include on the

product listing the supporting rationale, data and data sources for this determination.

Edit Section 69305.3(a): A responsible entity shall be exempt from the requirements of this article

pertaining to Tier II AAs for a product, if the maximum concentration at which the Priority Chemical is

present in the product does not exceed de minimis levels. the manufacturer of the responsible entity’s

product requests, and the Department grants a de minimis exemption. . . . The exemption shall take

effect when the responsible entity satisfies its burden of proof in demonstrating the de minimis level of

a Priority Chemical in a product. The Department may periodically review manufacturer compliance

assurance programs and any data or other information used by a manufacturer to determine de minimis

concentrations of a Priority Chemical in a product.

Delete Sections 69305.3(a)(1) - (g).

Nanomaterial

HP is concerned with the addition of another nanomaterial definition being added to the concurrently

proposed definitions across the globe. Global companies will have a difficult time tracking and assessing

whether or not they have nanomaterials in their products if there is no harmonization of this definition.

The SCPA Regulations’ definition of nanomaterial should reflect the current draft definition under public

consultation proposed by the EU Commission. 1 The scientific basis and rationale for this definition

proposal are outlined in the draft Commission recommendation on the definition of the term

“nanomaterial.”2

1
http://ec.europa.eu/environment/consultations/nanomaterials.htm.

2
http://ec.europa.eu/environment/consultations/pdf/recommendation_nano.pdf.
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HP recommends the following:

Edit Section 69301.2(50)(A):

“Nanomaterial” means a material that meets at least one of the following criteria:

1. consists of particles, with one or more external dimensions in the size range 1 nm - 100 nm for

more than 1 % of their number size distribution;

2. has internal or surface structures in one or more dimensions in the size range 1 nm – 100 nm;

3. has a specific surface area by volume greater than 60 m2/cm3, excluding materials consisting of

particles with a size lower than 1 nm.

any form of an intentionally engineered chemical, substance or material that is intended to be
composed of a discrete nanostructure that meets either of the following criteria:

1. At least one spatial dimension of the nanostructure is at the nanoscale, or
2. The nanostructure is larger than nanoscale in any spatial dimension, but is 1000 nanometers

or less in at least one spatial dimension, and the nanostructure exhibits one or more
nanoscale phenomena.

(B) “Nanoscale” means of the order of no less than one (1) nanometer and no more than 100

nanometers.

(C) “Nanoscale phenomena” means properties of a nanomaterial that are attributable to its size

and distinguishable from the chemical or physical properties of individual atoms, individual

molecules and bulk material.

(D) “Nanostructure” means any intentionally manufactured structure or feature that is

composed of discrete functional parts, either internally or at the surface, at the nanoscale.

Further, the regulations must distinguish which nanomaterials need regulating and which should be

exempt. These regulations should be based on actual health and environmental risks identified and not

based on the assumption that all nanomaterials are necessarily problematic or pose the same level of

risk.

Alternatives Assessment

A full life cycle assessment for products is complex and costly. HP encourages the Department to

provide for efficient and collaborative mechanisms to conduct the Alternatives Assessments (AA) that

will lead to safer products. The regulations can clarify that industry consortia can conduct the AAs.

“Functional use” AAs should also be permitted by the regulations in order to avoid costly, repetitive AAs

for similar products, utilize industry consortia, and conserve Department resources. Unlike a product-

specific AA, a functional use AA would assess the purpose a Chemical of Concern serves in a product or

process and seek to find safer, functional equivalents to the chemical.3 We believe a functional use AA

option will provide a more feasible and more complete assessment that accurately reflects the AA of

complex products integrated in a global supply chain.

3
http://www.epa.gov/oppt/npptac/pubs/recommendation2jan.2006.pdf (additional information on functional use

categorization of chemicals).
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Additionally, HP is concerned that certain AA provisions of the Proposed Regulations impose

unnecessary obligations on manufacturers seeking to place better, redesigned products on the market.

The burdensome notification and reporting requirements discourage reformulation of a product

containing a Chemical of Concern and will cause undue delay in bringing improved products to the

market. A manufacturer that completely removes a Chemical of Concern from a product should not be

burdened with needless notification requirements.

Moreover, requirements in several AA provisions to include information for all entities in a supply chain

for a product is overly onerous for complex articles, such as electronics, and has limited value for

purposes of the AA. The Chemical Hazard Assessments required by the regulations should also be

clearly defined and based on a uniform set of criteria.

HP recommends the following:

Add “Functional Use AA” definition to Section 69301.2(a): “Functional Use AA” is an alternatives

assessment for a Priority Chemical(s) contained in a Priority Product which is based on the purpose that

the chemical(s) serves in a product or process and which conforms to the applicable requirements of

Section 69305.5.

Edit Section 69301.2(a)(12) to expressly incorporate Section 69305.5(b)(1)-(4) and delete Section

69305.5(b)(1)-(4).

Edit Section 69301.2(a)(78): “Tier I Alternatives Assessment” or “Tier I AA” means an assessment a

Chemical Hazard Assessment that the Department concurs . . . .

Edit Section 69305.2(a)(1): Except as otherwise provided . . . , a responsible entity for a product that is

listed as a Priority Product, or a person acting on behalf of or in lieu of the responsible entity, shall

perform a Tier II AA for the Priority Product or a Functional Use Tier II AA for the Priority Chemical in the

Priority Product, and comply with all applicable requirements of this article.

Edit Section 69301.4(c)(1): The responsible entity shall be responsible for complying with any

requirement(s) of article 5 that apply to one or more of the products that entity places into the stream

of commerce in California. The responsible entity may fulfill this obligation by ensuring that the

applicable requirements of article 5 are fulfilled for that particular product with the required time line(s)

by another person, including industry consortia representing multiple responsible entities.

Edit Section 69305.1(a): After a chemical has been listed as a Chemical under Consideration or a Priority

Chemical on the final lists pursuant to section 69302.2, if any product containing that chemical is

reformulated or redesigned to remove or reduce the concentration of the chemical in that product, or

the original product has been replaced with an alternative product, the responsible entity may provide

notification to the Department that a product containing a Chemical of Concern has been reformulated

or redesigned to remove the chemical. If any product containing that chemical is reformulated or
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redesigned to substitute another chemical, the responsible entity shall may provide an AA Notification

to the Department notice that a product containing a Chemical of Concern has been reformulated or

redesigned to remove or reduce the concentration of that chemical with the effective date of the

change before placing the reformulated, redesigned or replacement product into the stream of

commerce . . .

Delete Sections 69305.1(a)(1) - (e).

Edit Section 69303.5(a)(1)(A): The name of, and contact information and applicable NAICS code(s) for,

the responsible entity and all persons involved in the product supply chain that are known to the

responsible entity;

Delete Sections 69305.4(a)(3)(D), 69305.6(b)(6)(D), and 69306.9(b)(3).

Confidential Business Information
HP is concerned that the Confidential Business Information (CBI) provisions of the Proposed Regulations

give the Department significant discretionary authority to make substantive trade secret determinations

beyond that which is authorized by statute. By inviting the Department to review trade secret claims

absent a request for such information, the Proposed Regulations appear to go beyond the scope of

California Health & Safety Code § 25257(d), which authorizes such reviews only when a request has

been made. For trade secret determinations properly authorized, the Proposed Regulations impose no

requirements upon the Department to issue any explanation of the grounds for its determination.

Further, the supporting information requested by the Department to make trade secret determinations

should reflect the analysis under the California Uniform Trade Secrets Act, and not obligate

manufacturers to produce additional confidential information which is peripheral to a trade secret

determination and may also be subject to disclosure. Finally, the timelines for action imposed by certain

CBI provisions may not adequately account for the potential volume of information that will need to be

gathered or the time necessary to obtain final judicial relief.

HP recommends the following:

Edit Section 69310.4(a):

(a)Any person who wishes to assert a claim of trade secret protection and receives a request from the

Department to support trade secret claims shall, at the time of submission, or within forty-five ten

(4510) days of receipt of a request for support or within a time frame negotiated with the Department,

whichever is later provide the Department with all of the following substantiating information . . . .

Delete Sections 69310.4(a)(3), (7)-(9), and (11).

Delete Sections 69310.5(a)(1)-(3).
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If Sections 69310.5(a)(1)-(3) are not deleted, edit Section 69310.5(a):

(1) If the Department determines that the substantiating information is incomplete or insufficiently

responsive, the Department shall notify the submitter of the information of the Department’s deficiency

finding, the specific area(s) of deficiency, and the date by which the submitter must provide the

necessary information to correct the deficiency. If the submitter fails to provide the necessary

information within the time frame set forth by the Department, the Department shall notify the

submitter by certified mail that the claim remains procedurally deficient and out of compliance, and that

the information claimed to be a trade secret will be considered a public record subject to disclosure by

the Department within thirty (30) days after such notice is mailed. During the 30-day period, the

submitter may elect to correct the deficiency, or seek appropriate judicial relief by filing a legal action

for a writ of mandate, injunction, protective order, or other appropriate relief. During this 30-day

period, and for any extended period ordered by a court of law, the Department shall not publicly release

the claimed trade secret information or otherwise disclose such information publicly. The Department

may publicly release the information after the expiration of the 30-day period, unless, prior thereto, the

submitter files a legal action seeking a declaratory judgment, injunction, or other appropriate relief to

protect the information from public disclosure, and the submitter promptly notifies the Department that

such an action has been filed. The Department shall only disclose the information, if warranted,

following a final determination of the action.

(2) At any time, the Department may also undertake a substantive review of a claim to determine if

protection from public disclosure as a trade secret is justified. In the event the Department’s review

determines that there is insufficient justification for trade secret protection, it shall notify the submitter

by certified mail of its determination 30 days prior to the public disclosure of the information. The

notice shall also provide the submitter with an explanation of the grounds for its determination. During

the 30-day period, the submitter may elect to correct the deficiency, or seek appropriate judicial relief

by filing a legal action for a writ of mandate, injunction, protective order, or other appropriate relief.

During this 30-day period, and for any extended period ordered by a court of law, the Department shall

not publicly release the claimed trade secret information or otherwise disclose such information

publicly. The Department may publicly release the information after the expiration of the 30-day

period, unless, prior thereto, the submitter files a legal action seeking a declaratory judgment,

injunction, or other appropriate relief to protect the information from public disclosure, and the

submitter promptly notifies the Department that such an action has been filed. The Department shall

only disclose the information, if warranted, following the final determination of the action.

Edit Section 69310.5(b)(3): If the Department decides that the information submitted pursuant to this

chapter lacks sufficient justification for trade secret protection, the Department shall provide the

submitter 30 days’ written notice prior to public disclosure of the information. The notice shall provide

the submitter with an explanation of the grounds for its determination. The Department may publicly

release the information after the expiration of the 30-day period, unless, prior thereto, the submitter

files a legal action seeking a declaratory judgment, injunction, or other appropriate relief to protect the

information from public disclosure, and the submitter promptly notifies the Department that such an

action has been filed. The Department shall only disclose the information, if warranted, following the

final determination of the action.
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We appreciate the opportunity to comment and recognize the Departments hard work in drafting the

regulations. HP looks forward to continually working with the Department in creating a common sense

and balanced regulation.

Regards,

James Wilie

Hewlett-Packard

Environmental Compliance Program Manager

Email: james.wilie@hp.com

Phone: 916.785.2981

james_wilie
Stamp
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1 November 2010 
 
 
California Department of Toxic Substances Control 
Office of Legislation and Regulatory Policy 
Mr. Jeff Woled, MS 22A 
P.O. Box 806 
Sacramento, CA 95812 
(via e-mail: gcregs@dtsc.ca.gov & fax: (916) 324-1808)  
 
 
Re:  Proposed Safer Consumer Product Alternatives Regulations 
 
Dear Mr. Woled: 
 
Ecolab Inc. is pleased to offer input regarding the proposed regulations for Safer 
Consumer Product Alternatives by the California Department of Toxic Substances 
Control for the implementation of AB 1879.  Ecolab is a leading developer and marketer 
of premium cleaning, sanitizing, pest elimination, maintenance and repair products and 
services for the world’s hospitality, food service, health care and industrial markets. 
Ecolab operates two manufacturing facilities in California and employs approximately 
1,000 associates in California.  We are committed to providing the most effective and 
efficient cleaning, food safety and infection control programs available. Sustainability is 
inherent in our products and services. From concentrated, solid formulations to 
innovative packaging and dispensing methods, our products are designed to help 
increase safety, lower the use of water and energy, and reduce the chemicals and 
waste released to the environment.  
 
Ecolab wholeheartedly endorses the comments offered by both the American Cleaning 
Institute (ACI) and the Consumer Specialty Products Association (CSPA) pertaining to 
the proposed Safer Consumer Product Alternatives Regulations.  Ecolab mirrors the 
concerns spelled out by ACI and CSPA including: 
 

• Innovation – the regulations should encourage innovation rather than impose 
obstacles to bringing safer products to market.  For example, after the chemicals 
of concern list is published, a 3 year compliance window should be provided for 
chemical manufacturers and formulators to use best-in-class innovation to 
remove chemicals of concern without having to participate in a cumbersome 3rd 
party review process. We are committed to providing chemistries with the lowest 
impact on human health and the environment, and are best equipped to make 
reformulation decisions for our product line. 

 
 

370 Wabasha Street N   St. Paul, MN 55102 
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• Safety and Sound Science – The procedure for selecting and prioritizing 

chemicals of concern should be transparent, and rooted in the most current 
accepted scientific methods.  

 
• Practical & Effective – The list of chemicals of concern should be limited in 

scope to allow for effective management by both industry and regulatory 
agencies.  The scope of the proposed regulations is inordinately large, 
overwhelming DTSC or any agency’s ability to regulate to this level of detail and 
breadth of scope. 

 
• Minimize Waste – The reporting requirements are incredibly arduous and 

duplicative.  The administrative and financial burden of the proposed third-party 
alternatives assessment will greatly reduce our ability to innovate new products.  
Scientists who would otherwise be working on innovation are at risk of being 
redeployed to working on the paperwork process of pursuing third-party 
alternatives assessments.  

 
• Protecting CBI to Create Incentives for Innovation - Trade secret/confidential 

business information disclosure to the DTSC raises serious concerns regarding 
product confidentiality. 

 
In closing, please accept these suggestions as an effort to maintain our positive working 
relationship among the State of California, its residents and industry. Ecolab is keenly 
aware of the importance of serving our customers in the most responsible manner and 
we look forward to a continued dialogue regarding the Safer Consumer Product 
Alternatives Regulations.  
 
If you have questions about these comments, please contact Jason Grev at 651-293-
2181. 
 
Sincerely, 
 

 
Steven M. Christenson    James A. Westerhaus 
Global Regulatory Affairs VP   Government Relations VP 

370 Wabasha Street N   St. Paul, MN 55102 
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Last Name: Cudahy 
First Name: Michael 
Organization: PPFA 
Address: 800 Rosevelt Road, Bld C Ste 312 
Address Cont'd:  
City: Glen Ellyn 
State: IL 
ZIP Code: 60137 
E-mail Address: mikec@cmservnet.com
Phone: 6303637933 

  

Affiliation: Trade Association 
hr: 
Art_1_Label: 
Section: 69301. Purpose and Applicability 
Page: 4 
Line: 1 
Comment: You need a general comment section for comments such as these. 
 
The Plastic Pipe and Fittings Association (PPFA) is a national trade association comprised of member companies that manufacture 
plastic piping, fittings and solvent cements for plumbing and related applications, or supply raw materials, ingredients or machinery 
for the manufacturing process..  We have made some specific recommendations about changes to the draft regulations, but we 
would offer the following general comments: 
 
a.) Manufacturers that our organization represents reform plastic resin by subjecting it to heat then molding or extruding it typically 
into pipe and fittings.  There are a number of chemicals in the resin compound for color, processing and extending useful life.  
These chemicals are generally not an exposure concern for consumers/users.  Further, their qualitative and quantitative attributes 
are governed by strict consensus standards such as those written through ASTM.  Further, the products we are describing are 
usually commodity products, so that they are generally similar in chemical makeup.  To cause any one manufacturer or many the 
concern of going  through the costly process of avoiding having chemicals from his products on the Priority Chemical List or his 
products on the Products Priority List would be not only a substantial burden but totally unfair to an individual company.  We 
suggest the regulations be modified to recognize a role for an organization such as PPFA (and many others) to play in representing 
the combined interests of manufacturers of commodity chemicals or products.  Companies would still have to assume responsibility 
for accuracy of company information, but the whole process could be more efficient and less a regulatory burden. 
 
b.) We presume we are probably not the only entity that will comment (as we have below) on the overly detailed methods 
prescribed in the draft regulation for identifying priority chemicals and products.  We want to underscore, however, the need to 
narrow the scope of investigation by eliminating some of the proposed application criteria, such as a substance�s �granularity.�  
We have more detailed comments below. 
 
c.) Finally, we want to emphasize the potential for market disruption through negative marketing tactics.  Most products have 
alternatives in the market place.  By allowing anyone to ask that a chemical or product be added to the regulatory lists, these 
regulations will make it possible to impugn products through reference.  It is essential that the regulations either restrict the 
manner in which persons can nominate chemicals for addition to lists or that the process create a very high bar of the submission of 
valid scientific data to seek list additions.   
 
Suggested Amendment Language:  
hr2: 
Art_2_Label: 
Section: 69302.3. Chemicals Under Consideration 
Page: 31 
Line: 1 
Comment: The proposed section �chemical and physical properties� is so overly broad in scope that rainwater, glass and sand 
would be potential chemicals for inclusion in the DTSC chemicals under consideration list. Every chemical has a density, a melting 
point, vapor pressure, solubility, etc, but these are NOT characteristics to regulate a chemical or product.  
 
As is, the language will confuse manufacturers and fails to give DTSC proper direction. 
 
 
Suggested Amendment Language: Delete entire section (a) �Chemical and physical properties� 
 
(a) Chemical and physical properties, including, but not limited to: 1  
(1) Density, 2  
(2) Dissociation constant, 3  
(3) Explosiveness, 4  
(4) Flammability, 5  



(5) Flash point, 6  
(6) Granularity, 7  
(7) Melting/boiling point, 8  
(8) Oxidizing properties, 9  
(9) Partition coefficient, 10  
(10) Stability in organic solvents and identity of relevant degradation byproducts, 11  
(11) Surface tension, 12  
(12) Vapor pressure, 13  
(13) Viscosity, 14  
(14) Water solubility, and 15  
(15) Other physical, chemical, or quantum properties specific to nanomaterials. 
 
 



 

Janet Martinez 
Environmental Health & Safety 
 
850 Lincoln Centre Dr. 
Foster City, CA 94404 
T  650-554-2487 
Janet.martinez@lifetech.com  

NOVEMBER 1, 2010 
 
California Department of Toxic Substances Control 
Office of Legislation & Regulatory Policy 
Jeff Woled, MS 22A 
P.O. Box 806 
Sacramento, CA 95812 

 
re:  Comments on the Proposed “Safer Alternatives” Regulation 
September, 2010 

 
Dear Mr. Woled: 

 
Life Technologies Corporation hereby submits comments in response to 
the Department of Toxic Substances Control’s (“DTSC”) September draft 
“Safer Consumer Products Alternatives” (SCPA) regulation.  This 
regulation will position the DTSC to implement AB 1879 (Feuer, Chapter 
559, Statutes of 2008) and SB 509 (Simitian, Chapter 560, Statutes of 
2008).  
 
Headquartered in Carlsbad in Southern California, and with a major 
presence in Foster City, Pleasanton, and Benicia in Northern California, 
Life Technologies is a global biotechnology tools company, with a catalog 
of over 50,000 products, dedicated to improving the human condition.  Its 
systems, consumables, and services enable researchers to accelerate 
scientific exploration, driving to discoveries and developments that make 
life even better.  Life Technologies’ customers do their work across the 
biological spectrum, working to advance personalized medicine, 
regenerative science, molecular diagnostics, agricultural and 
environmental research, and 21st century forensics. The company employs 
over 3,000 Californians in a global workforce of over 9,000 employees. 
 
Life Technologies appreciates the participatory nature of the proceedings 
to develop these regulations.  Nonetheless, many of the concerns and 
comments we raised in public testimony on July 7, 2010, our letter dated 
July 21, 2010, and most recently on October 27 at the California 
Environmental Policy Council remain unaddressed.  All previous 
comments are attached in Appendix A.  We reiterate some of the key 
points/questions herein and raise a new concern: 
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• Is it the intention of DTSC to include biotechnology research 
tools and chemicals in the scope of these regulations? 

 
Life Technologies’ submits that research tools, such as those used in 
the development of prescription medications and medical devices, are 
not at all representative of what might ordinarily be regarded as a 
“consumer product.” As presented in our testimony before the 
California Environmental Policy Council, we believe the inclusion of 
these products in the SCPA regulations would have deleterious 
economic and public health impacts. 

 
Life Technologies is of the understanding that biotechnology research 
tools are not a primary target of these regulations; yet, the definition of 
consumer products in these regulations lump biotech research tools 
with common household consumer products purchased at the 
supermarket.  Thus, a more precise definition of consumer products 
seems warranted to save the agency and the biotechnology industry 
time and resources.  Therefore, Life Technologies proposes three 
additional subdivisions, (a)(3), (a)(4), and (a)(5) of Section 69302.1 - 
Applicability: 

 
(a)(3)  This article shall not apply to products for which there 
are no sales, distribution, or availability for use by the general 
public. 
(a)(4)  This article shall not apply to products used in 
California solely for Research and Development in laboratories 
employing prudent laboratory practices. 
(a)(5) This article shall not apply to chemicals that are used in the 
manufacturing of products that are themselves exempt from the 
regulations. 
 
 

• How will the chemical and product prioritization process work to 
ensure the highest risks are targeted? 

 
We remain concerned regarding the almost limitless breadth of the 
product types regulated by these regulations and also by the very broad 
list of endpoints which may result in listing of chemicals of concern.  
While Life Technologies understands that a “one-size-fits-all” 
approach to prioritization is untenable, we implore DTSC to provide 
examples of how it intends to use a risk-benefit approach as part of the 
chemical and product priority setting process.   

 
 



 

 

• The DTSC requirement for Tier I assessments for 
reformulations will impede introduction of safer alternatives   

 
Life Technologies has incorporated principles of green chemistry and 
design-for-environment into the company’s product stewardship 
program.1  Internally, we have developed tools for our chemists to aid 
making ingredient selections for new formulations as well as to avoid so
called “regrettable substitutions” in the case of reformulation w

in 
-

ork. 
 
For DTSC to now require biotech research tools companies to submit a 
Tier I alternatives assessment for any reformulation work will add a layer 
of bureaucracy to an efficient, existing process we already have and think 
is working rather well.  The effect will be to slow the reformulation of 
biotech research tool products in a very fast moving industry where every 
day counts in the race to develop new treatments for critical and/or chronic 
disease states. 
 

• How will DTSC ensure Life Technologies’ trade secret 
confidential business information remains protected? 

 
We continue to have considerable concerns regarding the ability under the 
draft regulations of a manufacturer to defend against unwarranted releases 
of Confidential Business Information (CBI).  Confidentiality, and 
preservation of intellectual property that is of considerable value, are of 
great importance to Life Technologies, and the biotechnology industry, 
generally.  How will protection be afforded not only to chemical 
composition but also to non-public, business information, including 
volumes or units sold, projected annual sales, marketing data, capital 
investment data, and costs associated with product development and 
production and hazardous waste disposal? 
 
The ability to protect these types of information is essential to the 
industry’s competitive position in the global environment and to 
California’s economic recovery and future. 

                                                 
1 Please visit Life Technologies’ Global Citizen website to learn more about the company’s 
commitment to green chemistry and to download the 2009 Global Citizenship report. 
http://www.lifetechnologies.com/global-citizenship. 





 

 

 
 
 
 APPENDIX A:  
 Life Technologies’ Previous Comments  
 

1) Testimony at DTSC public workshop on 7/7/10 
2) Letter and addendum to DTSC dated 7/21/10 
3) Written comment/testimony at California Environmental Policy Council 

on 10/27/10 



Life Technologies Oral Statement Delivered at DTSC Green Chemistry Public Worshop 7/7/10 

 

I’m Janet Martinez of Life Technologies; a company which employs over 3000 

Californians at its global headquarters in Carlsbad and sites in Foster City and Pleasanton. 

Life Technologies is a global biotechnology tools company dedicated to improving the 

human condition.  Our systems, consumables and services enable researchers to accelerate 

scientific exploration, driving to discoveries and developments that make life even better.  Life 

Technologies’ customers do their work across the biological spectrum, working to advance 

personalized medicine, regenerative science, molecular diagnostics, agricultural and 

environmental research, and 21st century forensics. The company employs approximately 

9,000 people world-wide, has a presence in 160 countries, and possesses a rapidly growing 

intellectual property estate of approximately 3,900 patents and exclusive licenses.  Our products 

are used in nearly every major laboratory in the world.  

 Life Technologies is dedicated to green chemistry with numerous projects in the pipeline.  

We invite you to visit our website at www.lifetech.com\responsibility to learn about some of our 

successes in applying green chemistry principles.  While supportive of the intent behind the 

drafted Green Chemistry Initiative regulations, we are concerned about the very broad definition 

of consumer products which encompasses products that are used for biotech research and 

development, such as research of genetic diseases, cancers, stem cell research, food safety, 

and forensics. Ironically, the regulation would regulate the tolls and chemicals used to develop 

many of the drugs and devices which are specifically exempted by the legislation.   

 Biotechnology research tools are not representative of what might ordinarily be regarded 

as a “consumer product.”  Life Technologies’ submits that research and development tools be 

exempt from the scope of these regulations, similar to other chemical registration regulations, 

for the following reasons:  
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• First, they are used in Low Volumes.  Many of our consumable products are sold in 
microliter aliquots.  (Sample vials were shown) 
 

• Second, they are used by a Highly Trained Limited Customer Base.  Our 
customers are scientists who are trained to properly handle and dispose of 
laboratory chemicals and whose work is subject to various state and federal laws 
and/or Prudent Laboratory Practices. 
 
 

• Third, our products represent a Low Potential for Exposure since consumable 
chemicals are designed to be used in our instrumentation with minimal human 
contact.  
 
Finally, there is Low Exposure to Sensitive Subpopulations given the controlled 
manner of use and distribution of these products. 

 
 
 Biotechnology instruments and consumables hold huge promise for improving health 

and the environment.  As a few examples, Life Technologies’ products have helped solve 

crimes, provide detection and surveillance of the H1N1 virus, and detect food pathogens and 

other public health threats.    

Encompassing these products within the definition of “consumer products” would 

have a significant impact on research in these fields, particularly impacting government, 

academic and industry entities in California.   For example:  

• Required modification to R&D instruments and reagents by these regulations 
would have an unintended ripple effect on medical products.  Many medicinal 
products, themselves exempted from the Green Chemistry regulations, have 
gained U.S. federal and international approval using scientific protocols based on 
Life Technologies instruments and reagents.  
 

• Many of Life Technologies products are used in identifying candidate sources of 
biomass or for conversion of biomass to biofuel. Genetic characterization, 
modification, and optimization of these organisms are crucial to the success of 
these efforts. 

 

On the basis of all these factors, we respectfully submit that products used for 

biotechnological R&D or to manufacture biotechnological R&D products be exempt from 

this regulation.  Thank you for your consideration. 
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July 21, 2010 
 
 
VIA E-MAIL GCRegs@dtsc.ca.gov 
FOLLOWED BY U.S. MAIL 
 
California Department of Toxic Substances Control 
Office of Legislation & Regulatory Policy 
Heather Jones, MS 22A 
P.O Box 806 
Sacramento, CA 95812 
 
 Re:  Comments on the Development of “Safer Alternatives” Regulation 
 
Dear Ms. Jones: 
 

Life Technologies Corporation hereby submits comments in response to the 
Department of Toxic Substances Control (“DTSC”)’s recently-published, draft “Safer 
Consumer Products Alternatives” (SCPA) regulation.  This regulation will position the 
DTSC to implement AB 1879 (Feuer, Chapter 559, Statutes of 2008) and SB 509 
(Simitian, Chapter 560, Statutes of 2008).  
 
 Life Technologies appreciates the intent of this regulation, and has, in fact, 
incorporated principles of green chemistry and design-for-environment into the 
company’s product stewardship program.1  Nonetheless, there is concern about key, 
specific issues unique to the research tools sector of California’s biotechnology industry – 
a sector in which Life Technologies, and, thus far, California, maintains a leadership 
position. 
 
 The major issues of concern involve: 
 

1) Inclusion of research and development tools within the scope of this 
regulation when the intent is clearly aimed to encompass products that 
meet the true sense of the term “consumer product.”  

 

                                                 
1 Please visit Life Technologies’ Global Citizen website to learn more about the company’s commitment to green 
chemistry and to download the 2009 Global Citizenship report. http://www.lifetechnologies.com/global-citizenship. 
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That being said, if the intent is to include such products, it is contended 
that: 

 
2) Exemptions should apply for chemicals that are used in the manufacturing 

of products that are themselves exempt from the regulations; and 
 
3) Exposure and use factors and risk benefit analyses should be taken into 

account when prioritizing chemicals and products of concern. 
 
This letter elaborates on these issues, with additional comments provided in the Addendum to this 
letter. 
 
Background 

 
Headquartered in Carlsbad in Southern California, and with a major presence in 

Foster City and Pleasanton in Northern California, Life Technologies is a global 
biotechnology tools company, with a catalog of over 50,000 products, dedicated to 
improving the human condition.  Its systems, consumables, and services enable 
researchers to accelerate scientific exploration, driving to discoveries and developments 
that make life even better.  Life Technologies’ customers do their work across the 
biological spectrum, working to advance personalized medicine, regenerative science, 
molecular diagnostics, agricultural and environmental research, and 21st century 
forensics. The company employs over 3,000 Californians in a global workforce of over 
9,000 employees. 
 
 Development of a Manageable Scope of Defined “Consumer Product” 

 
DTSC has not provided any limiting parameters to the definition of “consumer product,” 

as defined in Health and Safety Code Section 25251.   It is critical to differentiate between the 
general public versus commercial consumers, such as those who would use products in research 
and development.   

 
Life Technologies’ submits that research tools, such as those used in the development of 

prescription medications and medical devices, are not at all representative of what might 
ordinarily be regarded as a “consumer product.”  Life Technologies is of the understanding that 
biotechnology tools are not a target of these regulations.  Thus, a more precise definition of 
consumer products seems warranted to save the agency and the biotechnology industry time and 
resources.  Therefore, Life Technologies proposes two additional subdivisions, (a)(3) and (a)(4), 
of Section 69302.1 - Applicability: 

 
•  (a)(3)  This article shall not apply to products for which there are no sales, 

distribution, or availability for use by the general public. 
• (a)(4)  This article shall not apply to products used solely in California for 

Research and Development in laboratories employing Prudent Laboratory 
Practices. 
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Though this arena of products is among the least likely to be earmarked for review and 
assessment under the protocols still being developed under the draft regulatory scheme, a more 
thoughtful framing of a manageable scope of defined “consumer products” is worthwhile.  This 
sets aside the prospect for challenges due to overbreadth and/or vagueness and allows, such 
companies as Life Technologies, to better focus their efforts on development of products used in 
critical biotechnology research and development in such areas as:  genetic diseases, cancer, stem 
cell applications, food safety, and forensics. 
 

Notwithstanding, if DTSC is constrained to the broader definition,  under SB 509, 
in pertinent part, "'Consumer product’ means a product or part of the product that is used, 
brought, or leased for use by a person for any purposes,” its exceptions do not encompass 
the very tools necessary to develop products accorded exemption: 

 
  “(1) A dangerous drug or dangerous device as defined in Section 4022 of the Business 

of Professions Code. 
 (2) Dental restorative materials as defined in subdivision (b) of Section 1648.20 
of the Business and Professions Code. 
 (3) A (medical) device as defined in Section 4023 of the Business of 
Professions Code....” 

 
 Therefore, the eventual regulation should clarify that a chemical of concern that 
is used to manufacture a statutorily exempt product is, itself, also exempt by DTSC from 
the requirements of this regulation. 
 
Prioritization of Chemicals and Products 
  
 The mandate of AB 1879 is to identify those chemicals present in consumer 
products which may pose a threat to human health and the environment and thus warrant 
additional regulation. The Legislature concluded that a meaningful prioritization was 
necessary to achieve this objective to "address the worst first". The Legislature also 
sought to avoid duplicative regulation in light of limited state resources.  
 
 The first step of the regulation implementing AB1879/SB509 must be to identify 
and prioritize chemicals of concern in consumer products.  The draft regulation must 
clarify the limiting parameters of the wide-ranging “definition” of consumer product left 
to DTSC by the Legislature, by prioritizing chemicals of concern which pose risk of 
exposure to the widest range of consumers.  In fact, it is understood that the highest 
priority chemicals of concern, in high priority consumer products, representing the 
greatest potential for exposure by Californians, is effectively the charge in the enabling 
statute(s).  “Safer Alternatives” regulatory concepts must, eventually, fully satisfy the 
substance and intent of the legislation that calls for identification and prioritization 
according to express standards: 
 
 “(1) The volume of the chemical in commerce in this state. 
 (2) The potential for exposure to the chemical in a consumer product. 
 (3) Potential effects on sensitive subpopulations, including infants and children.” 
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Life Technologies’ products are sold business-to-business.  They are used in 
extremely low quantities with low potential for exposure, by a relatively small 
subpopulation (mainly technically trained scientists involved in research and using 
Prudent Laboratory Practices).  The likelihood for exposure to sensitive subpopulations is 
even lower.   

 
 Upon identifying chemicals as chemicals of concern, DTSC may begin evaluating 
“consumer products” containing these chemicals, taking into consideration data from 
various authoritative bodies and industry trade associations or consortia.  Utilization of a 
process to select priority products to undergo the alternatives assessment is necessary and 
critical.  The prioritization process should focus on evaluations of consumer exposure, 
especially for products targeted toward sensitive populations rather than solely on the 
properties of the individual chemicals in the consumer product, since exposure and risk 
vary depending on the product, and on how and by whom that product is used.  In such a 
review, products with minimal prospects for human exposure will be properly prioritized. 
 
 This process pathway will ensure DTSC compliance with the constraints in SB 
509 that DTSC is not permitted to “supersede the regulatory authority of any other 
department or agency” nor may it “duplicate or adopt conflicting regulations for product 
categories already regulated or subject to pending regulation.” It is essential that any 
applicability of the Safer Alternatives regulation not conflict with, impede or frustrate 
other regulatory schemes or systems by which products are currently reviewed, such as 
FDA, EPA, and OSHA regulations. 
  
 Life Technologies, as well as other biotechnology companies, provide products that are 
used for research with social and environmental benefits such as cures for genetic diseases, 
forensics applications in crime-fighting, and safe water and food supplies.  The supported 
research for which Life Technologies’ products are used should be considered when selecting 
priority products.  For these reasons, Life Technologies’ would like DTSC to ensure a benefit 
risk analyses be part of the priority setting process.  Comparisons of the risks posed by a 
chemical and its associated products against its related benefits should be an important factor in 
prioritization of products that require an Alternatives Analysis.   
 
 In keeping with risk/benefit analysis, Life Technologies agrees with the position 
advanced by and the Green Chemistry Alliance also commenting on the draft regulation 
that the regulations should only apply to intentionally added ingredients that serve a 
functional purpose at or above 0.1%.  Such an approach is consistent with other state, 
federal and international systems by which manufacturers are currently regulated.  
Unintentional constituents cannot be included if this is to become a feasible program 
focused on important safety concerns. 
 
Confidential Business Information Warrants Protections in the Manner of Trade Secrets 
 
 We have considerable concerns regarding the ability under the draft regulations of 
a manufacturer to defend against unwarranted releases of Confidential Business 
Information (CBI).  Confidentiality, and preservation of intellectual property that is of 
considerable value, are of great importance in the biotechnology industry.  The ability to 
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protect certain information is essential to defending the industry’s competitive position in 
the global environment, and is an industry critical to California’s recovery and its 
economic future. 
  
 Life Technologies respectfully directs your attention to the detailed suggestions in 
this regard that are included in the Addendum to this comment letter, and emphasizes the 
central importance of comments made by numerous stakeholders and participants at the 
recent SCPA Workshops on July 7 and July 8. 
 

*** 
 
 In Addendum 1, in order and by section reference, Life Technologies’ concerns, 
objections, endorsements and suggestions regarding the published draft “Safer Consumer 
Products Alternatives” regulation are provided. 
  
 Life Technologies appreciates this opportunity to provide comment.  For further 
information or if you have questions on issues raised in this letter, please do not hesitate 
to contact John Valencia at (916) 441-2430. 
 
 

Sincerely, 

 
JOHN R. VALENCIA 
 

JRV:dr 
 
Enclosure: “Addendum One (Detailed Comments)” 
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LIFE TECHNOLOGIES  
Addendum One (Detailed Comments) 

DTSC Draft “Safer Consumer Products Alternatives” Regulation 
July 21, 2010 

 
Life Technologies provides these specific comments in addition to those delineated in our 
letter of July 21, 2010. 
 
1.  Page 7 of the 6/23/2010 draft, lines 26 and 27 of Section 69301.2. 
 
Life Technologies is concerned by the extremely broad definition of "Importer”:  

 
Proposed definition:  "'Importer' means a person who brings, or arranges to bring, 
a consumer product into California for sale or distribution." 

 
Life Technologies envisions this definition to have the unintended consequence of 
morphing Life Technologies from a “consumer” into a regulated  party, specifically when 
importing raw materials for the purpose of manufacturing a finished good.   
 
To alleviate this concern, Life Technologies proposes utilizing definitions long-
established in California commerce that already define “importer.”  
 
2.  Page 8 of the 6/23/2010 draft, lines 14 through 20, inclusive, of Section 69301.2 
DTSC proposes a very broad definition of "Manufacturer": 
 
"'Manufacturer' means both of the following:   
(1) The person who produces a consumer product; and  
(2) The first person who makes the consumer product available for use in 
California, which includes any of the following as applicable: 

(a) The producer of the consumer product. 
(b) The private label manufacturer of the consumer product. 
(c) The importer of the consumer product." 

 
The effect of this language is to convert the chain of commerce intermediaries or end 
consumers into de facto product “manufacturers.”    
 
According to Health and Safety Code Section 25253(c), a principal charge of DTSC is to 
"...make every feasible effort to devise simplified and accessible tools that consumer 
product manufacturers, consumer product distributors, product retailers and consumers 
can use to make consumer product manufacturing, sales, and purchase decisions."   

 
This recognition of differentiated functions in commerce in no way supports the 
conversion of intermediaries into responsible parties.  Therefore, Life Technologies 
contends that the meaning of "manufacturer" should be limited to the "person who 
produces a consumer product...."  



2 

 

 
3. Pages 5 – 11, Section 69301.2 Additional Objections to, or Questions About, 
Proposed Definitions. 
 

 a.  "Nanomaterials.”  Nanomaterials raise extremely novel and unique issues 
worthy of consideration under an integrated, focused national regime, and federal 
preemption under TSCA or otherwise could limit DTSC’s ability to regulate such 
materials in any event. 
 
b. “Release” includes heat and ionizing and non-ionizing radiation.  Again, this 
expands the scope of these regulations to an arena beyond chemicals, an area 
otherwise thoroughly regulated. 
 
c. “Sensitive Subpopulations”  Includes the phrase “individuals with a history of 
serious illness,” as a component of the definition, that is vague and unworkable as 
a basis for conducting risk assessments or other assessments because it is 
unpredictable what this phrase might mean in any given individual context.  It is 
unlike the other, widely used terms for sub-populations (e.g., “infants” or 
“pregnant women”), whose meanings can, in fact, be ascertained.   
 
Risk assessments for subpopulations should be limited to those where the 
subpopulation can reasonably be expected to be exposed to the chemical at issue.  
Such a reasonable limitation on evaluations by subpopulations should be 
expressly stated in the regulations.  In addition to opportunity for exposure, time 
of contact is also critical to determining exposure. 
 
It would be inappropriate for DTSC to make regulatory decisions about chemicals 
or products based on undefined or unjustified “subpopulations” because of unique 
issues or risks not relevant to the population as a whole, or to any major, standard 
sub-population frequently assessed in risk assessments (e.g., “infants” or 
“pregnant women”). 
  

4.  On Page 11 of the 6/23/2010 draft, line 19, 69301.3 Acronyms 
 
REACh acronym should read “Registration, Evaluation, Authorization and Restriction of 
Chemicals. 
 
5.  On Page 11 of the 6/23/2010 draft, lines 22 through 31, inclusive, of Section 
69301.4,  DTSC proposes wide-ranging, joint-and-several liability for compliance with 
all the duties under proposed Chapter 53, Division 4.5 of Title 22 of the California Code 
of Regulations for virtually all parties in a product’s supply chain. 

 
Life Technologies proposes striking the following provisions from the draft regulation:   
 "Section 69301.4. Duty to Comply: 
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(a) The producer, private label manufacturer, and importer of a consumer product, 
who are not one and the same entity, shall be jointly and severally responsible for 
complying with the requirements of this chapter that are applicable to a manufacturer of 
that product. 
 
(b) A private label manufacturer or an importer of a consumer product shall be deemed to 
be in compliance with this chapter, with respect to that product, to the extent the producer 
of the consumer product is in compliance. 
 
(c) A producer of a consumer product shall be deemed to be in compliance with 
this chapter, with respect to that product, to the extent the private label manufacturer or 
importer of the product is in compliance." 
 
The basis for this comment follows: 
 

• Section 69301.4 engages in rulemaking to impose tort, or personal injury liability-
like standards, to regulatory compliance.  DTSC is engaging in a policy-making 
determination which is typically the realm of the Legislature or judiciary. 

 
• Health and Safety Code Section 25253(a)(1) states, in pertinent part, that the 

"...department shall adopt regulations pursuant to this section that establish a 
process for evaluating chemicals of concern in consumer products, and their 
potential alternatives, to determine how best to limit exposure or to reduce the 
level of hazard posed by a chemical of concern...."  It does not charter DTSC with 
developing a joint and several liability scheme. 

 
When Life Technologies enters into original equipment manufacturer (OEM) agreements 
with other parties, the company is careful to spell out that the other party is responsible 
for its own compliance programs – something over which Life Technologies has no 
control.   The company endeavors to educate business partners and to disclose 
information necessary to comply with environmental regulations.   However, the partner 
is responsible for its own compliance program and monitoring the ever changing 
regulatory landscape, including keeping track of new chemicals of concern and products 
of concern. 

 
6.  On Pages 13 and 14, 69301.7 Submission of Manufacturer Chemical and Product 
Information. 
 
The information mandated in Section 69301.7 is broad and burdensome, and some of it is 
simply not available to a party from which DTSC may request information.  The 
information can be readily abused and taken out of context, so all information submitted 
under these regulations should be restricted to use under these regulations and not be used 
for any other purpose. 
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a.   For example, many manufacturers cannot track California sales of a given 
product as they distribute the product globally, and the product may change hands 
several times before it reaches a California consumer.  Sales locations also cannot 
be identified for many items.  Often items go to a distributor, and then are shipped 
to multiple locations world-wide. 
 
b. Some entities may be unable to supply information deemed propriety, 
confidential or trade-secret by another, without risking contractual claims and 
significant damages.  In general the SCPA regulations need more robust trade 
secret and confidentiality provisions.  For example, there should be a presumption 
that all information submitted as ‘proprietary, confidential or trade secret’ is 
indeed such, with the burden on DTSC to show it is not properly designated.  
How is the regulated party made whole if the agency inadvertently or 
inappropriately releases confidential business information? 
 
c. Similarly, DTSC should include exemptions against the use of information 
submitted to DTSC in litigation, or any other proceedings unrelated to the SCPA 
program.  DTSC should exempt the use in any other proceeding of information 
submitted under SCPA program, unless the other proceeding provides an 
independent ground or justification for use of the information.  For example, an 
“alternatives assessment” should be banned from use in a tort case concerning 
products which are the subject of the “alternatives assessment.” 
 
d. A specific example of data of which may be unavailable: 
 
DTSC proposes requiring submission of chemical information submitted pursuant 
to REACH.  First and foremost, registrants themselves may have limited access to 
REACH dossier information if they are citing the lead registrant’s dossier.  
Moreover, registration may not be required until 2018, or may never be required, 
depending upon tonnage shipped to Europe, in which case a manufacturer will not 
have REACH data. 
  
e. Confidential Business Information is implicated in the SCPA proposal to 
require identification of all ingredients and voluminous market data.  Life 
Technologies reiterates the multiple comments made by stakeholders and 
participants at the recent SCPA Workshops on July 7 and July 8, and 
wholeheartedly concurs with the unequivocal comments made that there are 
adequate, alternate means to determine exposure besides market data.  Further, 
given the limitation on the scope of the SCPA, DTSC is limited to fulfilling an 
interest in chemicals of concern only, and collection of information on all other 
ingredients is unwarranted and unsupportable. 
 
There is grave concern regarding the provisions of draft Section 69301.7 that 
stipulate the disclosure to DTSC of all intentionally added ingredients in specified 
consumer products, including quantities in the entire consumer product or 
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consumer product component.  Confidentiality, and preservation of intellectual 
property that is of inordinate value, are of the highest and most critical importance 
in the biotechnology industry and the ability to protect certain information is 
essential to defending the competitive position.  
 
To this end, we recommend incorporating confidential business information 
references within the draft definition of “trade secret” – and related changes – in 
order to afford parties an opportunity to defend against the conscious or 
inadvertent release of such critical information. 
 
 1.  Section 69301.2 Definitions., at Page 10, line 37, after the period “.” 
insert: 
 
 “Trade Secret” also means non-public, business information submitted in 
compliance with these regulations and includes volumes or units sold, projected 
annual sales, marketing data, capital investment data, and costs associated with 
product development and production and hazardous waste disposal. 
 
 
 2.  Section 69301.7 Submission of Manufacturer Chemical and Product 
Information, at Page 14, line 22, after “(a)(3)” insert: 
 
 “, (a)(5), and (a)(6)(A)-(B),” 
 
 And in line 26, after “(a)(3)” insert: 
 
 “, (a)(5), and (a)(6)(A)-(B),” 
 
DTSC should consider an approach in which percentage ranges and generic 
descriptors are deemed acceptable.  It may readily model sister agencies within 
the  California Environmental Protection Agency itself, such as the California Air 
Resources Board, which have accepted data employing some of these techniques 
to protect confidentiality. 
 
Strongly related to this statement of confidential business information as a central 
concern is the content of Section 69310 (page 55 of draft).  While it purports to 
provide for some protection of confidential information under state law, this 
should be expanded to provide that the information and conclusions in an 
alternative assessment (AA) cannot be used in any other regulatory or judicial 
proceedings, especially cases alleging personal injuries, tort cases, and 
Proposition 65 suits.  Immunizing the information from such abuses is critical to 
compelling a robust assessment process. 
 
 3.  On page 42, line 25, Section 69305.11 is added to read: 
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 “69305.11.  Assertion of Confidentiality of Alternative Assessment 
Information. 
 
 All non-public  information submitted by a manufacturer to the 
Department pursuant to Article 5 for the development of “Alternatives 
Assessments,” which may  include Trade Secret and Confidential Business 
Information, is expressly entitled to be the subject of an assertion of a claim of 
confidentiality as that process is set forth in Article 10, Confidentiality of 
Information, of this Chapter.”  
 
Similarly, the trade secret protection terms of Section 69310.4 are far too onerous 
and compel disclosure of too much information which, if mishandled or leaked, 
could cause material economic damages or competitive disadvantages.  The 
limitations on what constitutes trade secret information at 69310.6 are far too 
narrow.  Most of the following examples of information are highly sensitive: 
customer lists, pricing information, where and whether a chemical of concern 
(COC) is present, safety studies, especially those in a given context or worker 
exposure assessments, which can, and likely will, differ from consumer exposure 
assessments. 
 
 4.  Beginning on Page 55, line 12, in Article 10, Confidentiality of 
Information, commencing with Section 69310, each reference to the terms 
“Secret,” or “Confidential Information,” in the sections comprising Article  10 
should be or rewritten, or otherwise deemed, to fully reference and incorporate 
non-public, business information submitted in compliance with these regulations. 

 
7.  Page 15 of the 6/23/2010 draft, lines 1 through 18, inclusive, Section 69302.1 – 
Applicability.   
 
The inclusion of language to examine whether these regulations apply to specific cases is  
welcome, but Life Technologies is concerned about the subjectivity of the process: 
 

“Section 69303.1(c): “any person questioning the Department to make a 
determination specified in subsections (a)(1) or (a)(2), or both, shall bear the 
burden to prove to the Department’s satisfaction that subsection (a)(1) or (a)(2), 
or both, applies to the product in question.” (Emphasis added.) 

 
In addition to the two exculpatory provisions of  Section 69302.1 – subdivisions (a) (1) 
and (a) (2) which provide for inapplicability of the Chemical Prioritization Process for 
chemicals that are sufficiently regulated by another government entity to address public 
health and environmental threats, or chemicals for which “There are no exposure 
pathways by which the chemical might pose a threat to public health or the environment 
in California(,)” Life Technologies proposes the addition of two additional subdivisions, 
(a)(3) and (a)(4), to read: 
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(a)(3)  This article shall not apply to products for which there are no sales, 
distribution, or availability for use by the general public.   
(a)(4)  This article shall not apply to products used solely in California for 
Research and Development in laboratories employing Prudent Laboratory 
Practices. 
 

 8.  Page 20 69303.2 (a)(2)(A):  Provisions regarding “de minimis” levels of COCs are 
vague and confusing. 
 
From information gleaned at the DTSC workshops, it appears that a manufacturer (as that 
term will eventually come to be defined) must apply for de minimis exemption and that 
exemption will be accorded only if 0% or 0.1% concentrations are achieved.  However, 
the criteria whereby the exemption will be granted or not granted are unclear.  It is 
conceivable that the exemption will be granted for some products and not others which 
contain the same COC.  It may not be feasible to remove all of a COC from products if 
the COC is an incidental byproduct or contaminant of manufacturing.   It seems that this 
is a bottom-up approach which will entrap DTSC in much unnecessary paperwork versus 
a top-down approach of focusing on the high COC volume products/chemicals. 
 
9.  Page 21 Section 69303.3:  Products under Consideration and Section 69303.4 
Priority Products. 
 
While DTSC’s endeavor to avoid application of a “one-size fits all” approach to the large 
universe of consumer products is laudable, Life Technologies, as with others, remains 
concerned about the lack of transparency in the prioritization process.  For example, the 
draft regulation lacks provisions requiring DTSC to publish its logic and process for 
designating a chemical or product as “priority” and a concomitant comment period. 
  
10.  Section 69305.1 Exemption Determination and Department Concurrence (Page 
28); 69306.2  No Regulatory Response Required (page 43) 
 
The only basis upon which a company can rebut the listing of a chemical of concern or 
product of concern or avoid alternative assessment is to make a claim of de minimis 
concentrations, or phase out the product.   Life Technologies strongly urges DTSC to 
include lack of exposure as demonstrated via exposure assessment as an additional, 
rational criterion for exemption. 
 
11. Page 43 Section 69306.3  Product information for Consumers 
 
Since the information in this section is captured in Safety Data Sheets for chemical 
products, Life Technologies  requests the addition of the following statement to section 
69306.3(b): 
 
“Manufacturers may meet the requirements …by including the information in the product 
Material Safety Data Sheet.” 



8 

 

 
 
12.  Page 44, Section 69306.4  Manufacturer End-of-Life Management Requirement.   
A marking that the product must be disposed of or managed as a hazardous waste at the 
end of its useful life presents issues for companies/products that are sold throughout the 
United States and internationally.  It is costly and uncommon to have separate labels for 
separate regions, many of which would not consider the product to be hazardous waste. 
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Janet Martinez 
Environmental Health & Safety 
 
850 Lincoln Centre Dr. 
Foster City, CA 94404 
T  650-554-2487 
Janet.martinez@lifetech.com  

Life Technologies’ statement to be delivered at the California 
Environmental Policy Council (CEPC) public hearing on 10/27/10 
 

I’m Janet Martinez, Senior Regulatory Analyst and a toxicologist with 

Life Technologies; a company which employs over 3000 Californians at its global 

headquarters in Carlsbad and sites in Foster City, Pleasanton, and Benicia, CA. 

Life Technologies is a global biotechnology tools company dedicated to 

improving the human condition.  Our systems, consumables and services enable 

researchers to accelerate scientific exploration, driving to discoveries and 

developments that make life even better.  Life Technologies’ customers do their 

work across the biological spectrum, working to advance personalized medicine, 

regenerative science, molecular diagnostics, agricultural and environmental 

research, and 21st century forensics.  We employ approximately 9,000 people 

world-wide, have a presence in 160 countries, and possess a rapidly growing 

intellectual property estate of approximately 3,900 patents and exclusive licenses.  

Our products are used in nearly every major academic and commercial research 

laboratory in the world.  

 Life Technologies is employing green chemistry practices with numerous 

projects in the pipeline.  We invite you to visit our website at 

www.lifetech.com\responsibility to learn about some of our successes in applying 

green chemistry principles.    

Life Technologies appreciates the participatory nature of the proceedings 

leading up to the Green Chemistry Proposed Regulation for Safer Consumer 



 

 

Products Alternatives under consideration today.   However, we share many of the 

concerns voiced throughout these proceedings regarding the overly broad scope of 

the regulations, the breadth of which will unavoidably result in a significant 

adverse impact on public health through the delay or disruption of critical 

scientific research into treatments/cures for multiple, serious disease states.  As all 

present well know, the actual discoveries themselves – drugs and devices 

developed with our research tools - have been exempted from these proceedings.    

The stated intent of the regulation in section 69301.1(d) is the 

prioritization of products and chemicals posing the greatest public health and 

environmental threats, which are most prevalent in commerce, and have the 

greatest exposure potential.  In light of that three-part standard – (i) “greatest 

public health and environmental threat,” (ii) “most prevalent in commerce,” and 

(iii) “greatest potential exposure,” biotechnology products would be a near-zero 

priority for regulation.  A more thoughtful framing of a manageable scope of 

defined “consumer products” is worthwhile to avoid negative economic and 

public health consequences. 

For example, the draft regulation encompasses biotechnology research and 

development tools and chemicals used to develop many of the therapeutics and 

devices which themselves are specifically exempted by the legislation.  Here are 

just a few examples of our products beneficial to public health falling under the 

regulations’ broad definition of consumer products: 

• Kits to detect H1N1 virus, food pathogens, and water 
contamination  



 

 

• Forensics and human identification tools and kits used for solving 
crimes and combating human trafficking 
 

• Tools used to research underlying mechanisms of disease, 
including genetic diseases 
  

• Products used to identify candidate sources of biomass and 
products for conversion of biomass to biofuel.  

 
 

The negative financial impact of these regulations is difficult to estimate 

but is likely to be substantial.  If reformulation was required for kits used by 

government, academic, and biopharma entities conducting regulated testing and 

research, there would be a financial cascade effect.  In all likelihood, if a Life 

Technologies product did become subject to an alternatives assessment, the 

intuitive conclusion would be that benefits of the product outweigh the risks.  Life 

Technologies products are used in extremely low quantities with low potential for 

exposure, and by a relatively small subpopulation (mainly technically trained 

scientists involved in research and using Prudent Laboratory Practices).  The 

likelihood for exposure to sensitive subpopulations is even lower.  Meanwhile, the 

lengthy alternatives assessment process would divert resources away from 

developing other beneficial products.    

On the basis of all these factors as well as concerns raised by the Green 

Chemistry Alliance, we unfortunately cannot support promulgation of the 

regulations as written.   Thank you for your consideration. 
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November 1, 2010 
 
 
Mr. Jeff Woled, Regulations Coordinator 
Regulations Section 
Department of Toxic Substances Control 
P.O. Box 806 
Sacramento, CA 95812-0806 
Email: gcregs@dtsc.ca.gov  
 
SUBJECT: Safer Consumer Product Alternatives — Proposed Regulations (September 14, 

2010) 
 
Dear Mr. Woled: 
 
The California Chamber of Commerce (CalChamber) appreciates the opportunity to submit 
comments regarding the Department of Toxics Substances Control’s (DTSC or Department) Safer 
Consumer Product Alternatives regulation (SCPA or regulations) of September 14, 2010. 
  
CalChamber represents over 15,000 California businesses.  Our membership reflects the diversity of 
California’s economy and includes businesses from every sector, about 75% of which are small 
businesses.   
 
Since the passage of AB 1879 and SB 509 in 2008, CalChamber has been a constructive voice in 
the development of the SCPA.  We have been hopeful that the proposed Green Chemistry system 
would finally provide certainty for businesses in an otherwise unpredictable legislative and regulatory 
environment.  Our hope has been that this new approach to chemicals management would inspire 
innovation and would rely on science, not politics, as the basis for its decisions. 
 
Unfortunately, the regulations proposed by DTSC fail to deliver on the most fundamental goals of the 
Green Chemistry Initiative.  Rather than inspiring a new era of greener, safer products and 
technologies, the SCPA provides disincentive after disincentive to the innovation and investment 
necessary to achieve these shared goals.  The uncertain regulatory environment resulting from the 
proposed regulations will make investing, innovating, and simply doing business in California a 
substantially riskier endeavor.  
 
As written, the regulations give the Department near limitless discretion over the process that will be 
used to regulate consumer products.  No consumer or business could hope to understand from 
these regulations whether a given product or material will be subject to the long and expensive 
approval process.  
 
The regulations are so ambiguous that it is possible to interpret them as implicating every chemical 
known to science as a toxic threat.  The Department will be looking to a vast list of toxic traits when 
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determining whether a substance is to be regulated as a “chemical of concern.”  Every chemical we 
know of — including the ones we need to survive — exhibits at least one of these hazard traits at 
some level of exposure.  Thus, the Department’s regulations allow for the regulation of virtually any 
chemical and any product.   
 
Investors and innovators will face a regulatory regime in California that has substantial power over 
not just the existing marketplace of products, but the developed alternatives which are presumably 
safer.  The regulatory obstacles and expense associated with bringing “safer alternatives” to market 
will be a disincentive to investment.  Strangely, the regulations even require companies that 
voluntarily redesign or reformulate their product in order to make it greener to provide extensive, 
proprietary information to DTSC, who will have sole discretion as to how it is used.  This establishes 
a de facto pre-market registration system for products in California, a completely unjustified burden 
that is unnecessary, unauthorized and unworkable.  When the potential for exposure of trade secrets 
and confidential business information is added to the equation, entrepreneurs are left with a Green 
Chemistry program where the costs and risks of innovation likely far outweigh its benefits.   
 
In the current economic climate, California needs to kick-start its economy by creating jobs rather 
than imposing layer upon layer of additional costs on companies that will impede innovation, 
investment, and ultimately drive product development out of the state. 
 
Unfortunately, as written, the uncertainty the SCPA rules will create in the market place and for 
consumers will long outlive any memory of the bold and exciting vision that once marked the launch 
of the Green Chemistry Initiative.    
 
Thus, we urge DTSC to work towards a process that is reasonable, workable, and that creates 
certainty for all businesses in the consumer product supply chain, without jeopardizing health and 
environmental quality or creating greater burdens that will further delay California’s economic 
recovery. 
 
Points of Concern 
      
The issues highlighted below are not an exhaustive list of our concerns with the SCPA regulations.  
Rather, we additionally direct your attention to the comprehensive comments submitted by the 
Green Chemistry Alliance (GCA).  As an active and founding member of the GCA, the CalChamber 
believes that for the regulations to be successful, the Department must heed the comprehensive 
recommendations contained within the GCA document.    
 
DTSC Retains Near Limitless Discretion 
 
A fundamental problem with the regulations is that the Department has retained so much 
discretionary power throughout the SCPA process, that any certainty a business might have had — in 
terms of regulatory treatment — has been virtually eliminated.  On several critical elements of the 
regulation, the Department fails to create rules that provide any level of predictability for regulated 
entities.  For example: 
 

• De minimis exemption: The regulations clarify that the de minimis threshold for a chemical in 
a priority product is 0.1% by weight in order to be exempt from a resource-intensive Tier II 
Alternative Assessment.  While this is by itself a reasonable threshold, the Department then 
gives itself the discretion to declare that, for any Priority Product, there will be no de minimis 
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exemptions allowed.  The Department is only required to include the supporting rationale and 
data it used for to make the determination that no exemption will be allowed.  There is no 
appeal process for companies.  Thus, in reality, there is no de minimis exemption because 
the Department can arbitrarily prohibit it for any product it chooses. 
 

• Regulatory duplication: When addressing regulatory duplication, the Department states that 
a chemical or product may not be listed for consideration or as a priority if it is already 
regulated in a similar manner by one or more federal/state programs.  Recognizing 
duplicative regulations is a key step in the required prioritization process that will determine 
what chemicals and products will be subjected to the SCPA regulatory process.  However, 
the Department essentially nullifies this rule when it provides that it does not apply if “the 
Department determines that there are significant gaps … between the combined public 
health and environmental threats that are addressed by these programs and the … threats 
addressed by [Green Chemistry]”.  This is an extremely broad, ambiguous exception to the 
“rule”, which allows the Department to ignore the presence of duplicative regulations at its 
own whim.  Thus, the only rule businesses can take away from this language is that the 
Department will decide whether or not they are double-regulated.   

 
• Information requested and used by DTSC: The regulations clarify what types of information 

can be requested by the Department when requiring a responsible entity to generate and 
submit data to DTSC.  However, the regulations additionally provide that the Department is 
“not limited to” the types of information explicitly laid out in the SCPA.  This means that the 
Department can require a responsible entity to produce and submit any type of information 
conceivable.  
 
Then, when describing the prioritizing process, the Department states that it shall use the 
type of information specified in the regulations (which are already very broad), but adds that 
“the Department is not limited to using” this information when performing its duties.  This 
essentially allows the Department to consider any information, without any standards 
attached, and without recourse when performing its prioritization duties.  The rule the 
regulated community is left with is that any information can be used to justify prioritization of 
a chemical or product. 
 

• Exposure exemption: When clarifying that the regulation does not apply to chemicals and 
products where the consumer is not exposed to the chemical in question, the Department 
states broadly that the product is exempted when “there is no exposure pathway by which 
the Priority Chemical that is contained in the product might pose a threat to public health or 
the environment in California during the useful life or the end-of-life management of the 
product.”  Proving that there is no theoretical exposure to consumers and the environment 
that could ever occur before and after the product has been used creates a near impossible 
burden of proof for companies.  The practical result of this language is that “exposure” — 
which is a cornerstone element for consideration according to the statute — can be virtually 
ignored in the SCPA regulatory process. 

 
• Trade secrets / confidential business information (CBI): The section describing how DTSC 

will handle confidential business information/trade secrets is not limited to a set of objective 
standards that a business can look at to reasonably anticipate whether or not their CBI will 
be protected in the regulatory process.  Rather, the Department has maintained the ability to 
make subjective determinations, at its sole discretion, about whether or not CBI protection is 



4 

 

“sufficiently justified”.  If DTSC determines that a trade secret claim is not sufficiently justified, 
the only recourse a company has is to seek relief with the courts.  Again, there is no certainty 
provided to regulated entities on one of the biggest areas of concerns for businesses with 
regard to the SCPA: protecting the information that gives their product much of its economic 
value. 

 
Unreasonable Compliance Options for Non-Manufacturer Responsible Entities 
 
In addition to the concerns articulated above, are the unworkable compliance options available to 
non-manufacturer responsible entities in Section 69301.4.  Specifically, it appears that a 
retailer/importer/supplier/etc., who sells a product facing an alternatives assessment, would be 
forced to pull that product from its shelves in order to avoid being subject to article 5’s alternative 
assessment requirements.  While this is not our understanding of the Department’s intent, the 
language must be changed to ensure that DTSC’s intent is actually reflected in the regulations. 
 
For example, in subsection (c)(1), the language provides that a retailer may comply with article 5 by 
“ensuring” that its requirements are “fulfilled” for the product “within the required timeline” by another 
person.  How could a retailer reasonably make such a guarantee to the Department?  Whether or 
not the complex and resource-intensive requirements of article 5 are actually met within the required 
timeline will be largely dependent upon a manufacturer or other responsible entity’s ability to do so.  
This is not something that can be reasonably guaranteed by a retailer who simply sells the product, 
especially if such assurances must be made prior to an alternative assessment process even 
beginning.  Thus, the means for a non-manufacturer responsible entity to avoid an article 5 
alternatives assessment in subsection (c)(1) is not practical or workable. 
 
Second, the Department states in subsection (c)(2) that “a responsible entity will not be held 
responsible for complying with one or more applicable requirements of article 5” if the requirement 
“has been fulfilled to the Department’s satisfaction” by another entity.  This, however, only provides 
relief to a retailer after-the-fact — in other words, once the alternatives assessment process has 
actually been completed.  What, then, is a retailer to do prior to this point if they are not willing to 
make assurances to the Department, pursuant to subsection (c)(1), that cannot be reasonably made 
to begin with? 
 
Unfortunately, it appears that a non-manufacturer responsibility entity would have to resort to 
subsection (e)(1) in order to avoid carrying out its own alternatives assessment on a product that it 
does not manufacture in the first place.  The language in this subsection provides that a retailer will 
“not be held responsible for complying with the requirements” of article 5 if the retailer has “ceased 
to place the product into the stream of commerce in California.”  The net effect of this language 
would be a de facto sales ban of any consumer product that is subject to an article 5 alternatives 
assessment until that assessment is complete, which could take years.  This outcome would 
significantly and unnecessarily disrupt commerce in California and does not reflect what we 
understand the intent of the Department to be. 
 
To ensure that the language better reflects the Department’s intent, it must be redrafted so that a 
non-manufacturer responsible entity can simply rely on the fact that another entity “will be entering” 
the article 5 process.  This is a much more practical solution than requiring a retailer to “ensure” that 
another entity “fulfills” the article 5 process to the Department’s satisfaction. 
 
Stifling Innovation 
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In article 5, the department requires any manufacturer of a consumer product containing a Chemical 
of Concern to comply with burdensome reporting requirements, including Chemical/Product 
Removal Notifications or Tier I AA Notifications and Reports, prior to placing redesigned products on 
the market or removing products from California commerce.  The Removal Notifications are doubly 
burdensome in requiring submission first of an Intent Notification and then a Confirmation 
Notification.   
 
This will truly stifle innovation and present a significant hurdle to doing business in California. These 
provisions are completely counter to the stated purpose of the SCPA regulations, namely to bring 
safer products to the market quickly and efficiently.  The purpose of these requirements seems to be 
solely to educate the Department regarding product design; the Department’s conceptual flow chart 
shows this as a dead-end of information to be collected and posted, not cycling back to any critical 
decision-making process.  The Initial Statement of Reasons states, “The AA Notification is 
necessary so that DTSC can keep an eye out for any regrettable substitutions.”  In doing this, the 
Department puts itself in the position of being the gatekeeper and scorekeeper for any change to 
any product coming on the market in California.   
 
This establishes a de facto pre-market registration system for products in California, a completely 
unjustified burden that is unnecessary, unauthorized and unworkable.  In particular, the Tier I AA 
notification process discourages companies from reformulating products containing a Chemical of 
Concern until it is identified by the state as a Priority Product containing Priority Chemicals.  This will 
freeze innovation in California. Due to paperwork and market delay burdens that have very real 
effects on the cost of doing business, the state will be the last place to see introductions of safer and 
more sustainable products. 
 
Regulatory Responses 
 
The Department has been given broad authority to impose variety of significant regulatory responses 
on responsible entities of priority products.  In general, we are concerned that there is no indication 
of how DTSC will determine what is or isn’t a proportional regulatory response.  It is critical that any 
response imposed by the Department on a responsible entity be proportional to the degree of risk 
posed by product in question.  Where there is not an objective risk, no regulatory response should 
be required.  Significantly burdensome regulatory responses, including “End of Life Management” or 
“Product Sales Prohibitions”, should only be undertaken where there is a demonstrable objective risk 
that must be managed and can be successfully managed with those options. 
 

• Product labeling: The section allowing for product labeling is reminiscent of Proposition 65 in 
that it requires product labeling or an informational insert in the packaging that informs the 
consumer that the product contains a priority chemical for which an alternative was not 
substituted.  This provision is counter to responsible risk communication and is a hazard-
only, presence-only means of causing potentially unnecessary consumer concern. If the 
manufacturer clearly demonstrates to DTSC the safety of the product and that substitution of 
the priority chemical is not required, labeling should not be required.  
 

• End-of-life management requirements: With regard to end of life management as a 
regulatory response, the SCPA goes beyond the scope of statute and is overly burdensome.  
The regulation requires take-back programs, public education programs, and a defining of 
“roles and responsibilities of manufacturers, retailers, consumers and government.”  How 
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does the responsible entity define (and presumably monitor and enforce) the roles and 
responsibilities of entities not under the responsible entity’s control (i.e. government, 
consumers, etc.)?  Also, for products with a long life span, how does the responsible entity 
manage the end of life of those products?  It is also not clear that DTSC has authority to 
mandate how responsible entities will finance their programs, as the SCPA appears to 
assume. 
 
Furthermore, this section requires the responsible entity of a product “required to be 
managed as a hazardous waste” to establish a take-back program.  It would appear that this 
provision is inconsistent with the provision in AB 1879 that prohibits duplicative regulation.  
Under current law, if a product is to be managed as a hazardous waste, a mechanism for 
handling that waste is already set out in the law. To require a specific method of handling 
those products (i.e. a take-back program) duplicates the existing provisions in the law today. 
 
Finally, take back programs, in particular, are very impractical for some consumer products 
that are actually consumed during use. Would the unused fraction of such products have to 
be managed as hazardous waste? Would the non-consumables that people don’t want to 
recycle have to be managed as hazardous waste? 
 

• Product Sales Ban: In addition to our concern that this response action could be over-
utilized, we are concerned with the requirement of an “inventory recall” if the regulatory 
response is a product sales prohibition.  This seems to be an extreme and punitive response, 
especially where there is no safety issue.  Additionally, the regulations should provide further 
information regarding how DTSC will “determine… that a safer alternative exists” and 
thereby order that the product “shall not be made available for use in California.”  It is 
important that such an extreme regulatory measure be implemented only under 
circumstances where gains to public health and the environment will be realized without 
creating other adverse public health, environmental or economic impacts.   

 
Failure to Focus Undermines Green Chemistry Goals 
 
The Green Chemistry Initiative Final Report envisioned a process in which the universe of chemicals 
would be prioritized in a two-step process–by identifying “chemicals under consideration” from the 
entire universe of chemicals and then further identifying a subset of “chemicals of concern.”  
Consumer products that contained this narrower category of “chemicals of concern” would then 
enter the assessment process.  The proposed regulations alter this prioritization process and subject 
consumer products containing one or more of the much broader set of “chemicals under 
consideration” to assessment.  This destroys the prioritization process, which was a foundational 
element of the product evaluation process and subjects potentially low-risk products to the same 
level of scrutiny as potentially high-risk products.  Without effective prioritization, the goal of 
addressing the highest risks first is lost. 
 
To conclude, the proposed regulations are, as whole, unworkable, unreasonable, and filled with 
uncertainty for California businesses.  The proposed regulations have undermined the chemical 
prioritization process such that resources will not be focused on the smaller number of products 
where real risk reductions may be possible.  Instead, the focus will be diluted to encompass a larger 
number of products, many of which will offer marginal risk reduction possibilities.  This diluted focus 
will also result in greatly expanded regulatory burdens and costs for regulated entities. 
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For all of these reasons, and for the reasons articulated in the GCA document submitted separately, 
we urge DTSC to work towards a process that is reasonable, workable, and that creates certainty for 
all businesses in the consumer product supply chain, without jeopardizing health and environmental 
quality or creating greater burdens that will further delay the state’s economic recovery. 
 
Thank you for your consideration of our comments. 
 
Sincerely, 
 
 
 
Robert Callahan 
Policy Advocate 
 
 
CC:  Cindy Tuck, Undersecretary, Cal/EPA  

Patty Zwarts, Deputy Secretary, Cal/EPA 
Maziar Movassaghi, Acting Director DTSC  
John Moffatt, Legislative Affairs, Office of the Governor  
Scott Reid, Cabinet Secretary, Office of the Governor  
The Honorable Joe Simitian, California State Senate  
The Honorable Mike Feuer, California State Assembly 
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November 1, 2010       

Via E-Mail GCRegs@dtsc.ca.gov  
 

 
 
Maziar Movassaghi, Acting Director 
Department of Toxic Substances Control 
1101 I Street, 25th Floor 
Sacramento, CA 95814 
 
Re:  Regulations on Safer Consumer Product Alternatives (R-2010-05) 
 
Dear Mr. Movassaghi: 
 
The Consumer Specialty Products Association (CSPA)1 appreciates the opportunity to 
review and provide our comments on the Safer Consumer Product Alternatives Regulation 
(R-2010-05).  CSPA has been engaged in the development of the California Green Chemistry 
Initiative for more than three years, starting prior to the adoption of the 2008 legislation 
(SB 509 and AB 1879) which provides the statutory basis for this regulation.   
 
CSPA is also a member of, and active participant in, the Green Chemistry Alliance, a group 
of major trade associations and companies that represent numerous broad industrial 
sectors in California.  CSPA therefore also supports the comments submitted by the Green 
Chemistry Alliance. 
 
CSPA members are committed to manufacturing and marketing safe products that are 
protective of human health and the environment while providing essential benefits to 
consumers.  As we have indicated in previous submissions regarding the Safer Consumer 
Products Alternatives regulation, CSPA and our members support the broad goals of the 

                                                        

1 CSPA is a voluntary, non-profit national trade association representing more than 
240 companies engaged in the manufacture, formulation, distribution, and sale of chemical 
specialties products for household, institutional, commercial and industrial use.  CSPA member 
companies' wide range of products includes home, lawn and garden pesticides, antimicrobial 
products, air care products, industrial, automotive specialty products, detergents and cleaning 
products, polishes and floor maintenance products, and various types of aerosol products. These 
products are formulated and packaged in many forms and are generally marketed nationally. 

mailto:GCRegs@dtsc.ca.gov
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Green Chemistry Initiative and look forward to continuing work with DTSC and other 
stakeholders in the state to help spur green chemical innovation and ensure that products 
are safe.  CSPA has adopted its members’ Green Chemistry commitment into the CSPA 
Principles for Chemicals Management Policy, which is available online at 
http://www.cspa.org/infocenter/our-issues/principles-for-chemicals-management-
policy/.  
 
CSPA member products improve the quality of human life and are necessary to protect the 
public health against dangerous diseases, infestation, and unsanitary conditions.  CSPA 
members are committed to providing products that are thoroughly evaluated for human 
and environmental safety and go through rigorous safety-based assessments before they 
are brought to market.  CSPA members are also committed to clear and meaningful labeling 
on consumer products, i.e., easily understood information to ensure safe and effective 
product use.  CSPA has a product stewardship program called Product Care® that assists 
members in meeting these commitments.  In addition, CSPA members are committed to the 
development of green products that are safe for human health and the environment.  CSPA 
members routinely apply green chemistry and green engineering principles in their 
operations and have been honored with awards for their efforts. 
 
The consumer products industry develops products that meet or exceed safety 
requirements of all state and federal agencies in the United States and Canada charged with 
regulating those products, including the California Department of Pesticide Regulation, the 
California Air Resources Board, and other state agencies, U.S. Consumer Product Safety 
Commission (CPSC), the U.S. Environmental Protection Agency (EPA), the Occupational 
Safety and Health Administration (OSHA), the U.S. Food and Drug Administration (FDA), 
Health Canada, and Environment Canada. 
 
CSPA and a number of our member companies have dedicated countless hours to the 
informal regulatory process as stakeholders very interested in the development of the 
proposed regulation.   In our previous comments on the draft regulation, dated July 21, 
2010 (here incorporated by reference), we noted a number of serious problems in that 
draft regulation that must be resolved before proceeding to a final regulation.  While some 
of those issues have been addressed in this proposal, most were not, and additional very 
serious new problems were introduced. 
 
We are committed to a science-based and prioritized program that will promote 
sustainable innovation.  Given our participation in the regulatory process and our 
commitment to the underlying principles of Green Chemistry, we were very hopeful the 
final product would reflect the best thinking of all the stakeholders to implement the goals 
established in the originating legislation.   However, we are highly concerned that the 
proposed regulation fails to address many of the workability concerns raised by CSPA, our 
members, and the Green Chemistry Alliance regarding the previous drafts, and now 
contains additional unworkable provisions.   

http://www.cspa.org/infocenter/our-issues/principles-for-chemicals-management-policy/
http://www.cspa.org/infocenter/our-issues/principles-for-chemicals-management-policy/
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While we appreciate the Department has given consideration to some of the issues raised 
by our comments on previous drafts, CSPA is disheartened that the Safer Consumer 
Product Alternatives regulation goes far beyond the principles of Green Chemistry and 
establishes an unworkable and burdensome mechanism for targeting and eliminating 
dangerous chemicals from commerce that is needlessly onerous for both DTSC and 
industry.  
   
In the comments that follow on specific sections of the regulation, we articulate concerns 
reflecting our belief that the approach envisioned by the regulation will not achieve the 
underlying goals and will be overly burdensome to the regulated community, and indeed 
could impede innovation and inhibit our industry’s efforts to maximize the environmental, 
health and safety benefits of our products. 
 
Section 69301 Purpose and Applicability 
CSPA continues to think a more rigorous definition of “consumer product” must be 
included in the regulation to provide greater clarity regarding the universe of products and 
entities included.  For this regulation to be workable, every single product in commerce 
must clearly fall either within or outside the provisions of this regulation.  There can be no 
ambiguity regarding the scope of the regulation.   
 
Section 69301.2 Definitions 
DTSC should harmonize with existing international and national definitions used in other 
chemical and product regulations (e.g., OECD,  EPA, GHS, TSCA) to promote clarity.  This 
section includes many terms in common technical, scientific or legal usage that are redefined 
in ways that differ significantly from common usage, and make the regulation unclear or 
unworkable.  Some examples of this include: 

 “Chemical,” “chemical ingredient,” “chemical mixture” and “chemical substance” are 
defined in a meaningless, self-referential manner that seems similar in scope to the 
scientific definition of “matter.”  The definition of “chemical substance” is especially 
confusing. 

  “Consumer Product” is simply defined by reference to Health and Safety Code 
Section 25251, which itself has references to other codes.  Since this definition is 
critical to interpreting the scope of the regulation and many dozens of complex and 
expensive requirements, the entire definition of “Consumer Product” must be fully 
incorporated into this regulation and further specificity provided.  This is especially 
important due to the fact that the legal definition being cited differs greatly from the 
term’s common usage and use by other regulatory authorities.  The definition 
currently proposed could result in this regulation being applied to products well 
beyond the scope of “consumer products” envisioned by the statute. 

  “De minimis” should be defined to clarify that 0.1% refers to a weight-weight 
percent.   We remain very concerned that the proposed regulatory definition does 
not recognize that many such thresholds are doses not concentrations, and the 
proposed definition would treat all products to concentrations meant for drinking 
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water.   The Proposed Regulation also continues to contemplate situations where 
“0” is an appropriate de minimis.  “0” is a technically impossible to measure 
regulatory standard that provides no additional benefit to public health and the 
environment.  In a situation where DTSC scientists believe 0.1% is not appropriate 
as a de minimis concentration, they should calculate an alternative threshold 
concentration—either higher or lower, based on recognized risk assessment 
principles.   

 “Hazard Trait” is defined to include carcinogens and reproductive toxicants contained 
on the Proposition 65 list.  CSPA is adamant that the definition should exclude those 
chemical entities added pursuant to the Labor Code mechanism.  Additionally, 
endocrine disruption and mutagenicity are mechanisms of potential toxicity, not toxic 
end-points themselves, and thus should not be considered hazard traits.  All hazard 
traits should be toxicity endpoints measurable by recognized, validated tests. 

 “Intentionally Added” and “Unintentionally Added” are important definitions that are 
added for the first time; while we appreciate the attempt to incorporate these 
necessary new terms, but the way the definitions provided are used is not workable.  
“Unintentional Ingredient” is narrowly construed in Section 69301 to include only “an 
ingredient that is not known by the producer to be present.”  This would mean, for 
instance, that known drinking-water contaminants would be considered “intentional 
ingredients” for any product formulated with water. This is unworkable and 
nonsensical. Ingredients that serve no function in the product should not be 
considered to be “intentionally added.” 

 “Manufacturer” is a very important term in this regulation, but is defined so broadly 
as to be meaningless.  We recommend that instead both “Product Manufacturer” and 
“Chemical Manufacturer” be defined, since they should be subject to different 
requirements.  “Product Manufacturer” should be defined as consistent with 
“Responsible Entity” under Federal Trade Commission laws and regulations, which 
essentially is the company that must be identified on the product label.  “Chemical 
Manufacturer” can be defined as those supplying materials for incorporation into a 
Consumer Product.   

  “Nanomaterial” is defined so broadly that many common biomaterials (proteins, 
etc.) and polymers would be considered as nanomaterials.  It is unclear why this 
definition is needed, since there are no nanomaterials that would not otherwise 
meet the definition of “Chemical” in the Draft Regulation. 

 “Nanoscale” is defined as under 1000 nanometers; in general usage, the limit is 
generally 100 nanometers.  We can only assume this is a drafting error that has yet 
to be corrected from the last draft. 

 “Place Into the Stream of Commerce” is confusing at best and misleading at worst.  
What is meant by “maintaining sufficient control”?  

  “Responsible Entity” is so broadly defined as to have the practical effect of allowing 
any company in the supply chain to refuse to sell the product in California to avoid 
any regulatory responsibility which would effectively block a manufacturer from 
access to the California retail marketplace.  This term, as noted above, must be 
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defined to be consistent with FTC regulations and the California Air Resources 
Board Consumer Product Regulation. 

 “Sales Outlet” as broadly defined includes such non-traditional retail outlets as swap 
meets, deep discount stores and online marketplaces (e.g., eBay).  In most cases, the 
manufacturer and/or distributor has no relationship with the operators of these 
outlets and has no control over the sale of brand name or other products they 
produce.   The requirement to recall all inventory within three years (Section 
69306.2) if a Priority Product is removed from the stream of commerce is simply 
not feasible given these non-traditional outlets. 

 “Supply Chain” in common usage refers to the movement of goods and/or services 
from their source to the end customer and, by reference, the companies and persons 
involved in that movement.  The usage of the term “supply chain” becomes 
problematic in the requirement to identify the supply chain in later portions of the 
regulation.  Taken to its extreme, it would require the identification and provision of 
contact information for every person associated with every level of the supply chain 
– from the warehouse workers to the delivery drivers to the cashiers. 

  “Technologically and economically feasible alternative” is defined without any 
consideration of whether the alternative will actually function, or provide the 
health, safety and environmental benefits for which it is made.  It is questionable 
whether the criterion for the product to “impose the same or fewer externalized 
aggregate costs to the consumer and to the public health and the environment” can 
be interpreted and analyzed. 

 “Threat” is defined as “the potential to cause an adverse effect,” with no definition 
provided for “adverse effect.”  By this definition, all things can be considered as 
threats.  If a pejorative and prejudicial term such as “threat” is to be used in this 
regulation, it should at least de defined to include only significant risks of serious 
adverse effects.  But we suggest that more scientific terms such as “significant risk” 
and “serious adverse effect” are the ones that should be defined and included in this 
regulation. 

 
We also recommend that DTSC define “Consortium” as an entity that assumes some or all 
regulatory responsibility for two or more Responsible Entities, Chemical Manufacturers 
and/or Product Manufacturers. 
 
Section 69301.4 Duty to Comply and Consequences of Non-Compliance 
CSPA has been involved in forming and running numerous industry consortia.  It is 
important to understand that the legal and administrative steps required in the formation 
of a consortium usually require 60 days for a simple consortium (few members, easily 
defined task), to 120 days for more complex consortium.  We have no way to estimate how 
long it would require to form a consortium with hundreds or even thousands of members 
with extremely uncertain tasks, as could be required in the Proposed Regulation.  While we 
appreciate the desire to move the regulatory process forward without undue delay, the 
exceedingly short timeframes for the submission of data and the one-time extension 
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allowance are not feasible given the enormous amounts of analysis and data which is 
contemplated in the required work plans and reports. 
 
We reiterate our comments regarding the contact information required for “all other 
persons, known to the responsible entity, in the supply chain for the product, including, but 
not limited to, other responsible entities, chemical and product manufacturer(s), California 
importer(s), California distributor(s), person(s) who import the product into the United 
States, and person(s) who distribute the product in the United States” as being an 
unnecessary, unreasonable and extremely burdensome requirement.  We request the 
contact information be limited to a single point of contact for entities within the supply 
chain.   In addition, we object to the requirement to provide information on the 
“Identification and location of all known sales outlets where the product is sold, supplied or 
offered for sale in California.”  As noted above, contact information should be limited to a 
single point of contact for entities within the supply chain. 
 
We also object to the provision included in (C)(2) which removes compliance responsibility 
from the manufacturer of a product if the responsible entity can provide documentation to 
the Department demonstrating to the Department’s  satisfaction that the product is no 
longer placed into the stream of commerce in California by any person.  We cannot envision 
what documentation could be provided to prove a negative.   Further, manufacturers in 
some cases do not control the sale of products in certain retail environments which could 
obligate responsibility for compliance because the product may remain available for sale in 
the state even though the manufacturer has no control over the recall of the inventory. 
 
Sections 69302 General (Chemicals Prioritization Process) 
This section should specify that DTSC will rely only on Reliable Information and Reliable 
Studies in prioritizing chemicals in this section.  The primary problem, however, is that the 
definitions proposed would result in every chemical in commerce (all of which have one or 
more hazard traits at various levels and routes of exposure) being a Chemical Under 
Consideration and therefore a Chemical of Concern, making the whole prioritization process 
meaningless.  Definitions for these terms could be adopted from the criteria used under 
REACH.  CSPA strongly objects to the new approach taken in the Proposed Regulation 
creating two lists—“Chemicals Under Consideration” and “Priority Chemicals” —and requests 
that the Department return to the original concept:  separating Chemicals Under 
Consideration and Chemicals of Concern.  Chemicals Under Consideration should be just 
that—under consideration.  No regulatory compliance burdens should be imposed on 
chemicals that are being considered for potential listing as Priority Chemicals or Chemicals of 
Concern.   
 
Section 69302.1 Applicability 
The applicability of this article should be limited to products that contain a COC as an 
intentional ingredient.    In addition, we continue to object to the regulatory duplication for 
chemicals regulated by another government entity.  The requirement to provide “clear and 
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convincing evidence to the Department’s satisfaction” and the results of any use and abuse 
tests, including the  assumptions and testing methodologies, conducted for purposes of and 
pursuant to a federal and/or California State regulatory program is overly burdensome and 
fails to recognize the regulatory expertise of other agencies.   
 
Section 69302.2  Chemical Lists 
In section (c), it is stated (for the first of several times) that DCTC “may, at its discretion, 
reply to some or all public comments received.”  CSPA believes that is important that the 
Department respond to all comments or to indicate the reason why no response is 
necessary.  As it relates to prioritizing chemicals and defining Hazard Traits, as noted 
earlier, CSPA recommends that endocrine disruption and mutagenicity be considered 
mechanisms of toxicity, and not separate toxicity end-points themselves, and therefore not 
Hazard Traits as defined in this regulation. 
 
Section 69302.3 Chemicals Under Consideration 
We believe that DTSC must be required to provide information on why each CUC is 
included on the list to inform the regulated community and other stakeholders of the 
analysis behind the selection of CUCs.  
 
Section 69302.4  Priority Chemicals 
We once again recommend that DTSC use the definable terms “risk” or “impact” instead of 
“threat.”  We are also concerned that DTSC is putting too much reliance on “scientifically 
peer-reviewed literature.”  Many reliable studies are not published in peer review journals 
or otherwise peer reviewed.  Peer reviewed studies are not necessarily more reliable than 
other studies, and sometimes are later proven invalid by further studies.  We believe that 
DTSC must adopt and use definitions for Reliable Data and Reliable Information used in the 
REACH process for determining what information to rely upon. 
 
Section 69303.1  Applicability (Product Prioritization Process) 
The exclusion for products that are regulated by another government entity is too narrow 
to comply with statutory requirements to avoid regulatory duplication.  If the only 
significant exposure to the product that presents a significant public health or 
environmental impact is fully regulated by another agency, regulatory duplication must be 
avoided, even if other insignificant impacts are not regulated.  This proposed provisions 
falls far short of statutory requirements to avoid regulatory duplication.  In addition, the 
exemption for products and chemicals with “no exposure pathways” should be more 
reasonably clarified to apply to products and chemicals with “no significant exposure 
pathways under normal and foreseeable product use.” 
 
Section 69303.2  Product Lists 
It is not at all clear in this section how DTSC will create these two product lists - Products 
Under Consideration and Priority Products - or what the final lists would look like.  Is each 
product associated with a given COC, or does appearance on the list trigger the need to 
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assess alternatives for all COCs?  By “product”, we assume DTSC means definable categories 
of products, but does DTSC mean broad categories (all products made with plastic), narrow 
categories (all children’s products made with plastic), or specific product categories (baby 
teething rings)?  We recommend that only very specific categories of products be 
designated on the Product Lists.  We also recommend that all product categories on the 
Product Lists be associated with a specific COC. 
 
We also are concerned that DTSC is reserving the ability to lower the “de minimis” level for 
some COCs and Products.  We believe that there will be very few cases where lower levels 
would be likely to present significant impacts on human health or the environment. 
We also recommend that subsection (C) we urge that consortia be recognized, stating that 
“each manufacturer of that product or the consortium representing them shall submit” the 
Alternatives Assessment. 
 
Section 69303.3  Products Under Consideration 
This section provides a long list of factors to consider, but falls short of providing criteria 
for prioritization of products or selection of Products Under Consideration.  All chemicals, 
even water, have Hazard Traits as defined in this proposed regulation.  A more science-
based approach to this list would be to determine whether the product under reasonable 
and foreseeable uses has the potential to cause significant exposures to the Chemical of 
Concern that could result in significant impacts to public health or the environment.   
 
This list of factors could also afford DTSC an opportunity to make Green Chemistry more 
workable by narrowing at least the initial roll-out to true consumer products as defined 
under the Consumer Product Safety Act.   While the regulation must define "consumer 
product" as broadly as did the enabling statute, there is no impediment in the law to DTSC 
using the more accepted understanding of consumer use as a prioritization factor, and de-
prioritizing commercial/industrial/institutional products used by trained professionals. 
 DTSC discussion of this topic at the public hearing on the "conceptual framework" 
indicated that the Department believed it had the authority to appropriately narrow its 
consideration to true consumer products.  In any case, the definition of Consumer Product  
and Chemicals of Concern to include manufacturing intermediates and materials not 
intended for consumer product use goes well beyond statutory authority. 
 
The term “marketing and customer targeted volumes” is not defined as we are unclear on 
what is meant by the term and/or what information would be used to determine such 
volumes. 
 
Section 69303.4  Priority Products 
This section falls extremely short of providing any reasonable or science-based criteria for 
selecting Priority Products from the list of Products Under Consideration.  A more science-
based approach to this list would be to determine whether the product is likely to cause 
significant exposures to the Chemical of Concern that could result in significant impacts to 
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public health or the environment.  DTSC needs to develop science-based criteria for how 
this selection will be done.  Other factors and criteria that need to be incorporated into this 
review include data quality, defining and handling of intentional ingredients versus 
incidental product components, and handling of natural product components. 
 
Section 69303.5  Manufacturer Priority Product Notification 
Again, we object to the provision of contact information on “all persons involved in the 
product supply chain that are known to the responsible entity” as unreasonably 
burdensome, unnecessary and unworkable.   The initial 60-day timeframe for data 
submission is onerous for manufacturers with multiple product lines with numerous 
products in those lines given the volume of data requested.  We further believe the 
subsequent 30-day notice timeframe is also unreasonable.    
 
Section 69304  Applicability and Petition Contents 
Enhanced data quality criteria must be developed for the petition process, and especially 
the Technical Review under Section 69304.1.  As noted earlier, scientific peer review is not 
adequate as the sole criterion.  We also urge that this section be expanded to include 
petitions to delist chemicals or products from existing lists, or to move them from one list 
to another. 
 
Section 69304.1 Technical Review of Petitions 
While we appreciate the establishment of a process for technical review of petitions, we are 
perplexed about the use of the term “comprehensiveness” and what the term means in 
terms of evaluation of a petition in meeting the goals of improvement of public health and 
the environment.  Rather, we believe the data reviewed should be evaluated for its 
reliability. 
 
Section 69305   Alternatives Assessments 
Like several earlier sections, this section needs to clearly take into account that these AAs 
will most likely be conducted through consortia representing tens or hundreds of 
companies, not individual manufacturers.  The timing for AA Work Plans needs to consider 
the time required to form these complicated and large entities.  Depending on the number 
of products, uses, impacts, and alternatives to be assessed, AAs could costs hundreds of 
thousands or even millions of dollars to perform; it is unreasonable and unworkable for 
each manufacturer, many of which will be small companies, to each perform independently 
these complex assessments.  The limited availability of Qualified Third-Party Assessment 
Entities and Qualified In-House Assessment Entities, especially at the initiation of the 
program, could also require additional time to develop Work Plans and conduct AAs. 
 
The requirement at subsection (d)(3)(A) requiring each AA and AA Report to be “reviewed 
and verified by a second Lead Assessor” is duplicative, excessive, and wasteful of valuable 
resources that should go into improving the assessment.  Any review and verification 
should be done by DTSC when the AA and AA Report are reviewed. 
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We look forward to seeing and commenting upon the guidance materials to be issued by 
the Department on the Tier II AAs to be posted on the DTSC web site.   We indeed believe 
that DTSC must move forward with this posting prior to issuing a final regulation, since 
only by seeing these materials can comprehensive comment be made on this section and 
others of the Proposed Regulation. 
 
Section 69305.1  Alternatives Assessment Notifications and Tier I AA Reports 
Requiring manufacturers to request “permission” to reformulate or redesign products and 
to prepare a Tier I AA report comparing the two products would unquestionably stifle 
innovation.  Manufacturers continuously reformulate or redesign products due to variances 
in component ingredients or in supply, as well as to improve the product.  Manufacturers 
should most certainly be able to choose to do so if the revised formula does not add a 
Chemical of Concern.  We indeed believe that all notifications in this section should be 
voluntary. 
 
Section 69305.2 Tier II Alternatives Assessments: General Provisions 
As iterated in previous sections, given the complexities associated with the preparation of 
the AAs and the necessity of establishing consortia, the limited one-time extension is not 
feasible.   Responsible entities must be given an opportunity to provide a reasonable 
timeframe for the submission of the required information. 
 
Section 69305.3  De Minimis Exemption 
CSPA believes that the requirements in this section are totally unnecessary, and simply add 
useless paperwork to an already burdensome process for both industry and DTSC.  
Exemptions due to de minimis content should be self-implementing and require no DTSC 
determination or concurrence.  The ludicrous nature of this proposed approval becomes 
obvious when one considers the many thousands of exemptions that would be required for 
the use of drinking water with known de minimis contaminants that have been listed as 
Chemicals of Concern. 

Section 69305.4  Tier II Alternatives Assessment Work Plan 
CSPA strongly questions the value of requiring submission of a copy of the contractual 
agreement between the preparer of the report and the lead assessor.  It is important for 
DTSC to recognize that unnecessary paperwork not only presents a burden on DTSC and 
the industry, but can represent significant environmental impacts in and of itself. 
 
Section 69305.5 Tier II AA Evaluation and Comparison Process and Factors 
This section establishes an extremely broad and confusing process for screening 
alternatives using many undefined terms.  Economic impacts review must include 
identification of costs to government agencies, the public, businesses and consumers.  It is 
unclear how manufacturers would be able to identify all such costs. 
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Section 69305.6  Tier II Alternatives Assessment Reports 
Again, CSPA questions the necessity of providing a copy of the contractual agreement 
between the preparer of the report and the lead assessor, and notes the environmental as 
well as cost burdens of unnecessary paperwork requirements. 
 
Section 69305.9  Tier II AA Report Executive Summary Required Contents 
The 30-day timeframe for submission of revised information if DTSC rejects a claim of 
confidentiality may not allow sufficient time for judicial review and ruling.  At minimum, 
this section should include language that allows the submitter to provide proof that a 
judicial review has been sought within the required timeframe. 
 
Section 69306  Tier II Alternatives Assessment Reports 
This section appears to presuppose that all Alternatives Assessments of Priority Products 
containing Chemicals of Concern will identify Alternative Products that would present 
significantly less total impacts to public health and the environment than the Priority 
Products, and that the Priority Products should therefore be phased-out in favor of one or 
more Alternative Products.  The simplistic assumptions and unsound public policy behind 
this paradigm do not take into account many clear possibilities, including: 

 The Priority Product is found not to present significant impacts to public health or 
the environment. 

 No Alternative Products assessed presented less overall impacts to public health or 
the environment. 

 The Priority Product and Alternative Products presented different but comparable 
public health and environmental impacts.   

 The Alternative Product represents minimal public health and environmental 
benefits considering the high cost or other societal impacts. 

 Insufficient data exists to determine with reasonable certainly that any Alternative 
Product presents lower impacts on public health and the environment. 

 All significant impacts to public health and the environment can be eliminated by 
other actions that do not include replacement with an Alternative Product. 

 The Alternative Product is found to reduce impacts in some types of uses of the 
product, but not in others. 

 
CSPA believes that this section must reasonably foresee these and many other results that 
could occur from the complex life-cycle-based assessments that this Regulation would 
require.   
 
Section 69306.2   No Regulatory Response Required 
This section provides a series of unreasonable criteria, all of which must be met, before a 
finding of no regulatory response is made relating to a selected “alternative consumer 
product.”  This section fails to consider many likely factors, including: 
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 A product could contain a Chemical of Concern above detectable levels, or even 
above 0.1%, and still not present a significant impact on public health or the 
environment in the intended uses. 

 There is no reason to believe that Alternative Products will have lower impacts than 
Priority Products for all uses. 

 
Section 69306.3  Product Information to Consumers 
If a manufacturer does not “select an alternative” for a Priority Product, then consumers 
must be informed regarding the Priority Product and its inclusion of Chemical(s) of 
Concern.  This requirement once again presupposes that all Priority Products for all uses 
will be found to have significant public health or environmental impacts.  The requirement 
for labeling in subsection (c) is especially unreasonable, and should be entirely eliminated.  
Labeling requirements may indeed be federally-preempted for some of the broad range of 
products currently proposed to be considered as “consumer products.” 
 
Section 69306.4  End-of-Life Management Requirements 
We do not believe that mandatory take-back programs are warranted for all products.  This 
should be decided on a case-by-case basis.  Other alternatives could have lower 
environmental, health or safety impacts.  Take-back programs can have unintended 
environmental, health and safety consequences resulting from collection and disposal of 
otherwise useful product. 
 
Based on the current very broad definition of "consumer product," this section in particular 
should be revised to clearly provide exemptions for industrial and commercial products, 
including chemical intermediates.  These products usually are already subject to or a part 
of business-to-business (B2B) hazardous waste/recycling arrangements.  
 
Section 69306.5  Product Sales Prohibition 
This section should provide further information regarding how DTSC would “determine… 
that a safer alternative exists” and thereby order that the product “shall not be made 
available for use in California.”  It is important that such an extreme regulatory measure be 
implemented only under circumstances where significant impacts to public health or the 
environment can be minimized without other adverse effects.  A proposal for this 
regulatory action should be subject to full notice and public comment.  In addition, as noted 
earlier, we do not believe that mandatory take-back programs are warranted for all, or 
even most, products.  This should be decided on a case-by-case basis.  Other regulatory or 
risk mitigation alternatives could have lower environmental, health or safety impacts. 
 
Section 69306.6  Other Regulatory Responses 
The statements that, “The Department may apply any…regulatory responses to any 
scenario” provides grossly excessive discretion to DTSC to apply regulatory measures 
where they may not be warranted under any reasonable interpretation of good public 
policy.  This section should be revised to allow DTSC to choose the regulatory option that 
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will eliminate or reduce significant risks or impacts without creating other adverse public 
health, environmental or economic impacts.  In addition, all proposals for this regulatory 
action under this section must be subject to full notice and public comment.   
 
Section 69306.9  Regulatory Response Report and Notifications 
The requirement that manufacturers subject to any regulatory action “notify retailers who 
sell the product or component in California,” is excessive and unwarranted for many if not 
all regulatory actions.  This requirement should be implemented only for specific types of 
regulatory actions where retailer action is needed. 
 
Section 69307  Dispute Resolution 
This dispute resolution should clarify what steps are required to achieve a stay of 
regulatory requirements while disputes are being addressed administratively.  While the 
dispute resolution process outlined has merit, we recommend that a step also be provided 
to provide an outside review before the manufacturer is forced to seek judicial review. 
 
Section 69308  Requirements for Qualified Third-Party Assessment Entities 
CSPA strongly objects to requiring third party verification for every Tier II AA.   This 
requirement wastes resources that should be used for assessing other products and creates 
useless duplication.  
 
These sections also specify what information must be submitted to seek DTSC designation 
as a Qualified Third-Party Assessment Entity or a Qualified In-House Assessment Entity, as 
well as accreditation of individuals as Lead Assessors.  It is not clear why DTSC seeks 
separate accreditation of Lead Assessors, which appears to be required prior to seeking 
Assessment Entity status.  We would suggest that Assessment Entities could be designated 
based on retaining a number of technical experts in various areas.  It is also difficult to 
imagine any person, or even small group of persons, who would have the broad skills and 
knowledge required to conduct assessments across the extremely broad spectrum of 
products, chemicals and impacts that would need to be assessed in AAs as envisioned by 
this Regulation. 
 
The provision that an entity found in violation of this chapter would lose accreditation for 
ten years is excessively punitive.  This is even more excessive for Qualified In-House 
Assessment Entity, where a manufacturer violation results in not only their loss of 
accreditation for ten years, but is also is barred from participation in any consortium to 
perform assessments, apparently even if those assessments are conducted for the 
consortium by a Qualified Third Party Assessment Entity.  This goes beyond excessively 
punitive, and also would require significant duplication of effort.   We recommend that 
DTSC be able to withdraw certification if any Qualified Assessment Entity no longer 
qualifies, but require that certification be reinstated when the qualifications are restored.  
It would be valuable for this to be covered in the dispute resolution process in Section 
69307, so that disputes could be resolved prior to initiation of judicial review. 
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Section 69310 Confidentiality of Information 
CSPA continues to be very concerned that the Proposed Regulation establishes a 
framework that will lead to the disclosure of legitimate confidential business information 
and trade secrets.  Article 10 establishes a unique, overly burdensome and complicated 
process that will require companies to have specific expertise not only with the California 
Public Records Act but with California laws in general.  CSPA continues to support the 
Confidential Business Information (CBI) process set forth in AB 1879 (Feuer, 2008).  The 
provisions of Article 10 are unnecessary to further elaborate on the process developed by 
the legislature to protect CBI.   
 
Section 69310.1 Assertion of a Claim of Confidential Information 
The requirements set forth in Section 69310.1, including a detailed index citing the reasons 
for claiming the information as confidential, would be time consuming and would delay 
submissions.  CSPA is concerned that the provisions of this section, which require up-front 
justification for trade secret claims, go beyond the authority provided in the statute and the 
trade secret definition in the California Civil Code. The statute requires justification only 
when a request for the information under the Public Records Act is submitted.  
Substantiation should be requested by DTSC only when such a request is made, not 
automatically required for every claim at the time of submission.    
 
Section 69310.2 Marking and Indexing of Documents. 
Section 69310.2 outlines the DTSC process for marking and indexing documents related to 
a CBI claim.  CSPA is adamant that indexed and redacted reports must not be made publicly 
available. The particular concern is that confidentiality may be compromised by the 
contents in redacted reports and therefore could violate the very confidential business 
information/trade secret protections provided for in the statute. 
 
Section 69310.4 Support of a Claim of Trade Secret Protection 
This section is overly burdensome and fails to connect the required information to actual 
needs by the Department to make determinations of the validity of a trade secret claim.  Of 
particular concern are the requirements to support a claim of trade secret protection set 
forth in Section 69310.4(a).  Requesting this information is beyond the authority of DTSC, 
and seems designed merely to create a barrier to protection.   
 
Items (a)(7), (a)(8) and (a)(11) request information on the value and effort expended to 
develop the CBI and the harm that may be caused if CBI were made public.  Nowhere in 
Health & Safety Code Section 25257 or Section 57020 nor in Government Code Section 
6254.7 is the estimated dollar costs conceived of as a measure of trade secret.  Indeed, 
Section 6254.7 states that a trade secret is something "having commercial value and which 
gives its user an opportunity to obtain a business advantage," however, the measure of that 
value is not within the scope of DTSC’s determination.  
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Section (a)(11) asks for information that is unrealistic to require at the time of submission.  
Determining the harm that will come from the loss of trade secret at the time of submission 
is not possible because no manufacturer can estimate future profits that may result with 
any degree of certainty.   
 
Section (a)(10) asking for copies of, or references to, any pertinent confidentiality 
determinations previously made by the Department or other public agencies is also 
unnecessary.  This information is available to DTSC and DTSC is in the best position to 
obtain the information on the Department’s own rulings.  Asking for rulings of other public 
agencies on CBI claims also should be deleted as it is not necessary and beyond the scope of 
authorities granted to DTSC.   
 
Section 69310.5 Departmental Review of Trade Secret Claims 
CSPA is concerned with Section 69310.5, which provides that DTSC may make the 
determination of the validity of a claim for trade secret even though no one has requested 
that information.  The regulation should provide liability for the state in wrongly releasing 
trade secret information – intentionally or inadvertently.  Under TSCA Section 14(d), 
criminal penalties for wrongful and willful disclosure of CBI have been established.  DTSC 
should revise this section to provide liability for the state.  
 
If the authority to review CBI claims remains, Section 69310.5(a)(1) should include a 
minimum time limit for when DTSC can ask the submitter for additional information.  The 
requirement should also include a time limit for when the submitter is required to get back 
to the Department with the information to rectify the deficiency.  The time frame for 
providing the additional information must be sufficient to anticipate the kind of 
information that the DTSC thinks that it may need.  Depending on what type of information 
is requested to substantiate the claim the response time could be longer than 30 days.   
 
Section 69310.5(a)(2) provides that the Department may at any time make a substantive 
review of a claim, but fails to identify a standard for which this determination will be 
made.  A standard for review is essential to avoiding inconsistent determinations and 
uncertainties as to CBI status.  A standard of review will also help explain the basis for 
DTSC denying a CBI claim.   
 
Section 69310.5(a)(3) provides only limited protections in the event that DTSC determines 
that a third party may access information claimed as CBI.  The review appears to be biased 
in favor of releasing information and places the burden on manufacturers to defend against 
any requests in a short time frame and resort to court action if DTSC allows public review 
of CBI.  Given the extent and breadth of information requested by DTSC in the Proposed 
Regulation, it is likely that CBI protections will be critical to the ability of manufacturers to 
protect proprietary information.  If DTSC fails to provide strong protections, manufacturers 
must be provided with an opportunity to remove the products from sale in California to 
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avoid the disclosure of trade secrets.  In some cases, it may not be worth selling in 
California if competitors will have access to this sensitive information.   
 
Section 69310.6 Hazard Trait Submissions 
The blanket prohibition on claiming hazard traits as CBI continues to be problematic.  This 
is a restatement of subdivision (f) of the Health and Safety Code Section 25257, although 
the articulation is different and broader.  Interpreting Section 25257(f) to apply to “any 
chemical or chemical ingredient” is beyond the scope of authority and the intent of that 
section.  The hazard trait submissions contemplated by Section 25257(f) clearly related to 
only those chemicals and chemical ingredients prioritized in the process.  Section 25257(f) 
refers to chemicals and chemical ingredients “pursuant to this article,” where the article 
relates to the prioritization process for chemicals of concern.  The regulated community 
should still be able to claim CBI for hazard trait data related to alternatives considered in 
the AA process if appropriate.  
 
Section 69311  Small Businesses 
This section uses an unusually restrictive definition for “small business.”  Businesses under 
25 employees and $1 million in annual sales are usually considered microbusinesses; 
common definitions for small businesses include businesses many times bigger.  For 
instance, the California Department of General Services already defines “small business” to 
be a business with 100 or fewer employees, while the 25 employee threshold is applied to 
microbusinesses.  CSPA recommends DTSC use the same standards already in place within 
the state.   
 
Summary and Conclusions 
CSPA appreciates the opportunity to comment on the Safer Consumer Product Alternatives 
Proposed Regulation and remains supportive of the principles of Green Chemistry and 
programs that are consistent with those principles.  As stated in Governor 
Schwarzenegger’s press release announcing the signing of the legislation and the 
establishment of the Green Chemistry Initiative, “The goal of this initiative is to work with 
scientists from California and around the world to evaluate the health effects of chemicals 
and possible alternatives with a systematic and comprehensive approach that is science-
based.” 
 
As this first-in-the-nation attempt to regulate chemicals through the green chemistry lens, 
we believe that further work must be done to make this regulatory process science-based, 
economically and technically feasible, and workable for both DTSC and the regulated 
community. 
 
We remain hopeful the final regulation will result in a regulatory program that reflects the 
goals promoted in the original legislation and will have a positive impact on protecting 
public health and the environment, but urge DTSC to not move forward to adopt a 
regulation that is unworkable and would inhibit innovation toward safer products.  It is 
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critically important that all of the fatal flaws that we have outlined here be addressed to 
assure an effective regulation that meets our common goals. 
 
Please contact either of us if you have questions regarding our comments.   
 
Respectfully submitted, 

    
D. Douglas Fratz Kristin Power    
Vice President, Director, State Affairs  
Scientific & Technical Affairs West Region 
 
 
cc:  Linda Adams, Secretary, California Environmental Protection Agency 
 Cindy Tuck, Undersecretary, California Environmental Protection Agency 
 Scott Reid, Cabinet Secretary, Office of the Governor 

John Moffatt, Deputy Legislative Secretary, Office of the Governor 
 CSPA Scientific Affairs Committee Green Chemistry Task Force 
 CSPA State Government Affairs Advisory Council 
 Laurie Nelson, Randlett/Nelson/Madden 
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Titanium Dioxide Stewardship Council 
TiO2  

1203 Nineteenth Street, N.W.  Suite 300  Washington, D.C.  20036  (202) 557-3800 tel.  (202) 557-3836 fax 

 
November 1, 2010 

 
Via E-mail 
 
 
 
California Department of Toxic Substances Control 
Office of Legislation & Regulatory Policy 
Jeff Woled, MS 22A  
P.O. Box 806  
Sacramento, CA 95812 
 

Re: Comments on the Safer Consumer Products Alternatives Draft 
Regulation         

 
Dear Mr. Woled: 
 

The Titanium Dioxide Stewardship Council (TDSC)1 is pleased to submit these 
comments on the draft Safer Consumer Product Alternatives regulation issued on September 14, 
2010.  In these comments, the TDSC urges the Department of Toxic Substances Control (DTSC) 
to consider how it may apply certain hazard traits in the chemical prioritization process and to re-
evaluate its definition for nanomaterials. 
 

Application of Hazard Traits in Chemical Prioritization Process 
 

The proposed regulatory approach does not differentiate between a known hazard 
and a suspected hazard.  As drafted, the regulation essentially lumps together all materials that 
may be classified as carcinogenic to humans, probably carcinogenic to humans, or possibly 
carcinogenic to humans (International Agency for Research on Cancer (IARC) classifications 1, 
2A and 2B).  There are specific scientific reasons why those separate classifications have been 
established.  It is inappropriate, scientifically unsupportable, and quite possibly misleading for 
DTSC simply to disregard these important distinctions. 
 

                                                 
1 The TDSC is composed of the U.S. manufacturers of titanium dioxide (TiO2) pigment, 

and was formed to promote the safe use of TiO2 through research, product stewardship, 
advocacy, and outreach efforts within the framework of responsible chemical 
management.  The members of the TDSC include:  DuPont, Millennium Inorganic 
Chemicals -- A Cristal Company, Huntsman Corporation, TRONOX LLC, and Kronos 
Worldwide, Inc. 
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TiO2  

TDSC urges DTSC to consider carefully how it will apply criteria factors from the 
listed hazard traits into a chemical prioritization process.  The draft regulation appears to provide no 
opportunities for de-selection of chemicals that may be listed under a regulatory or authoritative body, 
but which have no exposure potential and therefore pose no risk.  Such consideration is imperative in 
a prioritization process.  If a chemical substance is bound into a matrix and will not pose an exposure 
potential to consumers, that material should not be listed as a chemical under consideration.  TDSC 
recommends that the Office of Environmental Health Hazard Assessment (OEHHA) adopt the 
approach of Health Canada, which issued the following chemical-specific guidance for inorganic 
particles: 
 

For example, a hazard determination for a product containing 
crystalline silica may reveal that it is bound in a rubber elastomer and 
under normal conditions of use or during foreseeable emergencies 
cannot become airborne and, therefore, cannot present an inhalation 
hazard. In such a situation, the crystalline silica need not be indicated 
as a hazardous ingredient since it cannot result in employee exposure.2 

 
In further support of its position, TDSC notes that IARC is preparing a monograph 

for titanium dioxide and released a Summaries and Evaluations document to provide a summary of 
the data reported.  In that document, IARC states: 
 

No significant exposure to titanium dioxide is thought to occur during 
the use of products in which titanium dioxide is bound to other 
materials, such as paint.3 

 
IARC also recognizes similarities on particle characteristics between titanium 

dioxide and carbon black, one of the substances that contains the language at issue in its 
substance-specific issues document, when it states:  “General particle characteristics and host factors 
that are considered to affect deposition and retention patterns of inhaled, poorly soluble particles such 
as titanium dioxide are summarized in the monograph on carbon black.”4 

                                                 
2  Health Canada, Environmental and Workplace Health, “Silica, crystalline, non respirable; 

classification of,” available at http://www.hc-sc.gc.ca/ewh-semt/occup-travail/whmis-
simdut/_substance/silica-silice-eng.php. 

 
3  IARC, Titanium Dioxide (Group 2B) -- 5.  Summary of Data Reported at 1, available at 

http://monographs.iarc.fr/ENG/Monographs/PDFs/93-titaniumdioxide.pdf.  
 
4  Id. at 2. 
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Definition of Nanoscale Materials and De Minimis Exemptions for Nanomaterials 

 
TDSC opposes the listing of nanomaterial as a hazard trait.  In this regard, the 

TDSC fully supports and incorporates by reference here, the comments the California Nano 
Industry Network submitted on the pre-regulatory draft of OEHHA’s Green Chemistry Hazard 
Traits, Endpoints, and Other Relevant Data.5 
 

As noted in those comments, the inclusion of a “nanomaterial hazard trait” is 
inappropriate and unnecessary.  It is contrary to emerging consensus worldwide and will put 
California industry at a disadvantage.  We believe any such hazard trait will significantly 
diminish the success of industry efforts to pursue new and innovative responses under the Green 
Chemistry Program.  For these reasons, the TDSC strongly urges DTSC to remove the category 
from the draft regulation. 
 

In addition, TDSC recommends re-evaluating the definition of nanomaterial.  The 
definition in the proposed regulation is confusing, with a listing of nanostructures with a limit of  
“one or more dimensions of the order of 1,000 nanometers or less” and nanoscale with a 
limitation of no more than 100 nanometers.  The definition makes no distinction as to whether 
the nanomaterial was intentionally produced.  TDSC suggests revising the regulation to 
explicitly encompass only intentionally produced nanomaterials. 
 

DTSC should coordinate its language with that of the National Nanotechnology 
Initiative (NNI), which defines nanoscale ranges from about 1 nanometer (nm) to 100 
nanometers.6  The U.S. Environmental Protection Agency (EPA) uses the NNI definition.7 
 

Finally, TDSC strongly opposes the proposed provision disallowing application of 
the de minimis exemption to nanomaterials.  As with the proposed “nanomaterial hazard trait,” 

                                                 
 
5  Letter from Thomas R. Jacob, Coordinator, California Nano Industry Network, 

Comments on Pre-Regulatory Draft:  Green Chemistry Hazard Traits (Sept. 13, 2010). 
 
6  National Nanotechnology Institute FAQs:  Nanotechnology available at, 

http://www.nano.gov/html/facts/faqs.html. 
 
7  U.S. Environmental Protection Agency National Center for Environmental Research, 

Nanotechnology -- Basic Information, available at 
http://www.epa.gov/ncer/nano/questions/index.html. 
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this proposed action presumes that there is a specific hazard associated with all nanomaterials.  
There is no credible basis for such a presumption.  As with any chemical substance, some 
nanomaterials may pose hazard traits, while other may not.  No generalizations can credibly be 
made.  It is, therefore, scientifically indefensible to implement such a restriction on all 
nanomaterials, and DTSC should eliminate this provision. 
 

* * * * * 
 

The TDSC appreciates the opportunity to comment on this important rule.  Should 
you have any questions or need additional information, please contact Kathleen Roberts, TDSC 
Manager at 443-964-4653 or at kroberts@lawbc.com. 
 
 

Respectfully submitted, 
 
 

 
 

Curt DeMille 
Chairman  
Titanium Dioxide Stewardship Council 

 
 
 
cc: Mazier Movassaghi, Ph.D., DTSC (via e-mail) 

 



November 1, 2010 
 

Via Email: gcregs@dtsc.ca.gov  
 
Mr. Jeff Woled  
Regulations Coordinator 
Office of Legislation & Regulatory Policy  
Department of Toxic Substances Control 
P.O. Box 806 
Sacramento, CA 95812-0806 
 
Re: Comments on the Safer Consumer Product Alternatives Draft Regulation 
 
Dear Mr. Woled: 
 
The Can Manufacturers Institute (CMI) appreciates this opportunity to provide you 
comments to the California Department of Toxic Substances Control (DTSC) regarding 
the Safer Consumer Product Alternatives (SCPA) draft regulation issued on September 
14, 2010 to implement Article 14 of chapter 6.5 of division 20 of the Health and Safety 
(H&S) Code.  CMI is the national trade association of the metal can manufacturing 
industry and its suppliers in the United States. CMI members account for the annual 
domestic production of 130 billion food, beverage and general line metal cans; together 
they employ some 32,000 people with plants in 36 states. CMI member companies have 
more plants, 26, and more employees, 3650, in the state of California than in any other 
state in the nation.  Our members are committed to providing safe, nutritious and 
refreshing canned food and beverages to consumers. 

 
With these comments, CMI endorses the comments being submitted on behalf of the 
Green Chemistry Alliance and the Food Packaging Coalition. These groups, including 
CMI, have a critical interest in the availability of safe and effective materials for 
packaging, holding, storing, and transporting food products. 
 
California companies that manufacture metal cans are an important part of the state's 
economy.  Manufacturers of cans along with the companies that provide supplies and 
materials for the cans provide well paying jobs in California and pay significant 
amounts in tax to the State and Federal governments. Companies that manufacture metal 
cans employ approximately 3,650 people in the state and generate an additional 22,000 
jobs in supplier and ancillary industries. These include jobs in companies supplying 
goods and services to can manufacturers, paying an average of $53,470 in wages and 
benefits. And today, every job is important. In fact, in California the unemployment rate 
has reached over 12 percent. Not only does the metal can industry create jobs, it also 
generates sizable tax revenues. In California the industry and its employees pay over 
$97.2 million in taxes including property, income, and sales based levies.  
 
Beyond the unknown cost to taxpayers and industry, the proposed regulations are certain 
to place additional burdens on consumers, especially on low-income households. The 
far-reaching process outlined in the regulations potentially could conceivably be applied 

 
 
 
Can Manufacturers

Institute
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    Washington, D.C. 
    20036  

    T. 202-232-4677  
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to any and every product available in the state, adding a substantial expense for 
businesses that must comply with it. In sum, we are very concerned that an overly 
burdensome SPCA rule would rule would impact consumer confidence and restrict the 
wide range of canned food and beverages available to consumers. 
 
Please contact me with any questions you may have. 
 
Sincerely, 

 
Geoffrey Cullen 
Vice President, Government Relations 
CMI 
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Organization: Natural Products Association 
Address: 1773 T Street NW 
Address Cont'd:  
City: Washington 
State: DC 
ZIP Code: 20009 
E-mail Address: cwelch@npainfo.org
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Affiliation: Trade Association 
hr: 
Art_1_Label: 
Section:  
Page:  
Line:  
Comment: Dear Mr. Woled,  
 
The Natural Products Association (NPA), is submitting this letter as general comment to the Department of Toxic Substances 
Control�s (�the department�) Safer Consumer Product Alternatives Regulation (�regulation�) of September 13, 2010. The NPA 
was founded in 1936 to promote and protect the unique values and shared interests of retailers and suppliers of natural nutritional 
foods and natural products. The NPA is a non-profit 501(c)(6) association whose mission is to unite a diverse membership, from the 
smallest health food store to the largest natural products supplier. We champion consumers' freedom of choice in our marketplace. 
We strengthen and safeguard retailers and suppliers and we build strong markets to fuel industry growth. We are the oldest and 
largest trade association in the Natural Products industry representing over 10,000 members. Thank you very much for the 
opportunity to comment. 
 
In addition to the comments submitted by the Green Chemistry Alliance (which bears our signature), we would like to offer the 
following comments specific to our position from a non-profit organization that has been representing the natural products industry 
for almost 75 years. The NPA advocates for the enhanced public health and environmental protection the regulation seeks to 
provide as witnessed by the NPA Natural Seal program. However, we feel this latest draft does not provide a stronger, or even 
streamlined, version of previous drafts but, rather, a significantly longer and broader regulation. This draft has far-reaching scope 
and has extended beyond the capabilities of what a single state department, the department, can implement appropriately. At this 
point, the regulation is written in a manner that is too widespread for execution in an orderly and economically-responsible manner 
by a state organization, especially a state with budgetary concerns. In light of �the daunting slope� of federal debt (The 
Washington Post, 2010), any surplus system puts an undue burden on California�s, and subsequently, the entire nation�s 
citizens. As Governor Schwarzenegger wrote in his August 10 op-ed piece, �For California, the reality is that for decades 
government has been racking up debt by making promises it could not afford,� and this new regulation is simply another promise 
that the state of California will be forced to make good on in the future (Los Angeles Times, 2010). 
 
We support the intent of the department to create a science-based framework for chemicals management and appreciate the 
complicated nature of drafting the Safer Consumer Product Alternatives regulation. In fact, we understand the department�s 
inspiration � and the pieces of legislation supporting this, AB 1879 and SB 509 � was a broad based desire for state regulators, 
rather than legislators, to employ their expert scientific experience when determining appropriate regulatory actions affecting 
chemicals of concern in consumer products. However, we feel the language used in this regulation leads away from the initial focus 
� from the industry-wide implementation of best practices in �green� technology toward haphazard listing of �toxic� chemicals 
and penalty for use of these listed chemicals in products. This approach does not take into account the all-inclusive concept of 
�green� chemistry. We would point to, specifically, that toxic chemicals can be made using completely green technologies and, 
conversely, non-toxic chemicals can be made using the worst technology for human and environmental health. 
 
The idea of green chemistry is really a behavior-based pattern and the science on what is green is still a work in progress. The NPA 
would suggest that working with industry on the best practices for green chemistry is a stronger approach than how the regulation 
is currently written. With almost 75 years experience representing the natural products industry, the NPA has seen that industry is 
very much aware of what is possible and feasible regarding newer and greener technology � in fact, industry is very often 
implementing this before governmental regulations are requiring it. A system centered on rewarding those companies that utilize 
the best technology, or in this case the greenest technology, is much more effective than punishing those companies who are 
slower to change. Because the science and technology of green chemistry is constantly evolving, recruiting industry to step up in a 
self-regulatory manner is going to be a much more efficient and effective method for implementing green chemistry. 
 
Moreover, a government-led approach might not be the most effective method for implementing change; rather, leveraging the 
power of consumer demand would be much more valuable. As the NPA, we take pride in providing information for the consumer to 
make truly informed decisions regarding the content of the products they use. To demonstrate this, the NPA launched the Natural 
Seal program including the Standard and Certification for Natural Personal Care Products in 2008 and the Standard and Certification 
for Natural Home Care Products in 2010. These two programs provide a third-party audited system for companies to certify their 
ingredients and products as natural as well as the Natural Seal to place on certified product labels so consumers can discover these 



truly natural products. As can be seen in the Wall Street Journal article referenced here (The Wall Street Journal, 2010), the NPA is 
seen as an authority in natural products certification and the Natural Seal mission complements the intent of the regulation; 
therefore, we request the department consider working with the NPA�s Natural Seal program to advise companies of appropriate 
actions regarding chemicals of concern. Furthermore, we encourage the department to work with other established programs that 
have demonstrated experience regarding safe consumer products, whether at the state level or federal. The programs listed here 
(The Wall Street Journal, 2010) are already in place and have been recognized, at both the industry and the consumer level, as 
being legitimate. By utilizing these established programs, the department can alleviate several of the concerns listed here � 
including, but not limited to, the time and resources necessary to initiate and administer the program at the state level, the 
economic burden the regulation puts on the state of California and the ultimate success of the program among manufacturers in 
California. 
 
We feel the language of the regulation does not provide precise metrics against which companies can measure themselves and 
determine compliance. In order to ensure that businesses are not subjected to undue burdens, the regulations must be clear as to 
what standards businesses must meet in order to be compliant. Qualifications such as �reasonably expected� do not establish 
clear criteria for what businesses must take into consideration and allows for biases to be implemented. NPA wants to be sure that 
the regulations guard against businesses going through these processes to the best of their abilities and understanding and then 
being forced to repeat the process due to ambiguity in the regulations.  
 
Additionally, compliant companies are always left in jeopardy as the end judgment is not left purely to science but includes the 
ability of regulators to bring the hammer down on stakeholders who believed they were compliant. Specifically, one area of concern 
relates to the power given to the department to arbitrarily change compliance criteria, specifically the de minimis levels. Businesses 
that expend time and money to apply for the de minimis exemption will do all of that for naught if the department decides to 
change the level. Under these regulations, business will live in fear that the department will institute an arbitrary change and 
radically affect their company and their products, and that is no way to foster the growth and development of industry in California. 
 
We continue to be concerned that the department is not taking adequate time to develop the regulations. Subsequent drafts have 
expanded in length and in scope, yet the deadline for implementation has not been adjusted accordingly. We believe that these 
rules will have far-reaching implications and therefore should not be subject to an arbitrary deadline. The department should have 
the freedom to explore all of the possible impacts and implications of the regulations regardless of how long that process takes, and 
this process should be about more than just having something on the books. Please consider the individuals that will be subject to 
these regulations and the potential impact on their livelihood and take the appropriate amount of time to establish these 
regulations. 
 
NPA questions whether the department has taken the costs associated with re-labeling into consideration as they finalize these 
requirements. When it was considering a change in the labeling requirement for dietary supplements, the FDA in 2003 estimated 
that the costs for changing labels in a one year time frame to be between $2,400.00-$4,200.00 (USD) per SKU. This is not a small 
amount of money by any means. If the department extrapolates these costs to the full range of products that will be affected by 
the labeling requirement, it is clear that the regulations will incur a huge financial burden. 
 
NPA has heard the grievances from our membership who have been adversely, and we believe unfairly, targeted by Proposition 65 
lawsuits. As we review these regulations, we cannot help but wonder how this legislation will not naturally evolve into Prop 65 on 
steroids. How can small businesses be sure that they will not be unfairly targeted with malicious lawsuits? We ask the department 
to be aware of these concerns and the potential widespread negative impacts that could result if the regulations exceed their 
intended objective. 
 
Again, we are thankful that the department is concerned about the safety of consumer products and if an opportunity arises to take 
advantage of working together, we and our members would be more than willing to join forces in implementing changes toward 
green chemistry and safer consumer products. 
 
Thank you for your time and consideration of NPA�s comments.  
 
Best regards, 
  
 
Cara Welch, Ph.D. 
Scientific & Regulatory Affairs Manager 
Natural Products Association 
cwelch@NPAinfo.org
 

  

 
References: 
Bounds, Gwendolyn. �Misleading Claims on �Green� Labeling.� The Wall Street Journal October 26, 2010. 
 
Schwarzenegger, Arnold. "Fixing California�s budget for good." Los Angeles Times August 10, 2010. 
 
"CBO's deficit forecast shows need for early action." The Washington Post July 31, 2010. 
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November 1, 2010 
 
VIA FAX AND EMAIL  
 
Mr. Jeff Woled, Regulations Coordinator 
Regulations Section 
Department of Toxic Substances Control 
Post Office Box 806 
Sacramento, CA 95814 
 
RE: Comments on the Safer Consumer Products Alternatives Regulation  
 
Dear Mr. Woled:  
 
The California Retailers Association respectfully submits these comments in response 
to the September 7th release of and initiation of the formal rule making process for 
Green Chemistry Proposal on “Safer Consumer Product Alternatives Regulation” 
(Chapter 53 of Division 4.5 of Title 22, California Code of Regulations) also known and 
referred to as Green Chemistry. 
 
The California Retailers Association (CRA) is a trade association representing major 
California department stores, mass merchandisers, supermarkets, chain drug and 
convenience stores as well as specialty retailers such as automotive, book, home 
improvement, jewelry and pet stores.  Our members have more than 10,000 retail 
locations, generate billions of dollars in sales tax revenue to state and local 
governments and account for hundreds thousands of jobs in California. 
 
CRA continues to acknowledge the Department of Toxic Substances Control’s (DTSC 
or Department) efforts in the development of this ambitious and unprecedented 
regulation.  We thank and commend the Department for the changes that have been 
made since the release of the Straw Proposal and other pre-regulatory drafts.  The 
changes CRA sought that have been incorporated in the latest version of the regulation 
include: deletion of term “recall” because of the implied legal and regulatory 
consequences; deletion of the joint and several liability provision; the absence of a 
private right of action; incorporating product stewardship as the appropriate end-of-life 
model rather than retail take-back; and removal of the requirement for manufacturers to 
provide retailers with alternative assessments and other unnecessary paperwork. 
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In our opinion, this latest draft is improved over previous versions.  In particular, we 
greatly appreciate the inclusion of a regulatory “retailer off-ramp;” however, CRA 
continues to have significant issues with the regulation as it is currently written.  Our 
members’ most profound concerns with the proposed regulation are:  
 

1) the breath and scope of regulatory actions DTSC may compel from retailers;  
 
2) the lack of clarity on how to comply and/or the legal standard retailers to which 
retailers will be held;  
 
3) a cumbersome, confusing and in some cases duplicative, regulatory process;  
 
4) retailers’ regulatory responsibilities to provide the Department information that 
is not accessible nor easily generated by retailers in the global commerce supply 
chain;  
 
5) the potentially limitless number of products affected (every chemical known 
exhibits at least one of the hazard traits at some level of exposure) and thus, the 
conceivable outcome that DTSC may regulate nearly all consumer products. 

 
The amendments we propose in this document, if accepted by the Department, will 
streamline and provide clarity of responsibilities without hampering DTSC’s ability to 
meet its statutory mandate under AB 1879.  Our comments are organized by issue and 
where appropriate, reference the regulation Section numbers.  CRA is committed to 
spending as much time as is needed to work with DTSC staff to develop a workable 
regulation. 
 
OVERALL REGULATORY STRUCTURE/DEFINITIONS 
 
Issue #1: Section 69301.2(67)(A) Definition of “responsible entity” 
 
The enabling legislation for the regulation establishes the foundation that product 
manufacturers must bear the burden of compliance with the regulations.  However, the 
DTSC has proposed a definition of “responsible entity” that encompasses many entities 
in the chain of commerce (manufacturers, importers, distributors and retailers), to 
ensure that someone is responsible for compliance.  The Department provides verbal 
assurances that its focus is on manufacturers and up the supply chain, but such 
assurances are not manifested in the mandates of the regulation itself due to the 
assignment of responsibilities to any “responsible entity”.  
 
The consequences of using the term “responsible entity” in the regulation leads to 
confusion because it will require all supply chain participants (including retailers) to 
engage in a number of very specific regulatory activities to ensure compliance and 
secondly, imposes those regulatory actions on all supply chain participants, regardless 
of whether the supply chain participant has direct knowledge and access to information 
to conduct those activities.  The lack of clarity caused by the use of “responsible entity” 
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overly complicates an already complicated regulation, unfairly subjects some players in 
California’s commerce system to unreasonable and unattainable compliance 
requirements and would overburden the Department’s ability to effectively and efficiently 
manage the implementation of this regulation. 
 
Administrative Procedures Act Concerns (APA): The use of the term “responsible entity” 
fails the duplication and clarity standards. 
 
Solution: Delete Section 69301.2(67)(A).  CRA advocates for the elimination of 
“responsible entity” and requests DTSC limit the regulation to the activities of 
manufacturers and retailers.  Specifically delineating their respective roles and 
responsibilities will simply the regulation and assign the appropriate level of oversight 
and regulation to manufacturers (who make the products and have the specific chemical 
and product knowledge DTSC is seeking) and retailers (who have the ability to control 
product access to California consumers).  All other supply chain participants are 
irrelevant for purposes of this regulation. 
 
Issue 2: Section 69301.2(47)(B) Definition of ‘manufacturer” 
 
The current definition includes “the person who is the owner or licensee of the brand 
name or trademark…” Retailers are licensed to use brand names and/or trademarks, 
usually for advertising purposes.  Retail ads contain written or pictorial references to 
brand names and trademarks.  If this sentence is not removed from the regulation, all 
retailers who advertise --- virtually all retailers --- could be deemed “manufacturers” 
under the regulation. 
 
APA: This definition fails the clarity, duplication and necessity standards. The proposed 
regulation cannot convert the legal status of a trademark licensee into a “manufacturer” 
by fiat.  Further, it is not clear why the addition of that phrase in the definition is needed 
as it does not close a loophole through which any manufacturer would be able to 
escape liability under this regulation.  
 
Solution: Delete Section 69301.2(47)(B). 
 
Issue #3: Section 69301.2(68) “retailer” & Section 69301.2(40) “importer” definitions 
 
The problem is that these definitions both apply to retailers under certain circumstances 
in global commerce, as does the definition, referenced above, of “manufacturer”.   
 
APA:  Absent specific grounding in the enabling statute, the proposed definitions are 
unsupportable under the APA, since the Department lacks authority to convert retailers 
into product manufacturers.  Under the Act, the clarity and duplication standards are 
also not met when a regulated entity cannot determine by a plain reading of the 
regulation which definition applies to the entity and thus, what specific responsibilities 
are incurred under the regulation.  According to information from the California 
Franchise Tax Board, there are over 900,000 retail entities in California, an unknown 
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number of whom, under the proposed regulation, could be subject to the responsibilities 
of manufacturers AND retailers.  DTSC should differentiate the various players in the 
supply chain and assign them their share of responsibility based on the amount of 
control that player has over making that product compliant.  
 
Solution:  The proposed complex and confusing regulatory process can and should be 
revised to clearly specify the differing roles and responsibilities of retailers and 
manufacturers.  Briefly stated, manufacturers produce the consumer product, and 
retailers sell the consumer products.  
 

Manufacturers should be responsible for what they control:  
• the design and formulation of the product, 
• the manufacturing process used to produce the product,  
• decisions to use or discontinue use of a specified chemical in a product,  
• exemptions for de minimus thresholds in products,  
• conducting alternatives analyses, and  
• required reporting of chemical-related information to the Department. 

 
Retailers should be responsible for what they can control:  

• stopping sale of product from noncompliant manufacturers, 
• providing DTSC with contact information on manufacturers (whether brand 

name or private label) to aid the Department in enforcing the regulation, 
• securing assurances from manufacturers that the products supplied to 

retailers are in compliance with the regulation; and  
• implementing at retail any Departmental regulatory response such as sale 

restrictions.  
 
When the issue of clarifying the sometimes-duplicative roles of retailers and 
manufacturers previously arose, the Department raised the following two issues: private 
label products and the DTSC’s ostensible lack of authority to regulate out of state and 
overseas manufacturers.  CRA offers the following information for the Department’s 
consideration on how to address those concerns. 
 
Private Label Consumer Products 
 
Private label products are not generally produced or manufactured by retailers.  In fact, 
a third party manufacturer produces private label products.  A retailer that private labels 
a product contracts with a manufacturer to produce the product and have a private label 
affixed.  The manufacturer determines the chemical composition --- the retailer’s 
employees, facilities or equipment are not involved in the production of the product.  A 
retailer may specify performance standards for a product, but does not control 
production.   
 
There are a few instances in which a retailer actually manufacturers its own goods and 
will fall under the definition of “manufacturer” in the regulation as “the producer of a 
consumer product.”  This provides assurance that no product manufacturers will be 
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unregulated. 
 
Out of State and Out of Country Manufacturers Compliance 
 
Other state agencies have devised ways to de facto require compliance by out of state 
and overseas manufacturers through a regulatory approach that prohibits the sale in 
California of non-compliant products.  An agency’s ability to stop sale of noncompliant 
product in California essentially means the majority of manufacturers, whether domestic 
or international, will have to make the required modifications so that their product can 
continue to be sold in this state.  While the State cannot directly require out of state and 
overseas manufacturers to be compliant, it indirectly can accomplish the goal by 
prohibiting retailers from selling non-compliant product in California.  
 
The California Air Resources Board (CARB) uses this process for its composite wood 
products regulation.  Manufacturers must make compliant product if they want their 
product sold in California because retailers are not permitted to sell non-compliant 
product.  Retailers must secure compliance certifications from all manufacturers.  CARB 
posts a list of non-compliant manufacturers, and after a permitted sell-through period to 
exhaust existing inventory, retailers are in violation if they sell any non-compliant 
product.  CARB has even sent staff to China and Southeast Asia and provided 
language translations to overseas manufacturers in its attempts to secure manufacturer 
compliance with the composite wood regulations. 
 
California’s mercury thermostat law is similarly structured, as are the two newly enacted 
carpet and paint product stewardship laws.  The Department of Resources Recycling 
and Recovery (DRRR) administers the Beverage Container law, which out of state 
manufacturers must adhere to if their product is to be lawfully sold in California.   
 
As another example, the Toxics in Packaging Prevention Act, enforced by the 
Department, requires retailers to ensure that grocery bags and other packaging 
materials do not contain four hazardous metals.  Retailers must obtain certificate of 
compliance from their manufacturer or supplier (whether domestic or overseas) that the 
product is in compliance.   
 
Lastly, per the federal Consumer Product Safety Commission, children’s products 
manufactured after February of this year require a certificate of compliance based on 
testing by an accredited 3rd party lab.  Non-children’s products manufactured after 
February 2010 require a general conformity certificate.  
 
Solution:  Solutions already proposed in this section (see 1 & 2 above) include deletion 
of “responsible entity” and revision of the definition of “manufacturer” to remove the 
reference to trademark.  In addition, the definition of “importer” in 69301.2(40) should be 
deleted, as should the definition of “distributor” in 69301.2(26).   
 
The definition of “retailer” in Section 69301.2(68) should be amended to add: “A private 
label retailer is a retailer who contracts with a third party manufacturer to produce 
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products for sale to consumers under the retailer’s name.  A private label retailer is not 
a manufacturer.”  
 
The definition of “manufacturer” in Section 69301.2(47) should be amended to add: 
“Manufacturer includes a manufacturer who produces a product for a private label 
retailer.”  
 
Lastly, with the proposed removal of “responsible entity”, which is duplicative and 
confusing, wherever the term appears in the regulation, it should be replaced by 
“manufacturer” or “retailer”, depending on which entity will be charged with that 
responsibility.  
 
In sum, the proposed revision makes it clear that manufacturers who produce consumer 
products are the focus of the mandates under the regulation and private label retailers 
are not manufacturers.  
 
We recommend the regulation also be amended to specify that a manufacturer may not 
sell at retail in the State, to a retailer in the State, or for use in this State, a consumer 
product unless the product complies with the requirements of this regulation. Where a 
manufacturer is located outside the State of California, the manufacturer’s product may 
not be sold in California unless the manufacturer has complied with the provisions of 
these regulations. 
 
The Department must ensure compliance by manufacturers, including those located in-
state, out-of-state and overseas.  The Department will likely have little difficulty in 
preparing a list of brand name manufacturers.  In order to complete its database of 
manufacturers, the DTSC will need retailers to provide contact information on 
manufacturers who produce private label consumer products for that retailer.  If an out 
of state or overseas manufacturer is ultimately found to be out of compliance with the 
regulation, the Department would contact the retailer of these products and provide two 
options: 1) the retailer may fulfill the regulatory requirements in place of the 
manufacturer, or 2) the retailers must cease selling the product after a designated sell-
through period. 
 
Duty To Comply & Consequences Of Non-Compliance (§ 69301.4) 
 
CRA appreciates DTSC’s efforts to provide compliance options for responsible parties 
(commencing with §69301.4(e), page 20 line 26) and welcomes the inclusion of this 
subdivision which provides a regulation “off ramp” for entities, most notably retailers.  
However, CRA is concerned that this entire section lacks clarity, has great potential for 
duplication of efforts and goes beyond what is necessary to effectuate the regulation. 
 
Issue #1 Submission of Chemical and Product Information (§69301.4(a)) 
 
Section 69301.6 establishes the process by which DTSC will obtain data about 
chemicals and products from responsible entities.  Again, because “responsible entity” 
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is broadly defined, all supply chain partners are deemed responsible entities under the 
regulation and therefore, would have to comply with the requirements of this provision.  
Moreover, the coupling of the § 69301.6 with the duty to comply section will require 
retailers to provide detailed information that is not readily available to them or that they 
cannot access.  Retailers are willing to provide the Department with information 
regarding our vendors and suppliers and are willing to require our suppliers and vendors 
to provide us contractual assurances stating they are in compliance with this regulation. 
 
The scope of the information DTSC could request retailers to make available or 
generate is unprecedented and the regulations offer little clarity or guidance on how to 
comply or to which legal standard of compliance a retailer will be held.  Under § 69301.6 
and § 69301.4, DTSC could request retailers provide them the following: 
 

• Chemical and product data/information specified in the section on hazard traits 
for prioritizing chemicals (§69302.3), including: 

o 15 Chemical and physical properties (e.g., flash point, vapor pressure, 
water solubility) 

o Adverse public health impacts from single, intermittent or frequent contact 
with the chemical through dermal, oral, and inhalation exposures, 
including: 

 24 specific impacts (e.g., acute/chronic toxicity, endocrine toxicity, 
immunotoxicity, persistence, toxicokinetics). 

 Any hazard traits not listed that relate to adverse impacts. 
 Adverse impacts on sensitive subpopulations. 
 7 specific adverse ecological impacts (e.g., aquatic toxicity, habitat 

loss, phytotoxicity). 
 9 specific adverse environmental impacts related to chemical traits 

(e.g., biodegradation, bioaccumulation). 
 8 specific air quality impacts (e.g., nitrogen oxides, greenhouse 

gases, ozone depleting compounds). 
 10 specific water quality impacts (e.g., oxygen demand, dissolved 

solids). 
 8 specific soil quality impacts. 
 Any other factors related to adverse impacts on the environment, 

including release of heat, odor, or radiation. 
o Volume information on the chemical in the stream of commerce, such as 

projected annual sales, volume of the chemical in current use, annual 
estimated volume of the chemical used in products. 

o Potential for the public or environment to be exposed to the chemical in 
commonly used products. 

o Information and data related to actual and potential public or 
environmental exposure such as: 

 Estimates of potential fate and transport of the chemical or its 
degradation products 

 Data showing that other chemicals are formed during breakdown of 
the chemical 
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 Scope of federal and/or California State regulatory programs under 
which the chemical is regulated, and extent to which these 
programs address the public health and environmental threats. 

 
• Information specified in the section on prioritization of products under 

consideration (§ 69303.3), including: 
o Volume information for each product in the stream of commerce, such as 

projected annual sales, marketing and customer targeted volumes, 
volume in current use, percentage of products estimated to contain the 
priority chemical, extrapolation of data to estimate volume of the product’s 
priority chemical in California commerce. 

o Potential for the public or environment to be exposed to the priority 
chemical contained in the product, such as: 

 Containment of the chemical in the product 
 Engineering and administrative controls 
 Federal and CA State regulatory restrictions reducing potential 

exposure 
 Frequency and duration of exposure for each use scenario and 

end-of-life scenario 
o Types and extent of consumer uses in households, schools, health care 

facilities, by sensitive subpopulations, workers, customers, clients, and 
members of the public. 

o Product use, management, or disposal practices that could result in 
release to the environment. 

o Data/information on actual or potential public or environmental exposures 
to the priority chemical in the product. 

o Scope of federal and/or California State programs under which the 
chemical is regulated, and extent to which these programs address the 
public health and environmental threats. 

Much of this information is largely unavailable to retailers who are several steps 
removed from raw material suppliers in the global supply chain.  Requiring retailers to 
generate this information, in particular the toxicity data points listed under § 69302.3, is 
unduly burdensome, prohibitively expensive and unnecessary given the work that will 
be performed at the alternative assessment stage of the process.  Section 69302.3 
requires retailers provide DTSC, at the early stages of the green chemistry process, the 
very same information that will be generated at the alternative assessment stage of the 
process and would require the work of a professional assessment entity.  
 
APA:  This provision fails the clarity, necessity and duplication standards.  The lack of 
clear responsibilities for each supply chain participant will require all responsible 
entities, as defined, to assume responsibilities that they are not appropriate to their role 
and function in the supply chain.  The confusion created by use of the term “responsible 
entity” again illustrates why CRA is advocating for the elimination of the term and favors 
limiting the regulation to the activities of manufacturers and retailers.  Second, there is 
no need for DTSC is request chemical and product information from retailers since the 
regulation requires manufacturers to provide the same data.  Additionally, there is no 
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requirement for the Department to tell other “responsible entities” when they have 
received information from another source, thus leaving numerous entities still trying to 
provide DTSC information that has already been submitted. 
 
Solution:  The Department should request the needed chemical and product information 
directly from manufacturers.  When soliciting chemical and product information from a 
manufacturer, DTSC should inform that entity that they have 60 days to respond to the 
information request.  If the manufacturer fails to respond to the Department, DTSC may 
request that information from the retailers of those products. 
 
CRA requests the addition of a subdivision (d) to § 69301.4(a)(2) to require DTSC to 
notify previously contacted parties that the requested information has already been 
submitted.  The purpose of this language is to reduce duplication among the 
manufacturers and retailers: 

 
(d) the information has already been provided to the Department. 

 
Issue #2 Retail Off-Ramp De Facto Stop Sale Requirement (§ 69301.4(e)(1)(A)) 
 
CRA is concerned that DTSC’s huge data request could generate “stop sale” 
requirements unnecessarily early in the process.  As written, the penalty for retailers 
who receive an information request from DTSC and fail to respond, or retailers who are 
held responsible by the Department for getting information from one or more of the 
retailer’s manufacturers and the manufacturers fail to respond, is ultimately a stop-sale 
directive.  CRA is concerned about the feasibility and reasonability of a huge data 
request by DTSC. For example, if DTSC sends out mass request for information on 
“any products containing X chemical”, retailers will have to ask each and every 
manufacturer, and the manufacturers will have to ask their component suppliers.  For 
example, to check if a certain chemical is in a certain dye, retailers would have to ask 
every manufacturer of every dress, shirt, shoe, jacket, scarf, pants, purse, jeans, 
underwear, coat, hat, other articles of clothing, towel, sheet, bedspread, curtain, rug, 
upholstery or throw pillow if they use that chemical in their dyes.  Those manufacturers 
would likely have to check with their button, embellishment, zipper, and cording 
component suppliers as to the presence of the chemical in their products furnished to 
the manufacturer.  This will take a great amount of time. 
 
Additionally, CRA believes this approach is overly draconian at the early stages of the 
green chemistry process since the products have not yet been deemed a hazard to 
humans or the environment and unfairly penalizes retailers who have no control over 
the chemicals in a product.  Retailers purchase products from supply chain months in 
advance and if they are required to initiate a stop sale because a manufacturer has not 
complied with an information request, they will suffer significant negative economic 
impact because they will be left with products that cannot be sold.   
 
APA:  This provision fails the authority standard, since there is no authority in the 
enabling statute that permits stopping sale of a product simply because an information 
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request was not met.  It also fails to meet the clarity standard because the regulation 
does not clearly state that DTSC will order the “stop sale” of a product because of the 
inability of a retailer to either provide the requested information or obtain it from the 
manufacturer.  Additionally, this provision fails the necessity standard since the de facto 
retail stop not necessary to effectuate the regulation. 
 
Solution:  If retailer is asked by DTSC for information on X products containing X 
chemical, and the retailer has hundreds of manufacturers of that product which all must 
be contacted for information and one of the manufacturers doesn’t supply the requested 
information, and the retailer then must stop selling the product, sell-through dates for 
those stopped sale products must be delineated.  However, CRA believes there is no 
authority in the enabling statute that permits the Department to order a stop sale at the 
beginning of the regulatory process. 
 
Instead of the de facto retail stop sale at the information collection stage of the 
regulation, DTSC should prohibit retailers from re-ordering products whose 
manufacturers have not complied with DTSC’s information request.  Under this 
scenario, retailers would be able to continue the sale of the existing inventory but would 
be prohibited from reordering new product until the manufacturer complies with the 
information request.  From an enforcement perspective, DTSC would be able to ensure 
retailer compliance by examining product invoice dates. This alternative still provides 
manufacturers with an incentive to comply with the regulation as it is effectively a stop 
sale at the wholesale level without adversely impacting retailers and does not limit 
consumer access to products when no actual harm has been established.  Additionally, 
a prohibition on new product orders or reorders obviates the need for DTSC to establish 
sell-through for those products.   
 
Issue #3 Retail Off-Ramp Notification (§ 69301.3(e)(1)(B)) 
 
Consistent with statements made earlier, CRA suggests this section be amended to 
apply only to retailers to clarify and simplify the regulation.  Suggested revisions are 
below and where the changes are not obvious, explanations have been provided. 
 
APA: The notification required by this section for responsible entities that elect to take 
this off-ramp contains requirements that violate the APA clarity, necessity and 
consistency standards. 
 
Solution: The following are suggested revisions to this section: 
 

(e) Options for Retailers Responsible Entities.  
(1) A retailer responsible entity will not be held responsible for complying with 
requirements of section 69301.6, section 69303.5, article 5, or article 6 that are 
applicable to a product, or to a chemical contained in a product, placed into the 
stream of commerce in California by that responsible entity, if the retailer 
responsible entity is not the manufacturer of the product and has complied with all 
of the following requirements: 
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(A) The retailer responsible entity has ceased to place new orders for the product 
from the product manufacturer, importer or distributor into the stream of commerce 
in California, notifies the Department of this action no later than thirty (30) days 
after the original or extended due date for the applicable requirement, and 
provides any additional related information subsequently requested by the 
Department within the time specified. 
(B) The notification required pursuant to subparagraph (A), must include all of the 
following information: 
1. The manufacturer’s responsible entity’s name and contact information; 
2. Identification and location of the retailer’s all known sales outlets where the 
product is sold, supplied or offered for sale in California; 

 
APA: As written, this language violates the clarity standard.  Retailers should only be 
responsible for informing DTSC of the locations in which they sell the product.  It is 
unreasonable to assume that specific retailer will know all the California retail locations 
in which a product is sold.  For example, retailer X should only be required to identify 
and report its retails locations and retailer Y is only responsible for its retail locations. 
 

3. Name of and contact information for the person immediately upstream 
from the responsible entity in the supply chain for the product;  
4. Name of and contact information for all other persons, known to the 
responsible entity, in the supply chain for the product, including, but not limited 
to, other responsible entities, chemical and product manufacturer(s), California 
importer(s), California distributor(s), person(s) who import the product into the 
United States, and person(s) who distribute the product in the United States; 

 
APA: We believe this provision violates the APA necessity standard because retailers 
are required to provide the Department the name and contact information of our 
immediate upstream supply chain partner, who in many cases will be the manufacturer 
or its distributor, under #3.  Further, product manufacturer information can be obtained 
from the product packaging.  As this is the case, this provision is duplicative and is not 
required to implement the regulation. 
 

5. Brand name(s) under which the responsible entity placed the product into the 
stream of commerce in California., along with a copy of, or reproduction of all 
information contained on the product label, package, and packaging insert, as 
applicable; and 

 
APA: The requirement that retailers provide DTSC copies or reproductions of a 
product’s label, package or insert is both impractical and unnecessary.  In order to 
comply, a retailer would have to tear off and/or photo copy product labels, packaging 
and inserts for all products for which DTSC requests information – a burdensome task 
without providing a clear benefit.  The provisions of this section already require retailers 
to provide the product’s brand name and the retailer’s immediate upstream partner.  
Further, this provision violates the APA clarity standard as it is not clear what the 
purpose for this requirement is and why the inclusion of the label is needed to 
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implement the regulation.   
 

6. Documentation demonstrating that the responsible entity had a contractual 
agreement with the person(s) who supplied the product to the responsible entity 
that requires the supplier(s) to ensure that all applicable requirements of this 
chapter have been and will be complied with for any product(s) supplied under the 
agreement. 

 
We believe it is intended to provide compliance flexibility to retailers who contract with 
product manufacturers to manufacture products under their retail private label brands.  
That flexibility no longer makes sense in this context or the clear manufacturer/retailer 
responsibility and compliance framework we suggested with these comments. 
 

(C) The responsible entity has signed up for any listservs established by the 
Department related to this chapter. 

 
APA:  CRA questions the need for this provision in this section.  Why is there a 
requirement to sign up for DTSC’s list serv when a retailer is exercising the “off-ramp” 
option for products?  What is the necessity for retailers to sign-up for a product it will no 
longer be selling? 
 
PRODUCT SELL THROUGH TIMELINES & REFORMULATIONS: OFFRAMPS (§§ 
69301.4 & 69306.2)  
 
Issue #1:  After development of the “Chemicals of Concern” (CoC) list, the “Priority 
Chemicals” (PC) list and the “Product under Consideration” (PUC) list, the regulations 
allow an “off ramp”, to opt out of the regulations by stopping sale of the products 
containing any of the chemicals within 30 days of the pertinent deadline.  
 
CRA commends the Department for developing a sequence of opportunities to stop 
selling the affected consumer product and thus no longer be required to fulfill the other 
obligations in the green chemistry process.  CRA believes most retailers will utilize the 
stop-sale process at one of the three off-ramp points, before a product must undergo an 
alternatives assessment (AA).  We believe such early action measures promote the 
fastest compliance with the ultimate goal of the regulations: to get specified chemicals 
out of the marketplace and new ‘greener” products quickly into the market.  Thus it is 
very important that these “off ramps’ be encouraged by structuring them in a way in 
which they work for the marketplace. 
 
The 30-day stop sale provision in the regulations, if left unchanged, will make utilization 
of these off ramps unlikely.  In most cases products will already have been specified, 
tested, manufactured, assembled, packaged and/or shipped by the time a chemical or 
product is listed as a Priority Chemical, a Product Under Consideration or a Priority 
Product.  Sell through dates are notoriously difficult to set in regulation because the 
economic climate will change the need for such deadlines.  For example, the California 
Air Resources Board has twice extended its sell-through dates for compliance with the 
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composite wood regulations because the economy has been so sluggish that existing 
inventories are backed up and not selling through as quickly as usual.  Furniture 
products that traditionally move off the sales floor in 9-12 months are taking 12-18 
months to move.  
 
Formulated products will be easier to identify and may only require months for sell-
through.  Seasonal merchandise moves more quickly than non-seasonal.  Personal 
care products may move in a matter of months whereas it may take 12-18 months to 
sell through existing inventories for furniture, appliances and cookware.  Product on 
cargo containers coming from overseas may have been ordered a year ago and are 
now steaming into port in Southern California for the holiday season.  
 
These examples demonstrate that a fixed sell-through deadline for all affected products 
is unrealistic and unworkable. 
 
APA:  For the reasons stated above, the sell-through dates and time lines in the 
proposed regulation do not meet the clarity and necessity standards.   
 
Solution:  To address this issue, CRA proposes several options for DTSC to consider, 
which would meet the clarity and necessity standards.  One, the Department could 
establish a retail advisory committee composed of industry members from various retail 
sectors to advise the Department on reasonable sell-through dates on a product-by-
product basis.  Two, DTSC could extend the deadline in the regulation to 120 days 
instead of 60 days, with an automatic extension of 60 days upon request, and a longer 
extension at the Department’s discretion upon showing of supporting evidence of need. 
Third, DSTC could establish sell through dates in the regulation that are different by 
category of product.  If this is the chosen option by the Department, CRA would be able 
to assist the Department in determining average sell through timeframes by product 
category.  Four, the Department could permit, for retailers opting to stop sale and take 
advantage of the “off ramp”, the sell through of any product ordered prior to the date the 
chemical or product appears on the CoC, PC, PUC or Priority Products lists. 
Enforcement could be determined by invoice dates.  The last option is to maintain 
shorter sell through periods but require manufacturers to buy back existing inventory. 
 
It will also take retailers longer than the proposed 30 days to:  
 

• become aware that a product or chemical has been listed as a CoC, or PC or 
PUC;  

• identify the products that may be carried by the retailer that contain the specified 
chemical(s), which has to be done by surveying all manufacturers to see if the 
products the retailer has purchased contain the chemical or an internal 
component that is a CoC, PC, or PUC;  

• determine the supply of such product in the chain or commerce, such as product 
ordered, in transport or in warehouses; 

• evaluate whether the logistics of a stop sale are feasible based on time and 
volume of product;  
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• notify the manufacturer(s)of the retailer’s intent to stop sale; and  
• issue the stop-sale order internally within the retail company and implement the 

stop sale in all systems at all sales locations statewide, including point of sale.  
 
The 30-day timeframe in the regulation is arbitrarily short and will have the unintended 
consequence of discouraging stopping sale of products containing chemicals of concern 
as an early action measure, contradicting the regulation’s purpose to remove chemicals 
of concern, substitute safer alternatives and stop sale of products with certain chemical 
components. 
 
Section 69306.2 provides a three-year sell through period to “to exhaust the existing 
inventory for a product for which an alternative has been identified.”  This section 
recognizes the need for longer sell thru times.  It appears inconsistent that, when an 
alternative is chosen, plenty of time is provided to continue selling the supposedly 
hazardous chemical while the alternative manufacturing gears up, yet the deadline is 
only 30 days to sell through a product that will no longer be carried at all. 
 
UNINTENTIONAL CHEMICALS (§ 69301) 

Issue: Under § 69301 (c), “Purpose and Applicability,” an exception to the requirements 
of the regulation is provided for unintentional ingredients, as is reasonable and proper.   
The section states that the requirements “…do not apply to an unintentionally-added 
chemical or chemical ingredient that is not known by the producer to be present in the 
product….”  The section goes on to state that the producer must have exercised due 
diligence in obtaining knowledge of raw materials, components and manufacturing 
processes used.  Unfortunately, the italicized sentence can be read to condition 
“unintentional” on not knowing that a chemical is present.  However, contaminants and 
trace amounts of chemicals will be known by a producer who exercises due diligence 
through testing of materials.  Logically, knowing that the chemical is present in trace 
amounts does not make the chemical intentionally added.   
 
We assume the Department does not mean to vitiate the exception for unintentional 
chemicals at the very moment it offers it.  This also seems clear from the existence of 
subsection (4) of this section, which states:  “If the producer does have knowledge of 
the presence of one or more unintentionally-added chemicals or chemical ingredients in 
the consumer product, the producer provides the information, upon request, to the 
Department and any known responsible entity for the product.”  Rather, the Department 
must mean that there are two separate possibilities: a chemical is not intentionally 
added or a chemical is not known to be present by a producer exercising due diligence. 
 
Solution: CRA suggests the text be revised to make the meaning clear and not subject 
to misinterpretation.  For example, the requirements “…do not apply to (1) an 
unintentionally-added chemical or to (2) a chemical ingredient that is not known by the 
producer to be present in the product….” 
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DE MINIMIS EXEMPTION REQUEST vs. UNDETECTABLE AMOUNTS OF 
CHEMICALS (§ 69303.2) 

Issue: Section 69303.2(e) states that a product of the product type prioritized by DTSC 
shall not be considered a priority product if it “…does not contain any known or 
detectable amount of the Priority Chemical which is the basis for that product type…” 
being prioritized.  § 69305.3 provides the requirements for an exemption for priority 
products containing concentrations of priority chemicals below the DTSC established de 
minimus level and above “any known or detectable amount.”   The Department rightly 
intended §69303.2(e) to exclude from priority products those that do not contain the 
chemical, but the criterion is so broadly stated that few if any products can meet it.   
Detection limits are specific to methods of analysis and to equipment.  If the concept of 
“detectable amount” is left undefined and not linked to approved or official analytical 
methods and equipment, it is possible to locate substances in the parts per trillion or 
lower concentrations by some means and some instrument.  Because of this lack 
specificity, the scientific process is undermined since it will lead to questions of whether 
the chemical is in fact in the product and whether the process that identified its 
presence can be replicated. 
 
Furthermore, the sophistication and sensitivity of modern analytical laboratory 
equipment can make it difficult to distinguish between a product “not containing” a 
priority chemical and a product containing a de minimis or “trace” amount of a priority 
chemical.  Many chemicals can be found in trace amounts due to background 
contamination and analytical uncertainties exist and analytical variation is a fact of life in 
chemical testing.  In internal laboratory correlations, labs report different values for the 
same reference material.   Values within a specified standard deviation or tolerance 
have to be considered analytically identical.  
 
APA: We believe this provision does not meet the clarity standard.  If these analytical 
limitations are not recognized, many products that may not actually be said to “contain” 
a priority chemical will needlessly be subject to the regulations as manufacturers will be 
required to notify and seek de minimus exemptions.  
 
Solution: CRA believes DTSC should, at a minimum, follow scientific principles in 
revising the text of § 69303.2(e) that conditions exclusions on the absence of “any 
known or detectable amount” of the chemical.   The agency should base the exclusion 
on detection limits associated with official methods of analysis and equipment.  To 
minimize the effect of testing variation on results at the detection level, it should also 
consider values within specified standard deviations or tolerances to be analytically 
identical.  The fairest and least complicated approach would be to exempt 
manufacturers from priority product notification and de minimus exemption requests 
when a priority product contains less than the de minimus concentration of the priority 
product.  
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PRIORITY PRODUCTS (§69303.5) 
 
Issue #1:  Posting Of List By Department    
 
In order to comply with the regulation and assist the Department in its enforcement of 
the regulation, retailers must know precisely which products have are placed on the 
Priority Products list.  The regulation requires the Department is to post on its website 
the products that have been deemed Priority Products.  It is critical for retailers to know 
exactly what products are affected and the manner and specificity DTSC intends to use 
for the notification.  For example, a notice listing “shampoos with X chemical” as Priority 
Products is so broad that the information is useless at a retail level.  Similarly, “any 
products containing X chemical” would be an unworkable reference for retail employees 
without a scientific background. 
 
APA:  CRA believes the currently language does not meet the clarity standard because 
it does not provide the retailers the requisite amount of detail to be able to determine 
Priority Products from other consumer goods. 
 
Solution:  Retailers need as much specificity as possible from DTSC in order to comply 
with the regulation.  Because retailers sell hundreds of products, many similar in nature 
to others, broad descriptions like “shampoos containing X chemical” do not provide 
specificity and therefore, are not workable.  CRA proposes that the regulation be 
revised to read: “To the extent feasible, the Department shall include, on the Priority 
Products list, the product trade name and a complete description of the product and any 
codes used to identify the product—UPC codes, lot/unit numbers, serial numbers, 
catalog numbers and/or model numbers.” 
 
Issue #2: Notification to the Department 
 
CRA believes the current 60-day deadline for the notice submission to DTSC in this 
section is insufficient.  Once a product appears on DTSC’s listserv as a Priority Product, 
retailers have 60 days from the date of posting on the website to submit a notice to 
DTSC containing the following information: the name, contact information and NAICS 
code for the responsible entity; all others known in the supply chain; brand names of the 
product or pertinent component; whether or not a de minimus exemption will be sought; 
and who will be responsible for completing the required Alternatives Assessment.  
Because of the possibility that many products will be listed as Priority Products and the 
resulting need to contact and secure information from many manufacturers, the 60-day 
timeframe for response is too short.  
 
APA:  Consistent with our previous statements, CRA does not believe this requirement 
is necessary and is duplicative.  Retailers should not be required to provide information, 
which in most cases they will not have, for products they do not manufacturer nor 
should they be required to engage in activities to secure the information when it can be 
obtained from the product manufacturers. 
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Solution: This concern could be alleviated if the DTSC revises the regulation to clarify 
that manufacturers are responsible for providing information related to the products they 
manufacture to the Department.  The manufacturers of Priority Products should be 
required to provide notice to the Department within 90, not 60, days and compliant 
manufacturers would be posted on the DTSC website.  After such posting, retailers 
would then be required to notify the Department of any manufacturers not on the 
website from whom the retailer purchases any priority products.  Again, this puts the 
responsibility for providing information about de minimus exemptions and responsible 
parties for conducting an AA, on the parties that have this knowledge and decision-
making authority – the manufacturers of Priority Products.  Retailers can assist DTSC’s 
enforcement capability by filling in data gaps on manufacturers and providing 
manufacturer and supply chain information to the Department.  
 
Issue #3: Product Definition/Product Grouping 
 
DTSC can reduce the significant administrative burden facing it and industry under this 
regulation.   The agency should allow “grouping” of individual products within the priority 
product type for the purpose of providing § 69303.5 notifications, AA notifications, and 
to the extent applicable, de minimis exemption requests, and chemical or product 
removal notifications. 
 
Retailers offer thousands of similar styles of a given product “type” each season, often 
with only minor variations to distinguish them (e.g. fit, construction, color, etc).   
Products are typically sourced from multiple manufacturers even when sold under one 
private label.  To comply with the regulatory duties at the individual SKU level will result 
in the notification of potentially millions of products depending on the product type.  
Surely DTSC did not intend such an onslaught, nor the continuing need to file 
repeatedly each season for each new slightly different style of the same product type. 
 
Solution:  To resolve this problem, the Department should require manufacturers to 
provide priority product notifications not on a SKU by SKU basis, but on a manufacturer-
by-manufacturer basis, or at a general product category level. 
 
Consider the following condensed example of 6 styles of denim jeans produced by two 
different manufacturers: 
 
Reporting by SKU 
SKU -12345– Denim Jeans Boot Cut contain priority chemical X 
SKU -12346– Denim Jeans Straight Cut contain priority chemical X 
SKU -12347– Denim Jeans Carpenter Style contain priority chemical X 
SKU -12348– Denim Jeans Boot Cut with Wrinkle Resistant Finish contain priority 
chemical X 
SKU –12349– Denim Jeans Straight Cut with Wrinkle Resistant Finish contain priority 
chemical X 
SKU –12350– Denim Jeans Carpenter Style with Wrinkle Resistant Finish contain 
priority chemical X 
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Reporting by Manufacture Supplying Retailer 
Manufacturer A – Denim Jeans (multiple SKUs) contain priority chemical X 
Manufacturer B – Denim Jeans with Wrinkle Resistant Finish (Multiple SKUs) contain 
priority chemical X 
 
Reporting by Product Category 
Denim Jeans – multiple denim jean styles (6 styles) from Manufacturers A & B contain 
priority chemical X 
 
DTSC should add regulatory language to clarify that responsible entities can satisfy 
obligations by grouping priority products at a more general level, by manufacturer or 
product category as illustrated above.  This will greatly reduce the burden for industry 
and DTSC that will accompany treating each individual priority product SKU as a 
separate product.   Although grouping may not be relevant to all obligations, the 
principle that it may be used should be established. 
 
Nothing is lost by the grouping approach since alternative analyses are still required for 
priority products containing priority chemicals above the de minimus limit.  The benefits 
of utilizing such a model provides simplicity and reduces the administrative burden for 
all involved parties which will help streamline and speed up the process of reducing 
toxic chemicals in California.    
 
TRADE SECRETS  
 
Issue:  Sections of the regulation require reporting of targeted customers and sales 
data.  These are considered trade secrets by a very competitive retail industry.  
 
APA:  CRA questions whether the authority or necessity exists for DTSC to require this 
information, which is unrelated to its authority to regulate chemical composition of 
consumer products. 
 
Solution: We request the deletion of language mandating the reporting of targeted 
customers and sales data. 
 
OEHHA HAZARD TRAIT SYSTEM 
 
Issue #1:  The Office of Environmental Health Hazards Assessment (OEHHA) should 
not embark on creating a new classification system that does not align with pre-existing 
ones.  The concern is the OEHHA may adopt a system that is different from the 
recognized systems.  This is a huge concern given that almost all of the parties subject 
to this regulation are large multi-national corporations that operate both in California and 
all over the world. 
 
APA:  We are concerned that a new classification system may duplicate existing 
currently utilized classification systems or possibly conflict with current marketplace 
practices.  For consistency purposes, only one classification system should be utilized. 
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Solution:  CRA supports adoption of the Globally Harmonized System of Classification 
(GHS) in conjunction with the OECD Screening Information Data Set (SIDS) as the 
initial step in data collection and hazard coding.  This will ensure uniformity and 
increase compliance as all parties will be operating off of one universally recognized 
hazard trait classification system.   
 
Issue #2:  The regulation defines “hazard trait” to include carcinogens and reproductive 
toxicants contained in the Proposition 65 list.  CRA concern is that Proposition 65 list 
contains chemicals listed pursuant to the California Labor Code, which is currently being 
challenged in court and do not have the same scientific confidence of the other listing 
methods. 
 
Solution: Exclude chemicals adopted pursuant to the Proposition 65 Labor Code listing 
mechanism. 
 
REGULATORY RESPONSES (Article 6) 
 
Issue #1: Regulation § Section 69306.6(a)(2) lists (A through E) possible regulatory 
responses that DTSC may apply.  Subdivision (E) permits, as a regulatory response, 
“any other regulatory response that DTSC determines is necessary to limit exposure …” 
This is an open-ended, undeterminable, unknowable power for the Department and 
creates uncertainty among the regulated community. 
 
APA: CRA believes this provision exceeds the authority provided to DTSC by the 
enabling legislation and because it fails to clearly articulate a regulatory response and 
instead permits the Department to impose any regulatory response it deems necessary, 
we also believe it fails to meet the clarity standard. 
 
Solution: We suggest deleting subdivision (E) as one of the permitted regulatory 
responses. 
 
Issue #2: The Legislature, in the enabling legislation, specifically enjoined the 
Department from superseding, duplicating or conflicting with regulatory authority already 
established in other international, federal or state regulatory programs.  
 
APA:  To ensure that the regulation does not require duplicative efforts, by either the 
DTSC or the entities that will be regulated by this regulation, CRA believes it is 
necessary that regulation mention known regulatory programs that may supersede, 
duplicate or conflict with other governing bodies. 
 
Solution:  The regulations should spell out known regulatory programs on such products 
as jewelry (lead, per Consumer Product Safety Commission), and electronics (per 
Restriction of Hazardous Substances), where the priority chemical is already regulated 
and thus exempt.  
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END OF LIFE MANAGEMENT REQUIREMENTS (§69306.4)  
 
Issue #1: Section 69306.4(a)(2)(A)(3)(a) states that a manufacturer or responsible entity 
shall incorporate the stewardship program as a general cost of doing business through 
cost internalization or “by recovering costs through arrangements made with their 
distributors and retailers.”  The wording implies that costs may be recovered from 
distributors and retailers, which is contradictory to the definition of product stewardship.  
In a product stewardship framework, manufacturers recover their costs by internalizing 
costs in the product price, which is ultimately paid by the consumer purchasing the 
product.  Distributors and retailers are not required to assist the manufacturer with cost 
recovery or internalization. 
 
APA: This section does not meet the clarity standard because it conflicts with § 
69306.4(a)(2)(D) which states “…the stewardship program will incorporate the cost of 
disposal or recovery into the cost of the product, so those costs are borne jointly by the 
producer and the consumer, not by government and taxpayers.”  It also conflicts with § 
69306.4(a)(2)(C), which states that retailers must be compensated for their participation 
in a collection program. 
 
Solution:  To ensure consistency in the regulation, CRA recommends deleting “or by 
recovering costs through arrangements made with their distributors and retailers” from 
Section 69306.4(a)(2)(A)(3)(a). 
 
Issue #2:  Section 69306.3(c)(1) specifies the information that must be permanently 
marked or labeled on products where an alternative contains a priority chemical that is 
not de minimus or the manufacturer does not choose an alternative after the AA is 
conducted.  This section requires the information to include the identification of any end-
of-life take back program for the product.  The phrase “take back” is generally 
understood by consumer to imply “take back to point of purchase” or “take back to 
retailer”.  
 
APA:  Because common verbage used in the retail industry is inconsistent with the 
overall intent of this section, this section fails to meet the clarity standard. 
 
Solution: To avoid confusion, delete the term “take back” from 69306.3(c)(1)(e), to read 
“Identification of any end-of-life program for the product, and…” 
 
LIABILITY (§ 69301.4(g)(2)) 
 
Issue #1:  The regulations do make recognize different levels of the seriousness of 
violations and instead treats all violations, intent and severity of harm aside, the same.  
They make no distinction between intentional and negligent violations, as well as 
distinctions between the seriousness of the consequences of differing violations.  
 
Solution:  Intentional violations should be more seriously penalized than negligent 
violations.  Similarly, paperwork violations, such as an inadvertent omission of one 
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manufacturer on a DTSC report listing hundreds of manufacturers, should result in a 
lower penalty than for example, a violation of the regulations that results in actual 
exposure to a priority chemical.  Tiered levels of fines and penalties should be 
established to differentiate between intentional and non-intentional, and criteria 
established by which the violations will be evaluated, such as: whether the violation is a 
minor paperwork violation; whether the violation contains an inadvertent omission or 
error in reporting; whether the violation is part of a pattern of violations by the same 
entity; and/or whether or not the violation resulted in actual public health or 
environmental harm. 
 
Issue #2:  The regulation does not contain any safe harbor protections to ensure that 
entities in the supply chain are not responsible for violations of the regulation by another 
entity.  CRA is concerned that a retailer could be held liable under the regulation for the 
violations committed by a Priority Product manufacturer even if the retailer obtained all 
the necessary certifications and assurances from the manufacturer that it meets all of 
the green chemistry requirements. 
 
Solution:  CRA suggests the inclusion of language providing that, if a retailer receives a 
certification from a manufacturer that the product is compliant with the regulation, the 
retailer is not liable if provided a false certification, unless collusion is proved.  We also 
suggest language that protects retailers from liability in the event that a product made 
by a compliant manufacturer listed on DTSC’s website is later determined to by 
noncompliant.  The addition of this language makes provides for an affirmative defense 
if the retailer can produce the certification.  
 
Issue #3:  The regulation does not provide DTSC ability to issue the equivalent of a “fix-
it” ticket, which could enhance compliance with minimal administrative action by the 
Department. 
 
Solution:  CRA requests the insertion of an “Opportunity to Cure” provision in the 
regulations which would allow the Department to notify entities of an apparent violation, 
which, if not corrected within a period of time designated by the Department, will result 
in a penalty/violation.  Examples of conditions under which this would be a valuable tool 
for the Department include: required information has not been submitted by required 
deadline; required information is incomplete in report; some, but not all, required data is 
included in report; where required, notifications not yet received.  
 
Issue #4:  If a product stewardship program is mandated by DTSC as a Regulatory 
Response, retailers could incur liability when accepting Priority Products back in-store 
from a consumer. 
 
Solution:  We suggest the following be added to the regulation:  “A retailer may refuse to 
accept for return to a retail store a product subject to a product stewardship program, 
unless that retailer is participating in the manufacturers’ product stewardship program to 
assure proper end of life management and disposal.” 
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CONCLUSION 
 
In closing, we hope we have sufficiently communicated our concerns with the current 
draft of this regulation and have provided the Department meaningful alternatives and 
solutions to our concerns to consider while preparing the next draft and possibly final 
draft.  To summarize, CRA feels the regulation can be greatly improved by revising the 
definitions so that that regulation focuses on and delineates the specific duties of 
manufacturers and retailers, and assigns those responsibilities in a way that is 
commensurate with their role and function in the marketplace.  We believe such 
changes, along with the other mentioned in this letter, will alleviate much of the 
confusion and duplication with the existing regulation and provide a clear compliance 
path for California’s retailers.   
 
Thank you for consideration of our comments.  If you have any specific questions 
regarding our comments or would like to discuss this letter, please contact Pamela Boyd 
Williams, Senior Vice President, or Missy Johnson, Director of Governmental Relations, 
at (916) 443-1975. 
 
Sincerely, 
 

 
Bill Dombrowski 
President & CEO 
 
	  
Cc:  Linda Adams, Secretary of CalEPA 
       Patty Zwarts, CalEPA 
       Cindy Tuck, CalEPA 
       John Moffat, Office of the Governor 
       Victoria Bradshaw, Office of the Governor 
       The Honorable Martin Garrick, Assembly Republican Leader 
       The Honorable Mike Feuer, Member of the Assembly 
       The Honorable Joe Simitian, Member of the Senate 
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Affiliation: Industry 
hr: 
Art_1_Label: 
Section: 69301.1. Guiding Principles 
Page: 5 
Line: 21 
Comment: As regards item (c ) how will reduction in risk be balanced with maintaining product function and performance?  It may 
not be possible to reduce risk without some decrement in product function and performance. 
 
Suggested Amendment Language: Adverse public health and environmental impacts of chemicals used in commerce, as well as the 
overall costs of those impacts on the people of California, should be significantly reduced, by encouraging the redesign of consumer 
products and manufacturing processes and approaches, to the extent possible taking into account the need to maintain or enhance 
product function and performance.  
hr2: 
Art_2_Label: 
Section: 69302.3. Chemicals Under Consideration 
Page: 30 
Line: 41 
Comment: The list of � icities�  appears to have changed little from earlier draft versions of the regulation.  Chemical evaluation 
and prioritization is the heart of the regulation and the proposed scheme is still problematic.  It is not clear how the various adverse 
health and safety criteria will be evaluated and weighted in making decisions.  With such a broad list of effects and traits, every 
chemical in existence can potentially be listed as a chemical of concern.  Clearly the DTSC will have to perform some sort of 
balancing of concerns, but the criteria that will be used in this effort are not identified. 
Suggested Amendment Language: The regulation should be made more transparent concerning how various impacts and traits will 
be weighted in making determinations regarding inclusion on the COC list. 
hr3: 
Art_3_Label: 
Section:  
Page:  
Line:  
Comment:  
Suggested Amendment Language:  
hr4: 
Art_4_Label: 
Section: 69304. Applicability and Petition Contents 
Page: 44 
Line: 17 
Comment: DTSC � s proposed scheme allowing individuals to petition for products to be included on the list of Products of Concern 
creates a potential for frivolous and malicious petitions.  DTSC will list as complete those petitions which have satisfied the minimal 
administrative requirements of 69304 (a). Petitions then go into a pool with prioritization for technical review given to those 
submitted by federal or California agencies.  Given that DTSC technical resources are likely to be limited, the potential exists for a 
substantial backlog of petitions filed by non-governmental agencies which, based on the regulations, could wait several years for 
technical review.  This creates uncertainty for the regulated community.   
Suggested Amendment Language: DTSC should include language that all petitions will either receive technical review or expire 2 
years after they are received. 
hr5: 
Art_5_Label: 
Section: 69305.1 Alternatives Assessment Notifications and Tier I AA Reports 
Page: 46 
Line: 10 
Comment: Under (a) (5) (C), DTSC is requiring companies to report the hazard traits associated with any substitute chemical used 
in a reformulated product.  Risk will only occur when a chemical with a hazard trait is used in such a way that sufficient exposure 
occurs to make the specific hazard likely.  The goal of the regulation will be subverted if substitutions are questioned simply 
because they display one of the many hazard traits.  While the OEHHA list of hazard traits is not yet final, based on the proposed 



list (OEHHA, 8/10/2010) any chemical is going to involve a range of hazard traits (class one or class two) which, without further 
clarification, may lead the public to question the substitution. 
Suggested Amendment Language: Insert in Section 69305.1 Section (a) (5) (D) � A description of product use and exposure 
information pertaining to the hazards traits identified in Under (a) (5) (C) indicating why the substitution is appropriate. 
hr6: 
Art_8_Label: 
Section: 69308. Requirement for Qualified Third-Party Assessment Entities 
Page: 80 
Line: 23 
Comment: There are several areas where the proposed regulatory language is vague and uninformative. Under (a)(3) 
�Documentation of the AA elements, inputs, assumptions, methodologies and approaches employed by the entity �  is vague.  
Many of the assumptions, inputs and methodologies will be case specific.  
 
Under (a)(4)(A) third party assessment entities must have � Independence and lack of affiliation with any responsible entity, 
manufacturer, consortium of manufacturers, or trade organization.�   The language is vague and open to various interpretations.  
Do past contractual relationships or concurrent projects not involving AA completion fail by this standard? 
Suggested Amendment Language: DTSC  should provide more detail on what level of detail is expected and how the information to 
be provided will be assessed. 
 
�Independence and not be part of the administrative or financial structure of any responsible entity, manufacturer, consortium of 
manufacturers, or trade organization.�    
hr9: 
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Affiliation: Industry 
hr: 
Art_1_Label: 
Section: 69301.2. Definitions 
Page: 9 
Line: 28 
Comment: Regarding (24)(A) De minimis level 
How are values such as MCLs, PHGs, MADLs, NSRLs, RSLs, which refer to chemicals present in water and soil, to be applied to 
chemicals in consumer products which are generally in solid matrices.  For example, how will the MCL for chromium (0.1 mg/L) 
apply to chromium that might be present in a metal fixture.  Is leaching potential to be considered? 
 
Regarding (37) Greenhouse gas: 
Hydrofluorocarbons are listed as a group but not all hydrofluorocarbons have significant global warming potential (GWP).  
Hydrofluoroalkenes, for example, have been developed by refrigerant manufacturers as substitutes for current fluorocarbons that 
have significant GWP.  It may be preferable to cite relevant sections of the International Program on Climate Change (IPCC) fourth 
assessment report (2007) regarding HFCs that have significant GWP. 
 
Regarding (39) Hazard Trait: 
Although not part of the current set of DTSC regulations, the related OEHHA draft regulation concerning hazard traits (8/10/2010) is 
highly problematic.  The draft OEHHA regulations contain no method for weighing the scientific quality of evidence.  They also 
contain no provision for determining that a chemical does not posses particular hazard traits (i.e., all chemicals will be placed in 
either class 1 or class 2 for each trait).  In effect, every chemical will be labeled as either a class 1 or class 2 carcinogen, teratogen, 
developmental toxicant, etc. We expect that the hazard trait regulation to be highly controversial and we believe that DTSCs plan to 
focus the initial hazard traits on chemicals already designated as carcinogens, reproductive toxins, mutagens, or persistent, 
bioaccumulative toxins by other governmental agencies represents a reasonable initial screen.  We suggest that it might be better 
to phase in this regulation even further, focusing the first year on carcinogens and reproductive toxins, as a testing phase to gauge 
the challenges in developing, reviewing and approving the alternative assessments.  Additional hazard traits could be added over 
time as comfort with the process increases. 
 
Regarding (66) Reliable information: 
DTSC states that reliable information includes �data, studies, and other information�.  This definition is overly broad. �Data� 
which do not arise from a rigorous and well conducted study should not be considered reliable. What is �other information� if it is 
not data? 
 



DTSC further states under item (a) that data which are �scientifically peer-reviewed� are acceptable for making various 
determinations concerning chemicals of concern including listing or delisting of chemicals (page 26), decisions to reject de minimis 
applications (page 39), and identification of hazard traits (page 56).  It is not specifically stated what �peer-reviewed� means.  
Publication in a peer reviewed journal is listed separately as item (C) so does this category refer to on-line publications, graduate 
student theses, reports of blue ribbon panels, etc.?  It is our experience that all of these have been described at some point as 
having undergone �peer review� by some governmental agencies but the reliability and impartiality of such information is 
questionable.  As regards item ( C), the quality of peer review differs substantially among journals.  The current definition will 
encourage interested parties to �shop around� for a journal with an easy peer review process, publish studies of dubious quality, 
and then petition DTSC for action based on �reliable information�.  This highlights the need for DTSC to incorporate information 
concerning Weight of Evidence analyses under the definition of �reliable information�. 
 
Regarding (72) sensitive subpopulations: 
DTSC defines sensitive subpopulations as subgroups that comprise a meaningful portion of the general population.  The traditional 
groups (i.e., infants, children, pregnant women, the elderly and individuals with illness) are given as examples but the definition is 
left open so that other groups may be included.  This is extremely vague.  While we understand the Agency�s desire for flexibility 
in this regard, the open ended nature of the definition (i.e., meaningful) seems likely to engender serious problems down the road.  
For example, how will DTSC decide whether a small group of individuals with a rare metabolic deficiency are a meaningful portion 
of the population? If data later emerge which indicate some other group may be a sensitive subpopulation for a group of chemicals, 
then that group should be added to the regulations via a separate rule making where the appropriateness of including the group as 
a sensitive subpopulation can be discussed via public comment. 
Suggested Amendment Language: Regarding (24)(A) De minimis level: 
The way in which the criteria cited will be applied to chemicals contained in products needs to be clarified. 
 
Regarding (37) Greenhouse gas: 
(D) Hydrofluorocarbons possessing significant GWP as defined in the IPCC 4th Assessment report (2007) 
 
Regarding (39) Hazard Trait: 
Until OEHHA promulgates its initial list of hazard traits, �hazard trait� will be limited to item (1) below for the first year after 
adoption of the regulations, and items (2) and (3) starting with the second year of regulation:  
1. Carcinogenicity or reproductive toxicity. Chemicals with these traits are those meeting the definition of carcinogen or reproductive 
toxin as defined in this section.  
2. Mutagenicity. Chemicals with this trait are those listed as having mutagenic properties in the European Union Category 1A or 1B 
under Annex VI, part 3 of the Regulation.  
3. Chemicals that have been determined by the United States Environmental Protection Agency to be Persistent Bioaccumulative 
Toxic chemicals.  
 
Regarding (66) Reliable information: 
�Reliable information means data obtained from well conducted studies following the scientific method that have been:� 
 
Delete point (A) �Scientifically peer-reviewed�.  Add a point (I) which states that in determining whether information is deemed 
reliable DTSC will consider such factors as the appropriateness of the data collection and analysis methods employed, the size of 
the study population (if applicable), and the relevance of the experimental system to the chemical pathway and exposure of 
concern. 
 
Regarding (72) Sensitive subpopulations: 
Remove the open ended language and restrict the definition of sensitive populations to the groups cited. 
hr2: 
Art_2_Label: 
Section: 69302.3. Chemicals Under Consideration 
Page: 30 
Line: 41 
Comment: A number of the health effects of interest (electromagnetic effects, epigenetic effects) are on the cutting edge of 
toxicological science and debate is ongoing concerning how to test for such effects and how to interpret the test results.  We do not 
believe these should be included on the list of health effects at this time.  Others effects such as �reactivity in biological systems�, 
persistence, or organ or tissue system toxicity are vague and/or not indicative of actual adverse effects.  For example, any 
substance, even water, is reactive in biological systems to some degree.  How will these criteria be assessed?  Finally, item (25) 
�Any hazards not listed above that relate to adverse impacts on human health� is vague, arbitrary and open ended.  The 
regulations should specifically state what effects are being assessed.  This opens to the door for outside groups to petition for 
chemicals to be included on the COC list for any effect, no matter how trivial, indirect, or poorly substantiated. 
Suggested Amendment Language: Remove the following traits from the long list on page 31: �(7) Effects of electromagnetic 
radiation that includes ionizing radiation and non-ionizing radiation�, �(9) Epigenetic toxicity�, �(18) Organ or tissue system 
toxicity�, �(21) Reactivity in biological systems.� 
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1215 K STREET, SUITE 2040

SACRAMENTO, CA 95814

TEL: (916) 443-0104

FAX: (916) 443-0318

Mr. Jeff Woled, Regulations Coordinator
Department of Toxic Substances Control
P.O. Box 806
Sacramento, CA 95812-0806

Re: Proposed Regulations of California Department of Toxic Substances Control
on Safer Consumer Product Alternatives

We thank you for the opportunity to comment on the proposed regulations of the
Department of Toxic Substances Control ("DTSC'') on Safer Consumer Product
Alternatives published on September 15, 2010.

We are providing these comments to you on behalf of the Johnson & Johnson Family of
Companies. As you know, Johnson & Johnson has been an active participant in the
discussion of "green chemistry" issues since 2007. Further, Johnson & Johnson has
been a participant in discussions regarding, and a supporter of, AB1879 and SB509, the
historic legislation that authorized DTSC to move forward with the current regulatory
process. We have actively engaged in a ,dialogue with DTSC from the inception of the
formal analysis of these issues. We have met with officials to provide feedback based
on our experience. We brought our scientists, toxicologists and others to share our
thinking on how we could make a regulatory system workable. In addition, Johnson &
Johnson companies have been leaders in focusing on environmental stewardship and
sustainability for many years before that. See, for example, the more detailed
description of our more recent efforts in the areas of stewardship and sustainability set
forth at http://www.jnj.com/connect/caring/environment-protection/.

http://www.jnj.com/connect/caring/environment-protection/.
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In short, we have demonstrated by our actions over many years a commitment to the
ideals and aims expressed in that legislation. In addition, Johnson & Johnson companies
are substantial employers in california, with more than 4,400 employees in a number of
locations throughout the State.

We appreciate the work that has been undertaken by DTSC in attempting to turn the
underlying legislation into a regulatory framework that would employ scientific analysis
to better identify chemicals and products of concern while at the same time facilitating
the marketing of useful products that residents of california want and need.

We are disappointed, however, that the current regulatory proposal falls short of the
great promise of the legislation, and urge the DTSC to consider a more modest and
flexible approach. We have expressed our reservations on the draft regulations to DTSC
both directly and through associations in which we participate. In this letter, we will
limit our comments to problems we see in the treatment of the concept of regulatory
duplication, particularly as it relates to over-the-counter ("OTC") pharmaceuticals.

The language in the regulations for exemption based on regulatory duplication is far
narrower than is provided in the statute. We do not believe that the statute gives DTSC
the authority to make this unilateral restriction.

Section 25257.1(c) of the California Health and Safety Code provides that "[t]he
department shall not duplicate or adopt conflicting regulations for product categories
already subject to pending regulation consistent with the purposes of this article."
Therefore, if a product category is regulated by a federal or state agency for the same
or a similar impact or risk as the concern that is being addressed under DTSC's
proposal, the statute requires that the category be exempted from regulation. Instead,
the proposal sets up an almost impossible standard -- the duplicative regulatory
exemption must address "each life cycle segment" for the same public health and
environmental threats as the proposed regulatory requirement.

In this vein, if a product category is already regulated for the same impact or risk as the
concern being addressed under the DTSC proposal, it should be automatically exempted
from regulation. Exemptions provided on a case-by-case basis will create great
uncertainty for the regulated community and divert DTSC resources away from more
important aspects of the regulation. Additionally, DTSC should not have to make a
positive declaration before providing an exemption. Merely filing for the exemption
should provide regulatory relief unless specific concerns are raised by DTSC, in which



case the regulated entity should be permitted the opportunity to engage DTSC in a
dialogue regarding the exemption and manner in which the product category is already
regulated by another governmental entity.
The foregoing issues are critically important in the area of OTC pharmaceuticals. These
products have been used by consumers and subject to review by the Federal Food and
Drug Administration ("FDA") for many years. GTC pharmaceuticals have been subject
to extensive review for safety and effectiveness. FDA has determined under that
comprehensive regulatory regime that these products are safe enough to be sold
without the need for a prescription.

Most GTC drug products must conform to monographs issued by FDA. Each monograph
applies to a specific drug category (e.g. antaCid, internal analgesic, sunscreen) and
prescribes detailed conditions to which the drug product must conform in order to be
legally marketed, including active ingredients, inactive ingredients, labeling statements,
warning statements, and so on. Active ingredients that are included in a monograph
have undergone extensive review for human health effects by experts in what is known
as the GTC Drug Review. FDA performs an environmental assessment as part of that
process.

GTC products not subject to monographs require submission of a New Drug Application.
This is an extensive process in which the safety and efficacy of the product must be
demonstrated by valid scientific evidence to the satisfaction of the FDA. As with all
human prescription drugs, FDA is required under its regulations to conduct an
environmental assessment for each GTC pharmaceutical subject to a New Drug
Application. In addition to all of the foregoing regulations, FDA has developed
guidelines for the appropriate disposal of drug products. See
http://www .fda .govINewsEventsl PublicHealthFocusl ucm226353: htm

FDA has full regulatory authority to assess,jnclude and remove GTC active ingredients
from FDA's GTC monograph process and also to review and approve an GTC product
submitted by sponsors to them under a New Drug Application. As such, alternate
assessments of GTC products and ingredients by third parties and other external groups
are duplicative, unnecessary and, if conducted, would not be actionable without the
express consent of FDA.

There could not be a clearer case of duplication of regulation. The proposed duplication
of regulation of these products by DTSC controverts the relevant statutes and is
unnecessary to fulfill the essential purposes of the underlying legislation.



For the foregoing reasons, GTC drugs should be excluded from the scope of the DTSC
green chemistry regulations.

We recognize that the proposal provides an additional opportunity for exemption from
regulatory response requirements based on conflicting or duplicative regulation. But
again it's not constructed in a manner to assure conformance to the requirements of
the underlying legislation. The language gives DTSC the right to rescind the exemption
or impose a "modified regulatory response" that resolves the conflict, but the process
lacks clarity. It fails to adequately define the basis for rescission or what a modified
response may require from a manufacturer.

The state's limited resources would be better spent focusing on products without any
substantial regulatory oversight. By taking a "blunderbuss" approach to categories of
products to be regulated, DTSC risks losing focus on those categories that would
benefit most from oversight - those not currently subject to any regulation.

For the foregoing reasons, as well as those detailed in the comments of the associations
in which we participate, we respectfully submit that the regulations require substantial
revisions along the lines we and those associations have outlined. We believe strongly
that the success of the California "Green Chemistry" initiative demands no less and we
have confidence that DTSC can make the changes required to make this regulatory
system workable and productive for all Californians, including the regulated industries.

Please feel free to contact the undersigned if you should desire any clarification of the
comments we have submitted.

Philip P. Crowley
Assistant General Counsel

Katherine A. Procida
Executive Director, Government Affairs & Policy



 

 

November 1, 2010 

Via Federal Express 

 
Mr. Jeff Woled, Regulations Coordinator 
Office of Legislation & Regulatory Policy 
Department of Toxic Substances Control 
California Environmental Protection Agency 
1001 I Street 
P.O. Box 806 
Sacramento, California  95812-0806 
 

Re: Comments on the Safer Consumer Product Alternatives Draft 

Regulation 

 
Dear Mr. Woled: 

The purpose of this letter is to provide comments to the California Department of Toxic 
Substances Control (DTSC) regarding the Safer Consumer Product Alternatives (SCPA) draft 
regulation issued on September 14, 2010 to implement Article 14 of chapter 6.5 of division 20 of 
the Health and Safety (H&S) Code (hereinafter, “the Green Chemistry Initiative” or GCI).  These 
comments are being submitted on behalf of the Society of the Plastics Industry, Inc. (SPI),1 
which represents materials suppliers, color and additive suppliers and compounders, formulators, 
producers and users of finished food packaging.  

Food packaging is an essential tool in ensuring the safety and quality of food.  Materials 
that contact food are carefully designed to prevent the transfer of their components to food and to 
have no effect on the contacted food.  These materials are also designed with technical properties 
that preserve the quality of the food, prevent nutrient and flavor scalping, and extend the shelf-
life of products.  The U.S. Food and Drug Administration (FDA), using the legislative authority 

                                                 
1 The Society of the Plastics Industry, Inc., which was founded in 1937, is the trade association 
representing the third largest manufacturing industry in the United States.  SPI's members 
represent the entire plastics industry supply chain, including processors, machinery and 
equipment manufacturers and raw material suppliers.  The U.S. plastics industry employs 1.1 
million workers and provides more than $374 billion in annual shipments.  SPI’s Food, Drug, 
and Cosmetic Packaging Materials Committee has worked for over 50 years with the U.S. Food 
and Drug Administration and counterpart agencies around the world on development of fair and 
effective regulation of food-contact materials based on sound science and good public policy. 
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Mr. Jeff Woled, Regulations Coordinator 
November 1, 2010 
Page 2 
 
granted by the Federal Food, Drug, and Cosmetic Act (FFDCA or the Act), has established a 
comprehensive regulatory scheme to ensure the safety of food-contact materials from both a 
public health and environmental perspective.  This regulatory scheme is wholly consistent with 
the goals and purposes of the GCI, thus the duplication of this regulatory scheme by the SCPA 
would impose substantial burdens that do not benefit public health or environmental safety.  One 
consequence of these additional burdens will be the inhibition of technological innovation and 
the development of safer and more environmentally friendly food packaging materials. 

Our comments support the conclusion that food-contact materials are subject to a 
comprehensive regulatory program that protects the public health and environment from any 
adverse impacts that could potentially occur due to the use of food packaging materials.  
Through a combination of federal and state laws, the use of chemicals in food contact materials 
is controlled throughout the full life cycle of these products.  As a result, if the SCPA continues 
to include food-contact materials, these products would be subject to duplicative and conflicting 
regulatory programs, in violation of section 25257.1(c) of the GCI.  Furthermore, this wasteful, 
duplicative regulation will divert DTSC’s finite resources from those substances that truly 
present a risk of harm to consumers.  Therefore, DTSC should revise the SCPA to exclude food 
contact materials from the scope of the regulation, thereby preventing this duplicative situation 
and avoiding the waste of scarce public resources on these products, without providing any 
benefit to public health and safety. 

We also are concerned that, although the SCPA is well-intentioned, the regulation’s reach 
extends significantly beyond the authority established by the GCI.  If enacted as proposed, the 
SCPA would implement a broad range of evaluation and reporting requirements for both DTSC 
and industry.  We foresee two consequences of these new requirements.  First, we are concerned 
that the scope of the regulations as proposed will create such an immense administrative burden 
on DTSC that it will not be feasible for the Agency to comply with the deadlines established in 
the SCPA.  The regulation contains an abundance of new responsibilities for DTSC, many of 
which require time-consuming and difficult scientific evaluations.  We believe that DTSC is not 
equipped, with financial support or personnel, to administer these responsibilities.  This will 
result in long delays and regulatory uncertainty that will be detrimental to industry and 
consumers.  Second, the regulations as proposed are so complex and unclear that the financial 
and administrative burden placed on industry will force industry and safe consumer products out 
of the California market. 

We present our comments in three sections: (1) comments regarding concerns specific to 
food packaging materials; (2) comments regarding the SCPA generally; and (3) comments 
regarding specific sections of the SCPA.   
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I. Food Packaging Materials Specific Concerns 

We have several concerns that relate specifically to the regulation of food-contact 
materials under the SCPA.  As it currently stands, the SCPA includes food packaging and other 
food-contact materials within the scope of the consumer products that are intended to be covered 
by the regulation.  We believe this will result in regulatory duplication, as food packaging 
materials already are regulated throughout their life cycle through a combination of federal and 
California state programs.  Such duplication is prohibited by section 25257.1(c) of the California 
Health and Safety Code.  Additionally, the exemptions available for certain chemicals are vague, 
and likely to be difficult for DTSC to administer on a chemical by chemical basis.  As a result, 
we do not believe that the inclusion of food-contact materials within the scope of the SCPA will 
further the goals of the legislation.  Moreover, this action could inhibit the development of new 
food packaging materials that ensure the safety of food and prevent food waste due to spoilage. 

A. Food Packaging Materials Should Be Exempted From the SCPA to Prevent 

Duplicative Regulation 

It is our position that food-contact materials are fully regulated throughout their life 
cycle, primarily by the FDA, and that the regulation of these materials is not legally permitted 
under the SCPA because of the proscription of section 25257.1(c) of the California Health and 
Safety Code. This section restricts DTSC from adopting regulations under the GCI that duplicate 
or conflict with existing or pending regulations of other Agencies that are consistent with the 
purposes of the GCI.2  Using the life cycle segments described in section 25253(a)(2)3 of the 
GCI, we demonstrate below that food packaging materials are regulated throughout their entire 
life cycle by a combination of federal and California regulatory programs.  We believe, 
therefore, that food packaging materials should be wholly exempt from the SCPA as this the 
further regulation would represent regulatory duplication that is prohibited by the GCI. 

We note, as a preliminary matter, that the SCPA references life cycle analysis (excluding 
multimedia life cycle evaluations) in several different sections.  The first, in the definitions 
section, describes the “life cycle” segments as “design, raw materials, resource inputs, 

                                                 

2  Section 25257.1(c) states, “The department shall not duplicate or adopt conflicting 
regulations for product categories already regulated or subject to pending regulation consistent 
with the purposes of this article.” 

3  The enumerated segments are as follows:  product function or performance; useful life; 
materials and resource consumption; water conservation; water quality impacts; air emissions; 
production, in-use, and transportation energy inputs; energy efficiency; greenhouse gas 
emissions; waste and end-of-life disposal; public health impacts (including sensitive 
subpopulations); environmental impacts; and economic impacts.   
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manufacture, transportation for distribution, use, operation, resource consumption, waste 
generation, maintenance, and ultimate disposition.”4  Another variant of the life cycle analysis is 
present in SCPA § 69305.4(a)(5), in reference to the life cycle analysis that is required as part of 
the Tier II AA Work Plan.  Specifically, this section identifies the following life cycle segments: 
raw materials mining; intermediary material processes; manufacturing and packaging; 
distribution, transportation and marketing; use; product end-of-life; and reuse and recycling.  
These two variants are thus similar, but by no means identical.  

The third variant, the language of which is duplicated several times in the SCPA,5 makes 
its first appearance in Section 69302.1(a)(1) and notes that the life cycle analysis necessary to 
obtain an exemption from the chemical prioritization process requires addressing “the same 
public health and environmental threats [as in] . . . article 14 of chapter 6.5 of division 20 of the 
Health and Safety Code, and this chapter,” or in other words,  the GCI. 6  If the Agency 
determines there are “significant gaps, for one or more life cycle segments” DTSC will not grant 
the exemption.  Yet, the SCPA fails to define those “public health and environmental threats,” 
and “life cycle segments” to which it refers.  Looking to the GCI instead, the Code vaguely 
references “critical exposure pathways” and “life cycle assessment tools,” without providing 
further detail.  Attempting to determine exactly what “threats” should be addressed in the life 
cycle analysis, and for which “segments” there may be gaps is, therefore, virtually impossible.  
As a result, companies do not have a consistent set of life cycle segments by which to perform 
their various required analyses.  DTSC must decide on a single set of determinative life cycle 
factors for industry to consider and analyze.  As it currently stands, compliance with the life 
cycle analyses listed in the SCPA is not practically feasible.   

As there are several variants of life cycle analysis in the SCPA, for the purpose of these 
comments and for lack of better guidance, we are utilizing the factors enumerated in GCI 
§ 25253(a)(2). 

1. Life Cycle Segments Comprehensively Regulated by FDA 

FDA, through the FFDCA,7 regulates food packaging materials through almost all of the 
life cycle segments established in GCI § 25253(a)(2).  Specifically, the FFDCA establishes a 
premarket approval requirement for components of food packaging materials that may become 
significant components of food.  In addition to the health and safety concerns with the use of the 

                                                 
4  SCPA § 69301.2(a)(44). 

5  SCPA §§ 69302.1(a), 69302.3(h), 69303.1(a), and 69303.3(h). 

6  We note that in no place does the GCI refer to or use the term “public health and 
environmental threats.” 

7  21 U.S.C. §§ 301 et seq.   
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product, FDA also considers the potential environmental impact that may result from the use of a 
new food packaging material. 

a. FFDCA Regulatory Framework 

The regulation of food-contact materials was established by Congress as part of the 1958 
Food Additives Amendments.8  These amendments require FDA to regulate food-contact 
materials as food to the extent that there is any migration or exposure to the components of the 
packaging (or other materials used in contact with food).  More specifically, Section 201(f) of 
the FFDCA defines food to mean “articles used for food or drink for man or other animals,” 
including “articles used for components of any such article” (i.e., food additives).  The FFDCA 
further defines a “food additive,” in Section 201(s), as a substance that is reasonably expected to 
become a component of food under the intended conditions of use, with certain statutory 
exceptions.9  Thus, to the extent that there is any migration, FDA regulates a food-contact 
material in the same manner as any substance that is directly and intentionally added to food.  
Food additives, including food-contact materials, are subject to premarket authorization by FDA 
before they can be marketed, unless the use of the substance qualifies for one of the limited 
exceptions provided under the FFDCA.  Accordingly, unless an exemption applies, a person 
intending to market a new food-contact material must first seek clearance from the FDA. 

Like substances directly added to food, FDA regulates components of food packaging 
materials by the promulgation of food additives regulations, which set forth the conditions under 
which a particular substance may be used.  FDA’s food additive regulations may be found in 
Title 21 of the Code of Federal Regulations, Parts 170-189.  For each of the clearances in these 
regulations for a food-contact substance FDA has conducted a detailed review of the substance’s 
safety.  In addition, as part of its promulgation of a new food additive regulation, FDA (as 
required by the National Environmental Policy Act10) conducts an environmental assessment of 
the proposed applications to determine if there would be any environmental impact from the 
manufacture and use of a new substance or whether the use and disposal of the new product 
would adversely affect the recycling of post consumer materials.11,12 

                                                 
8  Pub. L. No. 85-929, 72 Stat. 1784 (1958). 

9  As detailed below, examples of substances that are exempt from the definition of food 
additive are substances that are generally recognized as safe (GRAS) or prior-sanctioned for their 
intended use by FDA before January 1, 1958.   

10  42 U.S.C. §§ 4321 et seq.   

11  FDA has published guidance documents discussing the information and data that must be 
included for its environmental review.  See FDA, “Preparing a Claim of Categorical Exclusion or 
an Environmental Assessment for Submission to the Center for Food Safety and Applied 
Nutrition” (May 2006) at 

(continued …) 
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Congress provided FDA with authorization to use a new regulatory procedure for the 
review of new food-contact substances and new uses of food-contact substances when it enacted 
the Food and Drug Administration Modernization Act of 1997 (FDAMA).13  FDAMA added 
Section 409(h) to the FFDCA authorizing the Food Contact Notification (FCN) program.  The 
FCN program has been operational at FDA since 2000, and now FDA reviews the overwhelming 
majority of food-contact substances under this program.  Under the FCN program, manufacturers 
must submit information on the identity and use of the food-contact substance, along with 
information supporting the conclusion that the substance is safe for the intended use.  While the 
system does not result in the promulgation of a new food additive regulation, the safety and 
environmental evaluation standards are the same as for the food additive petition process.  
(Arguably, FDA’s evaluation of food-contact substances under the FCN program is even stricter 
than it was before the FCN program was available, as the Agency added additional chemistry 
and toxicity data requirements when it established guidelines for the new program.)  If FDA does 
not object to a manufacturer’s FCN, the proposed substance, along with the terms and conditions 
under which it may be used, is published on FDA’s website along with the identity of the 
notifier.14  FCNs are proprietary to the notifier and may only be relied upon by the notifier and 
its customers.  Manufacturers who produce the same material must submit their own notification 
to FDA.15 

                                                 
(…continued) 
http://www.fda.gov/Food/GuidanceComplianceRegulatoryInformation/GuidanceDocuments/Foo
dIngredientsandPackaging/ucm081049.htm and “Environmental Assessment Technical 
Assistance Handbook” at 
http://www.fda.gov/Food/GuidanceComplianceRegulatoryInformation/GuidanceDocuments/Foo
dIngredientsandPackaging/ucm084224.htm.   

12  An article describing FDA’s food additive approval process and safety evaluation was 
recently published by the former director of FDA’s Center for Food Safety and Applied Nutrition 
and the former Director of the Office of Food Additive Safety.  While the article focuses on food 
ingredients, per se, FDA regulates the safety of food-contact materials in a similar manner, thus, 
the article is instructive of the Agency’s safety assessment.  See “FDA’s food ingredient 
approval process – Safety assurance based on scientific assessment”  A.M. Rulis and J.A. Levitt, 
Regulatory Toxicology and Pharmacology 53 (2009) 20-31.   

13  Public Law No. 105-115, 105th Congress (Nov. 21, 1997). 

14  Effective notifications are published on FDA’s website at 
http://www.fda.gov/Food/FoodIngredientsPackaging/FoodContactSubstancesFCS/ucm116567.ht
m. 

15  Additional information on the FCN process and FDA’s regulation of food-contact 
materials can be found in a recent chapter in a book published by the Food and Drug Law 

(continued …) 
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Once a material is cleared by FDA, the Agency continues to monitor public information 
and safety that may question whether the use of the material continues to be safe.  Under the 
FCN, notifiers are required to submit to FDA any new toxicological data or other information 
that may come to their attention that could affect FDA’s decision that the use of the substance is 
safe. 

b. Data Required for FDA’s Review 

To evaluate the safety and environmental aspects of the use of a new food-contact 
substance, FDA requires a manufacturer to submit extensive data to the Agency.  FDA has 
published guidance documents regarding its requirements for the data and information that must 
be included in a food additive petition or FCN.16  These data include: 

(1) a full chemical description of the food-contact substance, its impurity profile, and 
details regarding its manufacture; 

(2) information on the technical properties of the substance for its intended use; 

(3) data demonstrating the amount of the substance that may migrate from the article 
to food; 

(4) calculations of the estimated dietary exposure to the substance and its impurities 
based on its anticipated use;17 

                                                 
(…continued) 
Institute.  See  D.W. Hill and R.A. Bond, “Chapter 4:  Food and Drug Packaging,” in the Food 
and Drug Law Institute’s  Food and Drug Law and Regulation.   

16  FDA, “Preparation of Food Contact Notifications for Food Contact Substances: 
Toxicology Recommendations” (Sept. 1999, updated Apr. 2002), at 
http://www.fda.gov/Food/GuidanceComplianceRegulatoryInformation/GuidanceDocuments/Foo
dIngredientsandPackaging/ucm081825.htm and “Preparation of Food Contact Notifications for 
Food Contact Substances: Chemistry Recommendations” (Apr. 2002, updated Dec. 2007) at 
http://www.fda.gov/Food/GuidanceComplianceRegulatoryInformation/GuidanceDocuments/Foo
dIngredientsandPackaging/ucm081818.htm.   

17  The dietary exposure is calculated by multiplying the amount of a component expected to 
migrate to food by the approximate fraction of the daily diet expected to contact materials 
containing the additive.  This fraction is known as a “consumption factor.”  These calculations 
invariably represent a conservative estimate of the dietary exposure of the additive because they 
are based on the assumption that the component will always migrate at maximum levels, and that 
all food-contact materials of a given type will be made using the subject substance. 
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(5) all available toxicological data that the notifier has in its possession or that is 
publicly available must be provided for the substance and its impurities; 

(6) certain minimum toxicological data, the volume of which depends on the 
estimated dietary exposure from the proposed use; FDA’s tiered requirements for 
toxicological data for substances with a potential dietary exposure between 
0.5 parts per billion (ppb) and 50 ppb mandate two in vitro genotoxicity studies 
demonstrating that the substance is not mutagenic or genotoxic; for substances 
with dietary exposures above 50 ppb, FDA requires a third genotoxicity study in 
the form of an in vivo chromosomal aberration study, and two subchronic feeding 
studies, generally one in a rodent species and one in a non-rodent species.  For 
substances with exposures above one part per million in the diet, FDA requires a 
full panoply of toxicological data, including the data identified above as well as 
from a chronic two-year bioassay, a one-year feeding study in a non-rodent 
species, and multigenerational reproductive and developmental toxicity studies.  
Of course, if any of these studies indicate a hazard trait or toxicological endpoint 
of concern, FDA may require additional studies to demonstrate that the proposed 
use will be safe;18  

(7) data that allow FDA to consider the potential environmental impact that may 
result from the clearance of a new food-contact material;19 unless the proposed 
use of the food- contact substance qualifies for an exemption, petitioners and 
notifiers must submit information that the proposed manufacture of the food-
contact substance will not affect compliance with any federal and state 
environmental laws related to any discharge to the environment, such as air and 
water emissions.   

To put these toxicity thresholds into perspective, 1 ppm is equivalent to one drop of water 
diluted into 50 liters (roughly the fuel tank capacity of a compact car), 1 ppb is equivalent to one 
drop of water diluted into 250 chemical drums (50 m3), and 1 part per trillion (ppt) is equivalent 
to one drop of water diluted into 20 Olympic-size swimming pools (50,000 m3).  The toxicity 

                                                 
18  Id.   

19  FDA’s categorical exclusions are set forth at 21 C.F.R. §§ 25.30-34.  The Agency set 
forth its rationale for why certain applications are exempt from the need for an environmental 
assessment in the Federal Register notice promulgating this rule.  See 62 Fed. Reg. 40569-40600 
(July 29, 1997).  See also FDA, “Preparing a Claim of Categorical Exclusion or an 
Environmental Assessment for Submission to the Center for Food Safety and Applied Nutrition” 
(May 2006) at 
http://www.fda.gov/Food/GuidanceComplianceRegulatoryInformation/GuidanceDocuments/Foo
dIngredientsandPackaging/ucm081049.htm 
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studies required by FDA are all for chronic (i.e., long term) exposures.  The rationale for 
requiring chronic toxicity data is that for substances entering the diet at such miniscule levels, 
acute toxicity almost never is a concern (that is, virtually nothing will be acutely toxic at low 
parts per billion levels).  On the other hand, it is possible, at least in theory, for carcinogenic 
effects to be elicited at low dietary levels; hence, the toxicity endpoint of greatest concern for 
low-exposure substances is carcinogenicity.  The genotoxicity screening assays are intended to 
provide an indication as to whether a given substance is likely to be a carcinogen. 

Further, we note that information also must be submitted on the environmental fate 
resulting from the use and disposal of the food-contact substance, demonstrating that it will not 
affect the environment.  In particular, information must be submitted that evaluates any potential 
environmental impact when the substance is disposed of, such as landfill leachate, incineration 
and the potential air emission and ash disposal from incineration.  Any environmental impact 
that may result from manufacture, use, or disposal, such as aquatic toxicity or toxicity to 
terrestrial organisms, must be addressed.   

FDA pays particular concern to any impacts that the proposed use of the substance may 
have on the ability to recycle post consumer packaging materials.  If there is a concern that the 
new substance may create problems with the recycling processes currently being used, FDA will 
require further data and information or limitations to ensure that the proposed use will not create 
an adverse economical or technical impact on the ability to recycle food packaging materials. 

In sum, FDA has in place a comprehensive and robust system of regulation for food- 
contact materials that establishes a large margin of safety.  The regulations proposed by DTSC to 
implement the GCI would duplicate this system.  FDA’s regulatory scheme is consistent with the 
purposes of the GCI.  Thus, the inclusion of these products in the SCPA would contravene the 
limitations proscribed by Section 25257.1(c) of the Health and Safety Code and would not 
promote the safety or environmental goals of the GCI. 

c. Exceptions from Premarket Review 

As noted above, there are limited exceptions to the need to obtain a food additive 
regulation or an effective FCN for the proposed use of a new food-contact substance.  First, FDA 
may exempt a material from the need for a regulation of FCN under its Threshold of Regulation 
exemption procedure.  FDA’s Threshold of Regulation procedure, which is codified at 21 C.F.R. 
§ 170.39, allows the Agency to exempt a substance from the need for a regulation or FCN if the 
proposed use of the substance meets certain criteria: 
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(1) the substance must not be a carcinogen and may not contain any carcinogenic 
impurities with a TD50 (i.e., median toxic dose) value less than 6.25 mg/kg body 
weight per day;20 

(2) the proposed use of the substance must not result in a dietary exposure exceeding 
0.5 ppb or, if the substance is currently regulated for direct use in food, the 
proposed increase in the dietary exposure must be less than one percent of the 
established acceptable dietary intake (ADI) for the substance;  

(3) the substance has no technical effect in the food; and 

(4) the proposed use of the substance may not have a significant impact on the 
environment. 

FDA adopted the Threshold of Regulation procedure after reviewing a large number of 
published studies indicating that there was little toxicological concern from the exposure to 
noncarcinogenic substances at levels below 0.5 ppb in the diet.21  FDA reserves the right to 
determine if substances qualify for the exemption and provides response to companies 
submitting such a request. 

The FFDCA also provides certain exceptions to the definition of a food additive that also 
apply to food-contact materials.  Specifically, the Act excepts those materials that are considered 
to be generally recognized as safe (GRAS) or that were sanctioned by either FDA or the United 
States Department of Agriculture (USDA) prior to the adoption of the Food Additives 
Amendment in 1958.  Food additives, as well as food-contact materials that qualify under these 
exemptions, are not technically subject to premarket review by FDA, although in many cases 
companies request FDA’s review.   

The FFDCA exception for GRAS substances as provided in Section 201(s) states that 
such a determination requires a general recognition “among experts qualified by scientific 
training and experience to evaluate [the additive’s] safety, as having been adequately shown 
through scientific procedures…to be safe under the conditions of its intended use.”  FDA has 
promulgated regulations setting forth the criteria that the Agency regards as necessary to 
establish that the use of substance is GRAS.  These eligibility requirements provide that a 

                                                 
20  The TD50  is the chronic dose level that would induce tumors in half the test animals at 
the end of a standard lifetime for the species. 

21  60 Fed. Reg. 36595, July 17, 1995.  A full report and all of the individual papers written 
as part of a study examining this issue were published in the August 1990 issue of Regulatory 

Toxicology and Pharmacology.  See Munro, “Safety Assessment Procedures for Indirect Food 
Additives:  An Overview,” 12 Regulatory Toxicology and Pharmacology 2 (August 1990). 
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general recognition of safety may be based only on the views of experts qualified by scientific 
training and experience to evaluate the safety of substances directly or indirectly added to food.  
The basis of such views may be either (1) scientific procedures or (2) in the case of a substance 
used in food prior to January 1, 1958, through experience based on common use in food.  
General recognition of safety requires common knowledge about the substance throughout the 
scientific community knowledgeable about the safety of substances directly or indirectly added 
to food.”22  Moreover, FDA has clarified that “scientific procedures shall require the same 
quantity and quality of scientific evidence as is required to obtain approval of a food additive 
regulation.”23  The main toxicological data and other information that support a GRAS 
determination must be published, generally in peer-reviewed scientific journals.  

FDA has a procedure to review and sanction GRAS determinations through a GRAS 
Notification process.24  In addition, the Agency has listed or affirmed some materials as GRAS 
in Parts 182, 184, and 186 of the food additive regulations.  A determination may be made 
without FDA review that a substance is GRAS, provided that sufficient published toxicological 
data exist that establish a general scientific recognition that a substance’s use is GRAS.  The 
standards for such a self-determined GRAS assessment are robust.  As stated by two former FDA 
officials, Drs. Alan Rulis and Joseph Levitt, “many people mistakenly associate GRAS with a 
sort of “second” tier of safety protection based on a less-than rigorous standard compared to 
petitioned food additives.  This is not true.  In fact, the safety standard applicable to GRAS food 
ingredients is the same as for food additives; namely reasonable certainty of no harm.”25  The 
former directors went on to say that “[i]n fact, the GRAS criteria are in some ways more difficult 
to satisfy than the food additive criteria because of the additional requirement of public 
availability of the data and general recognition and acceptance of a safety conclusion based on 
those data.” 

The FFDCA also expressly exempts those materials that were sanctioned by USDA or 
FDA in letters issued by these Agencies before the passage of the Food Additive Amendments in 
1958.  In the experience of our members, the substances covered by prior sanctions and still used 
in commerce are limited, and many of the substances were subsequently petitioned or notified to 

                                                 
22  21 C.F.R. § 170.30(a)(2). 

23  21 C.F.R. § 170.30(b). 

24  See FDA, GRAS Notification Program, at 
http://www.fda.gov/Food/FoodIngredientsPackaging/GenerallyRecognizedasSafeGRAS/GRAS
NotificationProgram/default.htm.   

25  See A.M. Rulis and J. Levitt, p. 26. 
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the FDA.  FDA very strictly interprets previously issued prior sanction letters, and limits the 
scope of the exclusion by construing prior sanctions as narrowly as possible.26  

Substances also may be used without express premarket approval from FDA if they can 
additionally be shown to not migrate from the food-contact article.  The standard for this 
assumption is strictly interpreted by both the Agency and industry.  In general, a showing of no 
migration must be based on an analytical sensitivity demonstrating that there would be no 
migration at a level equivalent to 50 ppb and often lower in some situations.27  The basis of the 
exclusion from premarket clearance is that, given the very low migration of the substance to 
food, the resulting dietary exposure among consumers will be negligible.   

In sum, the exemptions from premarket approval for food-contact materials are strictly 
limited by the FFDCA.  Only those materials that are subject to published toxicological data and 
generally accepted by the scientific community as safe may be considered to be GRAS and used 
without FDA review.  Those substances covered by prior sanctions are limited, and the 
substances used in food-contact materials that do not migrate to food result in no exposure to 
consumers.  In addition, these substances when used in food-contact articles are still subject to 
FDA regulation under Section 402 of the FFDCA.28  Under no circumstances may any substance 
cause a health or safety concern when used as intended and may not affect the taste or odor of 
the food.  Thus, it is our opinion that the substances that qualify for these limited exceptions do 
not result in exposures of concern and, therefore, subjecting them to the scope of the GCI would 
not promote the purposes of the statute.  Including such materials within the scope of the GCI 
will duplicate the existing regulatory scheme which Congress and FDA have established. 

d. The Current Regulation and Evaluation of Food-Contact 

Materials Is Consistent with the Hazard Category Endpoints 

The SCPA aims to prioritize all chemicals used in products in California for a list of  
Chemicals of Concern, based on the “hazard trait” exhibited by that chemical.29  “Hazard trait” is 
defined so as to eventually refer to the hazard traits identified by the Office of Environmental 
Health Hazard Assessment (OEHHA) as part of its implementation of the Toxics Information 
Clearinghouse, that is required by GCI § 25256.1.  On August 10, 2010, OEHHA released a pre-

                                                 
26  See 456 F. Supp. 207, 209 (d. Neb. 1978), aff’d sub nom. United States v. Nielsen (8th 
Cir. 1979), cert. denied 444 U.S. 832 (1979).  See also, 21 C.F.R. § 170.38(d). 

27  The resulting dietary exposure for most food-contact substances, even if there were some 
migration below the level of detection, would be less than 0.5 ppb, a level below FDA’s 
threshold of toxicological concern. 

28  21 U.S.C. § 342(a) 

29  See § 69302.1(a). 
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regulatory draft proposal of the hazard traits by which a chemical would be evaluated to 
determine whether it belongs on the list of Chemicals of Concern.  As a general matter, we 
consider the pre-regulatory draft to be as vague and ambiguous as the SCPA.  Specifically, the 
OEHHA pre-regulatory draft calls for a new classification system for chemicals, ignoring 
established, internationally-recognized systems, recognizes numerous types of toxicity data on an 
individual basis, when many would be better suited to categorization, and includes types of 
emerging toxicity traits for which there is a distinct lack of scientific consensus. 

These concerns are exemplified by the inclusion of epigenetics as a recognized hazard 
trait.  Epigenetics is a new field of toxicological analysis.  As such, it has no reference database 
by which to judge any analysis, or historical controls for comparison.  Furthermore, the 
definition in the pre-regulatory draft proposal is overly broad and would be better suited as part 
of a discussion of systemic toxicity, as opposed to an endpoint of itself.  Finally, epigenetics as a 
toxicological field is not yet the subject of scientific consensus—resulting in OEHHA 
unilaterally establishing a new hazard trait that has not been accepted by the wider scientific 
community.  We consider epigenetics to be one example of the many problems with the pre-
regulatory draft’s list of hazard traits. 

Because we consider that the hazard traits proposed by OEHHA are inappropriate for 
analyzing the toxicity of a substance, we have instead chosen to discuss various hazard traits 
using the categories established in the October 1, 2009 “Straw Proposal” for the implementation 
of the GCI.  The hazard categories listed in this proposal for the evaluation of chemicals of 
concern were: (1) acute toxicity, (2) eye irritation, (3) genetic toxicity and mutagenicity, (4) 
reproductive toxicity, (5) carcinogenicity, (6) endocrine disruption, (7) respiratory sensitization, 
(8) skin sensitization, (9) bioaccumulation, (10) acute aquatic toxicity, and (11) hazards to the 
ozone layer.  As discussed above, in the course of its evaluation for a food-contact material,  
FDA requires the submission of a substantial amount of toxicological data to support the safe use 
of a product.  We will compare the Straw Proposal’s hazard traits to the data required by FDA to 
demonstrate that all significant hazard traits are regulated by FDA.  

(1) Acute Toxicity, Eye Irritation, Skin Sensitization, Respiratory Sensitization 

The acute exposure endpoints identified in the hazard criteria are not relevant endpoints 
for exposures from food packaging materials.  Substances used in food-contact materials are 
generally of low acute toxicity and are trapped within a matrix (e.g., a polymer, coating or paper) 
that prevents their migration and limits exposure to levels that are not relevant for acute 
exposures.  While FDA requires the submission of acute toxicity data when available, the 
Agency generally is not concerned with acute, single-dose toxicity data and, rather, is more 
concerned with potential carcinogenicity effects or other endpoints from repeated-dose studies.   

(2) Genetic Toxicity and Mutagenicity  
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FDA requires genetic toxicity and mutagenicity testing for any chemical substance with a 
potential dietary exposure above 0.5 ppb.  In addition, if structural alerts suggest that a substance 
may have genetic or mutagenic attributes, FDA may request that additional data be provided.  
Any GRAS determination must consider these toxicological endpoints, as well.  In the case of 
materials that do not migrate, there would be no exposure, although the level of analytical 
sensitivity needed to determine whether the “no migration” threshold would be lower than 
50 ppb also is based on these genotoxicity concerns.30  In our experience, if a substance is 
determined to be mutagenic or genotoxic in screening tests, FDA will require (a) data 
demonstrating whether these affects are likely to be observed in vivo, (b) a cancer bioassay to 
resolve whether the material is a carcinogen, or (c) proof that potential dietary exposure will be 
insignificant even if the material is later determined to be a carcinogen; generally, this would be 
at a level that would not exceed 50 parts per trillion, 0.05 ppb, in the diet. 

(3) Reproductive Toxicity   

FDA requires that reproductive and developmental toxicity data be submitted for 
substances when the dietary exposure may be significant for these toxicological endpoints.  In 
addition, if structurally similar compounds suggest that a compound may exhibit a concern for 
reproductive or developmental toxicity, the Agency may request additional data.  As with 
genotoxicity data, any GRAS determination must consider these toxicological endpoints as well.  
In the case of materials that do not migrate, there would be no exposure, and generally this 
toxicological endpoint is not relevant when the exposures are below 0.5 ppb in the diet.31 

                                                 
30  The use of 50 ppb in this context is a concentration that could migrate from the package, 
not a level of dietary exposure.  The resultant level of dietary exposure from food is determined 
by the consumption factor and would be at least an order of magnitude less, or even more in 
some cases. 

31   In a 1999 paper, Dr. Ian Munro and colleagues established a safety evaluation procedure 
for use by the Joint Food and Agricultural Organization/World Health Organization of the 
United Nations (FAO/WHO) for flavoring substances implementing a threshold of toxicological 
concern approach involving a number of toxicological endpoints.31  The study authors concluded 
that “toxicity endpoints, such as developmental toxicity, neurotoxicity, and immunotoxicity 
demonstrate considerably higher human exposure thresholds than the threshold value 
[established using carcinogenicity data], making it highly unlikely that these non-cancer 
endpoints are a relevant concern in applying the threshold concept.”  See also, Kroes, R., Galli, 
C., Munro, I., Schiltwe, B., Tran, L.-A., Walker, R., and Würtzen, G.  (2000) “Threshold of 
Toxicological Concern for Chemical Substances Present in the Diet: A Practical Tool for 
Assessing the Need for Toxicity Testing,” Food and Chem Toxicol; 38: 255-312.  The Kroes 
study reviewed an expanded databases to establish if additional toxicological endpoints were 
more sensitive than the carcinogenic endpoints of a variety of chemical substances.  The report 

(continued …) 
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(4) Carcinogenicity  

The FFDCA prohibits the use of carcinogenic food additives, including substances used 
in food-contact materials that become components of food.  Specifically, Section 409(c)(3)(A) of 
the Act (also known as the “Delaney Clause”) states that no food additive shall be deemed by 
FDA to be safe if the additive is found “to induce cancer when ingested by man or animal, or if it 
is found, after tests which are appropriate for the evaluation of safety of [the additive], to induce 
cancer in man or animal.”32  Thus, it is not possible to use a substance considered to be a 
carcinogen that would be a food additive when used in food-contact materials. 

The Agency has established standards for the presence of any carcinogenic impurities 
that may be present in food-contact materials.  The standard that FDA has established for these 
materials is known as the “constituents policy.”33  FDA sets an extremely strict standard for 
carcinogenic impurities.  The Agency uses data from animal carcinogenicity studies, together 
with extrapolation procedures, to calculate the potential risk from the estimated daily exposure to 
the carcinogenic impurities as a result of the particular use.  In order to determine that there is a 
reasonable certainty of no harm, FDA requires that the dietary exposure to a carcinogenic 
impurity must not exceed the calculated upper-bound lifetime risk from all sources of exposure 
and be lower than a risk of 1 in 1 million.34 

                                                 
(…continued) 
indicates that none of the specific non-cancer endpoints (i.e., developmental toxicity, 
developmental neurotoxicity, and immunotoxicity) was more sensitive than cancer endpoints for 
the same substances.  The results of a more recent analysis were published by Kroes and 
colleagues in 2004.  The authors conclude that, based on their examination of metabolism and 
accumulation, structural alerts, endocrine disrupting chemicals and specific toxicological 
endpoints, including neurotoxicity, teratogenicity, developmental toxicity, and immunotoxicity, 
carcinogencicity is the most sensitive toxicological endpoint.  See Kroes, R., Renwick, A.G., 
Cheeseman, M., Kleiner, J., Mangelsdorf, I., Piersma, A., Schilter, B., Schlatter, J., van 
Schothorst, F., Vos, J.G., and Würtzen, G. (2004) “Structure-Based Thresholds of Toxicological 
Concern (TTC): Guidance for Application to Substances Present at Low Levels in the Diet,” 
Food and Chem Toxicol; 42: 65-83. 

32  FFDCA § 409(c)(3)(A); 21 U.S.C. § 348(c)(3)(A). 

33  47 Fed. Reg. 14,464 (Apr. 2, 1982).  Although this Advanced Notice of a Proposed 
Rulemaking was withdrawn by the agency in a November 26, 2004 Federal Register notice 
(69 Fed. Reg. 68,831, 68,831), the impetus of the withdrawal was administrative only, and FDA 
has since made clear that the constituents policy remains a valid means by which it evaluates 
minor carcinogenic impurities of food additives. 

34  Id. at 14,468.   
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(5) Endocrine Disruption 

The proper assessment of the endocrine disrupting potential of a particular chemical is a 
topic of much current discussion.  Whether the in vitro endocrine disrupting effect exhibited by a 
chemical at the extremely low doses of oral exposure associated with food packaging actually 
translates to an adverse physiological effect is in our opinion, at best, very controversial.  
Moreover, the health effects of chemicals acting through an endocrine mode of action  should 
generally be captured by traditional toxicological tests, which are designed to detect adverse 
health effects acting through any means, including interaction with the endocrine system. 

FDA and other bodies around the world that regulate food-contact materials are 
monitoring current scientific information on this subject.  At this time, however, no regulatory 
body in the world that is responsible for food safety has established separate endocrine disruption 
data requirements for food-contact materials.  Instead these regulatory bodies rely on information 
from reproductive, developmental and other well established, validated toxicology studies to 
understand the potential health effect of chemical regardless of their mode of action.  While 
industry and government continue to monitor this issue, it is our opinion that there is not 
sufficient scientific information or agreement on the data at the present time to establish 
endocrine disruption as a regulatory criterion.  

(6) Bioaccumulation 

FDA considers the biopersistence and bioaccumulation of a proposed food-contact 
substance as part of its evaluation of food additive petitions and FCNs.  If a substance is 
suspected of being bioaccumulative, the Agency requires further data on its absorption, 
distribution, metabolism and elimination to determine the potential bioaccumulation in the body.  
Any GRAS evaluation of a substance would also take this outcome into account.  With regard to 
the other materials that may not be subject to FDA’s review, the Agency considers that a daily 
exposure of 0.5 ppb in the diet is an insignificant addition to the diet from a cumulative exposure 
standpoint (except for carcinogens).  If a substance is present at levels below 0.5 ppb, its 
bioaccumulation potential is considered to be insignificant. 

(7) Acute Aquatic Toxicity and Hazards to the Ozone Layer 

As stated above, FDA requires in its review of food-contact materials that the substance 
not have an adverse environmental impact during its manufacture, use, and disposal.  In addition, 
the manufacture of food-contact materials—like any other consumer product—is subject to 
federal, state, and local environmental laws that govern discharges to the air and water (e.g., the 
laws administered by the California Air Board and Office of Environmental Health Hazard 
Assessment).  Most importantly, because of their inert design there is not likely to be any 
exposure from a food-contact material that could have an effect on aquatic toxicity or the ozone 
layer at any level of concern.  The possible levels of migration of a substance from a food- 
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contact article are very low, generally in the part per million range or lower, and these 
toxicological endpoints are simply not relevant to packaging or other food-contact articles. 

2. Regulation of Other Life Cycle Segments 

As described above, the FFDCA regulates a significant portion of the life cycle segments 
of food packaging materials.  As a result, there are only five remaining segments to which the 
FFDCA does not reach: materials and resource consumption; water conservation; production, in-
use, and transportation energy inputs; energy efficiency; and economic impacts.  We believe that 
food packaging materials are fully regulated during these life cycles by California regulatory 
programs, or are otherwise not subject to California jurisdiction. 

The life cycle analyses contemplated in the SCPA are comprehensive; the consequence is 
that the regulation reaches many activities that take place outside California.  While (for the sake 
of current argument) we do not take issue with California regulating resource consumption 
activities that take place in-state, we note that many of the activities contemplated as part of the 
life cycle analysis occur outside of California and are, thus, not subject to DTSC’s jurisdiction.  
However, for purposes of these comments, we will assume that the full life cycle of a product 
occurs in California. 

a. Resource Consumption 

We have grouped two consumptive segments, “Materials and resource consumption” and 
“water conservation,” in this category.  These consumptive activities are covered by a variety of 
California regulatory programs.  Specifically, materials and resources consumed in California are 
regulated by various California agencies, such as the Department of Conservation (mining and 
oil, gas, and geothermal energy management), the Department of Forestry and Fire Protection, 
the Natural Resources Agency (water, energy, minerals, coastal and marine life), and the 
California Environmental Protection Agency (air quality, soil quality, and waste recycling and 
reduction).  Any impact on worker safety is regulated by the Division of Occupational Safety and 
Health in the Department of Industrial Relations.  Collectively, California’s agencies regulate all 
aspects of resource consumption that could potentially impact public health or the environment 
in California. 

b. Energy Use 

This category also groups together two segments, production, in-use, and transportation 
energy input, and energy efficiency.  Similarly to resource conservation, energy use in California 
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is regulated by a plethora of agencies.  Of note, the California Climate Action Team’s35 efforts to 
reduce energy emissions, the Energy Commission’s energy efficiency programs, and California’s 
Public Utilities Commission’s energy efficiency programs combine to address the energy 
impacts of any industrial activities for food packaging in California. 

c. Economic Impacts 

Although all of the life cycle segments listed in the H&S code are vague to a certain 
extent, this segment is by far the most unclear.  We consider the economic impacts of any public 
health or environmental threat are already encompassed within the prior segments. 

The above discussion demonstrates that food-contact materials are regulated throughout 
all life cycle segments.  DTSC should, therefore, exempt food-contact materials from the 
requirements of the SCPA. 

B. The SCPA is Preempted by Federal Law 

Although we believe that the regulation of food-contact materials is prohibited by the 
duplication provision of the Section 25257.1(c), there are also serious questions whether the 
SCPA would be preempted by Federal law.  The Supremacy Clause of the Constitution of the 
United States grants to Congress the power to preempt state law.  U.S. Const. art. VI, cl. 2.  
“[S]tate law that conflicts with federal law is ‘without effect.’”  Cipollone v. Liggett Group, Inc., 
505 U.S. 504, 516 (1992) (quoting Maryland v. Louisiana, 451 U.S. 725, 746 (1981)).  The same 
is true of state law that conflicts with federal regulation.  Fidelity Fed. Sav. & Loan Ass’n v. De 

La Cuesta, 458 U.S. 141, 153 (1982) (“Federal regulations have no less pre-emptive effect than 
federal statutes.”).  Where the State does not completely exclude federally licensed commerce,36 
the test for preemption “is whether both regulations can be enforced without impairing the 
federal superintendence of the field.”37   

Of the three types of preemption (i.e., express, conflict and “field” preemption), only two 
are relevant here—conflict preemption and field preemption.  Conflict preemption exists if a 
private party’s compliance with the state and federal laws is impossible, or the state or local law 
“stands as an obstacle to the accomplishment and execution of the full purposes and objectives of 
Congress.” California v. ARC America Corp., 490 U.S. 93, 100 (1989).  See also Dowhal v. 

                                                 
35  Composed of CalEPA, the Business, Transportation and Housing Agency, the 
Department of Food and Agriculture; the Resources Agency, the Air Resources Board; the 
Energy Commission; and the Public Utilities Commission. 

36  “That no State may completely exclude federally licensed commerce is indisputable.”  
Florida Lime and Avocado Growers, Inc. v. Paul, 373 U.S. 132, 142 (1963).   

37  Id. 
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Smithkline Beecham Consumer Healthcare, 88 P.3d 1, 7 (Cal. 2004).  If a conflict is found “a 
holding of federal exclusion of state law is inescapable and requires no inquiry into 
congressional design where compliance with both federal and state regulations is a physical 
impossibility for one engaged in interstate commerce.”  Florida Lime, 373 U.S. at 142-43. 

Field preemption exists “where the scheme of federal regulation is so pervasive as to 
make reasonable the inference that Congress left no room for the States to supplement it.”  
Fidelity Fed. Sav., 458 U.S. at 153.  Similarly, the federal law or regulation “may touch a field in 
which the federal interest is so dominant that the federal system will be assumed to preclude 
enforcement of state laws on the same subject.”  Rice v. Santa Fe Elevator Corp., 331 U.S. 218, 
230 (1947).        

As detailed above, FDA has established a comprehensive regulatory framework for food-
contact material.  The scope of FDA’s regulations leaves no room for the SCPA to regulate food-
contact material.  The SCPA unduly interferes with the well-established federal regulatory 
scheme and would likely be held preempted by a court.  

Additionally, the proposed regulations contain a provision under which certain chemicals 
or products would be prohibited for use in California.38  If any of the chemicals that would be 
prohibited have been approved by FDA for use in food-contact material, such prohibition would 
be preempted under principles of conflict preemption because in such a case, the SCPA would 
have banned a chemical that FDA previously had cleared for use in food-contact materials.  
When a federal and state law are in direct conflict, the state law must yield to the federal law.  
ARC America Corp., supra.     

C. Non-Listing of Priority Chemicals Due to Regulatory Duplication 

As noted above, food packaging materials are subject to a combination of federal and 
state programs that regulate these products throughout their life cycle, thus they should be 
wholly exempted from the requirements of the SCPA.  However, if DTSC decides that food 
packaging materials should not receive a blanket exemption, many manufacturers instead are 
likely to avail themselves of the exemption provided in section 69302.1(a)(1), whereby a 
chemical that exhibits a hazard trait and would otherwise be a Chemical of Concern, may be 
exempted from SCPA’s reporting requirements under the regulatory nonduplication exemption.  
Under this alternative, DTSC will need to review each individual chemical that exhibits a hazard 
trait to determine whether it is regulated throughout its life cycle.  This would be a time- and 
resource-consuming effort if food packaging materials were the only products of concern, but 
they are not; there are likely to be thousands of exemption requests from chemicals used in all 
types of products. 

                                                 
38  See SCPA § 69306.5(b). 
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Furthermore, as noted above, both the SCPA and GCI are unclear as to the “threats” that 
are to be addressed in the life cycle analysis to obtain this exemption.  We consider that the only 
“threat” to be evaluated under this analysis is the hazard trait that caused the chemical to 
considered a Chemical of Concern.  For example, if a substance is listed as a Chemical Under 
Consideration because it is a reproductive toxicant, it should be this trait (and this trait only) that 
should be evaluated under the life cycle analysis.  It would unnecessarily expand the scope of the 
SCPA to require a full life cycle analysis for any and all potential threats, when it is not those 
threats that are considered to be the “hazard trait.”  Furthermore, several of these life cycle 
segments (energy use, resource consumption) are irrelevant to the determination of whether a 
chemical exhibits a hazard trait.  We consider, therefore, that these life cycle segments (as 
discussed above in § I.A.2) are also irrelevant to the determination of whether a chemical is 
already fully regulated. 

D. The Burden of Proof 

To qualify for either of the exemptions in section 69302.1, the person requesting the 
exemption must demonstrate that the chemical meets the requirements “by clear and convincing 
evidence to the Department’s satisfaction.”  With regard to the regulatory nonduplication 
exemption, the Department will review the existing regulatory programs with reference to a full 
life cycle analysis, and if “significant gaps” are identified in the regulatory programs, the DTSC 
may regulate the product through those segments.  This section also contains a rebuttable 
presumption that the exemptions do not apply, unless otherwise proven.  

DTSC has failed to provide a rationale for this high burden of proof.  In its Initial 
Statement of Reasons (ISOR) accompanying the SCPA, DTSC simply states that this standard is 
necessary to show that the burden of proof for the exemptions is on the applicant.  We do not 
take issue with DTSC placing the burden of proof on the applicant; however, we do not believe 
that the “clear and convincing” standard has any rational relationship to the requirements for the 
exemption.  The determination of whether a chemical is fully regulated by existing federal or 
California programs is a factual inquiry—either the chemical is regulated or it is not.  It is 
difficult, therefore, to understand why DTSC has imposed a legal evidentiary standard on a 
factual inquiry.  Furthermore, the imposition of the clear and convincing standard goes beyond 
the authorizing legislation, and is not necessary.  Indeed, GCI § 25257.1 provides a strong 
prohibition against regulatory duplication, which the “clear and convincing” standard would 
appear to contradict by placing a significant barrier before a chemical could be exempted from 
the SCPA.  Thus, we believe that this evidentiary standard to obtain an exemption from the 
SCPA is inconsistent with the spirit of the authorizing legislation and is not necessary.39 

                                                 
39  See Gov. Code §§11349.1, 11349.3. 
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Finally, DTSC applies the “clear and convincing” standard inconsistently within the 
SCPA.  The regulatory nonduplication exemption appears in its pertinent form four different 
times in the regulation.40  In sections 69302.1 and 69303.1, both the regulatory nonduplication 
and exposure pathway exemptions are available, and the clear and convincing standard applies.  
In sections 69302.3 and 69303.3, however, only the regulatory nonduplication exemption is 
available, and there is no requirement that the nonduplication be shown by clear and convincing 
evidence.  The SCPA is unclear, therefore, when the clear and convincing standard applies, and 
even if the standard itself is tied to the exposure pathway exemption only, rather than both 
exemptions. 

E. Exposure Pathway and Regulatory Duplication 

SCPA § 69302.2 requires DTSC to prepare two lists relating to the threats posed by a 
given chemical – a list of Chemicals under Consideration and a list of Priority Chemicals.  As 
part of its preparation process, DTSC must identify the hazard trait(s) exhibited by the chemical, 
and the potential exposure pathways for each chemical.  It is possible that DTSC could choose to 
list a chemical based on a hazard trait for which the exposure pathway is through the 
consumption of food packaged in a food-contact material.  As discussed above, FDA thoroughly 
regulates food contact materials and their components thereof throughout the product’s life 
cycle.  Therefore, if DTSC listed a chemical in such a scenario, DTSC would be exceeding its 
authority in violation of Section 25257.1(c) of the California Health and Safety Code, which 
prohibits regulatory duplication. 

F. De Minimis 

The second exemption available for some SCPA requirements is the de minimis 
exemption.41  “De minimis” is defined as “a concentration less than or equal to the lower of: 
(1) 0.1% by weight; or (2) the lowest federal or California State public health or environmental 
regulatory threshold that applies to the chemical or the chemical/product combination.”  As it 
relates to food packaging materials, it is very unclear to what the 0.1% by weight threshold 
refers.  This threshold could be interpreted to apply to the components of a finished food contact 
article, a chemical that comprises one ingredient of a component, or the amount of the chemical 
that could migrate from the finished food contact article into food.  FDA considers this latter 
measurement most important from a health and safety perspective.   

                                                 
40  §§ 69302.1(a), 69302.3(h), 69303.1(a), 69303.3(h).  There is also a regulatory 
nonduplication provision contained in § 69306.7(a), but this provision applies to a regulatory 
response required by DTSC, as opposed to the regulation of the product, itself.  

41  The application of the de minimis exemption is found in § 69305.3, although the 
definition of “de minimis” is found in § 69301.2(23) and (24) 
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Occasionally, FDA sets limits on the amount of a chemical that may be used in a finished 
product.  For example, in 21 C.F.R. § 178.2010 (“Antioxidants and/or stabilizers for polymers”), 
FDA has set use limits for a commonly used antioxidant known as Irganox 1010.42  FDA has 
determined that the use of Irganox 1010 at these levels is safe from both a public health and 
environmental perspective.  It would be inappropriate, and potentially preemptive, for the SCPA 
to establish regulatory thresholds contrary to those established by FDA. 

There are a number of other concerns with this exemption.  First, the exemption is only 
available for Priority Products that contain a Priority Chemical at or below the de minimis 
threshold.  The ISOR states that this provision is necessary “to allow DTSC and manufacturers to 
focus their resources on those Priority Products that pose the greatest threats to public health and 
the environment.”43  If this is the case, we question why the exemption should be limited solely 
to Priority Products.  We believe that DTSC should also allow the exemption for Products Under 
Consideration.  If a Priority Chemical is not going to present a threat to public health or the 
environment when used at de minimis levels in a Priority Product, it will present no greater threat 
when used at the same level in a Product Under Consideration.  It would be logical to apply the 
de minimis exemption to both lists of products.  Furthermore, it would permit some 
manufacturers respite from burdensome assessment and reporting requirements when their 
product is not expected to pose a threat to public health or the environment. 

Second, the exemption has to be granted by DTSC, rather than allowing industry to make 
a self-determination.  This will create a time- and resource-consuming administrative burden for 
DTSC for a factual enquiry that requires no regulatory assistance.  Whether a Priority Chemical 
is present in a Priority Product at more than 0.1% is a matter of fact, not interpretation.  Industry 
should, therefore, be permitted to take a self-determined de minimis position as to the 
composition of its products.  It is unnecessary for DTSC to require industry to submit substantial 
amounts of costly paperwork for a substance that DTSC has acknowledged is used at a level that 
does not constitute a threat to public health or the environment.   

Finally, the language of the definition itself is very vague.  The de minimis level may be 
set at “The lowest federal or California State public health or environmental regulatory threshold 
that applies to the chemical or the chemical/product combination.”  These thresholds “include, 
but are not limited to” seven different existing reference databases.  When a list of potential 
sources is not limited in scope, it makes it difficult, if not impossible for industry to be on notice 

                                                 
42  Listed in 21 C.F.R. § 178.2010 as “Tetrakis [methylene(3,5-di-tert-butyl-4-
hydroxyhydro-cinnamate)] methane (CAS Reg. No. 6683-19-8).” 

43  See Initial Statement of Reasons (ISOR), p. 76, ll. 27-29. 
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of the requirements with which it must comply, and by what standards DTSC will judge a de 

minimis level request.44 

 

II. General Comments 

The SCPA’s stated objective is to “create a systemic, science-based process to evaluate 
chemicals of concern, and identify safer alternatives to ensure product safety.”45  While 
industry’s paramount interest is the health and safety of the products that they produce, our 
members are concerned that the SCPA is extremely broad and goes well beyond what is 
necessary to implement the requirements of the GCI.  

A. Scope of Information 

We are concerned that the scope of information sought by DTSC is not within the ability 
of industry to provide.  We consider this problem from two perspectives.  The first concern is the 
sheer volume of information that DTSC proposes to require under the SCPA, and the second 
concern is the complexity of obtaining the necessary information from all participants in the 
supply chain for a product.   

According to section 69301.6, DTSC may request a responsible entity to provide (1) 
chemical and product data, (2) information describing the types, categories, and classes of 
products that contain Priority Chemicals, (3) identification of intentionally-added chemicals and 
chemical ingredients, including quantities used in a product, (4) chemical and product market 
data, (5) analytical protocols, and (6) information on reformulation or redesign of a product.  We 
are concerned that DTSC does not fully appreciate the difficulties involved with obtaining much 
of this information.  To illustrate, using a hypothetical scenario:  Company wishes to package its 
potato chips in Supplier’s plastic bag.  The plastic bag is a multi-layer film, comprised of three 
different layers, each bound together with an adhesive.  Each layer is composed of a different 
type of plastic.  Each plastic is formulated with a base resin, and a variety of processing aids and 
additives that give the plastic its technical properties.  Each base resin is a formulated product 
manufactured with processing aids and additives.  Furthermore, each adhesive is a formulated 
product.  The compositions of the film layers and adhesives, the plastics, the base resins, the 
processing aids, and the additives are all trade secret information.  Most of these substances are 

                                                 
44  See Tidewater Marine Western, Inc. v. Bradshaw, 14 Cal. 4th 557, 568-69 (1996) (“One 
purpose of the APA is to ensure that those persons or entities whom a regulation will affect have 
a voice in its creation, as well as notice of the law’s requirements so that they can conform their 
conduct accordingly.) (internal citations omitted). 

45  See 45-Day Public Notice and Comment Period for Proposed Rulemaking, page 7. 
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present in the finished packaging at extremely low levels, but the SCPA would require 
responsible entities to obtain an enormous amount of data regardless of the level of the substance 
used or the potential exposure.   

Moreover, obtaining the requested information will be a complex process of revealing 
business relationships and trade secret information.  In many cases, due to intra-industry trading, 
this may even involve disclosure of trade secrets to a direct competitor.  This will be an extensive 
burden for a responsible entity, without providing a commensurate benefit to public safety, 
considering that these materials have already been determined by FDA to be safe for their 
intended use. 

B. Feasibility of the Regulation 

We also are highly concerned that DTSC has given itself more responsibility than is 
feasible to manage.  The SCPA requires a substantial number of evaluation, reports, and 
applications, all of which must be submitted to, and reviewed and evaluated by DTSC, with 
DTSC then providing, and enforcing, a regulatory response.  Specifically, DTSC is required to 
undertake the following: 

• Review and evaluate petitions to designate chemicals on one of the 
chemical/product lists 

• Develop and update lists of 
o Chemicals of Concern 
o Chemicals Under Consideration 
o Priority Chemicals 
o Products Under Consideration 
o Priority Products 

• Review, evaluate, and reevaluate requests for exemptions 
o Regulatory duplication 
o No exposure pathway 
o De Minimis 

• Review, evaluate, and respond to the different types of AAs: 
o AA Work Plans 
o Tier I AA (review only) 
o Tier II AA 

• Review and evaluate applications for AA accreditation 
• Review and evaluate Chemical/Product Removal Intent/Confirmation 

Notifications 
• Develop and enforce appropriate regulatory responses 
• Review and evaluate claims of trade secret information and confidentiality 

We note that these are only the “big ticket” items, and do not include other requirements, 
such as updating the DTSC website, drafting guidance documents, and consulting with small 
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businesses.  Based on this list, even if the SCPA were to apply only to food packaging materials, 
it would require a legion of chemists and toxicologists to review, evaluate, and respond to the 
mountains of paper that DTSC will need to handle. 

C. Scope of the regulation 

If finalized in their current form, the regulations will impose heavy assessment and 
reporting burdens on industry that are beyond the authority established in the GCI.  DTSC had 
previously indicated that the evaluation and reporting requirements of the alternatives 
assessments (AAs) would be imposed solely on Priority Products.  In the SCPA, the scope of the 
AAs has been significantly expanded.  For example, the designation of a chemical merely as a 
Chemical under Consideration may result in the need for expensive and time consuming AA.  
The SCPA requires a Tier I AA for products containing a Chemical under Consideration or 
Priority Chemical.  This will be a substantial burden on industry because, given the number of 
factors that the Department may consider when compiling the list of Chemicals under 
Consideration, the amount of products containing a Chemical under Consideration is likely to be 
very large and, thus, AAs will be required for many products currently on the market in 
California.  Of course, for those products designated as Priority Chemicals or Priority Products, 
the assessment and reporting burdens are significantly greater.  If DTSC implements the SCPA 
as is, the practical result is likely to be the withdrawal of a substantial number of products from 
the California market as companies choose to withdraw from the market rather than undertake 
the costly AA requirements when these products have already been subject to review by FDA.  
For example, FDA has reviewed and evaluated almost 1000 FCNs, while the Agency’s indirect 
food additive regulations clear the use of over 3000 substances.46  These substances have already 
undergone an extremely time-consuming and expensive evaluation,47 thus the prospect of 
repeating the process under the SCPA is likely to result in these products leaving the California 
market.  This result is clearly not to the benefit of either industry or California consumers. 

 

III. Section Specific Concerns 

(1) § 69302.1 

As an alternative to the life cycle exemption, manufacturers may wish to utilize the “no 
exposure pathway” exemption also present in SCPA § 69302.1(a).  To obtain this exemption, 

                                                 
46  See http://www.accessdata.fda.gov/scripts/fcn/fcnNavigation.cfm?rpt=iaListing.  This 
FDA database contains 3,237 records.   

47  Before the FCN program went into effect, it was common for FDA to take several years 
to review a Food Additive Petition.  Indeed, some product reviews went on for over 10 years. 
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there must be no exposure pathway by which a chemical may pose a public health or 
environmental threat during the useful life or the end of life management.  However, the term 
“exposure pathway” is not defined in the regulation.    It is possible for a chemical to be bound 
up in a product so that there is no threat to public health or the environment during the product’s 
useful life or at end-of-life; however, this enquiry is very product-specific. 

(2) § 69302.3 

This section provides the factors that DTSC may consider when determining whether to 
place a chemical on the list of Chemicals under Consideration.  This section provides for over 
100 factors ranging from chemical properties to public health impacts to existing data on 
exposure potential, without providing any indication or guidance as to which factors are weighed 
more heavily.  DTSC should indicate the relative priority of these different factors. 

(3) § 69303.2 

Paragraph (a) requires that a product containing a Priority Chemical will be designated as 
either a Product under Consideration, or a Priority Product.  Logically, there should be one set of 
factors that would lead to this determination.  However, this paragraph presupposes that a 
chemical will be designated under either of these categories by evaluating whether a product 
would be a Product under Consideration or a Priority Product under the factors specific to those 
designations.   

(4) § 69305.4 

Paragraph (a)(3) requires, for a Tier II AA Work Plan, the submission of information on 
the supply chain for a product, including “any other person in the supply chain for the product.”  
This requirement is very vague, as it could be read to mean any person who has supplied a 
component of a product, and their ingredient suppliers, and so on.  This information would be 
very time consuming to obtain, so DTSC should clarify what it means by “any person.” 

 

IV. Conclusion 

Food packaging is important to ensure the safety and quality of food.  Modern packaging 
is designed to be inert and not transfer its components or have an effect on food.  It is also 
carefully designed to preserve the quality of the food, prevent nutrient and flavor scalping, and 
extend the shelf-life of products to reduce food waste.  FDA, under federal law, has established a 
comprehensive regulatory scheme to ensure the safety of food-contact materials, which provides 
a large margin of safety.  This regulatory scheme is consistent with the goals and purposes of the 
GCI.  In the opinion of our members, a separate duplicative regulate scheme would inhibit 
technological innovation and development that is important to ensure the safety of food and 
provide consumers with even safer and more environmentally friendly food packaging materials.  
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Thus, the further regulation of food-contact materials under the GCI is prohibited by 
Section 25257.1(c) of the Health and Safety Code. 

For the reasons set forth above, we respectfully request that the DTSC exclude food- 
contact materials and substances used as components of food-contact materials from the scope of 
any regulations promulgated to implement the GCI. 

Cordially yours, 
 

   
 

Devon Wm. Hill         Kyra M. Mumbauer 
General Counsel         Director 
SPI Food, Drug, and Cosmetic Packaging       SPI Food, Drug, and Cosmetic Packaging  
Materials Committee         Materials Committee    
        

 
 

 
cc: The Honorable Linda Adams, Secretary, CalEPA 

Cindy Tuck, Undersecretary, CalEPA  
Patty Zwarts, Deputy Secretary, CalEPA  
Scott Reid, Cabinet Secretary, Office of the Governor  
John Moffatt, Legislative Affairs, Office of the Governor  
Maziar Movassaghi, Acting Director, DTSC  
Jeff Wong, Chief Scientist, DTSC 
Odette Madriago, Chief Deputy, DTSC 
Hank Dempsey, Special Advisor, DTSC 
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November 1, 2010 
 
Maziar Movassaghi, Acting Director 
Department of Toxic Substances Control 
1001 I Street 
P.O. Box 806 
Sacramento, CA 95812-0806 
 
RE: Proposed Regulations - Division 4.5, Title 22, California Code of Regulations. Chapter 53. 
Safer Consumer Product Alternatives 
 
Dear Director Movassaghi,  
 
On behalf of the Business-NGO Working Group for Safer Chemicals & Sustainable Materials 
(BizNGO), congratulations on the release of the Proposed Regulations for Safer Consumer Product 
Alternatives.  
 
In the following pages we detail specific proposed changes to the Proposed Regulations. Our 
overarching comments focus on: 
 

 The timeline for identifying Chemicals under Consideration and Priority Chemicals. The 
timeline is too long given the wide availability of lists of chemicals of concern already 
available and the specificity of what should be on these lists in this regulation. 

 How to enhance the Tier I AA process. In particular, the need to create a database of AAs 
that companies can reference, rather than requiring every company to perform an AA for 
every single product that uses a chemical. The Tier I AA section should create an incentive 
to document safer alternatives to Priority Chemicals. This can be done by having DTSC 
create a database of Tier I AA / Tier II AA reports that can be referenced by other 
companies making similar substitutions. Note that the provision should allow for any 
organization -- government, non-profit, or business -- or consortium to submit a Tier I AA 
or Tier II AA to DTSC. This would create an incentive for organizations to create a 
database of Tier I AA reports such that fewer companies must perform them.  

 The AAs should be designed to cover classes of uses of chemicals, rather than requiring an 
AA for every single product that uses the chemical.  

 Tier II-A AA chemical hazard assessment process is the same as the Tier I AA 
requirements. Therefore those two activities should be referenced together. Thus, a Tier I 
AA meets the requirements of a Tier II-A AA chemical hazard assessment. 

 
Thank you for the opportunity to provide comments and feedback to improve the regulations. We 
look forward to continuing to work with DTSC on this issue. If you have any questions, feel free to 
contact us at any time. 
 
Sincerely,  
 

 
Mark Rossi, PhD 
Chair, BizNGO 
Medford, MA 02155 
t. 781.391.6743 
e. Mark@CleanProduction.org  
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Proposed revisions to: 
Proposed Regulations - Division 4.5, Title 22, 

California Code of Regulations. Chapter 53. Safer 
Consumer Product Alternatives 
 

§ 69301.2. Definitions. 

 

Comment: BizNGO supports the proposed definitions with the following modifications: 
 
 (12) “Chemical Hazard Assessment” means the evaluation and comparison of a product  
or component, and the alternatives selected for consideration, using a clear, consistent, and 
replicable decision logic that benchmarks chemicals based on the pertinent factors listed in  
section 69305.5(b).  
 
 (78) “Tier I Alternatives Assessment” or “Tier I AA” means an a comparative chemical hazard  
assessment that the Department concurs is substantially equivalent to the Green Screen For Safer 
Chemicals, as published and amended by Clean Production Action, or any other AA tool and/or 
methodology that the Department concurs is acceptable for purposes of section 69305.1(a)(5). 
 

 

8 § 69301.8. Chemicals and Products Lists: Timelines and Sequencing. 

Comment: The timelines are too long given the wide availability of lists of chemicals of concern 

already available and the specificity of what should be on these lists in this regulation.  

9 (a) This initial lists of Chemicals under Consideration, Priority Chemicals, Products  
10 under Consideration and Priority Products shall be issued, using the procedures specified in  
11 sections 69302.2 and 69303.2, in accordance with the following schedule:  
12 (1) The proposed initial list of Chemicals under Consideration shall be issued for public  
13 review and comment no later than June April 1, 2011.  
14 (2) The final initial list of Chemicals under Consideration shall be issued no later than  
15 March September 1, 20112.  
16 (3) The proposed initial list of Priority Chemicals shall be issued for public review and  
17 comment no later than December July 1, 20112.  
18 (4) The proposed initial list of Products under Consideration shall be issued for public  
19 review and comment no later than March 1, 20123.  
20 (5) The proposed initial list of Priority Products shall be issued for public review and  
21 comment no later than September 1, 20123.  
22 (6) The final initial list of Priority Products shall be issued no later than December 1,  
23 20123.  
24 (b) In updating and revising previously issued lists of Chemicals under Consideration,  
25 Priority Chemicals, Products under Consideration and Priority Products, using the procedures 
26 specified in sections 69302.2 and 69303.2, the Department may, at its discretion:  
27 (1) Simultaneously or sequentially issue the updated and/or revised Chemical under  
28 Consideration list and Priority Chemical list; and  
29 (2) Simultaneously or sequentially issue the updated and/or revised Product under  
30 Consideration list and Priority Product list. 
 

  

§ 69302.3. Chemicals Under Consideration.  
Comment: The endpoints listed in this section should be harmonized with GHS categories as 

much as possible without losing important characteristics: Globally Harmonized System of 

Classification and Labelling of Chemicals (GHS) 

http://www.unece.org/trans/danger/publi/ghs/ghs_rev03/03files_e.html. For example: 

 

[page 31] (a) Chemical and physical properties, including, but not limited to:  
(1) the requirements for physical and chemical properties and stability and reactivity as specified 
by the GHS Hazard Communication Safety Data Sheet [delete long list of properties in this section 

http://www.unece.org/trans/danger/publi/ghs/ghs_rev03/03files_e.html
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Proposed Regulations - Division 4.5, Title 22, 

California Code of Regulations. Chapter 53. Safer 
Consumer Product Alternatives 
 

and include in definitions GHS physical and chemical properties and GHS stability and reactivity 

requirements]  and  
(2) other physical, chemical, or quantum properties specific to nanomaterials. 
 
[page 31] (b) Adverse public health impacts. Evaluation and comparison of public health impacts 
shall include consideration of impacts that may result from single, intermittent or frequent use of 
or contact with the chemical, including dermal, oral and inhalation exposures. Factors to be 
considered include, but are not limited to: 
(1) GHS Health Hazards  

[the GHS Health Hazards are: 

1. acute toxicity 

2. skin corrosion / irritation 

3. serious eye damage / eye irritation 

4. respiratory or skin sensitization 

5. germ cell mutagenicity 

6. carcinogenicity 

7. reproductive toxicity 

8. specific target organ toxicity - single exposure 

9. Specific target organ toxicity - repeated exposure 

10. Aspiration hazard] 
(2) bioaccumulation in humans 
(3) Endocrine toxicity, 
(4) Immunotoxicity, and 
(5) Neurotoxicity.  
 
 
§ 69305. Guidance Materials.  
[page 45] 

(a) Before finalizing the initial list of Priority Chemicals pursuant to section 69302.2, the 
Department shall prepare, and make available on its website, guidance materials to assist 
persons in performing Tier I AAs and Tier II AAs in accordance with the requirements of this 
chapter. The Department shall periodically revise and update the guidance materials. 
 
 
§ 69305.1. Alternatives Assessment Notifications and Tier I AA Reports 
[page 46] 

Comment: Concern with this section is that it creates disincentives for Tier I AA substitutions. 

This section should create an incentive to document safer alternatives to Priority Chemicals and to 

submit Tier I AAs to DTSC. This can be done by having DTSC create a database of Tier I AA / Tier 

II AA reports that can be referenced by other companies making similar substitutions and by 

allowing the submission of a Tier I AA / Tier II AA by any organization or a consortium of 

organizations for a functional use of a chemical. In addition, the provision should allow for any 

organization -- government, non-profit, business, or consortium -- to submit a Tier I AA or Tier II 

AA to DTSC. This would create an incentive for organizations to create a database of Tier I AA 

reports such that fewer companies must perform them.  

 

Comment: Also limit the scope of this section to Priority Chemicals. It is too much of a burden for 

every company to address every substitution for a Chemical under Consideration. 

 

(a) After a chemical has been listed as a Chemical under Consideration or Priority Chemical on the 
final lists prepared pursuant to section 69302.24, and before that chemical is associated with a 
Priority Product, if any product containing that chemical is reformulated or redesigned to remove 
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or reduce the concentration of [comment: too onerous for reductions; only require for 

substitutions] that chemical, or the original product has been replaced with an alternative 
product, the responsible entity shall provide either:  
 
(1) an AA Notification to the Department before placing the reformulated, redesigned or 
replacement product into the stream of commerce in California. The AA Notification shall include 
all of the following: 
(A)(1) The responsible entity’s name and contact information;  
(B)(2) Information identifying and describing the original product and the reformulated, 
redesigned or substituted product, including the brand name(s) and labeling information for both 
products;  
(C)(3) The intended uses, and targeted customer base(s), for the product;  
(D)(4) The Chemical under Consideration or Priority Chemical removed from, or reduced in, the 
product; and  
(E)(5) A Tier I AA Report comparing the two products, or all of the following information:  
1.(A) Information explaining the rationale for and the factors considered in selecting the 
reformulation, redesign or substitution alternative;  
2.(B) Identification, and a qualitative or quantitative description, of any reduction(s) to adverse 
public health or environmental impacts achieved by the reformulation, redesign or substitution; 
and  
3.(C) Identification of any hazard traits exhibited by the substitute chemical, if another chemical 
was substituted for the Chemical under Consideration or Priority Chemical.  
a.1. Identification of hazard traits shall be based on criteria developed by the Department or 
OEHHA, to the extent such criteria are made available by the Department or OEHHA.   
b.2. If relevant criteria have not yet been provided by the Department or OEHHA, reliable  
information shall be used to determine if the chemical exhibits a hazard trait; or 
 
(2) an AA Reference to the Department before placing the reformulated, redesigned or 
replacement product into the stream of commerce in California. The AA Reference shall refer to 
an existing Tier I AA that is posted on the Department’s website. The AA Reference may be used 
to cover classes of products that use the Priority Chemical in functionally equivalent applications. 
The AA Reference shall include the following [Comment: To facilitate compliance need to 

recognize that a singular chemical use is used in tens of thousands of products. Therefore an 

existing Tier 1 AA should be allowed to apply to many products that use a chemical in a 

functionally similar manner. For example, DEHP is a plasticizer in flexible PVC. Rather than 

submitting an AA Notification / AA Reference for every product that switches from DEHP to 

another plasticizer such as DINCH companies should be allowed to apply the AA Reference to 

DINCH for all products that made such a switch, rather than having to send in an AA Reference 

for every SKU product substitution]. 
(A) The responsible entity’s name and contact information;  
(B) Information identifying and describing the functional use of the Priority Chemical in the 
product or class of functionally equivalent products;  
(C) The intended uses, and targeted customer base(s), for the product;  
(D) The Priority Chemical removed from the product; and  
(E) A reference to an equivalent existing Tier I AA or Tier II AA that is posted on the 
Department’s website. 
 
(b) The requirements of subsection (a) do not apply to a product that was reformulated, 
redesigned, or substituted as the result of the implementation of a selected alternative  identified 
in an AA Report submitted to the Department pursuant to this article.  
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(c) The requirements of subsection (a) do not apply if the manufacturer of the product has 
submitted a Chemical Removal Confirmation Notification or a Product Removal Confirmation 
Notification to the Department. 
(d) The information submitted pursuant to subsection (a) shall be taken into consideration by the 
Department during subsequent chemical and product prioritization processes conducted pursuant 
to articles 2 and 3 in the evaluation of any prioritization factors that the Department determines 
this information is pertinent to.   
(e) If the AA Notification is accompanied by a Tier I AA Report prepared by a qualified  third-party 
assessment entity, or verified by a lead assessor meeting the requirements of  section 
69305.2(c)(3)(B), the Department shall, if requested by the person submitting the AA 
Notification, list the product that is the subject of the Tier I AA Report on the Department’s 

website, along with any identifying and descriptive information that the person submitting the AA 
Notification requests to be posted on the Department’s website. 
 
(f) Any entity may voluntarily submit to the Department for posting on its website a Tier I AA 
Report for a Chemical under Consideration or Priority Chemical that is equivalent to the 
requirements specified in subsection (a)(1)(E). The Tier I AA Report must be prepared by a 
qualified  third-party assessment entity, or verified by a lead assessor meeting the requirements 
of  section 69305.2(c)(3)(B). 
 
 
§ 69305.4. Tier II Alternatives Assessment Work Plan. 

… 
[page 53] 

(a)(3) Supply Chain Information. All of the following information applicable to the product 16 that 
is, or should reasonably be, known to the preparer of the AA Work Plan:  
(A) The name of, and contact information for, the person identified on the product label as the 
manufacturer, and the person, if any, identified as the distributor;  
(B) The name of, and contact information for, the producer of the product;  
(C) The name of, and contact information for, all responsible entities for the product; and  
(D) The name of, and contact information for, any other person in the supply chain for the 
product.  [Comment on 69305.4 (a)(3)(D): this is too complicated given long supply chains.]  

 
 
§ 69305.5. Tier II AA Evaluation and Comparison Process and Factors.  

[starting on page 55] 

Comment: the Chemical Hazard Assessment of Tier II-A AA section (b) requirement should be the 

same as the requirement for Tier I AA - both are Chemical Hazard Assessments. 

(a)(1) Each Tier II AA, required pursuant to section 69305.2(a), shall include both of the 
following:  
(A) A Chemical Hazard Assessment and, except as provided otherwise in paragraph (2)(B), an 
Exposure Potential Assessment, which together shall be referred to as a Tier II-A AA, and  
(B) A Multimedia Life Cycle Evaluation, which shall be referred to as a Tier II-B AA. 
(2)(A) A Chemical Hazard Assessment shall be performed to evaluate and compare the Priority 
Product and all alternatives initially identified for consideration.  
(B) Following completion of a Chemical Hazard Assessment evaluation and comparison, an 
Exposure Potential Assessment shall be performed to evaluate and compare the Priority  Product 
and any alternative being considered that contains a chemical that exhibits one or  more hazard 
traits. An Exposure Potential Assessment is not required if none of the  alternatives being 
considered contain a chemical that exhibits a hazard trait.  
1. Identification of hazard traits shall be based on the criteria specified for Tier I AA in section 
69305.1(a)(5)(C) or developed by the Department or OEHHA for determining when a chemical 
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exhibits a hazard trait, to the extent such criteria are made available by the Department or 
OEHHA. 
… 
[page 56] 
(b) Chemical Hazard Assessment. The minimum set of factors that shall be reviewed to  
determine if they are pertinent for inclusion in the Chemical Hazard Assessment evaluation and 
comparison of the Priority Product or component and all alternatives being considered shall 
include the hazard traits necessary to comply with a Tier I AA as specified in section 
69305.1(a)(5)(C). 
[Comment: the requirements below are part of the Tier I AA and should be deleted.] 

all of the following:  
(1) Chemical Information. Chemical and physical properties to be considered, to the extent 
pertinent, for the Priority Chemical contained in the Priority Product or component, and for any 
chemical that is being considered as an alternative to the Priority Chemical, include, but are not 
limited to, those properties listed in section 69302.3(a).  
(2) Public Health Impacts. Evaluation and comparison of public health impacts must include, to 
the extent pertinent, consideration of impacts that may result from single, intermittent or 
frequent use of, or exposure to, the product, considering opportunities for dermal, oral and 
inhalation exposures during product use or other stages in the life cycle of the product. Factors to 
be considered, to the extent pertinent, include, but are not limited to, those factors listed in 
section 69302.3(b).  
(3) Ecological Impacts. Factors to be considered, to the extent pertinent, include, but are not 
limited to, those factors listed in section 69302.3(c).  
(4) Chemical Traits Related to Environmental Impacts. Chemical traits to be considered, to the 
extent pertinent, include, but are not limited to, those traits listed in section 69302.3(d)(1). 
 

[Comment: Alternatively you could leave a choice of filing the Tier I AA or all the 

information listed in the proposed regulations, such as:  

 
(1) the hazard traits necessary to comply with a Tier I AA as specified in section 
69305.1(a)(5)(C) or 
(2) all of the following:  
(1A) Chemical Information. Chemical and physical properties to be considered, to the 
extent pertinent, for the Priority Chemical contained in the Priority Product or component, 
and for any chemical that is being considered as an alternative to the Priority Chemical, 
include, but are not limited to, those properties listed in section 69302.3(a).  
(2B) Public Health Impacts. Evaluation and comparison of public health impacts must 
include, to the extent pertinent, consideration of impacts that may result from single, 
intermittent or frequent use of, or exposure to, the product, considering opportunities for 
dermal, oral and inhalation exposures during product use or other stages in the life cycle 
of the product. Factors to be considered, to the extent pertinent, include, but are not 
limited to, those factors listed in section 69302.3(b).  
(3C) Ecological Impacts. Factors to be considered, to the extent pertinent, include, but are 
not limited to, those factors listed in section 69302.3(c).  
(4D) Chemical Traits Related to Environmental Impacts. Chemical traits to be considered, 
to the extent pertinent, include, but are not limited to, those traits listed in section 
69302.3(d)(1). 
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§ 69305.7. Tier II-A Alternatives Assessment Reports.  
[page 60] 

In addition to the information specified in subsection (b) of section 69305.6, the Tier II-A AA 
Report shall also include all of the following information:  
(a) AA Goal and Scope of Alternatives. The AA Report shall identify the goal of the Tier II AA, 
identify and briefly describe the alternatives chosen to be evaluated and compared in the Tier II-A 
AA, and explain the rationale for selecting these alternatives. If the scope of alternative types 
considered differs from the anticipated scope identified in the AA Work Plan, the AA Report shall 
note and explain the reason for the change.  
(b) Scope of Life Cycle Segments. The AA Report shall identify which life cycle segments were 
chosen for evaluation and comparison in Tier II-A AA for the product and all alternatives. If not all 
life cycle segments listed in section 69305.4(a)(5) have been or will be evaluated and compared, 
the AA Report shall explain the rationale for the omissions, including an explanation of why an 
evaluation of the omitted life cycle segments is not necessary to comply with the requirements of 
Health and Safety Code section 25253(a). 
Comment: The scope of Life Cycle Segments is not relevant to the Tier II-A AA; it is only relevant 

to the Tier II-B AA. 

(c) Approach and Methodology for the Chemical Hazard Assessment and Exposure Potential 
Assessment (Tier II-A AA). The AA Report shall identify and describe the 
[page 61] 
assessment tools, models, or software used to conduct the Chemical Hazard Assessment and, if 
applicable, the Exposure Potential Assessment, and discuss any limitations of these tools, models 
and software. The AA Report shall also identify any published methodologies or guidelines used, 
and any deviations taken from the published methodologies or guidelines. The AA Report shall 
also identify, and briefly describe the approach and methodology used for each major Tier II-A AA 
task, including as applicable, but not limited to, the tasks listed in section 69305.4(a)(6).  
(d) Chemical Hazard Assessment. The AA Report shall include an AA Reference [comment: AA 

Reference means a reference to an existing AA on DTSC’s website - see our proposed changes to 

section 69305.1] to existing equivalent comparative Chemical Hazard Assessment listed on the 
Department website or all of the following  information for the Chemical Hazard Assessment:   
(1) Statement that the factors used for the assessment are consistent with a Tier I AA in section 
69305.1(a)(5)(C) or if different than a Tier I AA the iIdentification of the factors listed in section 
69305.5(b) that were used to evaluate and compare the Priority Product, or component, and all 
alternatives considered, and the rationale for the selection of the evaluation and comparison 
factors.   
(2) A comparative matrix, or other format, that provides the reviewer with an easily understood 
visual comparison, organized in conformance with a Tier I AA or section 69305.5(b), that presents 
both of the following:  
(A) The data collected for each factor evaluated and compared in the Chemical Hazard 
Assessment, and  
(B) The comparative results of evaluating the data presented pursuant to subparagraph (A).  
(3) Data relied on for any determination that one or more alternatives being considered do not 
exhibit a hazard trait. This information is not required for any alternative that will be evaluated 
using an Exposure Potential Assessment. 
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November 1, 2010 
 
 
Mr. Jeff Woled, Regulations Coordinator 
Regulations Section 
Department of Toxic Substances Control 
P.O. Box 806 
Sacramento, CA 95812-0806 
 
Re:  Safer Consumer Product Alternatives – Proposed Regulations  
         R-2010-05 (September 13, 2010) 
 
Dear Mr. Woled: 
 
The Silicones Environmental Health and Safety Council of North America (SEHSC)1

 

 appreciates 
the opportunity to provide input on the September 13, 2010 draft Safer Consumer Product 
Alternatives (Regulations) proposed by the California Department of Toxic Substances Control 
(DTSC). SEHSC is a member of the Green Chemistry Alliance (GCA), and supports GCA’s 
comments on the proposed regulations.  In addition, by this letter, we wish to draw your 
attention to two items of particular importance to us.     

AB 1879 specifically mandates identification and prioritization processes that take into account 
“the potential for exposure to the chemical in a consumer product” Health & Safety Code § 
25252(a).  In incorporating exposure into the chemical and product prioritization processes, the 
Regulations should focus only on exposure pathways that result from “reasonable and 
foreseeable use.”  For example, § 69303.3(b) should read “Reasonable and foreseeable 
potential for the public or the environment to be exposed…” and the language in §§ 
69302.1(a)(2) and 69303.1(a)(2) should be modified to “reasonably foreseeable exposure 
pathway.”  This qualification is necessary to ensure that decisions are grounded in sound 
science and that exposure considerations are not based on highly speculative conjecture.  It will 
provide parties with a common standard with which to evaluate exposure scenarios.     
   
SEHSC believes that the proposed petition process for the de minimis exemption set out in § 
69305.3 of the Regulations will be overly burdensome for both industry and the DTSC.  The 
silicones industry alone manufactures numerous polymers that typically contain trace 
monomers.  A case-by-case petition process could involve hundreds or thousands of products.  
We strongly agree with the GCA and the American Chemistry Council (ACC) and other 
commenters that the more principled and prudent approach is to establish a de minimis 
exemption with a default threshold.   
 
 
                                                           
1 The Silicones Environmental, Health and Safety Council of North America (SEHSC) is a not-for-profit trade 
association comprised of North American silicone chemical producers and importers. 
 



In lieu of a time-consuming and resource-demanding application process, DTSC should set a de 
minimis threshold for each priority chemical (PC) and leave it to manufacturers to report if their 
products contain a PC above the threshold.  The current OSHA de minimis of 1% (0.1% for 
carcinogens) would be an appropriate default (it could be updated as OSHA implements GHS).  
 
For more than 30 years, SEHSC has promoted the safe use of silicones through responsible 
product stewardship and cutting-edge environmental, health and safety research. As coalition 
partners in the GCA, SEHSC continues to advocate for a science-based framework for state 
regulation that will satisfy the requirements of the statue and encourage competition and 
innovation.   
 
SEHSC appreciates your consideration of our comments regarding the Regulations. Please feel 
free to contact me if you have any questions or concerns regarding this matter. 
 
 
Sincerely,  
 

 
 
Karluss Thomas 
Executive Director, SEHSC  
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Last Name: Sinsheimer 
First Name: Peter 
Organization: University of California, Los Angeles -- Sustainable Technology and Policy Program 
Address: 21-293 Center for Health Science 
Address Cont'd:  
City: Los Angeles 
State: CA 
ZIP Code: 90095 
E-mail Address: petersinsheimer@ucla.edu
Phone: 310.794-1408 

  

Affiliation: Nongovernment Organization 
hr: 
Art_1_Label: 
Section: 69301. Purpose and Applicability 
Page:  
Line:  
Comment: (NOTE:  FORMAT PROVIDED DOES NOT ALLOW FOR MORE THAN ONE COMMENT PER ARTICLE.  WE HAVE MANY 
COMMENTS PER ARTICLE.  FOR EACH COMMENT SECTION, I HAVE LISTED THE SUBSECTION NUMBER, THE TOPIC, THE PAGE 
NUMBER, THE LINE NUMBER, AND THE COMMENT.  IF THERE IS SPECIFIC LANGUAGE CHANGES, I HAVE PUT THESE IN THE 
SUGGESTED AMENDMENT LANGUAGE SECTION.  WHERE THERE ARE NO SPECIFIC LANGUAGE CHANGES, WE RECOMMEND DTSC 
DEVELOP CHANGES TO RESOLVE ISSUE(S) IDENTIFIED IN THE COMMENT. A HARD COPY VERSION OF ALL COMMENTS HAVE 
BEEN SENT FOR YOUR CONVENIENCE) 
 
69301.1 (a) Guiding Principles (p.5, line 15) 
  
1.  Remove the phase � life cycle thinking�  since its use is already specified in the statute and in the regulations. 
 
2.  Replace phase � � should be considered� �  with � � should be maximized � �   to indicate the importance or incorporating 
green chemistry principles throughout regulatory implementation. 
 
 
69301.2 Definitions  
 
69301.2 (a)(5) Alternatives Assessment (p.6, line 16) 
 
Replace with term � Alternatives Analysis�  (as stated in the statute).  Replace content of this definition with the following:  � AA is 
a method for determining the viability of safer substitutes to products of concern.�  
 
69301.2 (a)(14) Chemical of Concern (p.7, line 19) 
 
This should be the term used to describe all chemicals listed in section 69302 (a)(1).   
 
69301.2 (a)(18) Chemicals Under Consideration (p.8, line 38) 
 
This term should be removed.  It is extremely misleading. 
 
69301.2 (a)(24)  De minimis (p. 9, line 25) 
 
Remove.  See comment to Subsection 69305.3. 
 
69301.2 (a)(39) Hazard Trait (p.11, line 39) 
 
The interim definition of hazard trait in subsection (2) is quite limited, and appears to represent an exercise of ad hoc prioritization. 
There are other obvious hazard traits (e.g. acute toxicity, respiratory sensitivity, etc.) for which well recognized identification criteria 
exist. The interim set of hazard traits should be expanded, or a provision should be added reserving DTSC the authority to consider 
additional hazard traits as part of the prioritization process as appropriate. This comment is also relevant to the limit placed on the 
initial Chemicals of Concern (CoC) List referred to in Section 69302.4 (d). 
 
69301.2 (a)(54) Priority chemical. (p.13, line 54) 
 
This term is extremely misleading.  Change to � Priority Chemical of Concern�  
 
69301.2 (a)(55) Priority product. (p.14, line 1)   
 
This term is extremely misleading.   Change to � Priority Product of Concern�  



 
69301.2 (a)(62) Product under consideration. (p.15, line 21)   
 
This term is misleading.  Change to � Product of Concern� 
 
69301.2 (a) Social utility. (NEW, TO ADD)  
 
This term needs to be defined as a characteristic of the product � s function. (See 69306.5) 
 
69301.2 (a)(76) Technologically and economically feasible alternative (p.17, line 26) 
 
Remove term.   
 
Where term used in AB 1879 regulation, replace with idea that � product function and performance and economic impact�  need to 
be taken into account. 
 
AB 1879 calls for a comparison of the product function and performance as well as economic impacts along with a range of other 
human health and environmental impacts when determining the viability of alternatives.  This suggests that a multi-criteria decision 
approach be used to determine viability of alternatives.  Reducing economic and performance criteria together larger criteria goes 
against the idea of using a multi-criteria approach.   
 
In addition, there are a number of specific problems with how this term is being defined: 
� The definition assumes that the alternative must be available to the manufacture of a Priority Chemical of Concern for the 
alternative to be considered.  What if a viable alternative is not available to a targeted manufacture?  (e.g., a rival manufacture with 
a patent right on the alternative).  Would such as alternative not be considered? 
� The definition introduces the specific economic tool rate of return which is not further defined.  In a regulatory context, rate of 
return needs to take into account negative and positive externalities.    
� By saying no significant externalized cost imposed on consumers, public health, or the environment, requires negative 
externalities to be monetized.  This puts this into a cost-benefit analysis framework, which historically has been problematic.  Cost-
Benefit Analysis requires all the incommensurable measures normalized in terms of dollars.  Since imputing a value on these 
external factors inherently value-based, the dollar value chosen is an indirect way of weighting.  This is essentially multi-criteria 
decision analsysis, yet not transparent, because the critical trade-offs are being hidden in monetized figures. 
� Part � B�  of this definition introduces additional economic terms without further definition:  � affordability�  and � purchase 
price differential� . 
 
69301.2 (a)(78) Tier I Alternatives Assessment (p. 18, line 2) 
 
.  Eliminate this term.  Guidance materials should be developed for Tier I AA (see comment on 69305 below) 
 
69301.5 Information Submission (p.22, line 39) 
 
1. The provision lists a useful set of information to be submitted. It should, however, include a general statement of the obligation 
to provide 
such other additional data or information as DTSC requests beyond the types specified in (1) through (8). 
 
2. The provision references chemical data specified in Sections 69302.3 and 69303.3. Those sections do not specify testing 
methods, data formats, QA/QC requirements and the like. The provision should note that the data is to be generated and submitted 
in the manner and form specified by DTSC. 
 
3. The confidentiality provision in subsection (e) should be harmonized with Article 10. 
 
 
Suggested Amendment Language: 69301.1 (a) Guiding Principles (p.5, line 15) 
  
1.  Remove the phase � life cycle thinking�  since its use is already specified in the statute and in the regulations. 
 
2.  Replace phase � � should be considered � �  with � � should be maximized � �   to indicate the importance or incorporating 
green chemistry principles throughout regulatory implementation. 
 
 
69301.2 (a)(5) Alternatives Assessment (p.6, line 16) 
 
Replace with term � Alternatives Analysis�  (as stated in the statute).  Replace content of this definition with the following:  � AA is 
a method for determining the viability of safer substitutes to products of concern.�  
 
69301.2 (a)(14) Chemical of Concern (p. 7, line 21) 
 



his should be the term used to describe all chemicals listed in section 69302 (a)(1).   
 
69301.2 (a)(18) Chemicals Under Consideration (p.8, line 38) 
 
This term should be removed.   
 
69301.2 (a)(24)  De minimis (p.9, line 25) 
 
Remove.   
 
69301.2 (a)(54) Priority chemical (p.13, line 39)  
 
Change to � Priority Chemical of Concern�  
 
69301.2 (a)(55) Priority product (p. 14, line 1) 
 
Change to � Priority Product of Concern�  
 
69301.2 (a)(62) Product under consideration (p. 15, line 21) 
 
Change to �Product of Concern � 
 
 
69301.2 (a)(76) Technologically and economically feasible alternative (p. 17, line 26) 
 
Remove term.   
 
69301.2 (a)(78) Tier I Alternatives Assessment (p. 18, line 78) 
 
Eliminate this term.   
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69302.3 Chemicals under Consideration (p. 30, line 7) 
 
1.  As written, the provision suggests that consideration of all factors is mandatory. The provision should be clarified to state that 
DTSC need not have data regarding all prioritization factors for all chemicals in order to move forward with listing. 
 
2.  Change name of this section to � Chemicals of Concern.�   (see comment on 69301.2) 
 
69302.4 Priority Chemicals (p.35, line 22) 
 
1.   Change name of Section to � Priority Chemicals of Concern�  (See comment on 69301.2) 
  
2.  The provision focuses upon relative threat to public health and the environment, data quality and departmental resources as the 
deciding factors in prioritizing chemicals under consideration. The regulations should specifically acknowledge the three factors set 
out in the statute: the volume of chemical in commerce, potential for exposure in consumer products, and potential effects on 
sensitive subpopulations. Moreover, departmental resources (presumably referring to the agency � s ability to act upon the CoC 
once listed) is an inappropriate factor for listing purposes, and would undercut one of the goals of the statute: empowering the 
market through information dissemination. A chemical that is of concern should not escape listing, and the market impacts of that 
designation, simply because the agency may be under-funded. The agency can appropriately take its resources into account in 
staging the submission of AA � s for listed CoCs. 
 
3. The provision should contain a timeline for production of the initial list and schedule for additions to the list. 
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69303.1 Applicability of Product Prioritization (p. 37, line 27) 
 
Process The exclusion in subsection (a)(1) should be revised to expressly require that the existing regulation addresses the 
product with an equivalent level of stringency as AB 1879. 
 
69303.4 Priority Product Listing (p. 42, line 12) 
 
1. The term � Priority Product�  should be replaced with term � Product of Concern.�  This is not only consistent with the 
classification terms for chemicals (i.e. chemical of concern), but also reflects the proper meaning for the class of products.  
 
2. Lists of Priority Products may have to undergo rulemaking procedures under the California APA as they would be of general 
applicability.  Otherwise, the lists may be subject to challenge as � underground regulations.�  
 
3. Consideration of departmental resources as a listing criterion is inappropriate. 
 
4. The provision should contain a timeline for production of the initial list and schedule for additions to the list. 
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69305 Guidance Materials (p. 45, line 38)  
 
This provision refers to guidance materials for Tier II AAs.  This should be expanded to include Tier I AA as well. 
 
69305.1 (a)(5)  Tier I AA Report (p. 46, line 9) 
 
1.  Definition of Tier I AA (69301.2 (a) (78) should be eliminated.  Guidance materials for Tier I AA should be developed along with 
Tier II AA (see 69305 above).   
 
2.  Also strike � comparing two products� .  Tier I  AA could pertain to more than two products. 
 
69305.1 (d) Tier I AA Reports (p. 47, line 1) 
 
This provision should require that products for which a Tier I AA has been conducted by a qualified third-party and/or lead assessor, 
and for which a � safer�  alternatives has been identified, be scheduled for listing as a priority product of concern.  
 



69305.1 (e) AA Tier I Reports  (p. 47, line 5) 
 
All Tier I reports should be posted. 
 
69305.3 De Minimis Exemption (p. 50, line 34) 
 
The De Minimis exemption should be eliminated. 
 
�  No discretion in the statute: Nothing in the statute that suggests or implies the setting of a de minimis concentration or risk 
level.  
�  Statute suggest de minimis levels not be used:  By requiring the use of alternatives analysis as the evaluation tool, the logic of 
the statute is not to set an absolute acceptable level of a Chemicals of Concern (CoC) in a product but to compare the hazard profile 
of products containing CoC with alternatives.  
 
�  No scientific basis for setting DM:  Setting a 0.1% concentration clearly arbitrary.  It fails to recognize the wide range of potency 
of chemicals and the reality that numerous chemicals exhibit toxicity at levels which are orders of magnitude below the 1,000 parts 
per million level of the de minimis definition in the draft regulation.  
 
�  While de minimis exclusion is not intended to be absolute, DTSC requires evidence of potential harm at concentrations below 
the de minimis level (see 69305.3(d)(2)(A)(B)) but provides no standard for disallowance. 
 
�  As a practical matter, even if these provisions were modified to clarify DTSC's authority to disallow de minimis exclusions, the 
reality of DTSC's limited resources would likely result in de facto absolute exemptions as DTSC will be unable to identify and act 
upon those chemicals that should be removed from the default de minimis coverage.  
 
69305.5 Tier II AA Evaluation and Comparison Process and Factors 
 
No reason for creating Tier II-A AA and Tier II-B AA.   
Chemical Hazard Analysis and Exposure Potential Assessment should not be separated from other comparison factors. 
 
69305.5 (a)(2)(C) 1. Tier II AA Evaluation Chemical Hazard Assessment (p.56, line 8) 
 
After the Chemical Hazard Assessment, if an alternative poses an equal or greater threat than the Priority Product of Concern, this 
alternative should be classified as a Priority Product of Concern and subject to the same regulatory requirements. 
 
69305.5 (a)(2)(C) 2. Tier II AA Evaluation Exposure Potential Assessment (p.56, line 11) 
 
After the Exposure Potential Assessment, if an alternative poses an equal or greater threat than the Priority Product of Concern, this 
alternative should be classified as a Priority Product of Concern and subject to the same regulatory requirements. 
 
69305.5(d)(1) Tier II AA Evaluation Multimedia Life Cycle Evaluation (p.57, line 34) 
 
Add a subsection on measuring the social utility of the product. 
 
69305.5(d)(4) Tier II AA Evaluation Multimedia Life Cycle Evaluation (p. 58, line 26) 
 
1.  � Environment�  should be added as an externalized cost.   
 
2. � Elasticity of demand�  should be added. 
 
3.  Strike � Other financial investments or liabilities not listed above�  and substitute in � other economic impacts not listed 
above.�  
 
69305.5(e) Tier II AA Evaluation Multimedia Life Cycle Evaluation (p. 58, line 40)   
 
1.  ISO documents are not publically available, so it is impossible to comment on whether ISO 14040 is suitable to covers all life 
cycle factors (except for cost) listed in the statute or specified in the regulation, and whether ISO 14040 is suitable as an alternative 
analysis tool in the context of AB1879.    
 
2.  That said, ISO 14040 includes elements of subjectivity, including classification, categorization, sorting, ranking, and weighting.  
Guidance materials (69305) need to be carefully written, 3rd party review and Department review needs to assure that the 
subjective elements of this methodology align with the public policy goals of the statute and the guiding principles of the regulation.   
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69306.3 (a)(3) Product Information to Consumers (p. 66, line 40) 
 
These chemicals should be listed as � priority chemicals of concern�  not � priority chemicals.�    The term � priority chemicals�  
could be interpreted as positive and therefore the term is deceptive.  (See comments on 69301.2 (a) 54) and (55) 
 
69306.3(c)(1)(C) Product Information to Consumers (p.67, line 17) 
 
Same as above.   
 
69306.4 (a)(2)(D) Financial Guarantee (p.69, line 28) 
 
The regulations should include substantially more specific provisions regarding the level and nature of the guarantee, and the 
process for demonstrating its sufficiency.  Experience in other regulatory programs with financial guarantee mechanisms 
demonstrates the need for very specific direction and oversight if the mechanism is to be useful. 
 
69306.5 Product Sales Prohibition (p.70, line 31) 
 
1.  Eliminate requirement that prohibition only when alternative contains no priority chemical.  This requirement is problematic for a 
number of reasons: 
 
� It systematically biases against determining safer alternatives later in the program as the number of Priority Chemicals increases.   
That is, the same product may be considered a safer substitute early in the program, when fewer Priority Chemicals of Concern 
have been listed, and be considered an unsafe substitute later in the program if the alternative contains a newly listed Priority 
Chemical of Concern.   
 
� Prohibiting a product based on the availability of a safer alternative, which if later determined as unsafe, puts in jeopardy a 
prohibition. 
 
� To remedy this problem, product prohibitions should be required when an alternatives has been determined to be � safer�  (as 
defined in the current draft regulation) taking into account economic impact and product function and performance. � Safer�  as  
proposed in the regulation (69301.2 (a) (69) is defined as � demonstrated net reduction of project public hea lth and environmental 
adverse impacts. �    
 
� This recommendation is in line with the method used by other Cal-EPA departments when evaluating whether to phase out a 
hazardous product or process. 
 
� This proposal is also in line with the statutory language as well as the series of workshops on AA hosted by DTSC in which 
private firms, government agencies, and academic researchers all used the concept of net reduction to determine the viability of a 
safer substitute. 
 
2. In addition, the Department should weigh the social utility of a product as a basis for sales prohibition.  That is, priority product 
of concern which has a low social utility should be prohibited regardless of whether there is a safer substitute (e.g., a new baby toy 
containing of priority chemical should be prohibited irrespective of whether there exists a functionally equivalent viable alternative.) 
 
3. DTSC should retain the authority to implement the ban in less than two years where appropriate. 
 
69306.7 Exemption from Regulatory Response Requirements (p.72, line 37) 
 
The provision should be recast as covering harmonization of regulatory response requirements with other jurisdictions and treaties. 
Rather than creating an exemption, the provision should simply provide for adoption of regulatory responses that are consistent 
with other programs (except where the AB 1879 requirements supersede or preempt the other requirements) and which are not 
duplicative. 
 
69306.8 Regulatory Response Determination Process (p.74, line 10) 
 
Department should be required to respond to all comments. 
 
Suggested Amendment Language:  
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69307.1 Website Posting of Disputes and Petitions for Review (p.76, line 36)  
 
The provisions should provide for public comment in both the informal and formal dispute resolution processes. 
 
69307.2 Request for Further Review by the Director (p.77, line 12) 
 
Unclear why Director should be given this discretion.   In addition, this provision does not require the Director to provide specific 
reasons for her/his decision, nor for a process for providing public input into decisionmaking process. 
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Page: 28 
Line: 8 
Comment: (NOTE:  WE SUBMITTED PRIOR COMMENTS EARLY.  PLEASE ADD THESE TWO ADDITIONAL COMMENTS)  
 
While subsection (a) of the provision provides exact dates by which DTSC will generate the initial lists of Chemicals Under 
Consideration, Priority Chemicals, Products Under Consideration, and Priority Products.    Unfortunately, in subsection (b) the 
Department gives itself complete discretion for revising and updating these lists.  If exact dates can be set for the initial list, should 
be set for periodic updates.  Since three years is being recommended for minimum time period between the completion of a Tier II 
AA and when that AA can be reevaluated, three years would appear to be an appropriate time frame updating the four lists. 
 
A standardized methodology should be developed for the periodic review process, including number of chemicals/products to place 
on each list, procedures for reviewing candidate chemicals/products, etc. 
 
Suggested Amendment Language:  
hr2: 
Art_2_Label: 
Section: 69302.1. Applicability 
Page: 29 
Line: 7 
Comment: This provision exempts chemicals exhibiting a hazard trait from regulation when the Department finds that there are no 
exposure pathways by which the chemical might pose a threat to public health and the environment. This exemption should be 
eliminated.  An exempted chemical could be used in a way unintended by the manufacturer that does pose a threat.  Such 
unintended use is often difficult to regulate. Such chemicals are likely to have a low priority ranking to be listed as a CoC. If a 
potentially safer alternative does exist which eliminates the hazard trait such an alternative should be evaluated through the AA 
process. 
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November 1, 2010 
 
California Department of Toxic Substances Control 
Office of Legislative and Regulatory Policy 
Attn:  Heather Jones, MS 22A 
P.O. Box 806, 1001 I Street 
Sacramento, CA 95812 
 
RE:  Comments on Draft Green Chemistry Regulation: Safer Consumer Product Alternatives 

Dear Ms. Jones, 

 On behalf of the Alliance of Automobile Manufacturers (“Auto Alliance”), I respectfully 
submit the following comments in response to the Department of Toxic Substances Control’s 
(“Department” or “DTSC”) draft green chemistry regulation, Safer Consumer Product 
Alternatives (the “Draft Regulation”).  California’s green chemistry initiative represents an 
ambitious new vision for the design of consumer products while presenting a daunting challenge 
for the Department given the myriad of consumer products available in California today.  The 
Auto Alliance appreciates the complexity of the Department’s task at hand and the efforts put 
forth to date in preparing the Draft Regulation.  However, despite our best efforts over the past 
several months to provide feedback and solutions to help the DTSC to focus its efforts, the 
September 14, 2010 Draft Regulations have actually grown in scope, creating a regulatory 
process that will be ineffective, inefficient, and stagnant and have the potential to do more 
environmental harm than good .  

 For the reasons set forth below, significant changes to the Draft Regulation are necessary 
to achieve in practice the vision of California’s green chemistry laws and to redirect the proposed 
regulatory program to the objectives and requirements of Assembly Bill 1879 (Feuer, 2008) and 
Senate Bill 509 (Simitian, 2008) (hereinafter, collectively “the Statute”).   

 To that end, we urge the Department to revise the Draft Regulation as follows: 

• Clearly state that manufacturers will be responsible for one priority chemical per one 
priority product or component at a time; 

• Remove, or at the very least make voluntary, compliance with Tier I Alternatives 
Assessment and notification process; 

• Clearly provide for due process requirements; and 
• Remove provisions that are not authorized by statute (e.g., recall provision). 
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About the Alliance of Automobile Manufacturers 
The Auto Alliance is a trade association of 12 car and light truck manufacturers, 

consisting of BMW Group, Chrysler Group LLC, Ford Motor Company, General Motors 
Company, Jaguar Land Rover, Mazda North America Operations, Mercedes-Benz USA, 
Mitsubishi Motors, Porsche Cars North America, Inc., Toyota Motor North America, 
Volkswagen of America, Inc., and Volvo Cars North America.  The members of the Auto 
Alliance are committed to developing and implementing constructive solutions to public policy 
challenges that promote sustainable mobility and benefit society in the areas of human health, 
environment, energy and motor vehicle safety. 

As consumer product safety and sustainability are a key focus of the Auto Alliance, its 
members have developed many of today’s significant safety innovations without a government 
mandate, including anti-lock brakes, electronic stability control, electronic roll mitigation, 
adaptive headlights, side airbags and curtains, front passenger safety belt reminder systems and 
advanced collision avoidance features.  In addition, Auto Alliance members led efforts to place 
Brake Transmission Shift Interlocks on all cars and are working on innovative technologies to 
further protect visually impaired pedestrians.  Auto Alliance members also are working with the 
government on Intelligent Transportation Systems that will use technology and wireless 
applications to inform drivers of hazards that are not readily visible. 

Regarding sustainability, the Auto Alliance has embraced emission-free vehicles as a 
powerful long-term vision, and its members continually invest in advanced emission-reduction 
technologies.  Automakers have achieved a 99% reduction in smog-forming emissions since the 
1970s.  With automobiles accounting for 17% of all man-made carbon dioxide (“CO2”) 
emissions in the United States, automakers are innovating and redesigning their products to 
achieve a 30% reduction in CO2 by 2016 under the new federal fuel economy and greenhouse 
gas emission standards.   

Through their Global Automotive Declarable Substance List (“GADSL”), auto 
manufacturers have been working with their suppliers to achieve goals comparable to the green 
chemistry initiative for several years.  Briefly, GADSL is intended to be the global standard list 
for declaration of parts composition within the automotive industry.  It provides vehicle 
manufacturers and their suppliers with a definitive list of declarable and prohibited chemical 
substances relevant to parts and materials supplied throughout the automotive value chain.  
Presently, there are 2,606 substances on the list.  GADSL provides an open, transparent process 
for decision-making based on current and emerging global regulations and scientific hazard and 
risk evaluation.  The automobile industry is perhaps the only industry sector to develop and use 
this type of reporting and tracking process for chemicals of significance to environmental and 
public health.   

The International Material Data System (“IMDS”) is the tracking database which 
automotive suppliers use.  It supports the GADSL process and provides declarable substance 
information regarding the components and materials they provide.  This system currently 
includes over 30 million material safety data sheets.  Each automaker has developed information 
systems which access their data from the IMDS for analysis.  Automakers also list their chemical 
substance restrictions to their suppliers through their respective engineering standards, which are 
aligned with GADSL to create a “global automotive list”. 

Moreover, the automobile is the most recycled consumer product in the world today.  In 
fact, 95% of retired automobiles are processed for recycling each year, and the percentage of 
vehicle weight that is recycled, reused and recovered is approximately 86%.  In the United 
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States, the automotive recycling industry is a vital, market-driven industry consisting of 
approximately 9,000 operations located around the country, which saves an estimated 85 million 
barrels of oil a year, that would have been used in the manufacturing of new or replacement 
parts.1  

It is also important to note that automobiles already are highly regulated products subject 
to California, federal and international regulations, including those that regulate emissions of 
smog forming pollutants and toxic air contaminants, emissions of greenhouse gases, and fuel 
economy, as well as regulations pertaining to motor vehicle safety.  In addition, unlike some 
consumer products, automobiles are dynamic consumer products in that the parts and 
technologies used in their production are constantly changing.  For example, Auto Alliance 
members are currently designing vehicles that will utilize hybrid-electric, electric, and fuel-cell 
propulsion systems and that will incorporate advanced materials in order to reduce vehicle 
weight and improve fuel efficiency.  In addition, Auto Alliance members are currently being 
tasked by the California Air Resources Board (“CARB”) to comply with new regulations (LEV 
III, ZEV II, and Pavley II) that will require the redesign of vehicles to further reduce emissions 
of air pollutants and greenhouse gases (“GHGs”). 

Furthermore, unlike many consumer products, automobiles are complex and long-lived.  
A typical automobile has over 3,000 distinct and individual parts, most of which are composed 
of multiple materials and chemical substances.  These parts are produced by a vast worldwide 
network of suppliers.  Each manufacturer has over 1,000 suppliers, with multiple suppliers for 
many parts.  Automobile manufacturers assemble these parts, provided by their suppliers, into a 
final product.  Given this complexity, automobile manufacturers have little direct control over 
the chemistry used in the production of these parts. 

For the aforementioned reasons, the Auto Alliance embraces the goals and vision for 
safer consumer products embodied in the California green chemistry laws.  Unfortunately, the 
Draft Regulation falls remarkably short in achieving this vision. 

The Draft Regulation 
In general, the Draft Regulation is unworkable, overbroad, vague and too complex, in 

part because of the vast array of consumer products to which it may be applied.  As such, the 
scope should be narrowed in order to make it practical for consumer product producers to 
effectively implement green chemistry principles.  In addition to its impracticability, the Draft 
Regulation is flawed because it conflicts with and is duplicative of other state and federal 
regulatory programs; it violates Administrative Procedures Act (“APA”) standards and due 
process requirements; and it grants powers to the Department in excess of what is authorized by 
the Statute.  In its current form, the Draft Regulation is an ineffective and inefficient vehicle to 
achieving the Statute’s objectives, which will likely result in a significant negative impact on the 
environment and public health.   

The Auto Alliance strongly recommends that the Department re-evaluate and overhaul 
the Draft Regulation to ensure that it conforms with the letter and spirit of the Green Chemistry 
laws to provide complex consumer product manufacturers a reasonable opportunity to effectively 
implement green chemistry principles.  The regulatory requirements that are imposed under the 
Draft Regulation are so substantial - and go so far beyond what is authorized by the Statute - that 
compliance by complex consumer product manufacturers is infeasible, if not impossible.   

On July 15, 2010, the Auto Alliance provided the Department with a comprehensive 
mark-up of the unofficial draft of the regulations, to which the Department was, for the most 

 
1 http://www.a-r-a.org/content.asp?pl=505&contentid=436  

http://www.a-r-a.org/content.asp?pl=505&contentid=436
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ard 
part, non-receptive.2  Notably, the Department failed to consider more effective alternatives, 
such as considerations for complex products, voluntary approaches, technology-forcing stand
setting, and incentives to accelerate investment in greener and safer materials and product 
designs, or performance targets, which would allow market competition to accelerate innovation.  
The Auto Alliance respectfully requests that the Department reconsider and incorporate the 
comments and suggested regulatory language previously provided by the Auto Alliance as the 
Department moves forward with this rulemaking process.   

The Draft Regulation Fails To Provide Adequate Due Process Protections  

The Draft Regulation affords the Department a level of discretion in the decision-making 
process that infringes upon the due process rights of the regulated community.  Given the 
Department’s extensive discretion under the Draft Regulation, appropriate regulatory oversight 
by another body, such as the California Environmental Policy Council (“CEPC”), is critical to 
implementing the program in a fair and just manner.  In particular, the process by which the 
Department develops a list of Chemicals under Consideration and a list of Priority Chemicals 
pursuant to section 69302.2, as well as a list of Products under Consideration and Priority 
Products pursuant to section 69303.2, suffers from inadequate procedural due process 
protections.  In both instances, the Department is required neither to hold a hearing when a 
chemical or product is being considered for listing nor to base its findings on substantial 
evidence in the record.  In addition, the Department is not required to respond to public 
comments received on the proposed lists.  The manufacturer of an affected consumer product has 
an enormous amount at stake if one of its products is placed on either of the lists in question.  
Given this, a hearing must be held and the Department must respond to comments; these two 
steps are required by well-established notions of procedural due process. 

Further, under Article 4 of the Draft Regulation, any member of the public may petition 
for evaluation of a chemical or product without providing an affected entity adequate 
participation in the process. 

The Draft Regulation needs to include requirements for the Department to hold 
workshops, facilitate the dissemination of public records, and supply its scientific findings so 
they can be debated and discussed in forums where the public has a reasonable opportunity to 
respond and to present scientific evidence in support of or in opposition to the Department’s 
findings.  In the same vein, the Draft Regulation should be revised to provide formal petition 
procedures in the event a manufacturer disagrees with the decision to place a product on the 
subject lists, and all information relating to the process should be posted on the Department's 
website.  To do less may subject the Department to administrative due process claims and upend 
the application of the regulations every time a party believed it was treated unfairly or its 
products or the chemicals it uses are inaccurately placed on a list.  Without procedural fairness 
and due process, the goals of the Statute - to accelerate the move to safer consumer products -
cannot be met. 

Further, the Draft Regulation is unacceptable insofar as it adds a second layer of delay 
because one or more of the following sections/processes could be considered separate 
regulations, requiring their own separate Administrative Procedure Act (“APA”) process:  

• Chemicals Lists (section 69302.2.)  
• Chemicals Under Consideration (section 69302.3) 
• Priority Chemicals (section 69302.4) 
• Products Lists (section 69303.2) 

                                                 
2 Please see Alliance red-line markup comments submitted July 15, 2010 (copy attached). 
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• Products Under Consideration (section 69303.3) 
• Priority Products (section 69303.4) 

See Cal Gov. Code § 11340 et seq.  See also Goldberg v. Kelly, 397 U.S. 254, 255 (1970) (State 
and local procedures must satisfy Fourteenth Amendment due process requirements); Kruger v. 
Wells Fargo Bank, 11 Cal. 3d 352 (1974) (California due process provision contains similar state 
action requirements as federal constitution.). 

The failure to undertake each of these individual processes in compliance with the APA 
would expose DTSC to liability insofar as each step individually raises due process concerns that 
cannot be known with certainty until that step is undertaken.  For example, no entity can know 
whether the Chemical List process outlined in the Draft Regulation might ultimately result in the 
deprivation of “property” until and unless the process of compiling the list is undertaken, and 
once that potential deprivation is understood, the current draft of section 69302.2 would not 
entitle an affected entity every formality required under the APA.  Accordingly, the only way to 
undertake that process legally would be to afford affected entities the benefit of an additional 
APA process when the process of compiling the list is ultimately undertaken. 

The Draft Regulation Will Have Significant Adverse Impacts on the Economy 

In addition to possibly harming California’s environment and public health, the Draft 
Regulation will effectively govern and may have a deleterious effect on the entire economy of 
California.  California consumers already are being asked to shoulder the burden of 12 percent 
unemployment and a $20 billion budget deficit.  The Draft Regulation may only worsen the 
State’s economic woes by imposing exorbitant and unnecessary costs upon virtually every 
industry in California.   

The proposed initial list of Chemicals of Concern (CMRs and PBTs) alone would likely 
include over 800 chemicals, which are likely to be found in tens of thousands of products in 
California.  Add to that the laundry list of prioritization factors and hazard traits and the 
Department is likely to draw in tens of thousands of chemicals found in countless products.  One 
possible result will be for industry to remove its products from the California market if the cost 
to comply with the Draft Regulation outweighs their profit gain. Given this economic reality, the 
Department failed to adequately perform an economic analysis as required under APA, detailing 
the impacts the Draft Regulation will have on employment, budget costs and tax revenues.    

Article 1: General 
In order for the objectives of California’s Green Chemistry laws to be achieved, it is 

critical that the analyses required to prioritize and assess products and alternatives be conducted 
swiftly and efficiently.  Central to this aim is placing the responsibility for reporting and analysis 
at the logical point along the supply chain where selection and inclusion of a Chemical of 
Concern in a product or product component is made, and where the knowledge about that 
chemical, its potential health and environmental impacts, and its function in the product or 
product component are understood.  The further downstream the responsibility for reporting and 
analysis is placed from the actual producer of a product or product component, the longer the 
envisioned green chemistry process will take, ultimately leading to a delay in the selection of 
safer alternatives. 

In some places in the Draft Regulation, the Department recognizes this complexity.  
However, this issue is not treated consistently throughout the Draft Regulation.  Significantly, 
the Draft Regulation fails to distinguish between consumer products, product components and 
complex products.  For example, section 69301.2 (20)(A)(1) of the Draft Regulation defines, in 
part, a “consumer product” or “product” as “a consumer product as defined in Health and Safety 
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Code section 25251,” which in turn defines a “consumer product” as “a product or part of the 
product that is used, brought, or leased for use by a person for any purposes.”  As such, 
consumer products, product components and complex consumer products all fall within the 
definition of consumer product.   

An unambiguous and consistent distinction among products, product components and 
complex products is instrumental to achieving a swift realization of the goals of California’s 
green chemistry laws.  The failure to make any real distinction between consumer products, 
product components and complex products contributes to the infeasibility of the regulatory 
framework established by the Draft Regulation.  Such failure contravenes the Statute’s clear 
mandate for simplified tools and ease of use to accelerate the move to safer substitutes.  
Specifically, the Statute states that the Department “shall also make every feasible effort to 
devise simplified and accessible tools that consumer product manufacturers, consumer product 
distributers, product retailers and consumers can use to make consumer product manufacturing 
sales, and purchase decisions.”  H&S Code § 25253(c).  For this reason, we urge the Department 
to make clear in the regulations that a manufacturer would not be responsible to address more 
than one priority chemical per one priority product or component at a time. 

Furthermore, the absence of this distinction creates a regulatory regime that effectively 
imposes joint and several liability on affected parties.  Additionally, the definition of 
“Responsible Entity” under the Draft Regulation ultimately leads to joint and several liability for 
all consumer products that contain multiple component parts.  See Sec. 69301.2(67).  In other 
words, a manufacturer of a complex product may be held responsible for the noncompliance of a 
component part.  Such a draconian liability scheme is inconsistent with the intent of the Statute 
insofar as it results in duplicative liability; assigning liability to a specific point in the supply 
chain is a more viable and reasonable approach.   

Information/Data Submission and Retention Requirements 

The Statute requires the Department to “reference and use, to the maximum extent 
feasible, available information from other nations, governments, and authoritative bodies that 
have undertaken similar chemical prioritization processes, so as to leverage the work and costs 
already incurred by those entities and to minimize costs and maximize benefits for the state’s 
economy.”  H&S Code § 25252(b)(2) (emphasis supplied).  The Draft Regulation essentially 
ignores this mandate.  Instead, the Draft Regulation requires the regulated community to 
undertake an exhaustive data dump, regardless of what has already been developed by other 
governments and authoritative bodies.  By doing so, the Draft Regulation fails to comply with 
the Statute’s mandate to minimize costs and maximize benefits for the state’s economy. 

The Draft Regulation also exceeds the authority granted to the Department to the extent 
entities are required to submit data and information to the Department before the completion of 
an alternatives analysis.  The Statute authorizes regulatory responses after an alternatives 
analysis is completed, including a requirement to provide additional information necessary “to 
assess a Chemical of Concern and its potential alternatives.”  H&S Code § 25253(b)(2).  
Requiring manufacturers of consumer products to report chemical and market information prior 
to conducting an alternatives analysis is beyond the Department’s authority. 

Besides the quantity of data and information that must be submitted to the Department, 
the Draft Regulation sets forth a vague and impractical requirement that all documents, data and 
information be submitted to the Department in a format specified or acceptable to the 
Department.  See Sec. 69301.5(a); Sec. 69301.6(a)(1)(3).  Absent criteria and specifications as to 
what constitutes “acceptable,” the regulated community will operate in a vacuum, which is 
especially problematic given the vast quantity of data and information that entities will be 
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required to submit to the Department.  This will require a massive investment of time and 
resources to develop and test an IT system capable of collecting and transmitting this information 
and data to the Department.  Without a uniform standard, that investment will be duplicated and 
wasted across and within industry sectors.   

Indeed, without such criteria and specifications, the Department will receive data and 
information in a myriad of formats that are incompatible with one another.  This will 
significantly complicate and obstruct the Department and the public’s ability to comprehend, 
compare and ultimately prioritize.  It would behoove the Department to invest in the 
development of IT specifications.  For example, a web-based template that would allow for 
consistent, standardized, electronic submissions over the Internet, instead of labor-intensive 
email or carbon-intensive regular mail, is a sensible and cost-efficient approach. 

The Draft Regulation also requires all documents and “other information” submitted to 
the Department to be signed and certified under oath by the owner or officer of the company and 
by the individual responsible for preparing or overseeing the preparation of the documentation or 
information.  See Sec. 69301.5.  Such an impractical obligation is not necessary to effectuate the 
Statute, nor is it authorized by the Statute.  

Chemical and Product Information 

The requirement in section 69301.6 (c)(1)(C) that intentionally-added chemicals and 
chemical ingredients be identified is not authorized by the Statute.  In fact, the Legislature has 
rejected attempts to require this type of full chemical disclosure in several proposed bills over the 
past several years.  See SB 928 (2010); SB 509 (2007).  Throughout most of its two-year life, SB 
509 was aimed at requiring consumer product ingredient disclosure.  Failing to find sufficient 
support for such a requirement, the bill was gutted and became instead one of the two key green 
chemistry laws, granting DTSC the authority to create an Online Toxics Clearinghouse of 
information about toxicity of chemicals.3  Again in 2010, the bill’s author made an attempt to 
pass a bill requiring consumer product ingredient disclosure, but that bill garnered even less 
support and died early in the legislative session. 

Reporting limits for targeted chemicals needs to be clearly outlined in the regulation to 
align with common industry practice. This will ensure availability of information as well as 
congruence with existing regulatory requirements. Item (g) should be added to this section 
specifying that "Reporting below de minimis levels is not required." 

Additionally, requiring submission of information when a product has been reformulated 
or redesigned to remove or reduce the concentration of a Priority Chemical is ambiguous (Sec. 
69301.6(c)(1)(F)). The term "reformulation" is not defined indicating that there is no threshold 
level of chemical change which triggers the requirement. The following should be added to the 
definition section:  "Reformulation" means variations greater than the permitted variations in 
the initial concentration amounts as described below. 
  

Initial concentration range of the 
constituent  

Permitted variation in initial 
concentration of the constituent 

≤ 2.5 % ± 30 % 
2.5 < C ≤ 10 % ± 20 % 
10 < C ≤ 25 % ± 10 % 
25 < C ≤ 100 % ± 5 

                                                 
3 See  http://www.leginfo.ca.gov/pub/07-08/bill/sen/sb_0501-0550/sb_509_bill_20080822_amended_asm_v89.html 
 

http://www.leginfo.ca.gov/pub/07-08/bill/sen/sb_0501-0550/sb_509_bill_20080822_amended_asm_v89.html
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 Reformulation does not include chemical variation in products provided between 
 suppliers.   
Even with this clarification added, such reporting could be a chill on innovation and actually 
prolong the presence of chemicals of concern in many products.  

Article 2: Chemical Prioritization Process 
Applicability 

Section 69302.1(a) fails to include standards governing the Department’s determination 
of whether a chemical meets the criteria for an exemption.  The absence of such standards makes 
the threshold determination of applicability by the Department vague and unenforceable, and it 
likely will lead to arbitrary results.   

With respect to the first exemption, namely whether a chemical is sufficiently regulated 
by one or more federal and/or other California State 11 regulatory program(s), the Department’s 
broad, almost unlimited authority to determine whether or not the exemption applies could lead 
to outcomes that conflict with the H&S Code’s prohibition against the adoption of regulations 
that are duplicative of existing regulations.  See H&S Code section 25257.1(c).   

Regarding the second exemption, the requirement that the regulated community establish 
that “[t]here is no exposure pathway by which the chemical might pose a threat to public health 
or the environment in California during the useful life or the end-of-life management of the 
chemical or any product containing the chemical” creates a hurdle that may be impossible to 
overcome.   Moreover, the Draft Regulation provides no guidance on the relevant burden of 
proof.  In short, the exemption may prove illusory. 

Chemicals Under Consideration  

Section 69302.3 of the Draft Regulation lists several prioritization factors all related to 
the potential harm that a chemical might cause that are to be used for purposes of preparing the 
Chemicals under Consideration list.  However, the list of factors fails to account for the benefits 
associated with the use of a particular chemical.  The regulatory process should incorporate a 
risk-benefit methodology grounded in sound science, taking into consideration the benefits 
afforded by a particular chemical, such as improving human safety or reducing emissions of air 
pollutants and/or greenhouse gases. 

As discussed above, the auto industry currently is involved in CARB rulemakings that 
likely will require extensive redesigns of vehicles.  One hypothetical example to consider is the 
use of a future  advanced composite material.  Though this material could contain a Chemical 
under Consideration or Chemical of Concern, it might also act as a replacement for heavier metal 
in a product component and reduce vehicle weight, which in turn could reduce fuel consumption, 
reduce petroleum dependence, and greenhouse gas emissions.  Consideration of the substantial 
benefits that the public could realize from the potential use of Chemicals under Consideration or 
Chemicals of Concern in creating products should be taken into account in the prioritization 
process.  These types of impacts require a comprehensive multimedia review as well as 
compliance with the California Environmental Quality Act (“CEQA”). 

Priority Chemicals 

The California legislature repeatedly has rejected the wholesale application of the 
“precautionary principle” in favor of a science-based approach based on risk, exposure and 
causation of harm.  See AB 706 (2007); SB 899 (2007); AB 737 (2009); SB 456 (2010).  In each 
bill, attempts by the author to add the precautionary principle to allow for application of 
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regulations in advance of any evidence of scientific causation of harm were removed due to an 
inability to garner sufficient legislative support for the application of the concept.  Nonetheless, 
the regulatory framework under the Draft Regulation, which attributes priority to products that 
pose a “threat,” as opposed to actual “harm,” is inconsistent with the Statute’s clearly-stated 
fundamental objective to reduce the level of hazard posed by a Chemical of Concern.”  AB 
1879/SB 509 (emphasis supplied).   

Article 3:  Product Prioritization Process 
Applicability 

Similar to the applicability provisions governing the chemical prioritization process, the 
Draft Regulation fails to include standards for determining whether the criteria for exempting 
products are met.  In short, section 69303.1(a)(1) suffers from the identical flaws found in 
section 69302.1(a)(1). 

Products Under Consideration 

The inclusion of a “Products under Consideration” category in the regulatory framework 
adds a layer of complexity that is not authorized by the Statute and, from a practical standpoint, 
will increase the amount of time required to complete an Alternative Assessment.  Moreover, the 
list of factors set forth under section 69303.3 that the Department will consider when prioritizing 
products containing a Chemical of Concern is exhaustive, and to the fact that the Department 
expects product producers to provide data and information related to each and every factor 
presents an expectation that is unreasonable.  For example, one set of factors is the “frequency 
and duration of exposure for each use scenario and end of life scenario.”  This type of 
information is simply not available and cannot be supplied.  Similar limitations apply to other 
factors the Department indicates will be used in the prioritization process. 

Article 4: Duty to Comply and Consequences of Non-Compliance 
Section 69301.4(g) of Draft Regulation improperly incorporates by reference the penalty 

and enforcement provisions set forth in other sections of the H&S Code.  Such incorporation is 
not authorized by the Statute, which tellingly is silent on fines and penalties in conjunction with 
the regulatory responses available to the Department.  Moreover, it is wholly inappropriate to 
apply a penalty framework corresponding to the unlawful discharge of hazardous waste, which 
results in actual harm to the environment, to the violation of regulations governing the 
submission of data and information to the Department.  It is therefore unreasonable to apply the 
substantial fines and penalties authorized under Article 8, Chapter 6, Division 205 of the H&S 
Code to any and all violations of the Draft Regulation.  

Also, any local health or policy officer is authorized to enforce the referenced provisions 
in the H&S Code.  As such, the Department should clarify that only the Department shall have 
the authority to enforce the Draft Regulation. 

Article 5: Alternatives Assessments  
What is of key importance in achieving the objectives of California’s green chemistry 

laws is the rapid assessment of the potential of alternatives to a Chemical of Concern in a 
Priority Product.  What is of far less importance are the number of steps, the number and variety 
of types of documents, and the number of instances along this process where a manufacturer 
must obtain the Department’s approval to proceed to the next step in this process.  The Draft 
Regulation appears to be focused on establishing the Alternatives Assessment process and 
control of that process, rather than expediting the completion of Alternatives Assessments.  By 
eliminating these unnecessary procedural requirements from the Draft Regulation, the 
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Department can do much to expedite the transition to the use of safer, less toxic alternatives in 
consumer products in a cost-efficient manner.  

The goals of California’s green chemistry laws, and the regulatory program that will 
achieve those goals, are to accelerate the transition to safer consumer products and to stimulate 
innovation and adoption of greener product formulations and designs.  In general, the 
Alternatives Assessment process created under the Draft Regulation is plagued by excessive, 
unnecessarily complex and duplicative requirements that are not required under the Statute and 
will prevent the Department from implementing a regulatory program that achieves the goals and 
directives of the Statute.  For these reasons, the Auto Alliance recommends the addition of a 
streamlined and accelerated process for industries like ours that have taken the lead in measuring 
and setting performance targets to reduce their toxic footprints.  The fastest way to accelerate 
safer, greener products and ingredient choices is to empower the private sector to compete and 
innovate, without burdensome bureaucratic paperwork approval processes.  Accordingly, the 
proposed regulatory program would be more effective if it were to provide for an accelerated 
path when a manufacturer, trade association or consortium of manufacturers established 
standards for green product levels, established targets for improvement in those standards, and 
sought recognition from the Department for a functionally equivalent program. 

Also, the Department’s reliance on the “Green Screen for Safety Chemicals” of the 
“Clean Product Action”- a non-government organization - as an Alternatives Assessment tool or 
methodology constitutes an unlawful delegation of authority.  The “Green Screen for Safety 
Chemicals” tool should be a starting point for developing tools within an open and transparent 
process involving industry for these Regulations.  Moreover, these Regulations should encourage 
industry to submit such tools as functionally equivalent tools.  

Chemical Removal Intent Notification and Tier I Alternatives Assessment 

The process under sections 69305.1 and 69305.2, which requires manufacturers to submit 
a notification that a listed chemical has been removed from the product, is contrary to the 
objective of the Statute insofar as it will result in an accelerated exodus to non-listed chemicals 
or the prolonged continuation of status quo chemicals to avoid the notification.  Requiring 
manufacturers to submit such a notification will encourage actions that are not based on science, 
and which are counterproductive to stimulating or incentivizing the movement to safer 
alternatives. 

Furthermore, the Tier I Alternatives Assessment is extremely burdensome with respect to 
complex products, wherein hundreds or thousands of product components may regularly change, 
despite the fact that the Department has only determined that such chemicals are merely under 
consideration.  This burden may chill product improvements and routine efficiency gains, such 
as material weight reductions in automobiles, which will have an effect contrary to the goals of 
developing greener products.  Additionally, changes are not only done in product development 
scenarios, but also during production to improve a product.  This requirement would inhibit 
industry’s ability to make these types of improvements.   

The Draft Regulation as written requires a Tier I Alternatives Assessment for 
approximately 800 chemicals (the initial Chemical under Consideration list as indicated in 
section 69302.4(d)); that the chemical information be available for products immediately upon 
finalization of the list (not allowing any time for manufacturers to develop IT systems to collect 
the necessary data); and that the supply base be immediately aware of the requirement so that 
reformulations will not proceed prior to submitting the required paperwork to the state. Clearly 
this is not feasible. Additionally, requiring Tier 1 Alternatives Assessment for any change, no 
matter how minute, serves no purpose in advancing green chemistry.  These sections should be 
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deleted entirely.  However, if they remain, at a minimum, this requirement should be voluntary 
and apply only to priority chemicals and not include all “Chemicals under Consideration”. 

Tier II Alternatives Assessments: General Provisions 

The Draft Regulation’s reference in section 69305.2(c) to the lead assessor and 
accreditation requirements that focus on life-cycle thinking and other green chemistry concepts 
are at odds with product-specific expertise required to perform an Alternatives Assessment.  This 
is not required by the Statute.  Also, requiring that Alternatives Assessment work plans and 
reports be reviewed and verified by a second lead assessor is duplicative and unnecessary insofar 
as the Department will review and approve Alternatives Assessment work plans and reports.   
The requirement for review and verification by a second lead assessor before review and 
approval of an Alternatives Assessment work plan and report by the Department will serve only 
to increase the cost and the time required to develop and execute Alternatives Assessment work 
plans and reports, and to delay the intended goals of the Statute. 

De Minimis Exemption 

Requiring that a de minimis exemption be approved by the Department is an unnecessary 
use of resources.  Given the demands that will be placed on the Department in implementing the 
program envisioned by California’s green chemistry laws, it is not reasonable to require the 
Department to concur with manufacturer assessments that Priority Products qualify for 
exemptions on the basis that they contain de minimis levels of Chemicals of Concern. 

Tier II Alternatives Assessment Work Plan 

From the product manufacturer’s perspective, the purpose of the Alternatives Assessment 
work plan is to evaluate the impact that the reduction of use of a Chemical of Concern to de 
minimis levels or the replacement of a Chemical of Concern by an alternative would have on the 
efficacy, function, performance, and cost of a Priority Product.  However, the Draft Regulation 
currently imposes a multitude of other requirements related to the potential harm and 
environmental impact of alternatives in the Alternatives Assessment work plan that are better left 
to the Department for later consideration should an alternative in fact be found to be a viable 
replacement for a Chemical of Concern in a Priority Product. 

Article 6:  Regulatory Responses 
Alternatives Assessment Report Supplemental Information Requirements 

The inclusion of a provision that allows the Department to request supplementary 
information at any time is not required by the Statute, and in practice, will significantly impede 
the regulatory process by diverting resources from more productive activities.  To the extent the 
Department has a reasonable basis to request additional information, section 69306.1 of the Draft 
Regulation should provide criteria regarding scope and timing so as avoid subjecting the 
regulated community to unnecessary information requests. 

Manufacturer End-of-Life Management Requirements 

The Statute requires development of regulations that “establish a process for evaluating 
chemicals of concern in consumer products, and their potential alternatives.”  Moreover, the 
Statute authorizes the Department to take actions following completion of the analysis including 
but not limited to “controlling access to or limiting exposure” and “managing the product at the 
end of its useful life.”  H&S Code § 25253(b).  As part of the end-of-life management 
requirements for consumer products, section 69306.4(a)(2)(A) of the Draft Regulation indentifies 
an extensive list of requirements that must be included in a Product Stewardship Plan that are 
impractical, burdensome and beyond the scope of the Statute’s mandate.  Notably, the Product 
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Stewardship Plan must include legacy and orphan products.  See section 69306.4(a)(2)(A)(c), 
(d).  The Department lacks the authority to apply end-of-life management requirements to 
products produced prior to the date of listing and prior to the completion of an Alternatives 
Assessment analysis.  The phrase “following completion of the alternatives analysis” in section 
25253(b) H&S Code demonstrates that it was not the Legislature’s intention to regulate products 
that were manufactured prior to their listing on the Product under Consideration and Priority 
Product lists. 

With respect to imposing end-of-life management obligations for orphan products, 
shifting responsibility from one party to another party that did not manufacture, distribute, or sell 
the product at issue, or have any contractual or business relationship with the “responsible party” 
creates serious due process concerns. 

Financial Guarantee 

As part of the end-of-life management requirements for consumer products, section 
69306.4(a)(D) of the Draft Regulation requires that a manufacturer or responsible entity must 
establish and maintain a financial guarantee “for a sustainable end-of-life management program” 
within two years of submitting a Tier II-B AA Report for a product that must be managed as a 
hazardous waste at the end of its useful life.  Imposing a financial guarantee is neither authorized 
by the Statute nor consistent with the Statute’s goals insofar as it compels manufacturers to 
allocate financial resources that could be better spent on research and development of safer 
alternatives.  

Moreover, an extensive financial assurance regulatory framework already exists under 
California and federal environmental law to ensure that private funds are available in the event 
an entity is unable to fulfill its obligations with respect to the management of hazardous waste.  
Adding another layer to financial assurance by requiring producers to tie up funds for future 
unknowns is impractical and unnecessary. 

Product Sales Prohibition 

The product recall program established under section 69306.5 of the Draft Regulation 
goes far beyond the authority granted to the Department and the regulatory responses 
permitted by the Statute.  While the Department is authorized to “restrict the use of a 
chemical” or “prohibit the use of a chemical” in a product, it is not authorized to direct 
recalls.  Moreover, the Draft Regulation mandates that a manufacturer or responsible entity 
implement an "inventory recall program."  Absent any governing standards or criteria, the 
concept of an undefined "inventory" is vague. 

This section also specifies a one-year time period for prohibition without any regard to 
product complexity and associated product development timelines. Clearly, simple products can 
be changed more quickly than a complex product such as a vehicle. Without taking this 
distinction into account the regulation leaves manufacturers of complex products unable to 
respond within the timeframe given. For this reason, item (e) should be added to this section 
stating "Complex products containing 1,000 or more components have a four-year time period 
prior to prohibition."  

Other Regulatory Responses  

Section 25253(b) of the H&S Code authorizes the Department to adopt regulations that 
specify a broad range of regulatory responses, including the funding of green chemistry 
challenge grants and other regulatory responses that the Department “determines accomplishes 
the requirements” of the Statute.  While the Draft Regulation was supposed to establish with 
certainty the nature and parameters of those “other” regulatory responses, section 
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69306.6(a)(2)(E) of the Draft Regulation is vague, overbroad and inconsistent with the Statute 
insofar as it broadens the Department’s regulatory authority.  The failure to develop clear criteria 
for those “other” regulatory responses, including when a particular response may be applied, is 
a significant flaw in the proposed regulatory framework.  

Beyond broadening the Department’s regulatory authority in a manner that contravenes 
the letter and spirit of the Statute, the additional enforcement mechanisms are not necessary and 
they do not accomplish the objectives of the Statute – to require scientific analysis to 
stimulate innovation and accelerate the move to safer products.  The H&S Code already 
provides an adequate enforcement structure consisting of fines and penalties.  Instead of 
unilaterally expanding its enforcement tools, the Department would better serve itself and the 
regulated community from a compliance perspective if it were to develop a regulatory 
framework that provides clear and reasonable standards, guidance and criteria. 

Regulatory Response Determination Process 

The regulatory response determination process set forth under section 69306.8 raises 
serious procedural due process concerns.  For example, the determination process does not 
require a workshop, a hearing, findings based on substantial evidence in the record, or responses 
to public comments.  Accordingly, the Draft Regulation must be revised to provide an adequate 
level of due process protections.   

Article 7: Dispute Resolution Processes 
Formal Petition for Review by the Director 

Similar to the flaws in section 69306.8, the failure in section 69307.3 to provide formal 
petition procedures when a chemical and/or product is listed pursuant to sections 69302.2 and 
69303.3 also raises procedural due process concerns. 

Article 8: Accreditation and Qualification Requirements for Performance of Alternatives 
Assessments 

Lead Assessor Accreditation 

The lead assessor and accreditation requirements in the Draft Regulation for assessor 
accreditation will complicate the Alternatives Assessment process and increase both the cost and 
the time required to complete Alternatives Assessments.  In short, the requirements are at odds 
with the product specific expertise required to perform an Alternatives Assessment.  The people 
most qualified to perform an Alternatives Assessment focused on the impact on the efficacy, 
function, performance, and cost of replacing a Chemical of Concern with an alternative are the 
very people directly involved in the design and production of such products who have highly 
specialized expertise with respect to the product in question.  To create accreditation bodies for 
assessors of each Priority Product and require the people conducting Alternatives Assessments to 
be accredited by those bodies is simply overkill.  This process might be valuable if the 
Department was not directly involved in the Alternatives Assessment process, but given that the 
Department will review and approve Alternatives Assessments, the requirements are duplicative 
and unnecessary. 

In particular, the Draft Regulation’s requirement that only individuals possessing a 
bachelor’s degree in science or engineering are eligible to serve as a lead assessor is an 
unnecessary and arbitrary limitation that is counterproductive to the Statute’s goals.  Indeed, an 
individual who obtains liberal arts bachelor’s degree and then a graduate degree in science or 
engineering would be as qualified as an individual possessing only a bachelor’s degree. 
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Requirements for Third-Party Assessment Entities 

The requirement under section 69308(a) that third party assessors have “independence 
and lack of affiliation with any responsible entity, manufacturer, group of manufacturers, or trade 
association” and “no economic interest with any entity that produces, sells, or distributes any 
Chemical of Concern or product containing a Chemical of Concern” is ineffective, unnecessary, 
and fails to meet the Statute’s objectives of focusing on safer design of products.  Moreover, 
such a requirement is neither logical nor practical, given that entities must pay for an assessment. 

Article 9:  Audits 
Section 69309 of the Draft Regulation is void of any standards or criteria on which to 

determine compliance.  As such, the provisions regarding audits are overly vague and 
unenforceable. 

Article 10: Confidentiality of Information 
Support of a Claim of Trade Secret Protection 

The information that must be submitted to substantiate a trade secret is unreasonable, 
overly burdensome, and essentially creates an impediment to protecting confidential information 
in contravention of the Statute.  Specifically, requiring the estimated value of the information to 
the entity claiming a trade secret and to that entity’s competitors, in addition to the estimated 
amount of effort or money expended in developing the information is irrational and unwarranted.  
Evaluating whether certain information deserves trade secret protection based in part on the 
value of that information is not within the scope of the Department’s authority or expertise.  
Predicating a trade secret determination on the estimated monetary value of the information for 
which trade secret protection is sought will produce arbitrary results.  Indeed, section 6254.7(d) 
of the Government Code states that a trade secret may include “any formula, plan, pattern, 
process, tool, mechanism, compound, procedure, production data, or compilation of information 
which is not patented, which is known only to certain individuals within a commercial concern 
who are using it to fabricate, produce, or compound an article of trade or a service having 
commercial value and which gives its user an opportunity to obtain a business advantage over 
competitors who do not know or use it.”  (emphasis supplied).  “Commercial value” is not 
synonymous with “monetary value”, and it may not be feasible to assign a monetary number to 
the commercial value of information.  Furthermore, section 6254.7(d) does not create a balance 
of interests between the commercial value and other factors.  Indeed, just how much value a 
trade secret creates is irrelevant.  The only relevance is that such a value exists that gives the 
business an advantage.  Moreover, it is unrealistic to require a manufacturer to place a dollar 
value on the harm that may result from the loss of trade secret protection because there is no 
adequate means to arrive at such an estimate. 

Conclusion 

Overall, the Draft Regulation lacks the spirit of innovation envisioned by the Statute and 
essentially creates a new, extensive layer of bureaucracy.  It is heavy on data submissions, 
regulatory control and duplicative enforcement regimes, and light on standards, criteria, metrics 
and continuous improvement that would allow capital and consumer choice to accelerate the 
shift towards safer consumer products.  The framework that would be established under the Draft 
Regulation provides the Department with powers in excess of what is authorized under the 
Statute and, in many instances throughout the regulatory process, infringes upon the due process 
rights of the regulated community. 

The Draft Regulation, if not sufficiently revised, will inevitably result in sluggish data 
production and perhaps prolong the status quo of chemical ingredients presently in consumer 



products.  Absent the following significant streamlining and systematic improvements, the 
regulatory framework and process established by the Draft Regulation may collapse under its 
many provisions which are infeasible, impractical and in some cases, may prove to be 
impossible:   

• Address one priority chemical per one priority product/component at a time; 

• Remove, or at the very least make voluntary, compliance with Tier I Alternatives 
Assessment; 

• Clearly provide due process requirements; and  

• Remove provisions not authorized by the Statute (e.g. recall provision). 

The green chemistry program has the potential to result as a failed promise of a 
regulation that would balance the needs of our environment with the needs of consumers and the 
State’s economy.  We firmly believe there is a way to achieve the important goal of providing 
overall consumer, environmental, and public health safety without needlessly damaging 
California’s already-battered economy.   

For the reasons above, we urge the Department to reconsider the language suggestions 
previously provided by the Auto Alliance on July 15, 2010.  The Auto Alliance looks forward to 
meeting with and assisting the Department as it continues with the rulemaking process.   

Thank you for your time and consideration of these comments.  If you have any 
questions, please contact Filipa Rio of my staff at 202-326-5551.   

 
Sincerely, 
 
 
Julie C. Becker 
Vice President  
Environmental Affairs  
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SAFER CONSUMER PRODUCT ALTERNATIVES
CHAPTER 53 OF DIVISION 4.5 OF TITLE 22, CALIFORNIA CODE OF REGULATIONS

DRAFT REGULATIONS
DEPARTMENT OF TOXIC SUBSTANCES CONTROL

1 Article 1. General
2 Section 69301. Applicability and Severability.
3 (a)(1) Except as provided in paragraphs (2) and (3) of this subsection, this chapter applies
4 to all consumer products made available for use in California.
5 (2) This chapter does not apply to any product that is exempted from the definition of
6 consumer product specified in section 25251 of the Health and Safety Code.
7 (3) This chapter does not apply to any consumer product manufactured in California
8 solely for shipment and use outside of California. In establishing whether or not a product is
9 manufactured solely for shipment and use outside of California, the burden of proof shall be on

10 the manufacturer.
11 (b) If any provisions of this chapter, or the application thereof to any person or
12 circumstances, is held invalid, such invalidity shall not affect other provisions or applications of
13 this chapter which can be given effect without the invalid provision or application, and to that
14 end the provisions of this chapter are severable.
15
16 Section 369301.1. Guiding Precepts.
17 In fulfilling their respective requirements and responsibilities under this chapter, the
18 Department and manufacturers shall base their analyses and determinations on the best
19 scientific principles and practices, and shall be guided by the following fundamental precepts:
20 (a) Adverse impacts on public health and the environment that may result from the
21 production, use or end-of-life management of consumer products and consumer product
22ingredients should be significantly reduced or eliminated where economically and technically
feasible.
23 (b) Adverse public health and environmental impacts of chemicals used in commerce,
24 as well as the overall costs of those impacts on the State’s society, should be significantly
25 reduced, by encouraging the redesign of consumer products and manufacturing processes
26 and approaches while maintaining the products' function and performance.
27 (c) Chemical and consumer product prioritization processes should seek to identify and
28 give priority to those chemicals, and the consumer products that contain them, that pose the
29 greatest public health and environmental threatharms, and are most prevalently distributed in
commerce
30 and used by consumers, and for which there is the greatest potential for consumers or
31 environmental receptors to be exposed to the chemical in quantities that can result in public
32 health or environmental harm.
33 (d) Green Chemistry Principles and life cycle thinking should be considered throughout
34 implementation of the regulations in this chapter.
35
36 Section 69301.2. Definitions.
37 When used in this chapter, the following terms have the meanings specified in this section:
38
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SAFER CONSUMER PRODUCT ALTERNATIVES
CHAPTER 53 OF DIVISION 4.5 OF TITLE 22, CALIFORNIA CODE OF REGULATIONS

DRAFT REGULATIONS
DEPARTMENT OF TOXIC SUBSTANCES CONTROL

1 “Bioaccumulation” is the net accumulation of a chemical substance in an organism or part
2 of an organism, or an environmental compartment, that absorbs the chemical at a rate greater
3 than that at which the chemical is lost.
4
5 “Chemical” means any of the following:
6 (1) A material produced by a physical process or reaction involving changes in atoms or
7 molecules;
8 (2) A chemical substance, chemical mixture, chemical compound, chemical ingredient,
9 or element. Chemical substance means any organic or inorganic substance of a particular

10 molecular identity, including any combination of such substances occurring in whole or in part
11 as a result of a chemical reaction or occurring in nature, and any chemical element or
12 uncombined radical;
13 (3) Materials or substances manufactured or engineered at the nanoscale, which
14 contains nanostructures, or is considered to be a nanomaterial.
15

" Complex product" means a consumer product which consists of more than 1,000 component
parts, such as a house, airplane, car or personal computer.

16 “Consumer Product” means a “consumer product” as defined in Health and Safety Code
17section 25251 or a component of the consumer product in the case of complex products.
18
19 “Day” means calendar day. Periods of time are calculated by excluding the first day and
20 including the last. Except, if the last day is a Saturday, Sunday or other holiday specified in
21 Government Code section 6700 it is excluded.
22
23 “De minimis” means a concentration less than or equal to 0.1%.
24
25 "Department" means the Department of Toxic Substances Control.
26
27 “Distributor” means any person, other than a manufacturer or retailer, who sells or resells,
28 or otherwise places into the stream of commerce, a product.
29
30 “Economic impacts” means an increase or decrease in: (1) jobs or businesses; (2) the cost
31 of doing business; or (3) the cost of goods to consumers. “Economic impacts” include, but are
32 not limited to, those specified in section 69305.3(c)(13).
33
34 “End-of-life” means the point when the product is discarded by the consumer or the end of
35 the useful life of the product, whichever occurs first.
36
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37 “Energy efficiency” means the reduction of energy usage while maintaining a comparable
38 level of service during the manufacturing process or the use of the consumer product.
39
40 "Environment" means the land, air, water, soil, minerals, flora and fauna.
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DRAFT REGULATIONS
DEPARTMENT OF TOXIC SUBSTANCES CONTROL

1
2“Environmental impact” means a ny significant change to the environment, whether adverse or
3 beneficial, wholly or partially resulting from an activity, product or service. Environmental
4 impacts include, but not limited to, those listed in section 69305.3(c)(12).
5
6 “Extended Producer Responsibility” (EPR) and “Product Stewardship” (PS) means the
7 extension of the responsibility of manufacturers, product component suppliers of products, and

all other entities involved in the product supply chain, to
8reduce the life cycle impacts of a product. The primary responsibility lies with the producer of the
product or
9 private label manufacturer, who makes the product design and marketing decisions. This

10 includes, but is not limited to, take back programs or other means a manufacturer uses to
11 manage a product.
12
13 “Financial guarantee” means that the manufacturer provides a mechanism or mechanisms
14 to ensure that adequate funding is available to pay for future collection and recycling of
15 products newly placed on the market, and other end-of-life costs.
16
17“Functionally and environmentally equivalent” means a chemical or product component that can be
effectively
18 substituted for the COC that is, or that is contained in, the Priority Product, or a product that
19 can be effectively substituted for the Priority Product, in a manner that substantially satisfies
20 the intended performance, and functionality, safety, energy efficiency, and environmental
performance (i.e. green house gas emissions, fuel economy, etc.) of the Priority Product.
21
22 “Greenhouse gas emissions” means the emission of any one or more of the following
23 gases:
24 (1) Carbon dioxide.
25 (2) Methane.
26 (3) Nitrous oxide.
27 (4) Hydrofluorocarbons.
28 (5) Perfluorocarbons.
29 (6) Sulfur hexafluoride.
30 (7) Nitrogen trifluoride.
31
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32 “Green Chemistry Principles” means the use of the following 12 principles when possible to aid
one in assessing how green a chemical, a reaction or a process is:

33 (1) Prevention of waste rather than treating it or cleaning it up,
34 (2) Incorporation of all materials used in the manufacturing process in the final product,
35 (3) Use of synthetic methods that generate substances with little or no toxicity to people
36 or the environment,
37 (4) Design of chemical products to be effective, but reduce toxicity,
38 (5) Phase-out of solvents and auxiliary substances when possible,
39 (6) Use of energy efficient processes, at ambient temperature and pressure, to reduce
40 costs and environmental impacts,
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DRAFT REGULATIONS
DEPARTMENT OF TOXIC SUBSTANCES CONTROL

1 (7) Use of renewable raw materials for feedstocks,
2 (8) Reuse of chemical intermediates and blocking agents to reduce or eliminate waste,
3 (9) Selection of catalysts that carry out a single reaction many times instead of less
4 efficient reagents,
5 (10) Use of chemicals that readily break down into innocuous substances in the
6 environment,
7 (11) Development of better analytical techniques for real-time monitoring to reduce
8 hazardous substances, and
9 (12) Use of chemicals with low risk for accidents, explosions and fires.

10
11 "Hazard trait" means one of the following:
12 (1) Hazard traits as identified and defined by the Office of Environmental Health Hazard
13 Assessment (“OEHHA”) pursuant to Health and Safety Code section 25256.1;
14 (2) Until OEHHA specifies its initial list of hazard traits, “hazard trait” is limited to all of
15 the following:
16 (a) Carcinogenicity or reproductive toxicity. Chemicals with these traits are those listed
17 pursuant to Health and Safety Code section 25249.8.
18 (b) Mutagenicity. Chemicals with this trait are those classified as such in the European
19 Union Category 1A or 1 B under Annex VI, part 3 of the Regulation.
20 (c) Chemicals that are persistent in the environment, bioaccumulate and are toxic, as
21 determined by the United States Environmental Protection Agency.
22
23 “Historic product” means a product that is manufactured or produced prior to the date the
24product is listed as a Priority Product, and its service and repair parts produced after that date.
25
26 "Importer" means a person who brings, or arranges to bring, a consumer product into
27 California for sale or distribution.
28
29 “Intermediate manufacturing process” means:
30 (1) The primary processing of raw materials into industrial materials, and
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31 (2) The secondary processing of industrial raw materials including, casting and molding,
32 forming, separating, conditioning, further refining, assembling and finishing processes to
33 manufacture consumer products or consumer product components.
34
35 “Life cycle” means the activities in the course of a product’s life span, including its design,
36 raw materials, resource inputs, manufacture, transportation for distribution, use, operation,
37 resource consumption, waste generation, maintenance, and ultimate disposition.
38

SAFER CONSUMER PRODUCT ALTERNATIVES
CHAPTER 53 OF DIVISION 4.5 OF TITLE 22, CALIFORNIA CODE OF REGULATIONS

DRAFT REGULATIONS
DEPARTMENT OF TOXIC SUBSTANCES CONTROL

1 “Life cycle thinking” means examining the environmental sustainability over a product’s
2 entire life; that is, from raw material selection, manufacturing, transportation, use and end-of-
3 life disposal or reuse and waste management.
4
5 “Make available for use in California” means that a person sells, offers for sale, distributes,
6 leases, offers to lease, supplies, or otherwise transfers control over the disposition of a
7 consumer product directly to a California consumer; or to another person without maintaining
8 sufficient control over the distribution, sale, lease, supply, or other transfer of the consumer
9 product by that person to prevent the use of the consumer product by a California consumer.

10 “Sell or offer for sale” means any transfer or offer to transfer for consideration of title or the
11 right to use, by lease or sales contract, including, but not limited to, transactions conducted
12through sales outlets, catalogs, or the Internet, or any other similar electronic means, but does not
include resale, used or second-hand sales conducted through garage sales, swap meets, classifieds,
Craigslist, Ebay, or any other means.
13
14 “Manufacturer” means both of the following:
15 (1)The person who produces a consumer product or consumer product component; and
16 (2) The first person who makes the consumer product available for use in California,
17 which includes any of the following as applicable:
18 (a) The producer of the consumer product.
19 (b) The private label manufacturer of the consumer product.
20 (c) The importer of the consumer product.
21
22 “Materials and resource consumption” means renewable and nonrenewable resources that
23 are used for a consumer product during its life. A renewable resource is a resource that is
24 replaced by natural processes at a rate that is equal to or faster than its consumption rate and
25 includes solar, wind, timber, agricultural and water. A renewable resource may become a
26 nonrenewable resource if the rate at which it is consumed exceeds the rate at which it is
27 produced such that its continued use may drive the resource to exhaustion. A nonrenewable
28 resource is a resource that is formed over long periods of geologic time and includes
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29 petroleum, coal, metals (mined and recycled), minerals, and exhausted renewable resources.
30
31 “Nanomaterial” means any form of an engineered chemical, substance or material that is
32 composed of a discrete nanostructure, which has one or more dimensions at the nanoscale.
33
34 “Nanoscale” means one or more dimensions of the order of 1000 nanometers or less.
35
36 “Nanostructure” means any engineered structure or feature that is composed of discrete
37 functional parts, either internally or at the surface at nanoscale.
38
39 “Open Source” means methods, materials, references, models and approaches that are
40 publicly available and not proprietary, trade secret or otherwise confidential.
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1
2 “Orphan product” means a product whose end-of-life is longer than that of the manufacturer
3 or producer who introduced the product into commerce.
4
5 “Persistence” means the ability of a chemical substance or its degradation products to
6 remain in an environment in an unchanged state thereby increasing the potential for human or
7 environmental exposure.
8
9 “Person” shall have the same meaning as provided in Health and Safety Code section

10 25118.
11
12 “Private label manufacturer” means a person who is not the producer of a product but is
13 the owner or licensee of the trademark under which the product is sold or distributed in
14 California, whether or not the trademark is registered.
15
16 “Producer” means the entity that makes physical or chemical modifications to material(s) to
17 produce a product.
18
19 “Product component” means a uniquely identifiable part, piece, assembly or subassembly,
20 system or subsystem that (1) is required to complete or finish an item; (2) performs a
21 distinctive and necessary function in the operation of a system; or (3) is intended to be
22 included as a part of a finished item.
23
24 “Product function or performance” means the principal use(s) or application(s) of a product
25 by a consumer, including performance, safety, and environmental standards required
by federal or state law.
26
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27 “Public health impacts” means effects on the health of the general population or sensitive
28 subpopulations.
29
30 “Recall” means to cause the return, directly or indirectly, to the manufacturer of a
31 consumer product.
32
33 "Recycled material" means a material that has been separated from solid waste for the
34 purpose of recycling the material as a feedstock including paper, plastic, wood, glass,
35 ceramics, metals, and other materials.
36
37 “Retailer” means a person who (1) sells or offers for sale, a consumer product that is
38 purchased by a consumer, (2) takes title to a consumer product or consumer product
39 component, produced either domestically or in a foreign country, that is purchased for resale or
40 promotional purposes.
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1
2 “Release” means an intentional or unintentional process that liberates or discharges a
3 chemical that is, or that is contained in, a consumer product into the environment and includes,
4 but is not limited to any release which results in exposure to persons during any phase of the
5 product’s life cycle. This includes releases of chemicals, heat, and ionizing and non-ionizing
6 radiation.
7
8 “Selected alternative” means the alternative that is selected by the manufacturer to replace
9 a Priority Product or Priority Product component, and is identified pursuant to section

10 69305.8(b)(5).
11
12 “Sensitive subpopulations” means subgroups that comprise a meaningful portion of the
13 general population that are identifiable as being at greater risk of adverse health effects when
14 exposed to one or more chemicals that exhibit a hazard trait, including, but not limited to,
15 infants, children, pregnant women, elderly individuals, and individuals with a history of serious
16 illness.
17
18 “Soil sealing” means the covering of the soil surface with a layer of impervious material or
19 changing the nature of the soil so that it behaves as an impermeable medium.
20
21 "Technologically and economically feasible alternative" means an alternative for which: (1)
22 the current technological knowledge, equipment, materials and other resources are available to
the
23 manufacturer are sufficient to develop and implement the alternative while maintaining the
product’s function and environmental performance; and (2) the manufacturer may
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24 earn a positive rate of return on the product. over a reasonable period of time after the
25 alternative has been implemented; and (3) the manufacturer and the product impose the same
26 or fewer externalized aggregate costs to the consumer and to public health and the
27 environment.
28
29 “Toxics Information Clearinghouse” means the system for the collection, maintenance and
30 distribution of chemical hazard trait and environmental and toxicological end point data
31 specified in Health and Safety Code section 25256.
32
33 "Trade Secret" means information including a formula, pattern, compilation, program,
34 device, method, technique, or process that: (1) derives independent economic value, actual or
35 potential, from not being generally known to the public or to other persons who can obtain
36 economic value from its disclosure or use; and (2) is the subject of efforts that are reasonable
37 under the circumstances to maintain its secrecy.
38
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1 “Useful life” means the period of time during which a product can be used for its intended
2 use, expressed in either terms of a single use, number of applications, days, months or years
3 of use.
4
5 “Water conservation” means reducing water usage throughout the life cycle of a product.
6
7 “Water quality impacts” means any effect upon beneficial uses as specified in Water Code
8 section 13050, and includes impacts that may occur in groundwaters or surface waters,
9 including fresh water, brackish water, marsh lands, wetlands, or coastal bodies or systems.

10
11 Section 69301.3. Acronyms.
12 AA Alternatives Assessment
13 CEPA Canadian Environmental Protection Act
14 COC Chemical of Concern
15 CUC Chemical under Consideration
16 CRNR California Regulatory Notice Register
17 NAICS North American Industry Classification System
18 OEHHA Office of Environmental Health Hazard Assessment
19 REACh Registration, Evaluation, Authorisation and Restriction of Chemical
20 TSCA Toxic Substances Control Act
21
22 Section 69301.4. Duty to Comply.
23 (a)The The duty to comply is on the producer, private label manufacturer, and importer of a
consumer product or product component who receives a determination and notice from the
Department, unless they can show that another entity in the product supply chain has control over
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the introduction of the chemical of concern in the product., who
24 are not one and the same entity, shall be jointly and severally responsible for complying with
25 the requirements of this chapter that are applicable to a manufacturer of that product.
26 (b) A private label manufacturer or an importer of a consumer product shall be deemed
27 to be in compliance with this chapter, with respect to that product, to the extent the producer of
28 the consumer product is in compliance.
29 (c) A producer of a consumer product shall be deemed to be in compliance with this
30 chapter, with respect to that product, to the extent the private label manufacturer or importer of
31 the product is in compliance.

(d) A producer of a complex consumer product that consists primarily of assembly of more
than 100 component parts, such as a house, airplane, car or personal computer, shall be deemed in
compliance with this chapter, with respect to such products.
32

33 Section 69301.5. Products Listed on Failure to Comply List.
34 (a) When the Department determines that a manufacturer has failed to comply with one
35 or more requirements of this chapter, the Department shall notify the manufacturer of this
36 determination. If no dispute has been filed by the manufacturer, pursuant to Article 7, or if the
37 Department’s determination stands following completion of the dispute process:
38 (1) The Department shall post information concerning this finding on its website
39 pursuant to subsection (b) of this section; and
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1 (2) If the failure to comply is specifically associated with one or more of the
2 manufacturer’s Priority Products, the manufacturer shall do all of the following:
3 (A) Notify retailers that the Priority Product cannot be sold in California, and in the notice
4 specifically identify the product by brand name and bar code;
5 (B) Recall the Priority Product and provide a take back mechanism for retailers;
6 (C) Place a notice of the Department’s determination on the manufacturer’s website; and
7 (D) Demonstrate to the Department’s satisfaction that retailers have been notified.
8 (b) The Department shall post and maintain on its website an up-to-date list of
9 manufacturers that are not currently in compliance with one or more of the requirements of this

10 chapter. This Failure to Comply list shall include the manufacturer’s name and the
11 requirements with which the manufacturer has failed to comply. If the failure to comply is
12 specifically associated with one or more of the manufacturer’s Priority Products, the
13 information posted on the Department’s website shall also include the product type and the
14 date that this information is first posted on the Department’s website.
15 (c) Within 6120 days after a manufacturer’s consumer product has been placed on the
16 Failure to Comply list due to the manufacturer's failure to comply with one or more of the
17 Priority Products requirements in Article 5 or Article 6, no person shall make that consumer
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18product available for use in California, unless the non-compliance has been remedied.
19 (d) Within 120 days after a manufacturer's consumer product has been placed on the
20 Failure to Comply list due to the manufacturer's failure to comply, with respect to that product,
21 with any requirement of this chapter other than Article 5 or Article 6, no person shall make that
22consumer product available for use in California, unless the non-compliance has been remedied.
23 (e) The provisions of subsections (c) and (d) shall not apply for a period of three (3)
24 years for products produced or imported prior to the date the product is listed on the Failure to
25 Comply list. The burden of proof for establishing a date of production or import shall be on the
26 manufacturer, and such proof shall be provided along with the manufacturer’s notification that
27 its consumer product is a Priority Product pursuant to section 69303.5.
28
29 Section 69301.6. Information Submission Requirements.
30 All documents and other information submitted to the Department pursuant to this chapter shall
31 be signed by an officer of the company and by the person(s) in charge of preparing or
32 overseeing the preparation of the document or information. All documents and information
33 shall be in English, in an electronic format or other electronic media and suitable meet the
standards established by the Department specified in Appendix [ ] for inclusion
34 in the Department’s website, and the Toxics Information Clearinghouse. The electronic
35 documents or electronic media shall be submitted via certified mail or electronically to [web
address] to either:
36
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1 Department of Toxic Substances Control
2 P.O. Box 806
3 Sacramento, CA 95812-0806
4 Attention: Green Chemistry
5
6 Email at: safer.alternatives@dtsc.ca.gov
7
8 Section 69301.7. Submission of Manufacturer Chemical and Product Information.
9 (a)Upon request from the Department, the manufacturer of a listed chemical or a consumer

10 product shall submit, in accordance with a schedule specified by the Department, the following
11 information:
12 (1) Chemical information previously submitted pursuant to the Registration, Evaluation,
13 Authorisation and Restriction of Chemicals (“REACh”) program, the Toxic Substances Control
14 Act (Title 15, United States Code commencing with section 2601 “TSCA”), and the Canadian
15 Environmental Protection Act of 1999 (“CEPA”) for the prior three (3) years.
16 (2) Hazard and environmental data and information generated or compiled since the
17 submittals specified in subsection (a).
18 (3)The Robust Summaries provided pursuant to REACh for the prior three (3) years.
19 (4) Information describing the types, categories and classes of products manufactured
20 by the manufacturer that are, or that contain, COCs.
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21 (5) Identification of all intentionally added ingredients in specified consumer products,
22 including quantities in the entire consumer product or consumer product component.
23 (6) Chemical and consumer product market data, including:
24 (A) Volume or units sold in California;
25 (B) Description of sales locations;
26 (C)The intended uses of the productchemical; and
27 (D) Description of end-of-life management program, if any.
28 (7) Chemical and consumer product data and information specified in sections 69302.3
29 and 69303.3, including chemical, physical, or quantum properties and description or data
30 specific to a given nanomaterial.
31 (8) Standard analytical chemistry protocols for the detection and measurement of a
32 chemical in products and in environmental and biological media.
33 (b) Requests by the Department for information pursuant to subsection (a) may include
34both correspondence sent to an individual chemical manufacturer electronically or by mail, and
35 information call-ins posted on the Department’s website that may apply to all manufacturers of
36 a specific chemical or consumer product or group of chemicals or consumer products.
37 (c) A manufacturer, or any other individual or entity, may at any time provide data or
38 other information based on scientifically peer-reviewed studies to the Department regarding a
39 chemical or consumer product that may be considered in the chemical prioritization. or product
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1 prioritization process. The Department shall give good faith consideration to the data or other
information provided.

3 (d) After a chemical has been listed as a CUC or COC on the proposed or final lists, if a
4 manufacturer reformulates or redesigns a consumer product that is, or that contains, that
5 chemical so as to remove that chemical from the consumer product, or substitutes for the
6 original product another product that is or that contains a chemical, the manufacturer shall
7 notify the Department of this consumer product reformulation, redesign or substitution no later
8 than 30 days after the reformulated, redesigned or substituted consumer product is first sold,
9 offered for sale or promotional purposes, imported or distributed in California. The notification

10 shall include all of the following:
11 (1) The manufacture’s name, mailing and electronic address(es), website, and physical
12 location of the manufacturer’s headquarters,
13 (2) The type, brand name and bar code of the product, and its intended uses,
14 (3) The CUC or COC removed from the product, and the reason for and the approach
15 taken to reformulate or redesign the product so as to remove the CUC or COC, and
16 (4) If another chemical was substituted for the CUC or COC, identification of the hazard
17 traits associated with the new chemical. Identification of hazard traits shall be based on the
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18 criteria developed by OEHHA for determining when a chemical exhibits a hazard trait, to the
19 extent such criteria have been made available by OEHHA.
20 (de) In accordance with Health and Safety Code section 25257(b), the Department shall
21 treat as confidential, and properly designated, any information provided to it under subsections
22 (a)(1) through (a)(3) that is claimed as confidential in the original submission and not
23 subsequently rejected by the receiving governmental entity. Such information may not be
24 incorporated by reference into other documents submitted to the Department or otherwise
25 used to comply with the provisions of subsections (a)(4) through (a)(7), or (c) or (d). Any person
26 submitting information under subsections (a)(1) through (a)(3) shall also provide any
27 documentation concerning subsequent governmental determinations on the status of
28 confidentiality claims.
29
30 Article 2. Chemical Prioritization Process
31 Section 69302. General.
32 (a) This article specifies the process by which the Department shall identify and
33 prioritize Chemicals of Concern.
34 (b) The Department may request and use information obtained pursuant to sections
35 69301.7 and 69302.3 to perform its duties under this article.
36 (c) The Department is not limited to using the information obtained pursuant to
37 subsection (b) in performing its duties under this article.
38

SAFER CONSUMER PRODUCT ALTERNATIVES
CHAPTER 53 OF DIVISION 4.5 OF TITLE 22, CALIFORNIA CODE OF REGULATIONS

DRAFT REGULATIONS
DEPARTMENT OF TOXIC SUBSTANCES CONTROL

1 Section 69302.1. Applicability.
2 (a) This article applies to all chemicals that exhibit a hazard trait and are reasonably
3 expected to be, or to be contained in, consumer products made available for use in California,
4 unless the Department determines that the chemical meets either or both of the following
5 criteria:
6 (1) The chemical is regulated by another governmental entity in a scope, manner and
7 consistency across jurisdictions throughout California, that addresses throughout the life cycle
8 of the chemical the public health, safety and environmental harmsthreats posedcaused by the
chemical, or
9 (2)There are no exposure pathways by which the chemical might pose a threat significant
harm to

10 public health or the environment in California., or
(3b) The chemical is required by law to be present in the product.

11 (b) In the absence of a determination by the Department to the contrary, it shall be
12 presumed that subsections (a)(1) and (a)(2) do not apply to any chemical that exhibits a
13 hazard trait and is reasonably expected to be, or to be contained in, consumer products made
14 available for use in California. This presumption shall affect the burden of proof required
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15 pursuant to subsection (c).
16 (c) Any person requesting the Department to make a determination specified in
17 subsection (a)(1) or (a)(2), or both, shall bear the burden to prove to the Department’s
18 satisfaction that subsection (a)(1) or (a)(2), or both, applies to the chemical in question.
19

20 Section 69302.2. Chemical Lists.
21 (a) The Department shall prepare two proposed lists:
22 (1) A list of Chemicals under Consideration as specified in section 69302.3, and
23 (2) A list of Chemicals of Concern as specified in section 69302.4.
24 (b) Prior to finalizing the CUC and COC lists, the Department shall make the proposed
25lists available on its website, for a 120-day public review and comment period, along with findings
based upon substantial evidence in the record and supporting
26 documentation, including, but not limited to, the Department's rationale, data and data sources,
27 subject to the provisions of Article 10. The Department shall publish in the CRNR and post on
28 its website a notice regarding the availability of the proposed lists and supporting
29 documentation. This notice shall include:
30 (1) The time period during which the public may submit comments.
31 (2) The method(s) for submitting comments to the Department on the proposed lists.
32 (3) Notification of any workshops, if the Department determines one or more workshops
33 are necessary.
34 (c) The Department shall finalize and post on its website the CUC and COC lists after
35 review and consideration of public comments on the proposed lists. The Department may, at
36 its discretion, shall respond to some or all public comments received. The Department shall post
on
37its website all written public comments received, and any the written responses that by the
38 Department chooses to provide to the comments.
39 (d) The Department shall publish in the CRNR a notice indicating that the CUC and
40 COC lists have been finalized and are available on the Department’s website.
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1 (e) The Department shall review and revise the CUC and COC lists based on the
2 availability of resources, but no less more frequently than once every three two (23) years.
Revisions may
3 include additions and deletions to the prior lists.
4
5 Section 69302.3. Chemicals Under Consideration.
6 The Department shall prepare a list of Chemicals under Consideration using the following
7 prioritization factors:
8 (a) Chemical properties.
9 (b) Physical properties.
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10 (c) Dispersive volume of the chemical in commerce made available in California.
11 (1) Projected annual sales based on volume, including:
12 (A) Annual regional distribution volumes, and
13 (B) Marketing and customer targeted volumes;
14 (2) Volume of the chemical in current use;
15 (3) Annual estimated volume of the chemical use in consumer products and products;
16 and
17 (4) Controlled distribution systems, if any.
18 (d) Public health toxicity and toxicological endpoints associated with the chemical, as
demonstrated by scientifically peer reviewed data
19 including, but not limited to:
20 (1) Acute or chronic toxicity,
21 (2) Bioaccumulation in humans,
22 (3) Carcinogenicity,
23 (4) Developmental toxicity,
24 (5) Effect of electromagnetic radiation that includes ionizing radiation and non-ionizing
25 radiation,
26 (6) Endocrine disruption,
27 (7) Epigenetic effects,
28 (8) Genotoxicity,
29 (9) Immunotoxicity,
30 (10) Neurotoxicity,
31 (11) Organ or tissue system toxicity,
32 (12) Persistence,
33 (13) Reproductive toxicity,
34 (14) Adverse impacts upon respiratory function capacity or system, and
35 (15) Any other hazard traits that relate to adverse impacts on public health.
36 (e) Adverse health impacts on sensitive subpopulations.
37(f)(1) Potential for significant harm if the public to beis exposed to the chemical when the chemical
is, or is
38 contained in, consumer products,
39 (2) Existence of scientifically peer reviewed biomonitoring data showing the chemical to
40 be present in human bodily tissues or fluids, and
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1 (3) Existence of scientifically peer reviewed data showing the chemical to be present in
2 household dust, indoor air, drinking water, or elsewhere in the indoor household environment.
3 (g) Adverse impacts on the environment. Factors to be considered include, but are not
4 limited to:
5 (1) Estimate of releases into the environment of the chemical when the chemical is, or is
6 contained in, a consumer product. Factors to be considered include, but are not limited to, the
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7 potential to migrate or distribute across environmental media, and the potential to accumulate
8 or persist in biological or environmental compartments or systems. Information sources to
9 consider shall include, but are not limited to:

10 (A) Scientifically peer reviewed monitoring data showing the chemical to be present in
11 the environment, including aquatic, avian or terrestrial organisms, and
12 (B) Environmental modeling of potential fate and transport, including but not limited to:
13 1. Fugacity modeling,
14 2. Field studies,
15 3. Measurements and observations,
16 4. Microcosm studies, and
17 5. Environmental or biological presence may be estimated by using either a point
18 source or market-wide source term calculation, modeling or measurement. Environmental
19 presence may also be estimated by the presentation of scientifically peer reviewed data
demonstrating a combination of the latter options.
20 (2) Air quality impacts,
21 (3) Ecotoxicity, including but not limited to, acute or chronic toxicity in aquatic, avian or
22 terrestrial organisms, population loss, decline in population diversity or adverse changes in
23 historical communities,
24 (4) Adverse impacts on environmentally sensitive habitats, including but not limited to,
25 habitat loss or deterioration,
26 (5) Adverse impacts that affect the ability of an endangered or threatened species to
27 survive or reproduce, including adverse impacts on habitats essential to the continued
28 existence of an endangered or threatened species,
29 (6) Vegetation contamination or damage, including phytotoxicity,
30 (7) Soil contamination,
31 (8) Water quality impacts, including, but not limited to, degradation of the beneficial uses
32 of the water of the state and whether the chemical is:
33 (A) A chemical identified as a priority toxic pollutant for California pursuant to section
34 303 (c) of the federal Clean Water Act, or
35 (B) A pollutant requiring monitoring and reporting for one or more water bodies in
36 California pursuant to section 303 (d) of the federal Clean Water Act in California; and
37 (9) Any other hazard traits that relate to adverse impacts on the environment.
38 (h) Scope, and consistency across jurisdictions, of other governmental regulatory
39 programs, and the extent to which these other programs address the public health and
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1environmental threatharms specified in this section posedcaused by the chemical throughout the
life cycle
2 of the chemical and any consumer product that is, or that contains, the chemical.
3 (i) Data and other relevant criteria that may be considered, include, but are not limited
4 to:
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5 (1) Data showing that other chemical species are formed during breakdown of the
6 chemical, including transformation in an environmental setting, or when the chemical is
7 combined with other chemicals, and that such chemical species exhibit one or more hazard
8 traits.
9 (2) Results of computational modeling for structural activity relationships or short term in

10 vitro bioassays.
11 (3) Whether the chemical is required to be managed as a hazardous waste in California
12 at the end of its useful life.

(4) Whether the chemical improves consumer safety.
13 (54) Data that indicate whether the chemical is showing up in California solid waste or
14 waste water streams collected or managed by State or local agencies in concentrations or
15volumes that present public health or environmental threatharms, or that require the significant
16expenditure of public funds to mitigate public health or environmental threatharms, or that
17 significantly increase the costs of reusing or recycling materials containing the chemical.
18 (65) Computational modeling data that informs any element of this section.

19 (j)The Department shall place chemicals on this list based upon the prioritization
20 factors in this section.
21
22 Section 69302.4. Chemicals of Concern.
23 (a) From the list of Chemicals under Consideration, the Department shall prepare a list
24 of Chemicals of Concern that are determined to be of highest priority based on consideration
25 of the following factors:
26 (1)The relative degree of threatharm posedcaused by the chemical to public health or the
27 environment based on consideration of the factors specified in section 69302.3.
28 (2) Availability of scientifically peer reviewed data to substantiate the threatharms
posedcaused by
29 the chemical, including, but not limited to, data:
30 (A) Generated using established federal guidelines, including, but not limited to, Good
31 Laboratory Practices (GLP),
32 (B) Published in scientifically peer reviewed literature,
33 (C) Published in final state or federal scientific reports,
34 (D) Published in a final report of the National Academy of Sciences, National Academy
35 of Engineering, Institute of Medicine, or National Research Council, or
36 (E) Published in final reports from the agencies that implement the laws and programs
37 described in section 69301 .7(a)(1).
38 (3) Availability of Department resources.
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1 (b) A chemical that has no hazard trait other than causing carcinogenicity or
2 reproductive toxicity, or both, shall not be placed on the Chemicals of Concern List unless the
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3 chemical is listed pursuant to Health and Safety Code section 25249.8.
4 (c) In preparing the initial Chemicals of Concern List, pursuant to subsection (a) of this
5 section, the Department shall only consider chemicals that are one or more of the following:
6 (1) Chemicals that cause cancer or reproductive toxicity or both and are listed pursuant
7 to Health and Safety Code section 25249.8.
8 (2) Chemicals that cause mutagenic effects, and are classified as such in the European
9 Union Category 1A or 1 B under Annex VI, part 3 of Regulation.

10 (3) Chemicals that are persistent in the environment, bioaccumulate and are toxic, as
11 determined by the United States Environmental Protection Agency.
12 (d) Subsection (c) does not apply to any subsequent lists of Chemicals of Concern.
13
14 Article 3. Product Prioritization Process
15 Section 69303. General.
16 (a) This article identifies the process by which the Department shall identify and
17 prioritize Priority Products.
18 (b) The Department may request and use information obtained pursuant to sections
19 69301.7 and 69303.3 to perform its duties under this article.
20 (c) The Department is not limited to using the information obtained pursuant to
21 subsection (b) in performing its duties under this article.
22
23 Section 69303.1. Applicability.
24 (a) This article applies to all consumer products that are, or that contain, a COC, and that
25 are reasonably expected to be made available for use in California, unless the Department
26determines that either any or both of the following criteria apply to the consumer product:
27 (1) The consumer product is regulated by other governmental entities in a scope,
28 manner and consistency across jurisdictions throughout California , that addresses throughout
29 the life cycle of the product the public health health and environmental threatharms caused
posed or public safety provided by the COC that
30 is, or that is contained in, the product.
31 (2) There are no exposure pathways by which the COC that is, or that is contained in,
32 the consumer product might pose a significant harm threat to public health or the environment in
California.

(3b) The chemical is required by law to be present in the product.
33 (b) In the absence of a determination by the Department to the contrary, it shall be
34 presumed that subsections (a)(1) and (a)(2) do not apply to any consumer product that is, or
35 that contains, a COC. This presumption shall affect the burden of proof required pursuant to
36 subsection (c).
37 (c) Any person requesting the Department to make a determination specified in
38 subsection (a)(1) or (a)(2), or both, shall bear the burden to prove to the Department’s
39 satisfaction that subsection (a)(1) or (a)(2), or both, applies to the product in question.
40
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1 Section 69303.2. Products Lists.
2 (a)The Department shall prepare two proposedthe following lists:
3 (1) A list of products that, when they are a COC or when they contain a COC, will be
4 designated as Products under Consideration pursuant to section 69303.3; and
5 (12) A list of products that, when they are a COC or when they contain a COC, will be
6 designated as Priority Products pursuant to section 69303.4. This list shall include both of the
7 following:
8 (A) 1. The proposed concentration units for any de minimis exemptions for the product, or
9 2. If applicable, the Department’s proposed determination that a de minimis exemption,

10 pursuant to 69305.1, shall not be allowed for one or more Priority Products. Subject to the
11 provisions of Article 10, the Department shall include the supporting rationale, data, and data
12 sources for this determination. In no case, shall the de minimis exemption be allowed for
13 chemicals, materials, or substances manufactured or engineered at the nanoscale, which
14 contain nanostructures, or are considered to be a nanomaterial.
15 (B) If applicable, the proposed
component of the Priority Product to which the de
16 minimis concentration applies, and which is the focus of the AA.

(2) Products with COCs in de minimis levels in homogeneous materials shall be exempt
except for chemicals, materials, or substances manufactured or engineered at the nanoscale,
which contain nanostructures, or are considered to be a nanomaterial.

17 (b) Prior to finalizing the two lists, the Department shall make the proposed lists
18 available on its website, for a 120-day public review and comment period, along with findings
based upon substantial evidence in the record and supporting documentation,
19 including but not limited to, the Department’s rationale, data and data sources subject to the
20 provisions of Article 10. The Department shall publish in the CRNR a notice regarding the
21 availability of the proposed lists and supporting documentation. This notice shall include:
22 (1) The time period during which the public may submit comments;
23 (2) The method(s) for submitting comments to the Department on the proposed
24 Products List; and
25 (3) Notification of any workshops, if the Department determines one or more workshop
26 is necessary.
27 (c) The Department shall finalize and post on its website the finalized Products under
28 Consideration and Priority Products lists after review and consideration of public comments on
29 the proposed lists. The Department may, at its discretion, shall respond to some or all public
30 comments received. The Department shall post on its website all written public comments
31 received, and any the Department’s written responses that the Department chooses to provide to
the comments.
32 (d) The Department shall publish in the CRNR a notice that the lists hasve been finalized
33 and are is available on the Department’s website.
34 (e)The finalized lists shall include : the
35 (1)The list of products that, when they are a COC or when they contain a COC, will be
36 designated as Products under Consideration; and
37 (2) The list of products that, when they are a COC or when they contain a COC, will be
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38 designated as Priority Products. The list of Priority Products shall include all of the following:
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1 (A) The applicable de minimis concentration units for the COC in each Priority Product,
2 or the Department’s determination that the de minimis exemption shall not be allowed for the
3 product,
4 (B) If applicable, the component(s) of the Priority Product to which the de minimis
5 concentration applies, and which is the required minimum focus of the AA, and
6 (C) For each Priority Product, the date by which each manufacturer of that product shall
7 submit an Alternatives Assessment (AA) Work Plan and Detailed Executive Summary to the
8 Department, pursuant to sections 69305.3 and 69305.4.
9 (f) The Department shall review and revise the Products under Consideration and

10Priority Products lists based on the availability of resources, but no less more frequently than once
11every two three (32) years. Revisions may include additions and deletions to the prior lists.
12
13 Section 69303.3. Priority Products List Criteria Under Consideration.
14The Department shall prepare a list of Priority Products under Consideration that are, or that
15 contain, a COC, using the following prioritization factors:
16 (a)Potential for Evidence showing that the public or the environment to beare exposed to the
COC that is, or that
17 is contained in, the product or product component, during the useful life of the product and end-of-
life management of
18 the product. Factors to be considered include, but are not limited to:
19 (1)Containment of the chemical within the product or product component, including the long-
term integrity of
20 the containment mechanism or system;
21 (2)Controlled access to the product or product component; and
22 (3) Frequency and duration of exposure for each use scenario and end-of-life scenario.
23 (b) Dispersive volume, including, but not limited to:
24 (1) Projected or actual unit sales;
25 (A) Regional distribution volumes and
26 (B) Marketing and customer targeted volumes
27 (2) Volume in current use;
28 (3) Controlled distribution systems, if any; and
29 (4)Percentage of products or product components estimated to be, or to contain, the COC.
30 (c) Types and extent of consumer uses that could results in public exposure to the COC
31 that is, or that is contained in, the product or product component, and could results in adverse
public health impacts as
32 specified in section 69302.3 (d) through (f). Factors to be considered include, but are not
33 limited to:
34 (1) Household use.
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35 (2) Sensitive subpopulation potential use or exposure at:
36 (A) Home,
37 (B) Schools, child day care facilities, and other areas frequented by children,
38 (C) Health care facilities, and
39 (D) Recreational areas and facilities.
40 (3) Consumers who purchase, use or otherwise come in contact with the product or
product component.
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1 (4) Persons who come in contact with the product or product component while providing or
receiving a service.
2 (5) Workers, customers, clients and members of the general public who come in contact
3 with the product or releases from the product in the workplace, including:
4 (A) Business sector locations;
5 (B) Retail sector locations; and
6 (C) Service sector locations.
7 (6) The availability of the product to consumers as a finished material or product or part
8 of a product that does not require further processing or assembly. Lower priority will be given
9 to materials, products and parts of products that are solely or primarily marketed for use in, or

10 used in, an intermediate manufacturing process.
11 (d)(1) Existence of scientifically peer reviewed biomonitoring data showing the chemical to
12 be present in human bodily tissues or fluids, and
13 (2) Existence of scientifically peer reviewed data showing the chemical to be present in
14 household dust, indoor air, drinking water, or elsewhere in the indoor household environment.
15 (e) Product uses or management practices that could lead to releases to the
16 environment of the COC that is, or this is contained in, the product, and result in adverse
17 environmental impacts specified in section 69302.3(g). Factors to be considered include, but
18 are not limited to:
19 (1) Use, storage, transportation and end-of-life management practices and locations.
20 (2) Potential forR release into, migration from or distribution across environmental media,
21 and potential for accumulation or persistence in biological or environmental compartments or
22 systems of the COC. Information sources to consider shall include, but are not limited to:
23 (A) Scientifically peer reviewed monitoring data showing the chemical to be present in
24 the environment, including aquatic, avian or terrestrial organisms, and
25 (B) Environmental modeling of potential fate and transport, including but not limited to:
26 1. Fugacity modeling,
27 2. Field studies,
28 3. Measurements and observations,
29 4. Microcosm studies, and
30 5. Environmental or biological presence may be estimated by using either a point
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31 source or market-wide source term calculation, modeling or measurement. Environmental
32 presence may also be estimated by a combination of these methods.
33 (f) Scope, and consistency across jurisdictions in California, of other governmental
34 regulatory programs, and the extent to which these other programs address the public health,
safety
35 and environmental threatharms posed bycaused or provided by the COC that is, or that is
contained in, the consumer
36 product throughout the life cycle of the product.
37 (g) Whether the consumer product is required to be managed as a hazardous waste in
38 California at the end of its useful life.
39 (h) Whether the chemical is showing up in California solid waste or waste water
40 streams collected or managed by State or local agencies in concentrations or volumes that

SAFER CONSUMER PRODUCT ALTERNATIVES
CHAPTER 53 OF DIVISION 4.5 OF TITLE 22, CALIFORNIA CODE OF REGULATIONS

DRAFT REGULATIONS
DEPARTMENT OF TOXIC SUBSTANCES CONTROL

1present public health or environmental threatharms, or that require the significant expenditure of
2public funds to mitigate public health or environmental threatharms, or that significantly increase the
3 costs of reusing or recycling materials containing the chemical.
4 (i) The availability and relevance of an open source AA for the consumer product or the
5 COC in the consumer product that substantially meets the requirements of Article 5 has been
6 completed and provided to the Department.

(j) The availability of Department resources.
.

7
8 Section 69303.4. Priority Products List Findings.

9 At the same time the Department publishes the Priority Products list, it shall make available
the supporting analysis relied upon in making its listing determination including, but not limited
to, the factors the Department actually considered/analyzed in including each product on the
list.From the list of Products under Consideration, the Department shall prepare a list of Priority

10 Products that are determined to be of highest priority based on consideration of the following
11 factors:
12 (a) The relative degree of threat posed by the product due to the COC that is, or that is
13 contained in, the product, to public health or the environment based on consideration of the
14 factors specified in section 69303.3;
15 (b) The availability of Department resources.
16
17 Section 69303.5. Manufacturer Priority Product Notification.
18 (a) Except as provided in subsection (b) of this section, within 360 days after a Priority
19 Product has been listed by the Department, any manufacturer of a listed Priority Product shall
20 notify retailers who sell the Priority Product in California and the Department that their
21 consumer product is a Priority Product.
22 (b) For Priority Products that are first manufactured or first made available for use in
23 California, subsequent to the listing date, the manufacturer shall provide this notice within 360
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24 days after the product is first made available for use in California.
25 (c) The notification shall include:
26 (1) The manufacturer’s name, physical location, mailing and electronic addresses,
27 website address, contact information, and applicable NAICS code(s).
28 (2) The type, brand name, and bar code of the Priority Product; and information
29 specifically identifying the pertinent product component, if applicable,
30 (3) The date when an AA Work Plan is due for the Priority Product;
31 (4) Whether the manufacturer will seek the Department’s concurrence under section
32 69305.1 that the concentration of the COC in the Priority Product is no greater than the de
33 minimis concentration, if applicable, and
34 (45) The method for identification of products manufactured prior to their listing as a
35 Priority Product.
36 (d) The notification shall be made available to retailers through one or more methods
37 which may include, but are not limited to:
38 (1) Electronic notification,
39 (2) Written notification, including but not limited to:
40 (A) Notification by certified mail,
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1 (B) Bills of lading,
2 (C) Packing slips,
3 (D) Contracts,
4 (E) Purchase documents, or
5 (F) Website notification.
6
7 Article 4. Petition for Inclusion of a Chemical or Product in the Prioritization Process
8 Section 69304. Applicability and Petition Contents.
9 (a) Any person, hereafter known as the Petitioner, may petition the Department to

10 evaluate a chemical or a product that is, or that contains, a chemical using the Chemical of
11 Concern or Priority Product prioritization processes specified in sections 69302.4 and 69303.4.
12 The petition shall be submitted to the Department in accordance with section 69301.6 and
13 shall include all of the following:
14 (1) Name, mailing address, telephone number, and e-mail address of the:
15 (A) Petitioner filing the petition,
16 (B) Person responsible for the contents of the petition, if different from the person
17 identified in paragraph (A), and
18 (C) The affiliation of the Petitioner with the person identified in paragraph (B), if
19applicable, and
(D) The affiliation of the Petitioner and person responsible for the content of the contents of the
petition with the manufacturer including any legal disputes with the manufacturer in the past or present.
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20 (2) Description of the chemical or product, or both, which is the subject of the petition,
21 (3) Uses and applications of the chemical or product, or both, which is the subject of the
22 petition,
23 (4) Basis for the petition,
24 (5) Supporting information, including, but not limited to, scientific data, for the basis of
25 the petition, and
26 (6) Identity of any known manufacturers of the chemical or product.
27 (b) Within 60 days of receiving a petition, the Department shall review the petition and
28 shall designate the petition complete if it contains the items specified in paragraphs (1) through
29 (6) of subsection (a) of this section.
30 (c) Upon designation that a petition is complete, the Department shall:
31 (1) Notify the Petitioner that the petition will undergo a technical review,
32 (2) Post the petitions designated as complete on the Department’s website, and
33 (3) Publish in the CRNR a notice of the availability of the petition on the Department’s
34 website.
35 (d) The fact that the Department designates a petition complete pursuant to this section
36 does not prohibit the Department from requesting additional information during the technical
37 review conducted pursuant to section 69304.1.
38
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1 Section 69304.1. Technical Review of Petitions.
2 (a) The Department shall prioritize the technical review of completed petitions based on
3 the comprehensiveness of the petitions and the availability of resources.
4 (b) The Department shall conduct a technical review of the petitions based on the:
5 (1) Comprehensiveness of the information supporting the petition based on the factors
6 specified for Chemicals Under Consideration in section 69302.3 and for Products Under
7 Consideration in section 69303.3;
8 (2) Quality of data to support the petition, including, but not limited, to data from
9 scientifically peer-reviewed sources specified in section 69302.4(a)(2); and

10 (3) Availability of data, other than the data submitted with the petition for the Department
11 to:
12 (A) Determine hazard traits exhibited by the chemical, and
13 (B) Evaluate the chemical or the product that is, or that contains, the chemical, based on
14 the factors specified in sections 69302.3 and 69303.3 for the prioritization processes.

(4) The department will send the effected manufacturers the petition and request additional
information from the manufacturers to assist in its evaluation of the petition within 60 days of
receiving the petition.

15 (c) The Department may request that the Petitioner provide additional information to
16 complete the technical review. The Petitioner shall provide, to the extent available, such
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17 additional requested information within the time specified.
18
19 Section 69304.2. Notice of Decision.
20 After completing the technical review, the Department shall do all of the following:
21 (a) Approve or deny the petition,
22 (b) Prepare a Notice of Decision and a Statement of Basis explaining the rationale for
23 the decision,
24 (c) Notify the Petitioner of the decision,
25 (d) Post the Notice of Decision and the Statement of Basis on its website, and
26 (e) Publish in the CRNR a notice of the availability the items specified in subsection (b)
27 of this section on the Department’s website.
28 (f) If the petition is approved, both the information provided to the department and a list
of the information requested by the department but not provided by the petitioner will be listed on the
department website within 60 days of the chemical becoming a COC or the product becoming a
prioritized product.
29 Section 69304.3. Approved Petitions.
30 After approving a petition, the Department will evaluate and, if applicable, prioritize the
31 chemical or the product that is, or that contains, the chemical in accordance with the
32 prioritization processes specified in Article 2 or Article 3, as applicable.
33
34 Article 5. Alternatives Assessments
35 Section 69305. General.
36 (a)(1) Prior to finalizing the initial list of COCs, the Department shall prepare, and make
37 available on its website, guidance materials to assist manufacturers in performing Alternative
38 Assessments (AA), on a voluntary basis or as required by this article.
39 (2) The Department shall also post on its website open source AAs that are supported
40 by scientifically peer-reviewed data and analysis. The posting shall indicate, for each open
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1 source AA, the name of the entity that prepared the AA, and if the AA was prepared or verified
2 by a Lead Assessor accredited pursuant to section 69308.2.
3 (b) A manufacturer of a product that is listed as a Priority Product shall perform an AA
4 for the Priority Product, except as provided in section 69305.1.
(c) Upon the request of a complex product manufacturer, the department shall determine whether
the AA is more appropriately performed by the supplier of a product component.
5 (c) Except as provided in sections 69305.1 and 69305.2, a manufacturer of a Priority
6 Product shall prepare, sign and submit to the Department an AA Work Plan and AA Report
7 meeting the requirements of sections 69305.3 and 69305.8, respectively, as follows:
8 (1) The AA Work Plan shall be submitted by the due date specified in the Priority
9 Products List, and

10 (2) The AA Report by the date specified by the Department pursuant to section 69305.5.
11 (d)(1) The AA shall be performed by, and the AA Work Plan and AA Report prepared by,
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12 one of the following:
13 (A) A Qualified Third-Party Assessment Entity designated pursuant to section 69308, or
14 (B) A Qualified In-House Assessment Entity designated pursuant to section 69308.1.
15 (2) The responsible individual in charge of preparation of the AA Work Plan and AA
16 Report, and performance of the AA, shall be accredited as a Lead Assessor pursuant to
17 section 69308.2 and employed by the Qualified Third-Party Assessment Entity or Qualified In-
18 House Assessment Entity, whichever is applicable.
19 (3)(A) Each AA and AA Report shall be reviewed and verified by a second Lead Assessor
20 who is accredited pursuant to section 69308.2, and is employed by a Qualified Third-Party
21 Assessment Entity that did not participate in any way in the design or formulation of the AA
22 Work Plan, data gathering, analysis or other aspects of the AA, or preparation of the AA
23 Report. The verifying Lead Assessor shall do all of the following:
24 1. Verify the proper application of life cycle thinking;
25 2. Verify the appropriate use of life cycle assessment tools and methodologies;
26 3. Attest to the accuracy of reported data; and
27 4. Perform a final quality assurance review of the AA and AA Report, and of the data
28 on which the AA is based.
29 (B) The verifying Lead Assessor shall prepare an AA Verification Statement
30 documenting the verification process and findings.
31 (e) In lieu of complying with the requirements of subsection (c) of this section, a
32 manufacturer may submit an existing report or study completed on a Priority Product, if the
33 report is substantially equivalent to the requirements of Article 5 and contains sufficient
34 information to identify the most appropriate regulatory response pursuant to Article 6.
35 (1) The report submitted pursuant to this section shall be submitted by the due date
36 specified for submittal of the AA Work PlanReport for the Priority Product pursuant to section
37 69303.2.
38 (2) Notwithstanding any other provision of this article, a manufacturer submitting an
39 existing report or study pursuant to this subsection shall also comply with the requirements of
40 section 69305.4.
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1 (3) A manufacturer submitting an existing report or study pursuant to this subsection
2 may also choose to simultaneously submit supplemental information to render the information
3 submitted substantially equivalent to the requirements of Article 5.
4 (4) If the existing report or study submitted pursuant to this subsection is not an open
5 source report, the manufacturer shall submit documentation demonstrating that the AA and the
6 AA Report were verified pursuant to section 69305(d)(3).
7 (f) In performing an AA, the manufacturer shall consider all available relevant
8 information made public as part of the AA process specified in this article, including information
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9 posted on the Department’s website and any additional information or technical assistance the
10 Department may provide regarding alternatives.
11 (1) The manufacturer shall document these efforts in the AA Work Plan and AA Report
12 and retain any documents for submission to the Department upon request.
13 (2) If an AA conducted by an open source that is applicable for the Priority Product is
14 made available on the Department’s website pursuant to subsection (a)(2) prior to the
15 implementation of the AA Work Plan, the AA Work PlanReport shall be modified to the extent
feasible
16 and those changes reported and accounted for in the AA Report.
17 (g) The manufacturer shall cite all reference materials and studies used as supporting
18 information in preparation of the AA Work Plan and AA Report, and provide such materials and
19 studies to the Department at the time of submittal.
20 (h) All Exemption Determination Concurrence Requests, AA Work Plans, AA Reports,
21 AA Verification Statements, and documentation for designation, pursuant to section 69308 or
22 69308.1, as a Qualified Third-Party Assessment Entity or a Qualified In-House Assessment
23 Entity, shall include the following certification statement, signed by an officer of the entity
24 submitting the document and by the responsible individual in charge of preparing the
25 information:
26
27 “I certify under penalty of law that this document and all attachments were prepared or
28 compiled under my direction or supervision in accordance with a system designed to assure
29 that qualified personnel properly gather and evaluate the information submitted. Based on my
30 inquiry of the person or persons who manage the system, or those persons directly
31 responsible for gathering the information, the information submitted is, to be the best of my
32 knowledge and belief, true, accurate, and complete. I also certify that in carrying out the duties
33 above, Life Cycle Thinking and Green Chemistry Principles were considered. I am aware that
34 submitting false information is punishable under all applicable provisions of law.”
35
36 (i) The Department shall maintain, and update on at a least quarterly basis, the
37 following website postings related to this article:
38 (1)A list of Priority Products, and the respective due dates for the AA Work PlansReport.
39 (2)A list of manufacturers that have submitted AA Work PlansReport.
40 (3)The Detailed Executive Summary for each AA Work Plan.Report
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1 (4) The due date for each manufacturer’s AA Report.
2 (5) A list of manufacturers that have submitted AA Reports.
3 (6) The Detailed Executive Summary for each AA Report.
4 (7) A list of Exemption Determination Concurrence Requests submitted to the
5 Department, along with the Department's concurrence or denial of the Exemption
6 Determination, and a list of no longer valid Exemption Determination Concurrences.
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7 (8) A list of Extension Requests for submission of the AA Work Plan or AA Report
8 submitted to the Department and the Department’s decision.
9

10 Section 69305.1. Exemption Determination and Department Concurrence.
11 (a) A manufacturer shall be exempt from this article upon the Department’s concurrence
12 with the manufacturer’s Exemption Determination specified in subsection (b) and submitted in
13 the manner specified in subsection (c) of this section.
14 (b) A manufacturer shall determine if an exemption from this article is applicable.
15 Except as provided in sections 69303.2(a)(2)(A) and 69303.2(e)(2)(A), a manufacturer is
16 exempt if the Priority Product or Priority Product component, which has been specified by the
17 Department in the Products List, contains no more than a de minimis amount of the COC that
18 is the basis for the product’s listing pursuant to section 69303.4.
19 (c) The manufacturer shall submit an Exemption Determination Concurrence Request
20 by notifying the Department of its exemption determination and providing the following
21 information to the Department within 60 days after the pertinent Products List is finalized:
22 (1) Manufacturer contact information, including, but not limited to, name, mailing
23 address, electronic mail address, and contact person and telephone number.
24 (2) Data and other information that sufficiently supports the validity of the
25 manufacturer’s exemption determination, including but not limited to:
26 (A) The type, brand name, and bar code of the Priority Product, and information
27 specifically identifying the product component, if applicable.
28 (B) The purpose of the COC in the product.
29 (C) Information regarding the COC in light of the materials used or product
30 manufacturing process(es), or other information that may be substantiated regarding the
31 presence of the COC, which may include, but are not limited to:
32 1. Chemical reactions leading to the presence of the COC,
33 2. Discussion of raw material origins which contain the COC, and
34 3. Mass balance calculations.
35 (D) The concentration of the COC in the Priority Product or the Priority Product
36 component, whichever is applicable, either through information as described in paragraph
37 (2)(C) or laboratory analytical testing. If laboratory testing is provided, the following information
38 shall also be provided:
39 1. Product Sampling:
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1 a. Information on the product sampling, including name and address of the firm
2 sampling the product, and the name(s) of the individuals sampling the product,
3 b. Dates and locations of the product collection,
4 c. Description of the sampling methodology to ensure the representativeness of the
5 product and at a minimum of four representative product samples, and
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6 d. Product sampling and preservation procedures, including product sample integrity.
7 2. Testing Laboratory:
8 a. Information, including the name, address, and certification(s) of the laboratory that
9 establish that the laboratory is proficient in analyzing, detecting and quantifying the presence

10 of the COC in the product,
11 b. The name(s) and qualifications of the individuals testing the product,
12 c. The test methods used and references for the methods,
13 d. The product sample preparation prior to testing, and
14 e. Information to identify the product samples.
15 3. Laboratory results:
16 a. Testing results for the COC in the Priority Product or Priority Product component,
17 whichever is applicable, reported in the same concentration units as listed in the de minimis
18 level, if any,(e.g., % by weight, by mass, by volume),
19 b. Quality control and quality assurance data, and
20 c. Certification of the veracity of the laboratory information submitted, signed and dated
21 by a person who is the responsible manager of the testing laboratory.
22 (F) Other information or data that the manufacturer deems relevant to verify that the
23 COC is below the applicable de minimis concentration in the Priority Product or the Priority
24 Product component, whichever is applicable.
25 (3) Certification statement specified in section 69305(h).
26 (d) Within 30 days of receiving the Exemption Determination Concurrence Request, the
27 Department shall acknowledge its receipt. Within 60 days of receipt of the request, the
28 Department shall inform the manufacturer that the Exemption Determination Concurrence
29 Request is either approved, disapproved or that the information submitted is incomplete or
30 inadequate and what additional information is needed.
31 (e) The manufacturer shall submit any additional information requested by the
32 Department within 30 days of the date the information was requested. Failure to provide the
33 requested information within the time shall result in the request for concurrence being deemed
34 disapproved. The manufacturer may request an extension of up to 30 days within which the
35 additional information shall be submitted or the request for concurrence shall be considered
36 disapproved.
37 (f) Within 60 days of the receipt of additional information, the Department shall inform
38 the manufacturer that the Exemption Determination Concurrence Request is approved or
39 disapproved.
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1 (g) If the Department concurs with the manufacturer’s Exemption Determination, the
2 manufacturer shall be exempt from the AA requirements for the Priority Product.
3 (h) If the Department does not concur with the manufacturer’s Exemption

4 Determination, the manufacturer shall submit an AA Work Plan within the time period specified
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5 by the Department in the disapproval notification.
6 (i) If the Department finds that a manufacturer’s Exemption Determination is no longer

7 applicable, the Department shall:
8 (1) Notify the manufacturer that its Exemption Determination is no longer valid;

9 (2) Require that the manufacturer submit an AA Work Plan and AA Report for the
10 Priority Product;

11 (3) Identify the due date for the AA Work Plan to be submitted to the Department; and
12 (4) Require the manufacturer to notify retailers selling the consumer product in

13 California of the change in requirements for the Priority Product.
14

15 Section 69305.2. Extension Request.
16 (a) A manufacturer may request an extension to the submission deadlines for the AA
17 Work Plan or the AA Report. The extension request shall be received no later than 60 days
18 before the due date for the AA Work Plan or AA Report, as appropriate.
19 (b) The extension request shall be submitted to the Department and shall include:
20 (1) Name, mailing address, telephone number, and email address of the manufacturer
21 filing the extension request,
22 (2) Priority Product,
23 (3) Due date for AA Work Plan or AA Report, as applicable,
24 (4) The amount of time requested, and
25 (5) The reason or justification for the extension.
26 (c) The Department shall approve, deny or approve in part the extension request within
27 30 days of receipt and shall notify the manufacturer of its decision.
28
29 Section 69305.3. Alternatives Assessment Work PlanReport Required Contents.
30 (a)The AA Work PlanReport shall contain sufficient detail to convey an understanding of the
31 scope and goal of the AA that will be performed and include any supporting information,
32 studies, or data that are referenced in or relied upon as part of the AA Work PlanReport.
33 (b)The AA Work PlanReport shall contain the quality assurance plan and methodology for
34 data collection.
35 (c)The AA Work PlanReport scope of work shall ensure that the Priority Product, or Priority
36 Product component, and all alternatives to be considered will be compared using the same
37 methodologies and system boundaries including, but not limited to, data quality and decisions
38 in evaluating inputs and outputs. The scope of work set forth in the AA Work PlanReport shall
be
39 adequate to ensure that the AA and the AA Report will provide sufficient detail to support the

40 selection of an alternative and appropriate regulatory response(s)
upon completion of the AA.
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1 The AA Work PlanReport shall be organized in a manner that is easy to understand and shall
include
2 all of the following, to the extent applicable:
3 (1) Acknowledgements and Certifications. The names of the parties that will be involved
4 in funding, directing, overseeing, preparing or reviewing the assessment shall be included.
5 Any organizations and individuals that will provide expert guidance or review for the AA shall
6 be identified, including the name of, and qualifications and accreditation information for, the
7 persons in charge under whose direction the AA Work PlanReport was prepared and the AA will
be
8 conducted and verified.
9 (2) Acronyms. A list of acronyms used shall be included to clarify the meanings of any

10 abbreviated words.
11 (3) Name of Manufacturer. Name and physical headquarters location of the
12 manufacturer shall be provided. If the AA Work PlanReport is prepared on behalf of a consortium
of
13 manufacturers, a list of the participants shall be provided and their corresponding contact
14 information including, but not limited, to mailing and email addresses and daytime phone
15 number.
16 (4) Facility Description and Location. A description and location of the facility where the
17 Priority Product, or Priority Product component, that is, or that contains, the COC is
18 manufactured shall be included. This description shall also indicate the proximity to raw or
19 recycled materials that directly or indirectly influences the type of product and amount of COC
20 contained in the Priority Product, or Priority Product component.
21 (5) Product Information. Product Information that identifies the Priority Product(s) by
22 individual product and brand name, and, if applicable, the Priority Product component(s) that
23 are the focus of the AA as identified in the Products List. The AA must at a minimum focus on
24 the product component(s) specified for the product in the Products List, but may be expanded
25 to include additional product components or the entire product.
26 (6)Objective and Scope. The AA Work PlanReport shall clearly specify the proposed
27 objectives and scope of the alternatives to be considered and any necessary data that must be
28 collected to arrive at those objectives. The AA Work PlanReport shall be revised, as appropriate,
29 pursuant to section 69305(f). The selected scope shall include consideration of one or more of
30 the following alternatives:
31 (A) Substitution of a different chemical for the COC that is, or that is contained in, the
32 Priority Product, or Priority Product component;
33 (B) Product or product component redesign to reduce the concentration of the COC in
34 the Priority Product, or Priority Product component.
35 (C) Product or product component redesign, using different materials (e.g., plastic,
36 glass, ceramic, stainless steel) to reduce the potential for the public or the environment to be
37 exposed to the COC in the Priority Product or Priority Product component;
38 (D) Product and manufacturing process redesign, which may include, but is not limited
39 to:
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1 1. Product redesign in a “zero waste closed loop supply chain” that will design the
2 product for ease of dismantling for recycling and will completely reuse and recycle product at
3 the end-of-life;
4 2. Use of materials that degrade to a benign material;
5 3. Facility upgrade or redesign to reduce the potential for the public or the environment
6 to be exposed to the COC in the Priority Product.
7 (E) Other AA approach that the manufacturer demonstrates to the Department’s
8 satisfaction will meet the intent and objectives of this Article.
9 (7)Approach and Methodology. The AA Work PlanReport shall include the data gathering

10 approach that will be used to address any data gaps and shall, at a minimum, include a
11 summary of the data currently available. Existing data may be used if it meets the objectives
12 and scope set forth in the AA Work PlanReport. The AA Work PlanReport shall specify which
segments of
13 the life cycle of the Priority Product, or Priority Product component, and the alternatives will be
14 evaluated and compared. The methodology and specific guidelines relied upon, and dates of
15 those publications, shall be included. Any planned deviation from a published methodology or
16 guidelines shall be described. The AA Work PlanReport scope of work shall:
17 (A)For products which are not complex, iIdentify the segments of the product’s life cycle, i.e.,
system boundaries, that will be
18 evaluated for the product and all alternatives, which may include:
19 1. Raw materials mining,
20 2. Intermediary material processes,
21 3. Manufacturing and packaging,
22 4. Distribution, transportation and marketing,
23 5. Use,
24 6. Product end-of-life, and
25 7. Reuse and recycling.
17 (A) For complex products, identify the segments of the product’s life cycle, i.e., system
boundaries, that will be
18 evaluated for the product and all alternatives, which may include:
19 1. Raw materials mining,
20 2. Intermediary material processes,
21 3. Manufacturing and packaging,
22 4. Distribution, transportation and marketing,
23 5. Use,
24 6. Product end-of-life, and
25 7. Reuse and recycling.
26 (B) Explain any planned omissions from, and assumptions for, the life cycle stages or
27 processes.
28 (C) Specify and describe assessment tools, models and software, as applicable, that will



6/23/2010 Page 35

29 be used to conduct the AA, and discuss any limitations of these tools, models and software.
30 (8)Chemical Information. The AA Work PlanReport shall include all of the following
31 information for the COC that is, or that is contained in, the Priority Product or Priority Product
32 component, and for any chemical that will be considered as an alternative to the COC:
33 (A) Discuss pertinent chemical identity, chemical name, composition, classification and
34 labeling information.
35 (B) Identify the available information on intrinsic chemical and physical properties, and
36 any chemical information that is lacking and must be obtained during the course of the AA. At
37 a minimum, this data shall include, to the extent applicable:
38 1. Density,
39 2. Dissociation constant,
40 3. Explosiveness,
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1 4. Flammability,
2 5. Flash point,
3 6. Granularity,
4 7. Melting/boiling point,
5 8. Oxidizing properties,
6 9. Partition coefficient,
7 10. Stability in organic solvents and identity of relevant degradation byproducts,
8 11. Surface tension,
9 12. Vapor pressure,

10 13. Viscosity,
11 14. Water solubility,
12 15. Other physical, chemical, or quantum properties specific to nanomaterials, and
13 16. Standard methodology for detection and measurement of the chemical in relevant
14 environmental and biological media.
15 (C) Describe the production or manufacturing process and an estimate of the quantities
16 of the COC or alternative chemical necessary to manufacture the Priority Product, or Priority
17 Product component, or alternative.
18 (9)Product Function and Performance. The AA Work PlanReport shall discuss the
19 methodology that will be used for assessing and comparing the function and performance of
20 the Priority Product, or Priority Product component, and each alternative to be considered, and
21 shall describe the function and performance of the Priority Product, or Priority Product
22 component, including all of the following:
23 (A) Performance factors attributed to the COC and any essential attributes that must be
24 met by any potential alternatives;
25 (B) Useful life, expressed in single use or number of applications, days, months or
26 years, of the product or product component that is, or that contains, the COC, and that of the
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27 potential alternatives;
28 (C) Concentration of the COC in the product or product component and the
29 corresponding concentration of any chemical substitution, if known at the time that the AA
30 Work PlanReport is prepared;
31 (D) Volume or mass or both of the COC in the product or product component and the
32 corresponding volume or mass of any potential chemical substitution, if known at the time that
33 the AA Work PlanReport is prepared; and
34 (E) Extrapolation of the incremental volume or mass or both of the COC in commerce as
35 a result of the product or product component.
36 (10) Materials and Resource Consumption Impacts. The AA Work PlanReport shall discuss the
37 methodology that will be used for collecting and assessing data on the amount of raw materials
38 and resources consumed by the Priority Product or Priority Product component and each
39 alternative being considered. For purposes of tabulating the materials and resources
40 consumed, the AA Work PlanReport scope of work shall ensure that all of the following will
beconsider the following as appropriate:
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1 considered in the AA for the Priority Product or Priority Product component and all alternatives
2 to be evaluated:
3 (A) Water consumption and conservation;
4 (B) Production, in-use, and transportation energy inputs;
5 (C) Energy consumption and efficiency; and
6 (D) Reusability and recyclability.
7 (11) Human Health Impacts. The AA Work planReport shall discuss, as appropriate, the
methodology that will
8 be used for collecting information on, and assessing, for the Priority Product or Priority Product
9 component and each alternative being considered, public and occupational health impacts

10including, but not limited to, potential impacts to sensitive subpopulations. The AA Work PlanReport
11 scope of work shall ensure that toxicity and toxicological endpoints to be addressed in the AA
12 will include impacts that may result from single, intermittent or chronic use of, or contact with,
13 the product, considering opportunities for dermal, oral and inhalation exposures during product
14 use or other stages in the life cycle of the product. These shall include, but not be limited to,
15 the following, to the extent applicable:
16 (A) Acute or chronic toxicity,
17 (B) Bioaccumulation,
18 (C) Carcinogenicity,
19 (D) Developmental toxicity,
20 (E) Effects of electromagnetic radiation that includes ionizing radiation and non-ionizing
21 radiation,
22 (F) Endocrine disruption,
23 (G) Epigenetic effects,
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24 (H) Genotoxicity,
25 (I) Immunotoxicity,
26 (J) Neurotoxicity,
27 (K) Organ or tissue system toxicity,
28 (L) Persistence,
29 (M) Reproductive toxicity,
30 (N) Respiratory effects,
31 (O) Toxicokinetics, and
32 (P) Any other hazard traits that relate to adverse impacts on human health.
33 (12) Environmental Impacts. The AA Work PlanReport shall discuss the methodology that will
34 be used for collecting information on, and assessing, for the life cycle of the Priority Product or
35 Priority Product component and each alternative being considered, all of the following
36 environmental impacts, to the extent applicable:
37 (A) Air quality impacts. The AA Work PlanReport scope of work shall include the collection
and
38 assessment of data to document any incremental significant changes in air emissions, including,
but not
39 limited to, all of the air contaminants listed below, as a result of the product and each
40 alternative being considered:
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1 1. Nitrogen oxides,
2 2. Sulfur oxides,
3 3. Toxic air contaminants,
4 4. Greenhouse gases,
5 5. Other ozone forming compounds, and
6 6. Particulate matter.
7 (B)Ecological impacts. The AA Work PlanReport scope of work shall include the collection
8 and assessment of data as available to document any significant incremental change in
ecotoxicity, for all of the
9 following, as a result of the product and each alternative being considered:

10 1. Aquatic ecosystems;
11 2. Terrestrial ecosystems;
12 3. Environmentally sensitive habitats; and
13 4. Habitats essential to the continued existence of an endangered or threatened
14 species, and other factors affecting the ability of an endangered or threatened species to
15 survive or reproduce.
16 (C) Waste and end-of-life impacts. The AA Work PlanReport scope of work shall include the
17 collection and assessment of data to document any significant incremental change in the
amount of
18 waste and byproducts generated, and any special handling required for the waste and
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19 byproducts, during the life cycle of the product and each alternative being considered. This
20 shall include an assessment of disposal or use of waste and byproducts.
21 (D)Water quality impacts. The AA Work PlanReport scope of work shall include the collection
22 and assessment of data to document any significantincremental change in water quality impacts,
23 including, but not limited to, each of the water quality impacts listed below, as a result of the
24 product and each alternative being considered:
25 1. Biological oxygen demand,
26 2. Chemical oxygen demand,
27 3. Total dissolved solids,
28 4. Chemicals identified as priority toxic pollutants for California pursuant to section 303
29 (c) of the federal Clean Water Act,
30 5. Pollutants requiring monitoring and reporting for one or more water bodies in
31 California pursuant to section 303 (d) of the federal Clean Water Act in California, and
32 6. Thermal pollution or stress, and
33 7. Other impacts affecting the quality of surface waters and groundwaters.
34 (E)Soil quality impacts. The AA Work PlanReport scope of work shall include the collection
35 and assessment of data to document any significant incremental change in soil impacts,
including, but not
36 limited to, each of the soil quality impacts listed below, as a result of the product and each
37 alternative being considered:
38 1. Chemical contamination,
39 2. Biological contamination,
40 3. Loss of biodiversity,
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1 4. Loss of organic matter,
2 5. Erosion,
3 6. Compaction or other structural changes,
4 7. Soil sealing,
5 8. Other impacts the affect or alter soil function or soil chemical, physical or biological
6 characteristics or properties.
7 (F)Other environmental impacts. The AA Work PlanReport scope of work shall include the
8 collection and assessment of data to document any impacts, not directly addressed under
9 subparagraphs (A) through (E) of this paragraph, that result from a release of heat, odor,

10 radiation, or any other known hazard traits that relate to significant adverse impacts on the
environment. For
11 purposes of evaluating other environmental impacts, the AA Work Plan scope of work shall
12 also ensure that the AA will include identification and assessment of the COC’s intrinsic traits,
13 and those of the alternatives being considered, including, but not limited to, a chemical’s:
14 1. Stability,
15 2. Biodegradation,
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16 3. Photodegradation,
17 4. Bioaccumulation,
18 5. Production of transformation products in environmental settings, and
19 6. Fate and transport among environmental compartments.
20 (13) Economic Impacts. The AA Work PlanReport shall discuss the methodology that will be
21 used for collecting information on, and assessing, for the Priority Product or Priority Product
22 component and each alternative being considered, any increase or decrease in jobs or
23 businesses, costs of doing business, and the costs of goods to consumers. The economic
24 impacts assessment shall take into account both internalized and externalized costs during the
25 life cycle, specified in paragraph (7)(A), of the Priority Product or Priority Product component
26 and all alternatives being considered, and shall include an evaluation of the range of projected
27 costs. Assessment of externalized costs shall include costs to government agencies, the
28 public, businesses, and consumers. In addressing economic impacts all of the following shall
29 be addressed, to the extent applicable:
30 (A) Capital investment,
31 (B) Cost for resources,
32 (C) Energy costs,
33 (D) Non-compliance liability,
34 (E) Operations and maintenance costs,
35 (F) Waste disposal and treatment costs, and
36 (G) Other relevant financial investments or liabilities not listed above.
37 (14) Schedule and Deliverables. The AA Work Plan shall include a proposed schedule for
38 implementation of all proposed activities and phases identified in the scope of work. The
39 schedule shall specify submittal dates for any interim milestones and the anticipated
40 completion date of the final AA Report.
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1 (d) The AA Work PlanReport shall be accompanied by an AA Work PlanReport Detailed
Executive
2 Summary, pursuant to section 69305.4.
3
4 Section 69305.4. AA Work PlanReport Detailed Executive Summary Required Contents.
5 (a) In addition to the requirements of section 69305.3, the manufacturer shall provide an
6 AA Work PlanReport Detailed Executive Summary, which shall provide a detailed summary of
the
7 primary objectives, and methods, data and conclusions set forth in the AA Work PlanReport,
sufficient to convey to the public

8 a general understanding of the scope and goal of the AA that will be performed, and s.ufficient to
allow an accredited lead assessor to make an independent assessment of the findings presented in
the AA Report.
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9 (b) Except as provided in subsection (c), the Detailed Executive Summary shall, at a
10 minimum, include or summarize information on all of the following:
11 (1) Acknowledgements and certifications, required pursuant to section 69305.3(c)(1),
12 (2) Acronyms, required pursuant to section 69305.3(c)(2),
13 (3) Manufacturer information, required pursuant to section 69305.3(c)(3),
14 (4) Facility information, required pursuant to section 69305.3(c)(4),
15 (5) Product information, required pursuant to section 69305.3(c)(5),
16 (6) Objective and scope, required pursuant to section 69305.3(c)(6),
17 (7) Proposed approach and methodology, required pursuant to section 69305.3(c)(7),
18 (8) Chemical information, required pursuant to section 69305.3(c)(8),
19 (9) Product function and performance information, required pursuant to section
20 69305.3(c)(9),
21 (10) Materials and resource consumption information, required pursuant to section
22 69305.3(c)(1 0),
23 (11) Human health impacts information, required pursuant to section 69305.3(c)(1 1),
24 (12) Environmental impacts information, required pursuant to section 69305.3(c)(12),
25 (13) Economic impacts information, required pursuant to section 69305.3(c)(13), and
26 (14) Schedule and deliverables, required pursuant to section 69305.3(c)(14).
27 (c) Notwithstanding subsection (b) of this section, the AA Work PlanReport Detailed
Executive
28 Summary shall be a public record in its entirety, and shall not include any information claimed
29 as confidential pursuant to Article 10.
30
31 Section 69305.5. Department’s Review and Determination for the AA Work Plan.
32 (a) Within 60 days of receiving an AA Work Plan, the Department shall review the AA
33 Work Plan for completeness and compliance with the requirements of section 69305.3 and
34 shall notify the manufacturer of its findings with either a:
35 (1) Notice of deficiency, or
36 (2) Notice of completeness.
37 (b) The Department shall specify in the Notice of Deficiency the areas of deficiency and
38 a date for submitting the necessary information to complete the AA Work Plan.
39 (1) The manufacturer shall submit a revised AA Work Plan within the time specified and
40 address the areas of deficiency.
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1 (A) A manufacturer may request an extension for up to 60 days beyond the date
2 specified in the Notice of Deficiency to submit a revised AA Work Plan.
3 (c) Within 60 days of receipt of the requested additional information, the Department
4 shall notify the manufacturer if the information submitted complies with the requirements of
5 section 69305.3, and either approve or disapprove the AA Work Plan for implementation.
6 (1) If the Department again disapproves the AA Work Plan, the Department shall issue
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7 a second notice of deficiency and grant the manufacturer no more than 60 days to resubmit
8 the information requested.
9 (2) A manufacturer who fails to adequately and timely respond to three (3) Notices of

10 Deficiency shall be placed on the “Failure To Comply” list posted on the Department’s website.
11 (d) If the AA Work Plan is determined to be complete, the Department shall specify in
12 the Notice of Completeness a date for submitting the AA Report, and at the Department’s
13 discretion, interim status reports. In assigning a deadline for the AA Report, the Department
14 shall consider the following factors:
15 (1) The complexity of the planned AA, including, but not limited to, the scope of
16 alternatives to be considered;
17 (2) The existence of an applicable open source or previously prepared AA posted on the
18 Department’s website that identifies a technologically and economically feasible alternative
19 that reduces any public health or environmental impacts associated with the product.
20 (e) A manufacturer may dispute a Notice of Deficiency to the AA Work Plan pursuant to
21 Article 7.
22
23 Section 69305.6. Failure to Act Within Specifie d Time Frames.
24 Notwithstanding any other provision of this chapter, failure of the Department to make a
25 completeness determination within 60 days from receipt of the applicable document, or failure
26 of the Director to respond to a request for further review under section 69307.2 within 60 days,
27 shall not result in the AA Work Plan or AA Report being deemed to be complete.
28
29 Section 69305.7. AA Work Plan Amendments.
30 (a) A manufacturer shall request approval from the Department to make amendments
31 to an approved AA Work Plan prior to the amendments being put into effect, if the
32 amendments relate to either or both of the following:
33 (1) The objective and scope, pursuant to section 69305.3(c)(6), or
34 (2) The approach and methodology to be used, pursuant to section 69305.3(c)(7).
35 (b) The request shall include all of the following:
36 (1) Name of the individual in charge recommending the proposed amendment and
37 contact information,
38 (2) The proposed amendments to the approved AA Work Plan and the rationale
39 explaining why the amendments are necessary,
40 (3) Supporting information, including scientific data, for the basis of the amendment, and
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1 (4) An explanation of the potential implications to the deadlines specified pursuant to
2 69305.5.
3 (c) Within 30 days of receipt of the request to modify the AA Work Plan, the Department
4 shall notify the manufacturer if the information submitted justifies the request to amend the AA
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5 Work Plan and either approve or disapprove the request.
6 (d) If the Department determines that the request is justified and approves the AA Work
7 Plan amendments, the Department shall specify in its response whether an extension to the
8 deadlines specified pursuant to section 69305.5 is warranted and specify a revised deadline, if
9 appropriate. If determined appropriate, the Department may specify different deadlines for

10 different segments of the AA.
11
12 Section 69305.8. Alternatives Assessment Report Required Contents.
13 (a) A manufacturer shall complete the requirements of sections 69305.3 and 69305.4
14 and submit to the Department an AA Report by the date specified by the Department, unless
15 the manufacturer receives approval for an extension pursuant to section 69305.2.
16 (b) The AA Report shall contain all of the following information:
17 (1) Acknowledgements and Certifications. The names of the parties involved in funding,
18 directing, overseeing, preparing or reviewing the AA Report shall be included. Any
19 organizations and individuals that provided guidance or review for the AA shall be identified,
20 including name, qualifications and accreditation information for the individuals in charge under
21 whose direction the AA was conducted and verified.
22 (2) Acronyms. An acronym list for the AA Report shall be included to clarify the
23 meanings of abbreviated words.
24 (3) AA Work Plan Implementation. All of the following information shall be provided,
25 and shall be organized under the relevant headings specified in sections 69305.3(c)(3) through
26 69305.3(c)(14):
27 (A) Any scope of work adjustments necessary to complete the AA, including the
28information identified in the AA Work Plan for collection and assessment pursuant to section
29 69305.3(c).
30 (B) A description of the assessment tools used for the AA.
31 (C) All data, calculations, models, assumptions, limitations in methodology and data,
32 literature and any other information that the manufacturer used or relied on in performing the
33 AA shall be referenced and provided. All supporting information shall be maintained by the
34 manufacturer in electronic format and made available to the Department upon request for five
35 (5) years after the manufacturer’s selected alternative is first made available for use in
36 California.
37 (4) Assessment of Priority Product and Alternatives. A comparative analysis of the data
38 collected, pursuant to sections 69305.3(c)(8) through 69305.3(c)(1 3), for the Priority Product,
39 or Priority Product component, and each alternative considered shall be provided, as follows:
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1 (A) A detailed and systematic tabulation of the data collected for the product and
2 alternatives analysis shall be provided. Quantitative data collected or available for the Priority
3 Product, or Priority Product component, and the COC and all alternatives considered shall be
4 presented in a comparative matrix or other suitable and appropriate format that provides the
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5 reviewer a visual comparison.
6 (B) The results of the AA shall be presented in an easy to follow format such as a
7 comparative matrix or other suitable and appropriate format that provides the reviewer a visual
8 comparison of the product or product component and all alternatives considered.
9 (C) The AA Report shall include a multimedia life cycle evaluation, for the Priority

10 Product or Priority Product component and each alternative considered, that identifies and
11 quantifies the impacts listed below and changes, if any, to those impacts that would be
12 achieved through implementation of each of the alternatives considered. The evaluation shall
13 include information on, and assessment of, the impacts and other information listed below,
14 during the life cycle of the product or product component and each of the alternatives. The
15 evaluation shall include a summary of the data collected pursuant to the sections of this
16 chapter cited below:
17 1. Chemical information, specified in section 69305.3(c)(8),
18 2. Materials and resource consumption impacts, listed in section 69305.3(c)(10),
19 3. Human health impacts, listed in section 69305.3(c)(1 1), and
20 4. Environmental impacts, listed in section 36305.3(c)(12).
21 (D) The AA Report shall also include a life cycle evaluation, for the Priority Product or
22 Priority Product component and each alternative considered, that identifies and quantifies the
23 impacts listed below and changes, if any, to those impacts that would be achieved through
24 implementation of each of the alternatives considered. The evaluation shall include information
25 on, and assessment of, the impacts and other information listed below, during the life cycle of
26 the product or product component and each of the alternatives. The evaluation shall include a
27 summary of the data collected pursuant to the sections of this chapter cited below:
28 1. Product function and performance impacts, specified in section 69305.3(c)(9), and
29 2. Economic impacts, specified in section 69305.3(c)(13).
30 (5) Selected Alternative. The AA Report shall identify and describe the alternative, if
31 any, selected by the manufacturer, and the rationale for the selection decision. This shall
32 include an assessment that evaluates and compares the selected alternative against the
33 Priority Product, or Priority Product component, and a detailed list and explanation of the
34 reasons for the manufacturer’s selection decision, or, alternatively, for the manufacturer’s
35 decision not to select and implement an alternative to the Priority Product or Priority Product
36 component, whichever is applicable. The AA Report shall also include both of the following:
37 (A) A demonstration that the production, use and disposal of the selected alternative, in
38 conjunction with any regulatory response(s) proposed by the manufacturer pursuant to
39 paragraph (7), when compared to the Priority Product, will have no significant adverse impacts
40 on public health or the environment. For purposes of this subparagraph, “environment”, as it
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1 pertains to California’s environment, shall mean “environment” as defined in section 21060.5 of
2 the Public Resources Code.
3 (B) A list of all chemical ingredients contained in the selected alternative product, or
4 alternative product component, and hazard trait information for any of those chemicals for
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5 which hazard trait information has not already been provided to the Department pursuant to
6 this chapter.
7 (6) Implementation Plan. A detailed plan, including key milestones and dates, for
8 implementing the selected alternative, if applicable, shall be presented.
9 (7) Proposed Regulatory Responses. Identification of any regulatory response, that the

10 manufacturer wishes to propose, that would best limit the exposure to, or reduce the level of
11hazards posedcaused by, any COC that will be, or that will be contained in, the manufacturer’s
12 selected alternative.
13 (c) Each AA Report shall be accompanied by both of the following:
14 (1) An AA Report Detailed Executive Summary, pursuant to section 69305.9, and
15 (2) An AA Verification Statement prepared pursuant to section 69305(d)(3).
16
17 Section 69305.9. AA Report Detailed Executive Summary Required Contents.
18 (a) In addition to the requirements of section 69305.8, the manufacturer shall provide an
19 “AA Report Detailed Executive Summary” which shall summarize the objectives, methods,
20 data and conclusions of the full AA Report, prepared pursuant to section 69305.8, suitable for
21 posting on the Department’s website. The information provided shall be sufficient to allow a
22 technically qualified person to make an independent assessment of the findings presented in
23 the AA Report.
24 (b) Except as provided in subsection (c), the AA Report Detailed Executive Summary
25 shall, at a minimum, include or summarize information on all of the following:
26 (1) Acknowledgements and certifications, required pursuant to sections 69305.3(c)(1)
27 and 69305.8(b)(1),
28 (2) Acronyms, required pursuant to section 69305.8(b)(2),
29 (3) Manufacturer information, required pursuant to section 69305.3(c)(3),
30 (4) Facility information, required pursuant to section 69305.3(c)(4),
31 (5) Product information, required pursuant to section 69305.3(c)(5),
32 (6) Objective and scope, required pursuant to section 69305.3(c)(6),
33 (7) Proposed approach and methodology, required pursuant to section 69305.3(c)(7),
34 (8) Chemical information, required pursuant to section 69305.3(c)(8),
35 (9) Product function and performance information, required pursuant to section
36 69305.3(c)(9),
37 (10) Materials and resource consumption information, required pursuant to section
38 69305.3(c)(1 0),
39 (11) Human health impacts information, required pursuant to section 69305.3(c)(1 1),
40 (12) Environmental impacts information, required pursuant to section 69305.3(c)(12),
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1 (13) Economic impacts information, required pursuant to section 69305.3(c)(1 3),
2 (14) AA Work Plan implementation information, required pursuant to section
3 69305.8(b)(3),
4 (15) Assessment of Priority Product and alternatives, required pursuant to section
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5 69305.8(b)(4),
6 (16) Selected alternative, required pursuant to section 69305.8(b)(5),
7 (17) Implementation plan, required pursuant to section 69305.8(b)(6), and
8 (18) Proposed regulatory responses, if any, pursuant to section 69305.8(b)(7).
9 (c) Notwithstanding subsection (b) of this section, the AA Report Detailed Executive

10 Summary shall be a public record in its entirety, and shall not include any information claimed
11 as confidential pursuant to Article 10.
12
13 Section 69305.10. Department Review and Determination for the AA Report.
14 (a) In addition to the provisions of subsection (b) of this section, the provisions of
15 section 69305.5 shall apply to the Department’s AA Report review and determination, and to
16 disputes concerning notices of deficiency for AA Reports.
17 (b) If the AA Report is determined to be complete, the Department shall notify the
18 manufacturer of its determination. In the completeness determination notice, the Department
19 shall notify the manufacturer if one or more of the regulatory responses specified in sections
20 69306.3(e), 69306.4(b), 69306.5 or 69306.6 is required. If a regulatory response is required
21 under section 69306.6, the Department shall specify the due date for the manufacturer to
22 implement the regulatory response. In assigning a deadline for completing a regulatory
23 response required by the Department under section 69306.6, the Department shall consider
24 product complexity and the complexity of implementing the regulatory response.
25
26 Article 6. Regulatory Responses
27 Section 69306. Applicability.
28 The requirements of this article shall apply to any consumer product that is manufactured
29 as the selected alternative by the manufacturer of a Priority Product subject to the
30 requirements of Article 5. These requirements shall also apply, as applicable, to the Priority
31 Product if the manufacturer does not select an alternative to the Priority Product or if the
32 Priority Product will remain in commerce pending development and distribution of the
33 alternative consumer product, or alternative consumer product component, whichever is
34 applicable.
35
36 Section 69306.1. AA Report Supplemental Information Requirements.
37 The Department may request, and the manufacturer shall provide, within the time period
38 specified by the Department, any information supplementary to the AA Report that the
39 Department determines is necessary to determine and ensure implementation of one or more
40 regulatory responses imposed pursuant to this article.

SAFER CONSUMER PRODUCT ALTERNATIVES
CHAPTER 53 OF DIVISION 4.5 OF TITLE 22, CALIFORNIA CODE OF REGULATIONS

DRAFT REGULATIONS
DEPARTMENT OF TOXIC SUBSTANCES CONTROL

1
2 Section 69306.12. No Regulatory Response Required.
3 No regulatory response will be required for a selected alternative consumer product, or
4 alternative consumer product component, if the manufacturer demonstrates to the satisfaction
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5of the Department, at the time the AA Report is submitted determines, all one of the following:
6 (a) The alternative consumer product, or alternative consumer product component, does
7 not contain a COC in a concentration exceeding 0.1%. For a product and COC that the
8 Department has determined the de minimis exemption does not apply, the manufacturer shall
9 demonstrate that the alternative consumer product, or alternative consumer product

10 component, does not contain a COC at or above detectable levels.
11 (ab) The alternative consumer product, or alternative consumer product component, does
12not present a significant threatharm to public health or the environment due to the presence in the
13 product or product component of one or more COCs at levels that do not exceed the
14 applicable level specified in subsection (a) of this section.
15 (bc) The Priority Product, which was the subject of the AA, will be completely phased out,
16 and recalled from commerce in California, within three (3) years of the date the AA Report is
17 submitted to the Department.
18
19 Section 69306.23. Product Information for Consumers.
20 (a) For a selected alternative consumer product, or alternative consumer product
21 component, that is a COC, or that contains a COC at a level that exceeds the applicable level
22 specified in section 69306.2(a), or for a Priority Product for which the manufacturer does not
23 select an alternative, the manufacturer shall make all of the following information available to
24 the consumer:
25 (1) Manufacturer’s name;
26 (2) Brand name and description of the consumer product;
27 (3) A list of the COCs contained in the consumer product;
28 (4) Identification of any sensitive subpopulations that should avoid contact with or other
29 exposure to the consumer product;
30 (5) Any safe handling procedures needed to protect public health or the environment
31 during the useful life of the consumer product and proper end-of-life disposal or management;
32 and
33 (6) The manufacturer’s website address where the consumer can obtain additional
34information about the product, the threatharms posedcaused by the product, and proper end-of-life
disposal
35 or management of the product.
36 (b) Manufacturers may meet the requirements of subsection (a) of this section, by
37 including an information sheet in the consumer product packaging, printing the required
38 information on the product packaging, or posting the information in a prominent place at the
39 point of sale for products that are not packaged.
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1 (c) In addition to the requirements of subsections (a) and (b), whenever not precluded
2 by the type or size of the product, the product shall be permanently marked or labeled with all
3 of the following information in a manner that is easily seen, legible, and understandable to the
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4 consumer:
5 (1) The manufacturer’s name;
6 (2) Brand name of the consumer product;
7 (3) An indication that the product is, or contains, a COC;
8 (4) An indication that there is an end-of-life take back program for this product; and
9 (5) The manufacturer’s website address where the consumer can obtain additional

10 information about the product, the threats posed by the product, and proper end-of-life disposal
11 or management of the product.
12 (d) A manufacturer who has a consumer product subject to the requirements of this
13 section, shall fully implement these requirements for that product no later than twelve (12)
14 months after submitting the applicable AA Report to the Department.
15 (e)(1) The requirements specified in subsections (a) through (c) shall also apply to a
16 selected alternative consumer product, or alternative consumer product component, for which
17 the Department makes one or more of the following determinations, and notifies the
18 manufacturer of that determination:
19 (A) The information will promote significantly safer use and the public health and
20 environmental threatharms posedcaused by use of the product can be significantly mitigated by
providing
21 information to the consumer;
22 (B) Extended producer responsibility is necessary to address end-of-life impacts;
23 (C) End-of-life reclamation of the product is necessary to conserve resources and
24 mitigate long term environmental damage as a result of ongoing virgin material extraction.
25 (2) A manufacturer of a consumer product, subject to the requirements of this
26 subsection, shall fully comply with such requirements for that product no later than twelve (12)
27 months after being notified by the Department of its determination that a manufacturer is
28 subject to the requirements of this subsection.
29
30 Section 69306.34. Manufacturer End-of-Life Management Requirements.
31 (a) A manufacturer of a selected alternative consumer product, or alternative consumer
32 product component, or a Priority Product for which the manufacturer does not select an
33 alternative, which is required to be managed as a hazardous waste at the end of its useful life,
34 shall comply with both of the following requirements:
35 (1) The manufacturer shall comply with the consumer product information requirements
36 specified in section 69306.3, as applicable. However, the product information and the mark or
37 label shall state that the product must be disposed of or managed as a hazardous waste at the
38 end of its useful life.
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1 (2) The manufacturer shall, no later than two (2) years after submitting the AA Report
2 for the consumer product to the Department, establish, maintain and fund take-back programs
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3 which shall comply with all of the following:
4 (A) The manufacturer shall develop, maintain, and post on its website, a comprehensive
5 Product Stewardship Plan that shall include:
6 1. List of participating manufacturers;
7 2. The scope of products to be covered by the plan, including orphan and historic
8 products;
9 3. The roles and responsibilities for manufacturers, retailers, consumers and

10 government throughout the life cycle of the product.
11 a. Manufacturers shall finance their stewardship programs as a general cost of doing
12 business, through cost internalization or by recovering costs through arrangements with their
13 distributors and retailers.
14 b. Manufacturers shall identify any third party product stewardship organization
15 collecting and administering a fee to administer the stewardship program.
16 4. Identification of collection system information, which shall include:
17 a. Existing infrastructure, both regionally and statewide,
18 b. Needed infrastructure, not currently in place, both regionally and statewide, and
19 c. Minimum collection services required.
20 5. Processing and recycling information, including what steps will be taken to ensure
21 environmentally-sound management;
22 6. Anticipated resources and a financing mechanism to implement and sustain the
23 plan;
24 7. Proposed measurements for:
25 a. Increasing the capture rate of product at the end-of-life;
26 b. Increasing recyclability, and
27 c. Increasing product longevity for consumer use; and
28 d. Decreasing use and volume of packaging;
29 8. Public outreach and communications plan;
30 9. Public and stakeholder consultation activities in preparation of the plan; and
31 10. Reporting and evaluation procedures.
32 (B) The manufacturer shall develop and maintain a public education program geared
33 towards the market for the consumer product.
34 (C) The manufacturer shall consult with retailers and potential collection sites in creating
35 a recycling program for the collection and recycling of the consumer product.
36 (D) The recycling program shall include one or both of the following:
37 1. Collection mechanisms, including, but not limited to, placement of recycling bins at
38 collection centers in visible and accessible locations for consumers; and
39 2. Compensation to retailer and/or centers for administration of recycling program.
40 (E) Financial Guarantee Mechanism:
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1 The manufacturer shall provide a financial guarantee for a sustainable end-of-life
2 management program for the consumer product.
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3 2. Manufacturers may form a third party product stewardship organization to provide
4 local services to take back, recycle, or otherwise appropriately manage the designated
5 products.
6 (F) Manufacturers of consumer products subject to end-of-life management
7 requirements shall every 2 years from the date the manufacturer is required to have a take
8 back program established, provide a report to the Department which shall include both of the
9 following:

10 1. The amount of products made available for use in California over the previous 2 year
11 period by total tonnage, and
12 2. The amount of products recovered for recycling over the 2 year period by total
13 tonnage.
14 (b)(1) The requirements specified in subsection (a) shall also apply to a selected
15 alternative consumer product, or consumer product component, that is, or that contains, a
16 COC, or for a Priority Product for which the manufacturer does not select an alternative, if the
17 Department determines, and notifies the manufacturer of the determination, that one or more
18 of the following applies:
19 (A) There is significant potential for improper end-of-life handling or disposal practices
20 that pose significant adverse public health or environmental impacts;
21 (B) End-of-life reclamation of the product is needed to conserve resources and mitigate
22 long term environmental damage as a result of continual virgin material extraction; or
23 (C) There would be significant waste management costs for local governments,
24 ratepayers or taxpayers in the absence of a product stewardship program.
25 (2) Manufacturers subject to the requirements of this subsection shall establish,
26 maintain and fund the take back program beginning no later than two (2) years after being
27 notified of the Department’s determination that is subject to the requirements under this
28 section.
29
30 Section 69306.5. Product Sales Prohibition.
31 (a) A selected alternative consumer product, or alternative consumer product
32 component, that is, or that contains, a COC, or a Priority Product for which the manufacturer
33 does not select an alternative, and for which the Department determines, and notifies the
34manufacturer, that a safer alternative exists, that is functionally and environmentally equivalent and
technologically
35 and economically feasible, shall not be made available for use in California, effective two (2)
36 years after the manufacturer is notified of the Department’s determination, unless the
37 manufacturer submits a revised AA Report within one (1) year.
38 (b) The manufacturer shall implement a recall program for the consumer product subject
39 to subsection (a), within two (2) years after the manufacturer is notified of the Department’s
40 determination, unless the manufacturer submits a revised AA Report within one (1) year .
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2 Section 69306.6. Other Regulatory Responses.
3 (a) In addition to the regulatory responses specified in sections 69306.1 and 69306.3
4 through 69306.7 inclusive, the Department may impose any of the following regulatory
5 responses that the Department determines are necessary to limit exposure to, and reduce the
6level of potential public health or environmental hazards posedcaused by, a selected alternative
7 consumer product containing a COC, or alternative consumer product component containing a
COC, or a Priority Product for which
8 the manufacturer does not select an alternative:
9 (1) The Department may apply any of the regulatory responses described in sections

10 69306.3 through 69306.5, inclusive, to scenarios other than those identified in sections
11 69306.3 through 69306.5;
12 (2) The Department may apply any of the following regulatory responses to any
13 scenario, including those listed in sections 69306.3 through 69306.5:
14 (A) Requiring engineered safety measures to control access to or limit exposure to the
15 COC in the consumer product;
16 (B) Placement of restrictions on the use of the COC that is, or that is contained in, the
17 consumer product;
18 (C) Requiring the manufacturer to initiate a Green Chemistry research and development
19 project or fund a Green Chemistry challenge grant where no feasible safer alternative exists;
and
20 (D) Any other regulatory response that the Department determines is necessary to limit
21 exposure to or otherwise reduce the level of public health or environmental hazards posed by
22 the consumer product.to accomplish the requirements of this chapter.
23 (b) The Department’s regulatory response determination, along with an implementation
24 due date, shall be posted on the Departments’ website and noticed to affected manufacturers.
25 (c) The Department will periodically re-evaluate the selected regulatory response(s)
26 under this section to determine if any changes are needed based on any significant changes in
27 science or technology that have occurred since the regulatory response was selected.
28
29 Section 69306.7. Exemption from Regulatory Response Requirements.
30 A manufacturer shall be exempt from implementing a required regulatory response under
31 sections 69306.3 through 69306.6, inclusive, if the manufacturer demonstrates to the
32 satisfaction of the Department either or both of the following:
33 (a) The required regulatory response would conflict with a requirement of another
34California, state, or federal regulatory program or an International Trade Agreement ratified by the
35 United States Senate, in such a way that the manufacturer cannot reasonably be expected to
36comply with these requirements. In this case, the Department may, at its discretion,will work with
require
37 the manufacturer to implement a modified regulatory response that resolves this conflict.
38 (b)The required regulatory response conflicts with the achievement of standards required by
or substantially duplicates a requirement of another or compromised the products functional and
environmental performance.
39 California or federal regulatory program or an International Trade Agreement ratified by the
40 United States Senate.
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1
2 Section 69306.8. Regulatory Response Report and Notifications.
3 (a) Within 630 days after being notified by the Department that a manufacturer is subject
4 to a regulatory response pursuant to section 69306.6 or a determination under section
5 69306.3(e), 69306.4(b) or 69306.5, or within 630 days after submitting to the Department an AA
6 Report for a product subject to section 69306.3(a)-(c) or 69306.4(a), the manufacturer shall
7 notify retailers who sell the affected consumer product in California of the applicability of the
8 regulatory response to the consumer product. A copy of the notice shall be sent
9 simultaneously to the Department. The notice shall include all of the following:

10 (1) The manufacturer’s name, physical location, mailing and electronic address, and
11 website address.
12 (2) Information identifying and describing the product.
13 (3) A description of the required regulatory response and the due date for implementing
14 the regulatory response.
15 (b) The manufacturer shall notify the Department upon completion of the
16 implementation of the required regulatory response or responses and, if applicable, upon
17 completion of the implementation of the selected alternative. The manufacturer shall describe
18 in the notification how it implemented the regulatory response. If requested by the
19 Department, the manufacturer shall provide periodic implementation status reports regarding
20 the selected regulatory response or responses. The information provided to the Department
21 pursuant to this subsection shall also be posted on the manufacturer’s website.
22 (c) The Department shall post on its website, and update on at least a quarterly basis, a
23 Regulatory Response Report that identifies the regulatory response or responses for each
24 selected alternative for a Priority Product. The Report shall contain the following information
25 subject to the provisions of Article 10:
26 (1) The manufacturer’s name, physical location, mailing and electronic address, and
27 website address.
28 (2) A description of the original Priority Product.
29 (3) A description of the selected alternative.
30 (4) The implementation due date, and the actual implementation date, for the
31 alternative.
32 (5) The regulatory response or responses, if any.
33 (6) The applicable section in this article specifying the regulatory responses, and, in the
34 case of a section 69306.6 regulatory response, the rationale for the regulatory response.
35 (7) The implementation due date, and the actual implementation date, for the regulatory
36 response.
37
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1 Article 7. Dispute Resolution Processes
2 Section 69307. Dispute Resolution.
3 The Department and manufacturers shall use their best efforts to resolve all disputes
4 informally. The procedures set out in this article are the required administrative procedures for
5 resolving disputes arising under this chapter. If the manufacturer fails to follow the procedures
6 contained in this article for disputes subject to this article, it shall have waived its right to further
7 contest the disputed issue administratively.
8
9 Section 69307.1. Informal Dispute Resolution Procedures.

10 (a) For all disputes arising under the provisions of this chapter other than sections
1169306.3(e), 69306.4(b), 69306.5, or 69306.6, the manufacturer shall first seek resolution with
12 the Department’s assigned staff member. If the dispute is not resolved after review by the
13 assigned staff member, the manufacturer shall seek resolution of the disputed issue with a
designated three person board chaired by an accredited lead assessor within the department the
14staff member’s second level supervisor by presenting all of the following information within 30180
15 days after the Department takes the action that is being disputed:
16 (1) The issues in dispute,
17 (2) The basis for the position being taken, and
18 (3) The remedy sought.
19 (b)The second level supervisor board shall issue a decision with an explanation for the
20 decision within 30 60 days after receipt of the submittal from the manufacturer.
21 (c)If the manufacturer disagrees with the second level supervisor’sboard’s decision, the
22 manufacturer may appeal to the Department’s Director as specified in section 69307.2.
23
24 Section 69307.2. Director Request for Further Review.
25 (a)The manufacturer wishing to seek review of the decision of the second levelboard
26 supervisor under section 69307.1 shall submit information stating the basis for seeking further
27 review and the reasons why the boardsecond level supervisor’s decision does not comport with
the
28 requirements of this article, or is otherwise unreasonable. The manufacturer shall also
29 provide:
30 (1) The original statement of dispute;
31 (2) Supporting documents; and
32 (3) Copies of any responses prepared by the Department’s employees involved with the
33 dispute.
34 (b) The request for further review shall be made to the Director of the Department within
35 30 days after the issuance of the boardsecond level supervisor’s determination under section
36 69307.1.
37 (c) The Director or the Director’s Designee shall grant or deny the relief sought in whole
38 or in part within 60 days after receipt of the request under this section.
39
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1 Section 69307.3. Formal Petition Procedures.
2 For all disputes arising under sections 69303.2(d), 69306.3(e), 69306.4(b), 69306.5 or 69306.6,
the
3 procedures specified in sections 69307.4 through 69307.7, inclusive, shall apply in lieu of the
4 procedures set forth in sections 69307.1 and 60307.2.
5
6 Section 69307.4. Time Lines for Petition.
7 Within 18030 days of a manufacturer receiving a determination from the Department that
8 section 69306.3(e), 69306.4(b), 69306.5 or 69306.6 applies to one or more of its consumer
9 products or selected alternative, the manufacturer may submit a Petition for Review to the

10 Department to review such determination.
11
12 Section 69307.5. Contents of Petition.
13 (a) The Petition filed pursuant to section 69307.4 shall include a statement of the
14 reasons supporting that review, and as applicable, a showing that the determination is based
15 on:
16 (1)Facts, assumptions, or other information or approaches or conclusion of law that are not
based on substantial evidence that is
17 clearly erroneous, or
18 (2) An exercise of discretion or an important policy consideration which the Department
19 should, in its discretion, review.
20
21 Section 69307.6. Department Review of Petition.
22 (a) Within 60 days following the filing of the Petition pursuant to section 69307.4, the
23 Department shall issue an order either granting or denying the Petition for Review.
24 (b) An order granting review shall specify a schedule for briefing of the issues by the
25 manufacturer and the Department.
26 (c) An order denying review shall constitute the Department’s final decision, and shall
27 be effective on the date of the order. The order shall specify the date by which the
28 manufacturers shall comply with the applicable requirements of Article 6.
29 (d) Following consideration of the information provided during the briefing period, the
30 Department shall issue an order specifying its decision on the merits of the petition. This order
31 shall be issued within one (1) year from the date the Department issues the order granting the
32 petition for review.
33 (1) If the final order upholds the Department’s determination under Article 6, the order
34 shall specify the date by which the manufacturer shall comply with the applicable requirements
35 of Article 6.
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36 (2) If the final order grants the relief sought by the manufacturer, in whole or in part, the
37 order shall remove the Article 6 determination back to the responsible program for re-
38 evaluation and shall specify the date by which the re-evaluation must be completed, which
39 shall be no more than 90 days from the date of the order. The order may also provide
40 guidance or criteria for the re-evaluation.

SAFER CONSUMER PRODUCT ALTERNATIVES
CHAPTER 53 OF DIVISION 4.5 OF TITLE 22, CALIFORNIA CODE OF REGULATIONS

DRAFT REGULATIONS
DEPARTMENT OF TOXIC SUBSTANCES CONTROL

1 (e) A final decision on the Petition for Review is a prerequisite to seeking judicial review
2 of the Department’s decision.
3
4 Section 69307.7. Procedures for Department Review of Petitions.
5 (a) In addition to the procedures specified in section 69307.6, in reviewing a Petition for
6 Review filed pursuant to section 69307.4, the Department shall also comply with this section.
7 (b) No Departmental staff that participated in the making or reviewing the determination
8 under section 69306.3(e), 69306.4(b), 69306.5 or 69306.6 that is the subject of the Petition for
9 Review filed under section 69307.5 may participate in decision-making or review of decisions

10 made under section 69307.6.
11 (c) No Department staff participating in decision-making or review of decisions made
12 under section 69307.6 may have communications with any Department staff that participated
13 in making or reviewing a determination made under section 69306.3(e), 69306.4(b), 69306.5,
14 or 69306.6 that is the subject of the Petition for Review filed under section 69307.4 about the
15 Petition for Review unless the Department staff simultaneously communicates with the
16 manufacturer or its representative regarding the issues under discussion with Department
17 staff.
18
19 Section 69307.8. Website Posting of Disputes and Petitions for Review.
20 Subject to the provisions of Article 10, the Department shall post information on its website
21 concerning disputes filed pursuant to section 69307.2 and petitions filed pursuant to section
22 69307.4, and the Department’s decisions on such disputes and petitions.
23
24 Article 8. Accreditation and Qualification Requirements for Performance of
25 Alternatives Assessments
26 Section 69308. Requirements for Qualified Third-Party Assessment Entities.
27 (a) A entity wishing to be designated as a Qualified Third-Party Assessment Entity, shall
28 submit all of the following to the Department:
29 (1) The identification of one or more Lead Assessors that have been accredited
30 pursuant to section 69308.2.
31 (2) Identification of the participating individuals, including employees and
32 subcontractors, identified by the entity as necessary to complete AAs. This information shall
33 also identify, for each individual, his or her specific role and qualifications, which may include
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34 formal education or experience, and identification of the area or areas in which they are
35 competent to serve as a subject matter expert.
36 (3) Documentation of the AA elements, inputs, assumptions, methodologies and
37 approaches employed by the entity.
38 (4) Demonstration of all of the following:
39 (A) Independence and lack of affiliation with any manufacturer, consortium of
40manufacturers, or trade association that represent non-complex products;

(B) Independence and lack of affiliation with any member of the Green Ribbon Science
Panel established pursuant to Health & Safety Code section 25254
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1 (B) Compliance with the standards of ISO 14040, or equivalent; and
2 (C) Record keeping and document retention and retrieval practices and capabilities
3 sufficient to facilitate audits by the Department pursuant to Article 9 of this chapter.
4 (b) The Department shall review the information submitted pursuant to subsection (a) of
5 this section, and, based on this review, approve or disapprove the request for designation as a
6 Qualified Third-Party Assessment Entity, within 60 days of receiving the information. The
7 Department shall notify the entity submitting the request of its determination.
8 (c) If any of the information submitted pursuant to subsection (a) of this section
9 changes, the entity shall provide updated information to the Department within 30 days of the

10 change.
11 (d) A designation as a Qualified Third-Party Assessment Entity shall expire after a
12period of five (5) years for non complex products and 10 years for complex products, except that it
may be renewed upon application by the entity, pursuant
13 to subsection (a) not later than 90 days before expiration of the existing designation.
14 (e) The Department shall post and maintain on its website a list of entities that have
15 been designated as Qualified Third-Party Assessment Entities.
16 (f) If an entity is found to be in violation of this chapter, the entity shall lose its
17 designation as a Qualified Third-Party Assessment Entity for a period of at least ten (10) years.
18 After this period the entity may reapply to be designated as a Qualified Third-Party
19 Assessment Entity.
20
21 Section 69308.1. Requirements for Qualified In-House Assessment Entities.
22 (a) A manufacturer, consortium of manufacturers, or trade association wishing to be
23 designated as a Qualified In-House Assessment Entity, shall submit all of the following to the
24 Department:
25 (1) The identification of one or more Lead Assessors that have been accredited
26 pursuant to section 69308.2.
27 (2) Identification of the participating individuals, including employees and
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28 subcontractors, identified by the manufacturer as necessary to complete AAs. This information
29 shall also identify, for each individual, his or her specific role and qualifications, which may
30 include formal education or experience, and identification of the area or areas in which they
31 are competent to serve as a subject matter expert.
32 (3) Documentation of the AA elements, inputs, assumptions, methodologies and
33 approaches employed by the manufacturer.
34 (4) Demonstration of both of the following:
35 (A) Compliance with the standards of ISO 14040, or equivalent; and
36 (B) Record keeping and document retention and retrieval practices and capabilities
37 sufficient to facilitate audits by the Department pursuant to Article 9 of this chapter.
38 (b) The Department shall review the information submitted pursuant to subsection (a) of
39 this section, and, based on this review, approve or disapprove the request for designation as a
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1 Qualified In-House Assessment Entity, within 60 days of receiving the information. The
2 Department shall notify the manufacturer submitting the request of its determination.

(c) Once designated as a Qualified In-House Assessment Entity, a manufacturer, trade
association or consortium of manufacturers may establish standards for green product levels,
establish targets for improvement in those standards, and seek recognition from the Department as
a functionally equivalent program. Individual manufacturers meeting specified targeted improvement
goals in that standard system devised by the Qualified In-House Assessment Entity and approved by
the Department would be exempt from the alternatives analysis requirements of this Chapter.
3 (c) If any of the information submitted pursuant to subsection (a) of this section
4 changes, the manufacturer shall provide updated information to the Department within 30 days
5 of the change.
6 (d) A designation as a Qualified In-House Assessment Entity shall expire after a period
7 of five (5) years for non-complex products and 10 years for complex products, except that it may
be renewed upon application by the manufacturer, pursuant
8 to subsection (a) not later than 90 days before expiration of the existing designation.
9 (e) The Department shall post and maintain on its website a list of manufacturers that

10 have been designated as Qualified In-House Assessment Entities.
11 (f) If a manufacturer is found to be in violation of this chapter, the manufacturer shall
12 lose its designation as a Qualified In-House Assessment Entity for a period of at least ten (10)
13 years. After this period the manufacturer may reapply to be designated as a Qualified In-
14 House Assessment Entity. During this period of disqualification, any AAs, including AA Work
15 Plan and AA Report preparation, that the manufacturer is required to perform must be
16 performed by an entity that is unaffiliated with the manufacturer or any consortium or trade
17 association of which the manufacturer is a member.
18 (g) As used in this section, the term “manufacturer” includes “manufacturers” as defined
19 in section 69301.2, and other entities that perform AAs on behalf of manufacturers with which
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20 the entity is affiliated, including, but not limited to, manufacturer consortiums, trade
21 associations, and manufacturer parent corporations and subsidiaries.
22
23 Section 69308.2. Lead Assessor Accreditation.
24 (a) Based on successful demonstration of the requirements specified in subsection (b)
25 of this section, the Department may designate an entity as an Accrediting Body to accredit
26 Lead Assessors for AAs.
27 (b) In determining whether to designate an entity as an Accrediting Body, the
28 Department shall consider, at a minimum, all of the following factors:
29 (1) Demonstrated ability to teach the application of life cycle thinking as it applies to
30 consumer products;
31 (2) Demonstrated ability to teach the appropriate use of life cycle assessment tools and
32 methodologies as they apply to consumer products;
33 (3) Demonstrated qualifications, through expertise and educational background or
34 equivalent experience, of those individuals responsible for developing the curriculum;
35 (4) Disclosure of apparent or existing conflicts of interest and bias;
36 (5) Admission requirements and procedures;
37 (6) Training curriculum for accreditation applicants;
38 (7) Requirements and procedures for continuing education and periodic re-accreditation
39 of Lead Assessors, including continuing education curriculum; and
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1 (8) A program to audit completed work by Lead Assessors accredited by the
2 accrediting body to ensure the quality and proper application of tools by the Accrediting Body.
3 (c) The duration of the designation of an Accrediting Body shall not exceed 5 years,
4 except that it may be renewed upon application by the Accrediting Body not later than 90 days
5 before expiration of the designation. Applications for renewal of designation shall extend the
6 expiring designation until the Department makes a determination on the renewal application.
7 (d) An Accrediting Body shall not claim trade secret or proprietary restrictions on their
8 admission requirements, general curriculum and educational approach. An Accrediting Body
9 applicant may request the Department to treat specific course information or life cycle

10 assessment tools as a trade secret or confidential pursuant to Article 10.
11 (e) The Department shall rescind its designation of an Accrediting Body if the
12 designation period has lapsed, if a substantial number of individuals accredited by the
13 Accrediting Body as Lead Assessors are found to be in violation of this chapter, or if the
14 Accrediting Body is found to have significantly deviated from the documentation submitted to
15 the Department pursuant to section 69308.2(a).
16 (f) A Lead Assessor’s accreditation shall be subject to rescission by the Accrediting
17 Body or the Department for failure to comply with the applicable requirements of this chapter.
18
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19 Article 9. Auditing and Compliance
20 Section 69309. Audit of Alternatives Assessments.
21 (a) The Department may conduct AA Audits as resources permit and may focus the
22 audits on specific industries or products.
23 (b) The scope of the AA Audit shall include, but not be limited to, examining:
24 (1) Compliance with Article 5 requirements;
25 (2) Compliance with the scope and objective of the AA Work Plan during the conduct of
26 the AA;
27 (23) Data quality and adequacy of analysis;
28 (34) Implementation of the selected alternative, if applicable; and
29 (45) Compliance with the applicable regulatory response(s) imposed pursuant to Article
30 6;
31 (c) The Department shall conduct AA audits to enhance the knowledge base and
32 (1) Flag innovative solutions and disperse information; and
33 (2) Require future AAs to take emerging alternatives into account.
34 (d)Upon completion of an AA Audit, the Department shall within 60 days:
35 (1) Notify the manufacturer(s) of the AA Audit findings,
36 (2) Inform the manufacturers of the process to dispute audit findings, and
37 (3) Post the AA Audit findings on the Department’s website.
38
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1 Section 69309.1. Violations.
2 (a)A person who fails to comply substantially with any of the requirements of this chapter
shall be
3 subject to all applicable provisions of Article 8 of Chapter 6.5 of Division 20 of the Health and
4 Safety Code, including, but not limited to, the provisions pertaining to enforcement actions and
5 fines and penalties.
6 (b) Any person who intentionally or negligently makes a false statement or
7 representation in any information or document required to be provided to the Department or
8 any other entity pursuant to this chapter shall be subject to the fines and penalties, and other
9 provisions, of Article 8 of Chapter 6.5 of Division 20 of the Health and Safety Code applicable

10 to persons who make false statements or representations.
11
12 Article 10. Confidentiality of Information
13 Section 69310. Confidentiality of Information.
14 (a) Any information provided to the Department pursuant to Article 14 of Chapter 6.5 of
15 Division 20 of the Health and Safety Code or this chapter will be made available to the public
16 to the extent and in the manner authorized by Health and Safety Code section 25257, any
17 other applicable California statute, this chapter, and the California Public Records Act
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18 (Government Code section 6250, et seq.) as applicable. For the purposes of clarity, the
19 provisions of the California Public Records Act shall apply to any information provided to the
20 Department pursuant to Article 14 of Chapter 6.5 of Division 20 of the Health and Safety Code
21 and this chapter only to the extent that they do not conflict with Health and Safety Code section
22 25257 and any other applicable California statute. Written guidelines shall further govern the
23 internal review of such requests.
24 (b) For purposes of this article, the term “Confidential Information” shall mean all
25 information for which trade secret protection, confidentiality, privilege or other form of exclusion
26 from public disclosure is claimed under Health and Safety Code section 25257, any other
27 applicable California statute, this chapter or the California Public Records Act.
28 (c) Information claimed as a trade secret that is provided to the Department in response
29 to a request made pursuant to Health and Safety Code section 57019 shall be governed by the
30 trade secret provisions of Health and Safety Code section 57020, and additionally by the
31 provisions of Health and Safety Code section 25257, this chapter, and the California Public
32 Records Act as applicable, to the extent that such provisions do not conflict with Health and
33 Safety Code section 57020.
34 (d) In accordance with Health and Safety Code section 25257(a), the provisions of
35 Government Code section 6254.7, if applicable, shall supercede any conflicting provision of
36 Government Code section 25257 or of this chapter.
37
38 Section 69310.1. Assertion of a Claim of Confidential Information.
39 (a) Any person who asserts a claim of Confidential Information shall, at the time of
40 submission:
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1 (1) Assert a claim of trade secret protection pursuant to Health and Safety Code section
2 25257 covering part or all of that information by identifying the portion of the information
3 subject to the trade secret claim;
4 (2) Assert a claim that part or all of that information is confidential or otherwise exempt
5 from disclosure under the California Public Records Act by identifying the portion of the
6 information subject to the claim.
7 (b) When a claim of trade secret protection is asserted under paragraph (1) of
8 subsection (a) of this section, the Department shall process a request for such information
9 pursuant to Health and Safety Code section 25257, this chapter and the California Public

10 Records Act as otherwise applicable.
11 (c) Where a claim of confidentiality or other exemption from disclosure, other than a
12 trade secret claim, has been asserted under paragraph (2) of subsection (a) of this section, the
13 Department shall process a request for information pursuant to the applicable statute, if any,
14 and the California Public Records Act as otherwise applicable.
15 (d) Any person who asserts a claim of Confidential information shall, at the time of
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16 submission of such information, provide the Department with a:
17 (1) Complete copy of the documentation being submitted, which shall include the
18 claimed Confidential Information, and
19 (2) Redacted or edited copy of the documentation being submitted, which shall exclude
20 the claimed Confidential Information, and which may be made available in full to the public.
21
22 Section 69310.2. Marking and Indexing of Documents.
23 (a) Any person claiming Confidential Information shall make such assertion at the time
24 of submission by marking the words "Trade Secret" or “Confidential”, as appropriate,
25 conspicuously on each page containing the information claimed to be confidential. If no claim
26 of Confidential Information is made at the time of submission, the Department may make the
27 information submitted available to the public without further notice.
28 (b) Any person who asserts a claim of Confidential Information shall, at the time of
29 submission, provide to the Department an index describing the kind of Confidential Information
30 for which protection is claimed, the legal basis for the claim, and the place in the submitted
31 document where the Confidential Information was originally located. Such index may be made
32 available in full to the public, and shall not contain information claimed to be Confidential
33 Information.
34
35 Section 69310.3. Safeguarding of Confidential Information.
36 (a) No employee of the Department shall disclose, or use for his or her private gain or
37 advantage, any Confidential Information which came into his or her possession, or to which he
38 or she gained access by virtue of his or her official position or employment, except as
39 authorized by this chapter and Government Code section 6254.5.
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1 (b) Each employee of the Department who has custody, access, or possession of
2 Confidential Information shall take appropriate measures to properly safeguard such
3 information and to protect against its improper disclosure.
4 (c) The provisions of this section shall not apply to claims of Confidential Information
5 that have been conclusively rejected by the Department.
6 (d) The Department shall develop guidelines specifying appropriate measures for the
7 protection of Confidential Information.
8
9 Section 69310.4. Support of a Claim of Trade Secret Protection.

10 (a) Any person who wishes to assert a claim of trade secret protection and receives a
11 request from the Department for support of trade secret claims shall, at the time of submission,
12 provide the Department with all of the following information:
13 (1) The identity of the person making the claim;
14 (2) A brief description of the information for which trade secret protection is being
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15 claimed;
16 (3) The period of time for which trade secret protection is claimed and a justification for
17 the period selected;
18 (4) The extent to which the information is known by employees or others involved with
19 the facility or business, and whether or not those individuals with knowledge are bound by non-
20 disclosure agreements;
21 (5) The extent to which the information is known outside of the facility or business of the
22 person, and whether or not individuals with such knowledge are bound by non-disclosure
23 agreements;
24 (6) The measures taken to restrict access to and safeguard the information, and
25 whether or not the person plans to continue utilizing such measures;
26 (7) Copies of, or references to, any pertinent confidentiality determinations previously
27 made by the Department or other public agencies;
28 (8) The estimated dollar value of the claimed information to the person’s facility or
29 business, and to that person’s competitors;
30 (9) The amount of effort or money expended by the person’s facility or business in
31 developing the information;
32 (10) The ease or difficulty with which the information could be properly acquired,
33 duplicated or reverse-engineered by others;
34 (11) A description of the nature and extent of substantial harm that would be caused if
35 the information were made public, including an explanation of the causal relationship between
36 disclosure and the harmful effects claimed; and
37 (12) The signature of the person’s general counsel or other executive with knowledge of
38 the preparation of the substantiating information certifying under penalty of perjury, based
39 upon the knowledge and belief of the signatory, that:
40 (A) The substantiating information is true, accurate, and complete,
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1 (B) The information for which trade secret protection is claimed is not otherwise publicly
2 available, and
3 (C) There is a reasonable basis to assert trade secret protection for the information so
4 claimed.
5 (13) Name, mailing address, telephone number and email address of the individual to be
6 contacted if any part of the trade secret information is requested under the California Public
7 Records Act.
8 (b) If the documentation supporting a claim of trade secret protection required by this
9 section contains information that is itself subject to a claim of trade secret protection, the

10 support documentation shall be marked as required by section 69310.2 and be supplied in
11 both complete and redacted form as required by section 69310.1(d), but shall not itself require
12 further support in order to comply with this section.
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13 (c) The Department may, at its discretion, review the supporting information for
14 compliance with the requirements of this section. If the Department determines that the
15 supporting information is incomplete or insufficiently responsive, the Department shall notify
16 the person of the deficiency finding, the specific area(s) of deficiency, and the date by which
17 the person shall submit the information necessary to correct the deficiency. If the person fails
18 to comply with the requirements of the deficiency finding, then the trade secret claim shall be
19 deemed out of compliance with this section. For any such claim deemed out of compliance
20 with this section, the Department shall notify the person by certified mail that the claim remains
21 deficient and is out of compliance with this section. Such claim will be denied 30 days from the
22 date the notice of non-compliance is sent unless the deficiency is corrected. Any claim denied
23 for non-compliance under this section shall be treated as a public record.
24
25 Section 69310.5. Departmental Review of Individual Trade Secret Claims.
26 (a) Independent of any request for the release of information submitted and claimed as
27 a trade secret, the Department may, at its discretion,will determine whether or not any or all of
the
28 information claimed by the submitter as a trade secret pursuant to this chapter is a properly
29 designated trade secret.
30 (b)If After the Department decides to reviews a trade secret claim, the Department shall
31 proceed with its review of the claim pursuant to the provisions of Health and Safety Code
32 section 25257, any other applicable California statute, this chapter and the California Public
33 Records Act, as applicable, as if a public request for the information had been made.
34
35 Section 69310.6. Treatment of Certain Categories of Information.
36 (a) For purposes of Health and Safety Code section 25257 and this chapter, the
37 following categories of information shall not be eligible for confidentiality as a trade secret:
38 (1) Health and Safety Data. Any health and safety study or data with respect to:
39 (A) Any chemical substance or mixture which, on the date on which such study is to be
40 disclosed, has been offered for commercial distribution, or
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1 (B) Any chemical substance or mixture for which testing is required under section 2613
2 of TSCA or for which notification is required under section 2604 of TSCA.
3 (2) Identity of Submitter. The identity of the person or persons who submitted the
4 information.
5 (3) Presence of COC. The fact that a COC is, or is present in, a consumer product,
6 however broadly or narrowly the consumer product is described.
7 (b) For purposes of this article, the following categories of information, if claimed as a
8 trade secret and not otherwise disqualified by the provisions of section 69310.7(b) or the
9 California Public Records Act, shall not be released to the public absent a showing by the

10 Department of substantial need based on an urgent matter of public health, safety or the
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11 environmental protection:
12 (1) Manufacturing Processes and Portion Data. Data disclosing processes used in the
13 manufacturing or processing of a chemical substance or mixture or, in the case of a mixture,
14 data disclosing the portion of the mixture comprised of any of the chemical substances in the
15 mixture.
16 (2) Customer Lists. Information explicitly identifying the customers of the person in
17 conjunction with the product amounts and prices agreed to.
18 (c) In accordance with Health and Safety Code section 25257(f), no hazardous trait
19 submission made pursuant to Article 14 of Chapter 6.5 of Division 20 of the Health and Safety
20 Code or this chapter may be claimed as a trade secret.
21
22 Section 69310.7. Substantive Criteria for Use in Trade Secret Determinations.
23 (a) In making a determination as to whether or not information claimed as a trade secret
24 shall be properly designated as such, the Department shall consider the following factors,
25 although it may consider others as it deems appropriate:
26 (1) The extent to which the claimed information is known outside of the person’s facility
27 or business;
28 (2) The extent to which the claimed information is known by employees and others
29 involved in the person’s facility or business;
30 (3) The measures that have been taken by the person or its facility or business to guard
31 the secrecy of the information;
32 (4) The value of the information to the person or its facility or business, and to the
33 person’s competitors;
34 (5) The amount of effort or money expended by the person or its facility or business in
35 developing the information; and
36 (6) The ease or difficulty with which the information could be properly acquired or
37 duplicated by others.
38 (b) In making a determination as to whether or not information claimed as a trade secret
39 shall be properly designated as such, the Department shall not designate the claimed
40 information as a trade secret if:
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1 (1) The claim has expired by its terms, been waived or withdrawn;
2 (2) The information has been released into the public domain;
3 (3) The person has not satisfactorily shown that it has taken reasonable measures to
4 protect the confidentiality of the information, or that it intends to continue to take such
5 measures;
6 (4) The information is, or has been, reasonably obtainable without the person’s consent
7 from other non-governmental persons by use of legitimate means (other than discovery based
8 on a showing of special need in a judicial or quasi-judicial proceeding);
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9 (5) A California or federal statute or court order requires disclosure of the information;
10 (6) The person has not satisfactorily shown that disclosure of the information is likely to
11 cause substantial harm to the person’s competitive position; or
12 (7) Disclosure is otherwise authorized or required by law.
13 (c) The Department shall justify withholding any record by demonstrating that the record
14 in question is exempt from disclosure under express provision of applicable law or that on the
15 facts of the particular case the public interest served by not disclosing the record clearly
16 outweighs the public interest served by disclosure of the record.
17
18 Section 69310.8. Information Sharing with Other Public Agencies.
19 (a) If the Department receives information from a local, state, federal, tribal, or foreign
20 agency that is claimed to contain a trade secret or other confidential information, the
21 Department shall designate and treat as confidential any information claimed as such by the
22 providing agency, notwithstanding the provisions of this chapter.
23 (b) Any claimed trade secret or other confidential information included in information
24 received under this section may not be incorporated by reference into other documents
25 submitted to the Department or otherwise used to comply with the provisions of this chapter,
26 with the exception of section 69301.7(a) (1) through (3). The confidentiality afforded to
27 information received under this section shall not negate, supersede or otherwise affect the
28 respective confidentiality provisions that apply to similar or identical information received from
29 another source or under different authority, including this chapter.
30
31 Article 11. Small Businesses
32 Section 69311. Applicability.
33 (a) For purposes of this Article, “small business” means an independently owned and
34 operated business which, together with affiliates, has 25 or fewer employees, and average
35 annual gross receipts of $1,000,000 or less over the life of the business or the previous three
36 years, whichever is shorter.
37 (b) The provisions of this Article apply only to a manufacturer that has demonstrated to
38 the satisfaction of the Department that it meets the definition of a “small business”, specified in
39 subsection (a). A manufacturer seeking to qualify as a small business shall submit all of the
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1 following to the Department no more than 60 days after a consumer product manufactured by
2 the manufacturer is listed as a Priority Product:
3 (1) Copies of official government records that verify that the manufacturer employs 25 or
4 fewer people, or a declaration or affidavit, signed by the manufacturer under perjury, that the
5 manufacturer employs 25 or fewer people; and
6 (2) Tax returns that document that the average annual gross receipts of the
7 manufacturer did not exceed $1,000,000 over the life of the business or the prior three (3)
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8 years, whichever is shorter.
9

10 Section 69311.1. Timelines.
11 For any of the time frames specified in this chapter, or that the Department specifies pursuant
12 to this chapter, the Department may, at its discretion, allow a business that qualifies as a small
13 business, pursuant to section 69311, a longer period of time.
14
15 Section 69311.2. Consultation Services for Small Businesses.
16 A manufacturer subject to the requirements of Article 5 that qualifies as a small business,
17 pursuant to section 69311, may request, and the Department shall provide, consultative
18 services to assist the manufacturer in complying with Article 5 requirements. The
19 manufacturer shall reimburse the Department for any associated costs pursuant to section
20 25201.9 of the Health and Safety Code.
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The Procter & Gamble Company
NA Regulatory & Technical Relations 
One Procter & Gamble Plaza (C-6) 
Cincinnati, OH  45202 
www.pg.com  

 
November 1, 2010 
 
Mr. Jeff Woled, Regulations Coordinator 
Department of Toxic Substances Control 
P.O. Box 806 
Sacramento, CA 95812-0806 
 
Re:  Proposed Safer Consumer Product Alternatives Regulation (September 13, 2010) 

      
Dear Mr. Woled: 
 
The Procter & Gamble Company (P&G)1 appreciates this opportunity to comment on the proposed 
Safer Consumer Product Alternatives Regulation (“Proposed Regulation”) (R-2010-05)2.  P&G has 
engaged in constructive discussions and has shared world class thinking over the last three years 
with the Department of Toxic Substances Control (DTSC) throughout the inception and development 
of the Green Chemistry Initiative.  As the rulemaking progresses, we continue to fully support what we 
believe was the original impetus behind California’s interest in such a novel program; that is, to create 
the opportunity and incentives to accelerate and promote sustainable innovation while making 
meaningful improvements in the protection of the environment and health of California consumers and 
their children.  We have invested considerable time and resources to provide thoughtful input directly 
to Department staff3, through representation on the Green Ribbon Science Panel, and in written 
comments on the early straw proposals4 to help DTSC shape a practical and effective regulatory 
framework.  In addition, we have been featured presenters at no less than four DTSC symposia and 
workshops on green chemistry covering areas of sustainable innovation, comprehensive safety 
assessments, alternatives analysis, and state-of-the-art lifecycle analysis.   
 
It is from this position of deep engagement in both the underlying science and in the regulatory 
process that we are writing now to express our disappointment and strong concern with the proposed 
Safer Consumer Product Alternatives regulation which fails to incorporate what we consider to be 
critical elements for a prioritized and practical system that will promote sustainable innovation.  To go 
a step further, we anticipate that the Proposed Regulation will unnecessarily block the introduction of 
innovative technologies and disrupt commerce in California, while failing to deliver on the fundamental 
goal of making meaningful improvements in the protection of human health and the environment. 
 
P&G is a member of, and active participant in, the Green Chemistry Alliance, a group of major trade 
associations and companies that represent numerous broad industrial sectors in California.  We 

                                                           
1 The Procter & Gamble Company is the world’s leading consumer products company operating in more than 80 countries 
worldwide.  Our strong portfolio of recognized, quality and leadership brands includes numerous household, industrial and 
personal care products.  Procter & Gamble is fully committed to helping solve sustainability challenges, which is embedded 
in our Company Purpose “to improve the lives of the world’s consumers, now and for generations to come.”  Please visit 
http://www.pg.com for the latest news and in-depth information about P&G and its brands. 
2 http://www.dtsc.ca.gov/LawsRegsPolicies/upload/SCPA-Regs_APA-format-9-07-10-rev-9-12.pef
3 P&G meetings with DTSC staff in Sacramento on June 24, 2009, and November 17, 2009 
4 P&G letters to DTSC incorporated by reference:  May 26, 2009, Recommendations for California Green Chemistry 
Regulatory Framework and November 9, 2009, Comments on the Straw Proposal for Safer Alternative Regulations. 

http://www.pg.com/
http://www.dtsc.ca.gov/LawsRegsPolicies/upload/SCPA-Regs_APA-format-9-07-10-rev-9-12.pef
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support and have directly contributed to the robust written comments submitted by the Green 
Chemistry Alliance that address numerous elements and provisions deserving comment within the 
Proposed Regulation.  While we fully support the breadth of comments presented by the Green 
Chemistry Alliance, P&G has elected to tailor our written comments to address a select few elements 
of the Proposed Regulation that we believe are especially critical and problematic.  Wherever 
possible, we have suggested solutions that, if implemented, would greatly streamline and prioritize the 
regulatory framework and avoid unnecessary obstacles to innovation in California.  Importantly, we 
believe such a targeted regulatory framework will enable DTSC to focus limited resources on 
chemical substances and priority products that present a significant concern; thus, conceivably 
resulting in real and meaningful improvements in protections of the environment and consumer health 
and safety. 
  
 
I. Scope of the regulated community  

Section 69301.2(a)(67) of the Proposed Regulation broadly renders multiple entities down the supply 
chain as  “responsible entities” (including manufacturer, the owner of licensee or a brand name or 
trademark, importer, distributor, retailer or contractual affiliate thereof) with a duty to comply.  We 
conclude that this broad definition of “responsible entity” potentially obligates any company or party in 
the supply chain with compliance responsibilities.  This provision needlessly creates a complicated 
web of compliance, fertile ground for duplication and an uncertain regulatory environment.  The 
uncertainty inherent in the proposed “responsible entity” definition could conceivably lead to 
miscommunication among the expansive set of entities responsible for a priority product, at best 
slowing the compliance process and worse, potentially resulting in failure to comply.  

Recommended solution:  P&G continues to urge the Department to utilize the provisions of the US 
Fair Packaging & Labeling Act (FPLA) that mandates there be a single responsible entity in lieu of the 
current definition in the Proposed Regulation.  This would provide uniformity in requirements and 
consistency with application by other regulatory agencies (e.g. the Federal Trade Commission (FTC), 
the Food and Drug Administration (FDA), the Consumer Product Safety Commission (CPSC), as well 
as the California Air Resources Board (ARB)).  All consumer commodities that are legally distributed 
in US commerce must comply with the FPLA labeling requirements. These requirements, as outlined 
in FPLA, include a statement of identity, net quantity statement and name and place of business of 
the manufacturer, packer or distributor.  All of these items must appear in English on the product 
label, so if a product is imported from China for example, the entity that is receiving the shipment must 
assure there is US-compliant labeling which identifies on the label that the product is “manufactured 
for…….” or “distributed by……”.  Because FPLA focuses on the product, retailers are only responsible 
for products they packages (e.g. store-made packages, such as at the meat counter) or products  
manufactured for the retailer (i.e. private label).  This framework also applies to importers, as long as 
the product meets the definition of a “consumer commodity” under FPLA – the label must display the 
name of the manufacturer, distributor or packer.  This requirement takes care of imports because the 
entity packaging the commodity into US-compliant labeling will be identified as “manufactured for…” 
or “distributed by….”  

We understand DTSC’s need to adequately ensure the capability for enforcement to include the entity 
responsible for distribution of the Priority Chemical/Priority Product in California commerce.  We are of 
the opinion that the FPLA labeling requirements will adequately serve this need.  California’s Air 
Resources Board has effectively utilized the entity identified on the product label in accordance with 
the FPLA requirements in their active enforcement of the Consumer and Commercial Products VOC 
regulation, thus establishing a successful precedent in California.  If a manufacturer or distributor (as 
identified on the product label) is not willing to assume the duty to comply because the product has 
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been distributed in California without the manufacturer or distributor’s knowledge, those parties should 
have the opportunity to first review the situation and, if needed, demonstrate to DTSC that the product 
entered California commerce by means outside of their direct control.  For example, a manufacturer 
or distributor (as identified on the product label) routinely tracks the manufacture and distribution of 
consumer products by the date code that appears on the product.  This date code can confirm for a 
manufacturer/distributor if the product entered California through approved distribution channels or if 
the product entered California by some alternate importer.  If the latter, DTSC then has a clear picture 
which entity is responsible from an enforcement standpoint. 

At a minimum, we strongly urge DTSC to prioritize the approach to “responsible entity” and consider 
the entity identified by FPLA requirements on the product label as the initial point of contact.  In many 
situations, this entity owns the brand name or trademark and would want to assume the duty to 
comply to preserve brand equity and reputation.   

II. Prioritization process 

a. Chemicals 
 
P&G fully supports what we believe is the standard against which the Department will evaluate 
chemicals in order to give priority to those most in need of further assessment.  Section 69302.4 
rightly acknowledges that priority will be given to those chemicals “…that pose the greatest public 
health and environmental threats, are most prevalently distributed in commerce and contained in 
products used by consumers, and for which there is greatest potential for consumers or 
environmental receptors to be exposed to the chemical in quantities that can result in public health or 
environmental harm.  The Department shall consider both the potential for exposure to the chemical 
and the potential harm resulting from potential exposures.”  This standard exemplifies the underlying 
direction set forth by AB 1879 and applies a thoughtful, risk-based approach to identification and 
management of chemicals of concern. 
 
Furthermore, we commend the Department’s recognition in Section 69302.4(d) that the initial list of 
Priority Chemicals must consist of chemicals that are “…carcinogens, reproductive toxins, or 
both…listed as having mutagenic properties…or have been determined by the US Environmental 
Protection Agency to be persistent, bioaccumulative, toxic chemicals.”  These chemicals are truly the 
“worst of the worst” and, when managed appropriately, could lead to significant improvements in the 
safety of consumer products and their impact on the environment and public heath. 
 
The statute mandates that DTSC identify and prioritize chemicals of concern and prioritize the uses of 
the chemicals of concern in products that should then become the subject of an Alternatives 
Assessment.  Given the thousands of chemicals in California and the hundreds of thousands of 
different products in California, there has been broad agreement since the very first stakeholder 
workshop that a step-wise approach to prioritization was the only sensible way to screen and identify 
those chemical and product combinations that pose the greatest public health and environmental 
threats as a result of exposure to the chemical at levels that can result in human or environmental 
harm.  P&G and our industry partners have consistently supported this concept.  We’ve encouraged 
DTSC to take an initial step in chemical prioritization to identify Chemicals Under Consideration based 
on information available to the Department and publish those, together with the reasoning that led to 
listing, in a public notice and comment period.  Stakeholder input could assist the Department in 
moving to the next step of the prioritization process, which consists of refinement of the Chemicals 
Under Consideration list to a narrower subset of Chemicals of Concern.   
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We are disappointed that DTSC has discarded this reasonable, stepwise approach in favor of two 
separate, yet concurrent, lists of Chemicals Under Consideration and Priority Chemicals.  All 
chemicals on both of these lists will be identified as Chemicals of Concern.  The Proposed 
Regulation, by including “finalized” Chemicals Under Consideration as Priority Chemicals, 
dramatically increases the regulatory obligations and burdens on products that “contain” the chemical, 
even though the Chemicals Under Consideration may never meet the requirements for final Priority 
Chemicals.  Thus, we anticipate that the permanent and ever growing Chemicals Under 
Consideration list will have significant and wide economic effects that dwarf any benefit the 
Department may gain by using the Chemicals Under Consideration list as a way in which to collect 
information from the public to better inform Chemical of Concern prioritization decisions.  
 
A clear example of the complex regulatory obligations and burdens that will result from concurrent 
Chemicals Under Consideration and Priority Chemicals lists is apparent in Section 69305.1.  This 
provision obligates the responsible entity to provide a Tier I Alternative Assessment (AA) Notification 
to the Department for any product that is reformulated or redesigned to remove or reduce the 
concentration of a Chemical Under Consideration or Priority Chemical.  The Initial Statement of 
Reasons states, “The AA Notification is necessary so that DTSC can keep an eye out for any 
regrettable substitutions….”.  In doing this, the Department puts itself in the position of being the 
gatekeeper for any change to products entering the market in California.  This establishes a de facto 
premarket registration system for products in California.  Consumer product manufacturers regularly 
reformulate and rebalance existing formulations for various reasons, including cost and availability 
fluctuations of supply sources.  P&G’s internal product safety organization assessed and approved 
~10,000 formula changes in 2009 alone.  A regulatory requirement for submission of a Tier 1 
Notification “…before placing the reformulated, redesigned or replacement product into the stream of 
commerce in California (Section 69305.1(a))” is an excessive burden, will bury the Department with 
an avalanche of submissions, will unnecessarily slow the introduction of innovative technologies to 
the California market, and will potentially disrupt the continued availability of trusted, household 
brands on California store shelves. 
 
Additionally, we are deeply concerned by the broad definition of “adverse effect” and the 
Department’s reliance upon the Office of Environmental Health Hazard Assessment’s (OEHHA) long 
list of hazard traits to populate the Chemicals Under Consideration list.  Many of OEHHA’s noted 
hazard traits are inconsistent with widely recognized and implemented categories of toxicological 
hazard traits.  Without acknowledgement of authoritative sources of hazard information, consideration 
of severity, appropriate trigger levels or other weighting factors, DTSC will be forced to populate the 
Chemicals Under Consideration list with thousands of chemicals, all of which display some form of 
hazard trait identified in the proposed regulation. 
 
Recommended solution:  Refer to the Green Chemistry Alliance’s June 24, 2009, Comprehensive 
Proposal for Implementation of AB 1879 (incorporated by reference) that provides a stepwise 
approach to chemical and product prioritization.  The recommended prioritization framework provides 
screening criteria to efficiently categorize chemicals and products into High, Medium and Low Priority 
for further assessment.  Importantly, the proposal separates Chemicals Under Consideration from 
Chemicals of Concern to streamline regulatory obligations.  The Green Chemistry Alliance worked 
diligently to provide recommended regulatory language for the proposal and continues to support its 
merit for successfully implementing both the spirit and letter of AB 1879. 
 
We also refer DTSC to the Green Chemistry Alliance’s September 13, 2010, Draft Regulation for 
Hazard Traits & Environmental and Toxicological Endpoints (incorporated by reference) for a detailed 
discussion and critique of the unique California system and approach to hazard traits proposed by 
OEHHA in its pre-draft regulation.  OEHHA’s proposed system ignores national and international 
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approaches to identifying hazard traits, to determining the reliability of information and to classifying 
levels of hazard.  The entire proposed system should be scrapped and California should adopt 
approaches in concert with national and internationally accepted systems.  Not doing so will 
dramatically slow progress on advancing Green Chemistry in California.   
 
Section 69305.1 should be amended so that the Tier I AA Notification becomes a voluntary submission 
process, unrelated to the timing of product introductions into California commerce.  The Department 
could provide incentives for participation, which would tie the regulatory framework more closely with the 
other five planks of the Green Chemistry Initiative.   
 
 
b. Products 
 
We are also concerned that the product prioritization process, outlined in Article 3 of the Proposed 
Regulation, fails to exempt products under the jurisdiction of other regulatory agencies.  We believe 
DTSC regulation of these products will be duplicative and will not result in meaningful safety 
improvements.   
 
DTSC acknowledges in Section 69303.1 that an uncertain regulatory environment and potential 
duplication are likely to result when a consumer product is regulated by one or more federal and/or 
other California State regulatory programs.  The source of this recognition is found in Section 
25257.1(c) of the statute that provides that the Department “…shall not duplicate or adopt conflicting 
regulations for product categories already regulated or subject to pending regulation consistent with 
the purposes of this article.”  However, the language in the Applicability section (69303.1) of the 
Proposed Regulation does not reflect the direction to DTSC which was provided for in statute.  The 
purpose of the statutory article is to protect human health and the environment.  If a product category 
is regulated by a federal agency for the same public health or environmental risk as the concern 
identified by DTSC, the product category should be automatically exempted from regulation.  Instead, 
the Applicability section of the Proposed Regulation requires every aspect of a life cycle to be 
addressed even if the hazard trait that has triggered prioritization of the chemical and use of that 
chemical in the product does not have an impact at a particular stage of the life cycle. 
 
The proposed regulatory language in Sections 69302.1(a)(2) and 69303.1 (a)(2) establish exemptions 
for products and chemicals for which there are “no exposure pathways.”  This exemption will not 
provide any actionable relief for consumer product manufacturers, considering the absolute nature of 
this language.  The absence of the qualifying phrase “reasonable and foreseeable use” to describe 
exposure allows for the conclusion that any improbable scenario or combination of circumstances that 
could theoretically result in exposure would prohibit the product from exemption.  
 
Recommended solution:  We urge DTSC to remain consistent with the statutory direction and avoid 
regulatory duplication by providing exemption for any product category that is already regulated by a 
federal and/or California State agency for the same public health or environmental risk identified by 
DTSC and eliminate the “at every life cycle segment” language from the Proposed Regulation.  
Additionally, we request the Department remain consistent with the federal Consumer Product Safety 
Commission “reasonable and foreseeable” criterion to evaluate whether a consumer product presents 
a chemical exposure to consumers.  This can be achieved by amending the Proposed Regulation as 
follows: 
 
Section 69302.1(a)(2):  There are no reasonably foreseeable exposure pathways by which the 
chemical might pose a threat to public health or the environment in California. 
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Section 69303.1(a)(2):  There are no reasonably foreseeable exposure pathways by which the 
priority chemical that is contained in the consumer product might pose a threat to public health or the 
environment in California.  
 
Finally, we are grateful for the inclusion of multiple opportunities in the Proposed Regulation for public 
notice and comment.  We request the Department carefully evaluate information received during 
public review and comment of the Chemicals and Products Under Consideration and/or Priority 
Chemical and Priority Product lists.  The public comment period provides timely opportunity for 
consumer product manufacturers or consortia of manufacturers to provide DTSC with information on 
a chemical’s hazards and its reasonable and foreseeable exposures to humans or to the environment 
as a result of use and end-of-life management of the consumer product(s) in which it is used.  Such 
information would indicate how expected exposures compare to the chemical’s health and/or 
environmental hazard threshold level. This information could also indicate anticipated exposures to 
sensitive sub-populations and provide a description of available control measures.  DTSC may 
conclude from this analysis that available control measures are sufficient or can be strengthened, and 
that an Alternatives Assessment is not needed.  We support this opportunity for a safety assessment 
of Chemicals and Products Under Consideration and/or Priority Chemicals and Priority Products as a 
way in which to further prioritize the regulatory process to focus limited resources on those Priority 
Chemicals and Products for which Alternatives Assessment may lead to meaningful improvements in 
public and environmental health and safety.  We refer DTSC to P&G’s May 26, 2009, 
Recommendations for the California Green Chemistry Regulatory Framework (incorporated by 
reference) and remind the Department of our strong support for the safety assessment opportunity, a 
concept which P&G scientists presented in detail during in-person discussions with DTSC staff in 
Sacramento. 
 
III. De minimis exemption 
 
P&G fully supports the default de minimis threshold of 0.1% for concentration of Priority Chemicals in 
product, which DTSC recognizes in the Proposed Regulation.  This is consistent with a number of 
state, federal and global regulations, including the European Union’s Regulation on Classification, 
Labeling and Packaging (CLP) of chemical substances and mixtures, which will implement the 
Globally Harmonized System (GHS) for product classification.  In addition to applying a default 
threshold of 0.1% by weight, the EU CLP/GHS establishes chemical-specific thresholds that may be 
lower or higher than 0.1% based on sound science and reliable information.  The Proposed 
Regulation gives DTSC the authority to adopt a similar approach. 
 
We strongly object to any provision that provides for a de minimis of “0,” which is a standard that is 
technically impossible to meet given sophisticated analytical techniques, and importantly, provides no 
additional benefit to public health and the environment.  In Section 69303.2, the inability for a 
manufacturer to seek a de minimis exemption for nanomaterials is especially problematic.  Virtually 
every granular material in commerce in California will have some level of dusts that would result in the 
material being considered “nano” under the definition as currently written.  
 
In Section 69301.2, P&G appreciates the practical definitions of intentionally added and 
unintentionally added; however, the manner in which these terms are used in the Applicability section 
create confusion and problems.  In Section 69301, unintentionally added is further narrowed to “an 
ingredient that is not known by the producer to be present in the product.”  This provision suggests 
that anything present in the product that the manufacturer knows or should have known about is 
subject to the regulation and only a substance that the manufacturer cannot reasonably be expected 
to know about is exempt.  Therefore, an exemption for unintentionally added substances only applies 
to substances that are completely unexpected surprises.  Although the exemption may be applicable 
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in the case of tainted products or unknown supply-chain mistakes, it is of little applicability to most 
products, for example, those incorporating natural materials or recycled content.   

Our support for the intentionally added ingredient concept was that, together with the de minimis 
concept, it would support the appropriate exemption of products from the burdens of the regulation 
due to unintentional constituents that have no bearing on the safety of products.  Instead, the 
Proposed Regulation uses various forms of the term “contain” to draw product constituents into the 
scope of regulation (e.g. “…threat to public health and/or the environment due to the Priority Chemical 
contained in the product”).  Therefore, the Proposed Regulation applies to every molecule that a 
manufacturer knows or should have known is in a product, including trace level contaminants in 
water, air, etc., that may be a part of the product.   

Recommended solution:  As outlined in P&G’s comment letter dated May 26, 2009 (incorporated by 
reference), we encourage DTSC to limit the applicability of the Proposed Regulation to only those 
chemicals that are intentionally added and present above a de minimis level of 0.1%.  This will ensure 
that the regulation will work as intended to focus on the most important concerns for product safety 
and is consistent with other California, national and international chemical regulatory policies.  In a 
situation where DTSC scientists believe 0.1% is not appropriate as a de minimis concentration, they 
should calculate an alternative higher or lower threshold concentration.  

The de minimis exemption for a Priority Product should be self-implementing, requiring no submission 
to the Department as is currently required in Section 69305.3.  This requirement is unnecessary and 
burdensome.  For compliance and enforcement reasons, manufacturers could be required to maintain 
records supporting their actions. 

IV. Nanomaterials 
 
In 69301.2 (50), the current definition used for nanomaterials “…the nanostructure is larger than 
nanoscale in any spatial dimension, but is 1000 nanometers or less in at least one spatial 
dimension…” [emphasis added] is out of step with virtually every other recognized definition around 
the world.  This difference introduces considerable, and unnecessary, confusion in interpretation and 
compliance.   
 
Recommended solution:  We encourage DTSC to look for a more harmonized definition that 
facilitates interstate and international commerce rather than one that drives towards California 
commercial isolation.  Most definitions in place currently are based on the ISO Technical Standard 
27687, which defines nanoscale as approximately 1-100 nm and nanomaterials with one, two or three 
dimensions in the nanoscale.  The merits and limitations of the ISO definition have been thoroughly 
vetted in a multi-stakeholder process, which has resulted in the ISO definition serving as the basis for 
most regulatory definitions currently under consideration.    
 
In addition, the current proposed definition should more specifically identify the nature of the particles 
by replacing the term “nano structure” with “nano objects.”  This term is consistent with the language 
used in the ISO standard and would reduce uncertainty in meaning.  For instance, “nano structure” 
could mean pores, fissures, cracks, and other irregularities in a material surface that appear on all 
solid-state materials whereas “nano objects” more specifically defines a discrete particle. 
 
We strongly recommend DTSC strike from the proposed regulation the statement in Section 69303.2 
(3) that eliminates the de minimis exemption for nanoscale materials.  There is no scientific 
justification for a broad generalization regarding the exemption of nano-scale materials from the de 
minimis criteria used for chemicals in this regulation. 



Page 8 of 8 

 
The California Nano-Industry Network (CalNIN) has been working with DTSC to craft proposed 
amending language that is both responsive to DTSC concerns and still consistent with emerging 
international standards.  P&G urges serious consideration of the recommendations submitted to 
DTSC by this Network, which has been the primary industry vehicle for interaction on nano-related 
matters in California.

 
* * * 

 
P&G has recently established a set of bold goals to deepen our commitment to helping solve some of 
the world’s sustainability challenges.  These include: 
 

• Designing products that delight consumers while maximizing the conservation of resources 
• Having zero consumer and manufacturing waste go to landfills 
• Using 100% renewable or recycled materials for all products and packaging 
• Powering our plants with 100% renewable energy 

 
Green chemistry innovation will be necessary for us to deliver on these long-term commitments.  The 
Green Chemistry Initiative in California was originally contrived to promote such forward-thinking 
vision and incentivize sustainable innovation that would deliver meaningful improvements to 
consumer product safety and protection of the environment.  However, unless significant changes are 
made to the Safer Consumer Product Alternatives regulation (as discussed above and in the 
substantive comments of the Green Chemistry Alliance), P&G and many science-based companies 
will be stifled by the very regulation intended to promote meaningful and sustainable innovation. 
 
Should you have any questions about these comments, please contact me at (513) 983-2531 or 
froelicher.jm@pg.com. 
 
Sincerely, 

Julie Froelicher                                                                                                           
NA Regulatory & Technical Relations Manager                                                                                                 
The Procter & Gamble Company                                                                                                      
One Procter & Gamble Plaza                                                                                               
Cincinnati, OH 45202                                                                                                                           
(513) 983-2531                                                                                                                              
froelicher.jm@pg.com      

 

cc:  Linda Adams, Secretary, California EPA  
       Maziar Movassaghi, Acting Director, DTSC 
      Jeff Wong, Chief Scientist, DTSC 
      Odette Madriago, Acting Chief Deputy Director, DTSC 
      John Moffatt, Chief Deputy Legislative Affairs Secretary, Office of the Governor 
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1133 Connecticut Ave., NW, Suite 650 

Washington, D.C. 20036 
Ph. (202) 331-1186 
Fax (202) 659-2338 

 
 
November 1, 2010       
 
Via E-Mail: GCRegs@dtsc.ca.gov  
 
Maziar Movassaghi 
Acting Director 
Department of Toxic Substances Control 
California Environmental Protection Agency 
1101 I Street, 25th Floor 
Sacramento, CA 95814 
 
Re:  Regulations on Safer Consumer Product Alternatives (R-2010-05) 

 
Dear Mr. Movassaghi: 
 
S. C. Johnson & Son, Inc. (SC Johnson) appreciates the opportunity to comment on the Safer 
Consumer Product Alternatives Regulation (R-2010-05). 
 
SC Johnson is a family-owned and managed business dedicated to innovative, high-quality 
products, excellence in the workplace and a long-term commitment to the environment and 
the communities in which it operates.  Based in the U.S., our company is one of the world’s 
leading manufacturers of household cleaning products and products for home storage, air 
care, and insect control.  Among the well-known brands we market in the U.S. are GLADE®, 
OFF!®, PLEDGE®, RAID®, SCRUBBING BUBBLES®, SHOUT®, WINDEX®, and ZIPLOC®.  
Founded 124 years ago, SC Johnson has more than $8 billion in annual sales, employs 
approximately 12,000 people globally (roughly 3,000 in the U.S., including our home 
storage plant in Fresno, California), and sells products in virtually every country in the 
world.  You can learn more about SC Johnson at www.scjohnson.com. 
 
SC Johnson also is an active member of the Consumer Specialty Products Association 
(CSPA) and the American Cleaning Institute (ACI), and supports the comments submitted 
by both trade associations on the proposed Safer Consumer Product Alternatives 
regulation. 
 
CSPA, ACI, and their member companies have dedicated countless hours to the informal 
regulatory process conducted by the Department of Toxic Substances Control (DTSC).  
Collectively, we are committed to a science-based and prioritized program that will 
promote sustainable innovation.  SC Johnson is concerned, however, that the Safer 
Consumer Product Alternatives regulation goes far beyond the principles of Green 
Chemistry and establishes an unworkable and burdensome mechanism for targeting and 
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eliminating chemicals of concern from commerce that is needlessly onerous for both DTSC 
and industry. 
 
Specifically, we are very concerned about the disincentives and other impediments to the 
development of safer consumer products posed by the proposed regulation.  We urge DTSC 
not to create administrative hurdles to voluntary actions by consumer product 
manufacturers to reformulate out of certain chemical substances in order to improve a 
product's environmental and safety profile.  Requiring manufacturers essentially to request 
“permission” to reformulate or redesign products and go through the Tier I AA notification 
process will discourage companies from proactively seeking to reformulate products that 
may contain a chemical of concern.  Manufacturers also may choose to reformulate or 
redesign products due to variances in component ingredients or in supply.  Manufacturers 
should be able to choose to do so if the revised formula does not add a Chemical of Concern. 
 
For example, SC Johnson developed its patented, internal Greenlist™ process nearly ten 
years ago to classify raw materials considered for use in our products according to their 
impact on human health and the environment.  Today, we have rated more than 95 percent 
of the raw materials we use, including surfactants, propellants, insecticides, and more, 
using a computerized, global system that is integrated with all aspects of the company’s 
product development process. 
 
Through the Greenlist™ process, each raw material receives a rating from 3 to 0.  An 
ingredient with a 3 rating is considered “Best,” 2 is “Better,” 1 is “Acceptable,” and 0-rated 
materials are used only in special circumstances.  Our goal is that beyond meeting legal and 
regulatory requirements, we use the Greenlist™ process to annually increase the 
proportion of our ingredients with the least impact on the environment and human health.  
We started at 4 percent “Best” ingredients in 2001; today we are at 18 percent.  When SC 
Johnson scientists create a new product, they work to select ingredients rated “Better” or 
“Best.”  When products are reformulated, the scientist must use ingredients with ratings 
equal to or higher than the original formula.  While some ingredients with a 0 score aren’t 
restricted by government regulatory requirements, we use them only when a viable 
alternative in unavailable. 
 
Some notable achievements under Greenlist™ include: 
 
- In 2002, we completely phased-out of the use of bleached paperboard, eliminating more 

than 50 metric tons of chlorine bleached paperboard; and by phasing-out PVC bottles, 
we eliminated 1,300 metric tons of PVC. 

 
- We removed Propoxur as an active ingredient from the RAID® brand in 2006 and in 

2007 we eliminated organophosphate-based insecticides globally. 
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- We increased the use of “Better” and “Best” rated ingredients from 18 percent when we 
began Greenlist™ in 2000/2001 to 44 percent of total materials in 2008/2009. 

 
- In 2008, SC Johnson was recognized with EPA’s Safer Detergents Stewardship Initiative 

(SDSI), which honors companies committed to voluntarily using safer surfactants in 
their products.  For SC Johnson, these raw material choices stemmed directly from our 
Greenlist™ process. 

 
Given the success of our Greenlist™ process and our commitment to continuous 
improvement, it is imperative that we retain the regulatory flexibility to reformulate our 
products, enabling companies like SC Johnson to develop better consumer products based 
on better ingredient information. 
 
SC Johnson appreciates the opportunity to comment on the Safer Consumer Product 
Alternatives regulation.  For the reasons stated we urge your agency to make changes to 
the current proposed regulation so that it is better able to have a positive impact on 
protecting public health and the environment. 
 
Sincerely, 
 
 
 
Christopher P. Pearce 
Government Relations Manager 
cppearce@scj.com 
 
 
 
cc:  Linda Adams, Secretary, California Environmental Protection Agency 
  (ladams@calepa.ca.gov) 

Cindy Tuck, Undersecretary, California Environmental Protection Agency 
(ctuck@calepa.ca.gov) 

 John Moffatt, Deputy Legislative Secretary, Office of the Governor 
  (john.moffatt@gov.ca.gov) 
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actual consumers of the goods.) 
Suggested Amendment Language: For Comment 2 above:  Subsection (E) of "Responsible Entity" should be amended to exclude 
government agencies or be deleted. 



 

 
 
INTERNATIONAL FRAGRANCE ASSOCIATION  
NORTH AMERICA 
 

1620 I Street, N.W. Suite 925 
Washington, D.C. 20006 
Tel:   202.293.5800 
Fax:  202.463.8998 
www.ifrana.org 
 

 

 
 
November 1, 2010 
 
Mr. Jeff Woled, Regulations Coordinator 
Department of Toxic Substances Control 
P.O. Box 806 
Sacramento, CA 95812-0806 
 
Re:  Draft Safer Consumer Product Alternatives (September 13, 2010) 
 
Dear Director Movassaghi: 
 
On behalf of the International Fragrance Association North America (IFRA NA), I am writing to 
submit comments regarding the proposed Safer Consumer Product Alternatives regulation.  
Fragrances are used to impart a consumer-preferred scent or to mask an odor in a wide variety 
of products that could be regulated by DTSC under this regulation.   
 
The 48 member companies of IFRA NA invent and manufacture mixtures of fragrance 
ingredients for use in a wide variety of products, including fine fragrances, shampoos, soaps, 
detergents and pesticides.  IFRA NA members also include suppliers of those ingredients. IFRA 
NA member companies are part of the International Fragrance Association (IFRA), whose 
members’ supply 90 percent of the global market for fragrance compounds and represent an 8 
billion dollar industry.  However, the majority of IFRA NA members are small and medium 
enterprises (SMEs). 
 
As SMEs, fragrance houses have more limited resources than many of the companies impacted 
by this proposal and would need to make a significant investment of both financial and human 
capital to comply.  For improved efficiencies of both government and the regulated community, it 
would be sensible for the Department to promulgate a regulation that is more harmonious, or at 
the very least, does not duplicate, other regulations at the state, federal, and global level.  We 
request that the Department avoid enacting a one-size fits all solution, which would seriously 
threaten the financial viability of SMEs.  Furthermore, California does not have the resources to 
implement or enforce the statute as proposed.  We request that California not enact a regulation 
that will disproportionately burden SMEs, especially before ensuring that it has the proper 
departmental staffing to enforce such a regulation.   
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As we have stated in our previous comments and in meetings with the department, the 
fragrance industry has a unique approach to ensuring the safety of our ingredients.  Risk 
assessment on fragrance ingredients is conducted by the Research Institute for Fragrance 
Materials (RIFM), the international scientific authority for the safe use of fragrance materials.  
Risk management for fragrance materials is carried out through the IFRA Code of Practice1

 

 and 
correlating safe use Standards.  The IFRA Standards are based on an objective safety 
assessment of individual fragrance ingredients conducted by RIFM’s independent Expert Panel.  
Since its formation in 1966, RIFM has conducted ingredient testing and acted as a repository for 
all human health and environmental safety data generated by its member companies; the RIFM 
database contains well over 100,000 references to peer reviewed safety and environmental 
studies on fragrance materials.  In addition, IFRA has banned or restricted the use of 
approximately 150 materials.   

We have appreciated the opportunity to meet with DTSC on a number of occasions to provide 
the department with a deeper understanding of our industry.  At our meeting on October 29, we 
discussed the possibility of engaging RIFM in a public-private partnership to review RIFM’s QRA 
process and to exchange information on existing data that could be used during the prioritization 
process.  We feel that RIFM, with its database classifying over 5000 flavor and fragrance 
materials and the expertise of its independent panel of experts, has extensive information that 
could be utilized by DTSC and fragrance manufacturers in the process of determining safer 
alternatives.  In fact, RIFM has been doing just this for many years already, using its science to 
inform IFRA of materials of concern that should be banned or prohibited, and then using its 
resources to help determine safer alternatives.   
 
In addition, during our meeting of October 29, we discussed the value RIFM brings as an 
assessment entity.  We had originally expected RIFM to be eligible to function as a third-party 
assessor however, due to language in the draft regulation, it is disqualified from this role.  We 
encourage the Department take advantage of such a uniquely qualified body and not assume 
that since industry resources have funded this institution, it is unqualified to function as an 
independent body.  While fragrance manufacturers and their customers contribute financially to 
RIFM, without their foresight in doing so, the fragrance industry’s ability to produce safer 
alternatives in a reasonable timeframe to meet DTSC’s expectations would be almost non-
existent.   
 
We had scheduled an alternatives assessment workshop with DTSC for September 30, 2010 to 
further explore this possibility; however, the Department was unable to host the workshop as 
planned for budgetary reasons.  We are concerned that DTSC may not have the ability to 
manage the Green Chemistry without further development of public-private partnerships to 
share resources and scientific knowledge.  We hope that this workshop will indeed happen next 
year and that the partnership between DTSC and RIFM can develop and flourish.   
 

                                                           
1 1IFRA Code of Practice (http://www.ifraorg.org/) 
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There are a number of other provisions in the proposed regulation that we seek clarification on 
and/or object to, which are outlined in more detail below. 
 
Article 1 
Definitions 
We are concerned that having a set of new California specific definitions will be inefficient and 
duplicative.   An additional concern with this particular proposed provision is the difficulty that 
will arise in leveraging existing information.  We feel that it would be in the best interest of DTSC 
and the state of California to harmonize as much as possible with existing definitions for other 
chemical regulatory schemes such as the Globally Harmonized System (GHS) of Chemical 
Classification and Labeling, the Organization for Economic Cooperation and Development 
(OECD), EPA’s Toxic Substances Control Act (TSCA), and others. 
 
In particular, the proposed definition of “chemical” and the identification of “chemical mixture” as 
a chemical are problematic for the fragrance industry.  The definition of chemical is way too 
broad as currently written.  While a naturally occurring mixture of a distinct chemical substance, 
such as an essential oil, could be considered a chemical, we are concerned that the proposed 
definition will also include mixtures that are the result of standard processing of aroma 
chemicals to produce a fragrance formulation.  For the purposes of the regulation, DTSC should 
more narrowly define the term “chemical” and make clear that processed mixtures are not to be 
included. 
 
Unintentionally Added 
We are concerned with the way that “unintentionally added” is used in the “Applicability” section 
of the proposed regulation.  The proposal states that unintentionally refers to “an ingredient that 
is not known by the producer to be present in the product.”  Product makers will need to 
demonstrate that they exercised due diligence to identify unintentionally added ingredients.  
There appear to be many potential complications to the application of this provision.  Chemical 
byproducts may end up in trace amounts in a product and are not intentionally added, even 
though a manufacturer may know that they exist.  This provision suggests that a manufacturer is 
responsible for those trace ingredients, even those that may be, as in the case of an essential 
oil, naturally occurring materials.  This requirement seems to be unreasonable, particularly when 
viewed in conjunction with the de minimis exemption.  As the regulation is proposed, it would 
apply to every molecule that we know or should have known is in a product, including trace level 
contaminants in water and air.  IFRA NA recommends limiting the applicability of the regulation 
to only those chemicals that are intentionally added, which is consistent with existing California, 
federal, and international regulations. 
 
Responsible Entity 
The current definition of “responsible entity” appears inconsistent with the current accepted 
standard as promulgated under the Fair Packaging and Labeling Act (FPLA).  The FPLA 
definition is currently used by other state government agencies such as CARB and federal 
agencies such as CPSC.  The definition as proposed in the regulation needlessly complicates 
the scope of responsibility, creating multiple responsible entities throughout the supply chain, 
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which lends itself to a complicated web of compliance, fertile ground for duplication, and 
constructs an uncertain regulatory environment.  More importantly, if one company designated 
as a “responsible entity” decides to avoid potential regulatory obligations by electing to stop 
selling in California, it will result in disruption of the supply chain and may have a domino effect 
on the ability of a company to enter in or maintain a commercial presence in California.  The 
Department could consider the idea of creating consortia to help assist the entire supply chain in 
complying with the regulation and to eliminate duplicative reporting by multiple companies within 
a chemical and/or product’s supply chain. 
 
Article 2 
Hazard Traits 
The hazard traits outlined in the proposed regulation start out fairly reasonable, focusing on 
chemicals that have been classified as CMRs and PBTs, but appear to increase in scope to any 
hazard trait, to be defined by OEHAA in the future.  We are concerned that the list of hazard 
traits is an evolving list and contains items that should not reasonably be considered as such.  
As proposed, the exhaustive list of possible elements could include nearly any chemical.  That 
DTSC would include language such as in Section 69302.3 (g)(2) that reads “Data that meets the 
definition of reliable information and that show the chemical to 11 be present in household dust, 
indoor air, drinking water, or elsewhere in the indoor household 12 environment,” is extremely 
concerning as a possible element for inclusion as a Chemical of Concern.  The proposed 
regulation also includes mechanisms of potential toxicity, not actual toxic end-points, such as 
endocrine disruption.  True hazard traits should be measurable by recognized and validated 
tests. 
 
Prioritization of chemicals 
We are particularly concerned that since the most recent proposed draft regulation, DTSC 
appears to have reverted back to the overly broad and extensive approach to prioritization that 
plagued the straw proposal released late last year.  In particular, the criteria for a priority 
chemical have expanded to include any chemical that may demonstrate one of 25+ hazard traits 
as determined by OEHHA is troubling for many reasons.  Thousands of chemicals could be 
eligible for the concurrent “Chemicals Under Consideration” and “Priority Chemicals” lists.  As 
we interpret the proposed regulation, the chemical universe would be so extensive that there is 
no guarantee that those chemicals that present a serious threat to public health and/or the 
environment would be the focus of the regulation.  While focusing on those chemicals that are of 
highest risk may be the intent of the authors, it is in no way clear that this is the case in the 
proposed language, which allows for a different interpretation by a future administration. 
 
In addition, it does not appear logical to maintain two separate ongoing lists, i.e. “Chemicals 
Under Consideration” and “Priority Chemicals,” particularly since all chemicals on both of these 
lists would be identified as Chemicals of Concern.  It is unclear why both lists could be 
necessary and instead this appears to be an unfocused scheme that could lead to a massive 
regulatory burden with little real value to the average citizen.  It would make much more sense 
to revert back to a prioritization process that contains a step-wise approach to screen and 
identify those chemicals that pose the greatest threat to public health and the environment.   
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Because DTSC would require “Chemicals Under Consideration” to undergo an alternatives 
assessment, any chemical that appears on the list would likely suffer the black list effect, which 
will cause industry significant financial harm even if DTSC never takes any real regulatory action 
on the chemical.  The prioritization process from the previous draft of the proposed regulation 
was much more manageable, focusing on those chemicals that authorities have deemed to be 
of highest concern, while acknowledging that California does not have unlimited resources at its 
disposal, so must focus its scope to enact an effective regulation. 
 
Regulatory Duplication 
We are concerned that the proposed regulation would not automatically exempt a chemical that 
is regulated by a federal agency for the same public health or environmental risk that is being 
addressed by DTSC.  Instead, it appears that the proposed regulation would require every 
aspect of a life cycle to be addressed even if the hazard trait that has triggered prioritization 
does not have an impact at a particular stage of the life cycle.  We would recommend that 
DTSC clarify that the regulation is focused on those chemicals and uses that are not currently 
regulated by another agency or department, which we believe to be the intent of the statute. 
 
Article 3 
Intermediates 
Although intermediates were exempt in the detailed outline of the regulation released by DTSC 
in April 2010, they have been included in the scope of this proposal.  IFRA NA believes that 
intermediate chemicals should be excluded as they are not the focus of this statute.  
Furthermore, there is no way for DTSC to exercise authority over the use of intermediates 
outside the state of California, and including them in the statute will only create further 
disincentive for businesses and operations to base in California. 
 
Article 5  
Alternatives Assessment 
IFRA NA is extremely concerned about the proposed requirement to carry out a Tier 1 
Alternatives Assessment before removing a Chemical of Concern, even if that chemical is not 
determined to be a priority.  This would create a pre-market registration process and appears 
counter to the stated purpose of the regulation, which is to bring safer products to the market 
sooner.  There are likely to be thousands of chemicals of concern and tens of thousands of 
priority products that will need to comply with this burdensome reporting requirement before a 
company is able to introduce a redesigned product to the market.  There appears to be no 
benefit to this requirement, except to perhaps provide an education to the Department regarding 
product design.  If DTSC is seeking such information, IFRA NA would be happy to provide the 
education in a less burdensome way. 
 
We are also very concerned about the requirement in this Article to notify the Department of any 
changes to formulas containing Chemicals under Consideration as detailed in Section 69305.1.  
This requirement is extremely onerous considering the required contents of the notification.  Our 
worry is that this requirement may actually discourage companies from making substitutions, 
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particularly if such a change which would only reduce the concentration of that chemical in the 
final product. 
 
De minimis  
IFRA NA supports the inclusion of a de minimis level and feels that 0.1% concentration in a 
finished product is appropriate and consistent with other regulatory requirements. However, the 
proposal gives DTSC the authority to lower or revoke the de minimis on a case-by-case basis.  
It appears that DTSC allows for a “0” de minimus level in the proposal, which is both 
unreasonable and technically impossible.  In addition, the burden of proof for de minimus claims 
and claims that other federal or California regulations already cover a particular material is 
placed on the manufacturer.  There are so many exceptions and requirements that it is almost 
not useful. 
 
Article 8 
Requirements for Qualified In-House Assessment Entities 
As stated above, we believe RIFM is highly qualified to act as an in-house assessor and brings 
unique intelligence regarding the safety of fragrance ingredients.  Nonetheless, the requirement 
to comply with of “ISO 14040 or equivalent” is overly restrictive and may limit RIFM’s ability to 
function in this way.  From our meeting on October 29, we understand that the emphasis of this 
provision is on recordkeeping.  Therefore, IFRA NA suggests amending the language to read 
“ISO 14040 or other relevant recordkeeping procedures.”   
 
Article 10  
Confidential Business Information 
As we have stated in previous comments, the intellectual property of the fragrance industry 
consists primarily of trade secrets created when fragrance companies invent proprietary 
formulas.  Trade secret laws protect any formula, pattern, device, or compilation of information 
that provides a business advantage to the owner. A trade secret, also known as confidential 
business information (CBI), is an item of confidential information concerning the commercial 
practices or proprietary knowledge of a business.  To our member companies, the fragrance 
formula itself is the trade secret.  Trade secret protections are crucial to encouraging and 
increasing the level of innovation in the fragrance industry. 
 
IFRA NA is very concerned that the proposed regulation establishes a framework that will lead 
to the disclosure of legitimate CBI and trade secrets.  There are a number of proposals 
contained in Article 10 that will establish a unique, overly burdensome and complicated process 
that will require companies to have specific expertise not only with the California Public Records 
Act but with California laws in general.  In addition, the proposal will seriously weaken trade 
secret protections for an industry whose economic viability depends largely on such protections.  
We are unsure how companies, such as IFRA NA members, who produce tens of thousands of 
formulas a year, all with a need for intellectual property protections, could possibly comply with 
the proposed regulations, particularly with the submission and re-submission of formulas for 
approval.  Instead, IFRA NA supports the CBI process set forth in AB 1879 (Feuer, 2008).  The 
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provisions of Article 10 are unnecessary to further elaborate on the process developed by the 
legislature to protect CBI.   
 
IFRA NA is alarmed that the provisions of this section, which require up-front justification for 
trade secret claims, go beyond the authority provided in the statute and the trade secret 
definition in the California Civil Code. The statute requires justification only when a request for 
the information under the Public Records Act is submitted.  Substantiation should be requested 
by DTSC only when there are questions, not automatically required for every claim at the time of 
submission.    
 
We are also concerned that indexed and redacted reports will be made publicly available 
because confidentiality may be compromised by the context in redacted reports and therefore 
could violate the very CBI/trade secret protections provided for in the statute.  The proposed 
regulation requires information relating to CBI claims that is unrealistic to require at the time of 
submission.  Determining the harm that will come from the loss of trade secret at the time of 
submission is not possible because no manufacturer can estimate future profits that may result 
with certainty.  Asking for copies of, or references to, any pertinent confidentiality determinations 
previously made by the Department or other public agencies is also unnecessary.  This is 
information is available to DTSC and DTSC is in the best position to obtain the information on 
the Department’s own rulings.  Asking for rulings of other public agencies on CBI claims should 
be deleted as it is not necessary and beyond the scope of authorities granted to DTSC.   
 
IFRA NA is concerned with the provision that DTSC may make the determination of the validity 
of a claim for trade secret even though no one has requested that information.  The regulation 
should provide liability for the state in wrongly releasing trade secret information – intentionally 
or inadvertently.  Under TSCA, criminal penalties for wrongful and willful disclosure of CBI have 
been established.  DTSC should revise this section to provide liability for the state in releasing 
this extremely valuable information.  
 
We seek clarity on the provision allowing the Department to at any time make a substantive 
review of a claim.  It appears that the provision fails to identify a standard for which this 
determination will be made.  Without a standard for review, we fear that a new administration 
may misinterpret DTSC’s intent.  In addition, a standard of review will also help explain the basis 
for DTSC denying a CBI claim.   
 
We are very concerned that this section provides only limited protections in the event that the 
DTSC determines that a third party may access information claimed as CBI.  The review 
appears to be biased in favor of releasing information and places the burden on manufacturers 
to defend against any requests in a short time frame and resort to court action if the DTSC 
allows public review of CBI.  Given the extent and breadth of information requested by DTSC in 
the proposed regulation, it is likely that CBI protections will be critical to the ability for fragrance 
houses to protect proprietary information.  If DTSC fails to provide strong protections, our 
members must be provided with an opportunity to remove the products from sale in California to 
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avoid the disclosure of trade secrets.  In many cases, it may not be worth selling in California if 
competitors will have access to this sensitive information.   
 
We also view the blanket prohibition on claiming hazard traits as CBI to be problematic.  It 
appears that DTSC is interpreting Section 25257(f) of the Health and Safety Code to apply to 
“any chemical or chemical ingredient,” which is beyond the scope of authority and the intent of 
that section.  The hazard trait submissions contemplated by Section 25257(f) clearly related to 
only those chemicals and chemical ingredients prioritized in the process.  Section 25257(f) 
refers to chemicals and chemical ingredients “pursuant to this article”, where the article relates 
to the prioritization process for chemicals of concern.  The regulated community should still be 
able to claim CBI for hazard trait data related to alternatives considered in the AA process if 
appropriate.  Our members will not put resources into the research and development necessary 
to find safer alternatives without a guarantee that they can claim their formulas as CBI.  In 
addition, due to the extensiveness of the list of hazard traits, there will be virtually no way for a 
fragrance manufacturer to protect any of its intellectual property and provides further 
disincentive to produce formulas for products sold in California. 
  
In closing, IFRA North America appreciates the opportunity to comment on the proposed Safer 
Consumer Product Alternatives regulation.  As proposed, the regulation is extremely broad and 
expansive, not to mention vague in many areas.  Unless refined, the regulation will create a 
bureaucracy well beyond the scope of the authorizing legislation that will overburden state 
agencies as well as manufacturers without any guarantee that the health and safety of 
Californians will be improved.  IFRA NA would support a more focused prioritization process 
while maintaining strong trade secret protections to support continued innovation.  We look 
forward to continuing to work with DTSC on the regulations and the alternatives assessment 
program, and would be happy to provide any further information the DTSC may need to finalize 
this process.  If you have any questions regarding IFRA NA’s position on the draft regulations, 
please contact Sarah Mechum, IFRA NA’s Assistant Director of Government Relations at (202) 
331-2463. 
 
Sincerely, 
 

 
Jennifer Abril 
Executive Director 
 
cc:  The Honorable Linda Adams, Secretary, CalEPA 
       Cindy Tuck, Undersecretary, CalEPA 
       Patty Zwarts, Deputy Secretary, CalEPA 
       Scott Reid, Cabinet Secretary, Office of the Governor 
       John Moffatt, Legislative Affairs, Office of the Governor 
       Maziar Movassaghi, Acting Director, DTSC 
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       Jeff Wong, Chief Scientist, DTSC 
       Odette Madriago, Chief Deputy, DTSC 
       Hank Dempsey, Special Advisor, DTSC 
       Laurie Nelson, Randlett Nelson 



 
 
 
 
November 1, 2010 
 
 
Mr. Jeff Woled, Regulations Coordinator 
Department of Toxic Substances Control 
P.O. Box 806 
Sacramento, CA 95812-0806  
 

 
Re:  Comments on Proposed Regulation - Safer Consumer Product Alternatives 

The Grocery Manufacturers Association (GMA) represents the world’s leading food, beverage 
and consumer products companies.  The association promotes sound public policy, champions 
initiatives that increase productivity and growth and helps to protect the safety and security of 
consumer packaged goods through scientific excellence.  The GMA Board of Directors is 
comprised of chief executive officers from the Association’s member companies.  The $2.1 
trillion consumer packaged goods industry employs 14 million workers and contributes over $1 
trillion in added value to the nation’s economy.   
 
GMA has appreciated the opportunity to participate in California’s Green Chemistry Initiative, 
and submits this letter in response to DTSC’s September 13, 2010 Proposed Regulation for Safer 
Consumer Product Alternatives.  We recognize the extensive DTSC staff efforts that have gone 
into developing this proposal. 
 
GMA supports California’s Green Chemistry Initiative (GCI) and advocated for the passage of 
AB1879 and SB509 as key elements in establishing authority to identify, assess, and manage 
high priority chemicals and to establish a portal for chemical safety information.  
 
However, the Proposed Regulation unnecessarily goes well beyond this straightforward task.  It 
does not achieve the objective of the statutes to create a deliberate and focused program to 
drive real and efficient public health and environmental improvements.  Instead, it would create 
an unworkable and overly bureaucratic program that will require a huge staff at DTSC; will 
dramatically increase the already high cost of doing business in California; will promote needless 
and excessively bureaucratic paperwork requirements for virtually every product change on 
every item in California commerce, thereby hindering rather than promoting green innovation.  
Most unfortunately of all, it will have questionable value in improving the safety of consumer 
products in California.    
 
The proposal applies last century’s command and control regulatory approaches to 21st century 
challenges; invents unique to California scientific approaches, ignoring the statute’s mandate to 
use available information from federal and international sources; envisions a system that will 
require virtually unlimited government and business resources in a resource constrained world; 
envisions extensive, unnecessary data call-ins; structures responsibility for alternatives analysis 
in such a way that every entity in the supply chain is responsible, ensuring that this will be slow, 
over-burdensome and costly at best and completely unmanageable at worst; describes punitive 
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regulatory responses with no sense of proportion indicated for their application; and acts as if 
proprietary confidential information is owned not by its developers but by society as a whole 
and thus should be assumed to be public information to be shared with domestic and 
international competitors.   
 
This regulation should create a straightforward, timely, transparent, stepwise and risk-based 
process in which the state can: 1) identify the highest priority chemicals as chemicals of concern; 
2) identify those products containing the chemicals of concern that may pose a safety concern 
considering product use and exposure; 3) identify for those products whether there are suitable 
alternatives; 4) make final determinations on regulatory risk management choices as identified 
in AB 1879.    
 
GMA asserts that the Proposed Regulation does not accomplish these straightforward goals, but 
unnecessarily and needlessly goes well beyond to create an inefficient, bureaucratic and 
ultimately sclerotic system that will freeze innovation on every physical item in commerce from 
paper clips to jet planes.  It will be unworkable, and as a result will not have the intended result 
of improving public health and the environment for Californians. 
 
This outcome is extremely disappointing to GMA.  In addition to supporting the passage of 
AB1879 and SB509, we have been notably active in the Green Chemistry initiative since it’s 
inception in 2007.  Together with our partners at the Green Chemistry Alliance (GCA) and the 
Food Packaging Coalition, we have provided substantive and constructive comments and 
suggestions at every step of the program—in Phase 1  with Principles and to the blogs; on DTSC 
Questions and drafts of AB1879/SB509 in Phase 2;  in Phase 3 on the Wiki, on the Toxics 
Information Clearinghouse, through a detailed proposal by GCA for a Draft Regulation, on the 
Straw Proposal, on the Draft Regulation Outline, on the 6/2010 Draft Regulation and OEHHA’s 
pre-draft Regulation proposal.  We have made public presentations and participated at 
numerous DTSC and OEHHA workshops, webcasts, symposia, and other public meetings as well 
as in meetings with the Department.  We have listened closely and carefully to DTSC and public 
questions and concerns and have contributed a significant number of creative solutions to 
address those.  GMA incorporates by reference our formal submissions to this process—they are 
listed in the Appendix to these comments and attached. Some of this input has been 
incorporated, establishing important provisions in the Proposed Regulation. 
 
However, in analyzing the Proposed Regulation, many of the most important ideas and 
approaches have not been incorporated, or have been included in ways that will not drive 
innovation to promote improvements in public health and the environment for Californians.  
There are numerous concerns detailed in GMA’s attached comments.  The most notable and 
egregious, identified below are not necessary, go beyond the authority provided in the statute, 
are not clear to the regulated community and/or are inconsistent.  They will make this program 
slow, unworkable and counterproductive to the goals of Green Chemistry.  Many of these also 
ignore the statute’s mandate to look to the chemical management approaches taken in other 
national and international jurisdictions to improve the efficiency and effectiveness of California’s 
program.  The regulation proposes: 
 

• Unnecessary expansion of the definition of Chemicals of Concern 
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• Unnecessary, unauthorized and unworkably burdensome Chemical/Product Removal 
Notifications and Tier 1 AA Notifications/Reports that create a tremendous paperwork 
burden and establish a de facto pre-market registration requirement 

 
• Regulatory duplication provisions that exceed statutory authority and are unnecessarily 

expansive 
 

• An appropriate de minimis default, but references to other regulations that must be 
modified based on the extent of exposure in order to be rational in the context of 
exposure from consumer products; the concept of a “0” de minimis that is unnecessary 
and scientifically not supportable; the notification process for seeking exemptions from 
the regulation that is unnecessary, unauthorized and bureaucratically burdensome 

 
• A new “unintentionally added” concept and associated provisions that are unnecessary, 

overly restrictive, unclear and render the concept of intentionally added meaningless 
within the regulation 

 
• An unnecessarily restrictive approach of “…no exposure pathway…” for exemption of 

chemicals and products rather than an approach based on “reasonable and foreseeable 
use and exposure” that is the basis for federal and international product safety 
regulations 

 
• The inclusion of intermediate manufacturing processes and materials in the regulation 

that is unnecessary and goes beyond statutory authority. 
 

• An unauthorized and unnecessarily extensive request for data from manufacturers. 
 

• California unique definitions for reliable information, hazard traits, bioaccumulation, 
persistence, chemical, chemical substance and nanomaterials that do not follow 
nationally and internationally accepted approaches 

 
• An inconsistent standard for evaluating comparative product performance in the Tier II 

AA that should be solely focused on “maintaining and enhancing” product performance. 
 

• Unnecessarily breaking the Tier II AA into two parts (separating hazard/exposure 
analysis from performance, cost, feasibility and lifecycle analysis), ignoring the real 
world product development paradigm used in every company small and large that 
evaluates all of these factors simultaneously and at successively more detailed levels in 
coming to final decisions 

 
• An unnecessary and burdensome system of triple redundancy on AA resulting from the 

requirements of lead assessors, 3rd party certification and DTSC review in preparing and 
reviewing AA’s 

 
• An unnecessarily broad definition for responsible entity which, rather than making clear 

who is responsible for  Alternatives Analysis and regulatory action, makes the 
responsibility unclear and will create an inefficient and unworkably slow compliance 
process. 
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• No clarity that Regulatory Responses must be proportional to the degree of risk 

 
• Unnecessarily complex and unclear confidential business information/trade secret 

provisions and information collection provisions that go beyond the authority of the 
statute. 

 
California deserves a credible, workable, and successful program that can achieve this part of 
the Green Chemistry Initiative’s objectives and work together with the other five planks of the 
program.  GMA is a member of the GCA and supports the Alliance’s 11/1/10 detailed input on 
the Proposed Regulation.  In addition, GMA is a member of the Food Packaging Coalition (FPC) 
and supports the Coalition’s 11/1/10 comments on excluding food contact substances from the 
regulation.  As can be seen from GMA’s attached detailed comments and from those submitted 
by GCA and the FPC, we have many significant and substantial concerns with the Proposed 
Regulation.   
 
The Grocery Manufacturers Association remains committed to assisting the Department in 
developing and implementing a Green Chemistry program that will not only achieve the Green 
Chemistry Initiative’s objectives, but that will also be a model for the U.S. and elsewhere.  If you 
have any questions or comments, please feel free to contact us.  We look forward to our 
continued work together on this important public policy initiative. 
 
 
Sincerely,  

 
Caroline Silveira 
Director, State Affairs 
Grocery Manufacturers Association 
1350 I St NW, Suite 300, 
Washington, D.C., 
20005 
 
 
cc:  Linda Adams, California EPA  
       Maziar Movassaghi, DTSC 
      Jeff Wong, DTSC 
      Odette Madriago, DTSC 
      John Moffatt, Office of the Governor 
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These eight provisions, taken together have the potential to draw virtually every product in 
California into the scope of the regulation 

SCOPE 

 
1. Unnecessary expansion of the definition of Chemicals of Concern 

 
In 69302, the Proposed Regulation on Chemical Prioritization Process, the original concept 
recommended by GCA (6/24/09, 11/6/09, 5/27/10, 7/19/10, 7/22/10), incorporated by 
reference—using a stepwise process to identify Chemicals Under Consideration, and after public 
notice and comment, further focusing that into a set of identified Chemicals of Concern—has 
been discarded.  Instead, two separate ongoing lists would be developed “Chemicals Under 
Consideration” and “Priority Chemicals” and all chemicals on both of these lists would be 
identified as Chemicals of Concern.  This is a perversion of the prioritization process and, 
together with other provisions and requirements, leads to the potential for a massive regulatory 
burden on every physical item in California commerce. 
 
The statute mandates that DTSC identify and prioritize chemicals of concern and prioritize the 
uses of the chemicals of concern in products that should then become the subject of an 
Alternatives Assessment.  Given the thousands of chemicals in California and the hundreds of 
thousands of different products and millions of components in products in California, there has 
been broad agreement since the very first stakeholder workshop that a step-wise approach to 
this prioritization was the only sensible way to screen and identify those chemical and product 
combinations that pose the greatest public health and environmental threats as a result of 
exposure to the chemical at levels that can result in human or environmental harm.  In previous 
submissions incorporated by reference (3/10/09, 6/24/09, 11/6/09, 5/27/10, 7/19/10,  
7/22/10), GMA and GCA have consistently supported this concept.  For instance, we 
recommended that DTSC should take an initial step in chemical prioritization to identify 
“Chemicals Under Consideration” based on information available to the department and publish 
those with the reasoning that led the department to it’s conclusions.  We also recommended 
that the department conduct public notice and comment, allowing stakeholders to provide 
additional information to allow the department to move forward to the next step of Identifying 
Chemicals of Concern.   
 
In this concept, the Chemicals Under Consideration list plays several roles.  First, is the role in a 
notice and comment context that allows the department to gain valuable information from the 
public that may not be available to the Department and help it to better inform it’s Chemical of 
Concern decisions.  Second is its role as a queue for future Chemical of Concern decisions, 
allowing the department to propose and finalize Chemicals of Concern in concert with available 
resources.  Finally, the appearance of a Chemical in the Consideration list plays the role of 
sending a signal of potential regulatory action to the market place.  Companies making and 
using a Chemical under Consideration will be aware of this status and can consider its 
implication as they make product design, manufacturing, and formulation decisions in the 
normal course of business. 
 
The Proposed Regulation, in including “finalized” Chemicals under Consideration as priority 
chemicals, dramatically shifts some of those roles.  This new Chemicals under Consideration list 
continues to enable the department to gain additional information for priority setting.  
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However, including finalized Chemicals under Consideration as Chemicals of Concern for the 
purposes of the regulation will dramatically increase the impact of those decisions, placing any 
products that “contain” the chemical in immediate regulatory jeopardy.  A permanent and ever 
growing Chemical under Consideration list will emerge that has significant economy wide 
effects.  Any chemicals on that finalized list have major regulatory obligations and burdens 
throughout the balance of the regulation and will encounter them forever, even though they 
may never be important enough to be finalized as “Priority Chemicals”.  These burdens are 
placed on chemicals that the Department has not yet established meet the requirements for 
being Priority Chemicals.  This is unnecessary, unauthorized and needlessly burdensome. 
 
GMA objects to this approach in the strongest possible terms and asks the department to go 
back to the original concept—separating Chemicals under Consideration and Chemicals of 
Concern.  Chemicals under Consideration should be just that—under consideration.  The Priority 
Chemical term should be eliminated and returned to its previous Chemical of Concern name.  
No regulatory compliance burdens should be imposed on chemicals that are being considered 
for Chemicals of Concern.   
 
 

2. Unnecessary, unauthorized and unworkably burdensome Chemical/Product Removal 
Notifications and Tier 1 AA Notifications/Reports create a tremendous paperwork 
burden and establish a de facto pre-market registration requirement 

 
In Sections 69301.2, 69305.1, and 69305.3, the Department would require any manufacturer of a 
consumer product containing a chemical of concern (either a Priority Chemical or a Chemical 
Under Consideration) to comply with burdensome reporting requirements, including 
Chemical/Product Removal Notifications or Tier I AA Notifications and Reports, prior to placing 
redesigned products on the market or removing products from California commerce.  The Removal 
Notifications are doubly burdensome in requiring submission first of an Intent notification and 
then a Confirmation Notification.  This is completely counter to the stated purpose of the Safer 
Consumer Product Alternatives regulations, namely to bring safer products to the market quickly 
and efficiently.  The purpose of these requirements seems to be solely to educate the Department 
regarding product design; the Department’s conceptual flow chart shows this as a dead-end—
information to be collected and posted.  The Initial Statement of Reasons states, “The AA 
Notification is necessary so that DTSC can keep an eye out for any regrettable substitutions….”.  In 
doing this, the Department puts itself in the position of being the gatekeeper and scorekeeper for 
any change to any product coming on the market in California.  This establishes a de facto 
premarket registration system for products in California, a completely unjustified burden that is 
unnecessary, unauthorized and unworkable.  In particular, the Tier I AA notification process in 
Section 69305.1 discourages companies from reformulating products containing a Chemical of 
Concern until it is identified by the state as a Priority Product containing Priority Chemicals.  This 
will freeze innovation in California—due to paperwork and market delay burdens, the state will be 
the last place to see introductions of safe and more sustainable products. 
 
Sections 69301.2 and 69305.1 should be amended so that all of these are voluntary submission 
processes, unrelated to the timing of product introductions into California commerce.  The 
Department should provide incentives for participation so that safer products are brought to the 
market quickly and will be voluntarily noticed to the Department for recognition programs.  The 
Removal Notification should be a single voluntary submission.  If the Department needs to develop 
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its capacity in the arena of product development, it should find a more effective approach.  Also, 
the scope of these provisions should be limited to Chemicals of Concern (Priority Chemicals) in 
Priority Products.  If a manufacturer removes a Chemical of Concern from a Priority Product and 
does not replace it with a Chemical of Concern, there should be no further regulatory 
requirements. 
 
 

3. Regulatory duplication provisions exceed statutory authority and are unnecessarily 
expansive 
 

In 69302.1, 69303.1, he regulatory duplication provisions in the regulation are far more 
expansive than what is provided in statute.  Section 25257.1(c) of the statute provides that the 
department “shall not duplicate or adopt conflicting regulations for product categories already 
regulated or subject to pending regulation consistent with the purposes of this article.”  If a 
product category is regulated by a federal or state agency for the same public health or 
environmental threat and exposure pathway as the concern that is being addressed under 
DTSC’s proposal, the product category should be automatically exempted from regulation.  The 
state should not waste its limited resources and open itself up to legal challenges on duplicative 
regulation. GMA supports and incorporates by reference detailed comments on this topic by 
GCA and FPC (11/1/10). 
 
For instance, targeting food contact products, would be duplicative and in direct conflict with 
existing FDA regulation.  Food packaging and other food contact materials are important to 
ensure the safety and quality of food.  FDA, under federal law, has established a comprehensive 
regulatory scheme to ensure the safety of food-contact materials, which provides a large margin 
of safety.  That regulatory scheme is consistent with the goals and purposes of the GCI.  GMA 
supports and incorporates by reference detailed comments on this topic by FPC—the Food 
Packaging Coalition. 
 
Similarly, subjecting Over-the Counter drug product ingredients (OTC) to the regulation would 
be duplicative and in direct conflict with the existing FDA regulatory structure. FDA fully 
regulates these ingredients for both human and environmental health impacts.  
 
It is not clear if the regulation is requiring an evaluation of all “life cycle segments” in the 
applicability section 69302.1 and 69303.1.  Under the regulation, Chemicals of Concern and 
Priority products will be selected for a specific hazard trait(s) and a specific exposure pathway(s) 
of concern.  Those specific hazard traits and pathways should be the only basis for the question 
of regulatory duplication.  Some life cycle segments such as energy or water use will not be 
relevant in the trait/pathway decision and should be excluded from consideration in the issue of 
regulatory duplication.  They should only be considered as “checks” in an Alternative Analysis to 
ensure that the Alternative does not have unmanageable impacts in those domains. 

 
 

4. An appropriate de minimis default, but references to other regulations must be 
modified based on intake/exposure to be rational in the context of consumer product 
exposure; the concept of a “0” de minimis is unnecessary and scientifically not 
supportable; the notification process for seeking exemptions from the regulation is 
unnecessary, unauthorized and bureaucratically burdensome. 
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69305.3. GMA has consistently advocated for the inclusion of a de minimis threshold in the 
Proposed Regulation (6/24/09, 11/6/09, 5/27/10, 7/19/10,  7/22/10).  Therefore, we support 
the inclusion in the Proposed Regulation of a de minimis exemption with a default level of 0.1%.  
This is consistent with a number of state, federal and global regulations, including the European 
Union’s implementation of the Globally Harmonized System (GHS) for product classification.  In 
addition to applying a default threshold of 0.1% by weight, the EU GHS establishes chemical-
specific thresholds that may be lower or higher than 0.1% based on sound science and reliable 
information.  The Proposed Regulation gives DTSC the authority to adopt a similar approach.   
 
However, the remainder of the definition is a presentation of “safe levels” in other existing 
regulations that are inherently based on risk, use, application, and to some extent policy.  To 
make those other regulatory thresholds relevant to these regulations, DTSC would need to 
establish the appropriate exposure level (as the SCPA threshold), taking into consideration the 
facts of the specific public health regulation.  For example, drinking water Maximum 
Contaminant Levels (MCLs) are based on risk and assume a drinking water ingestion rate of over 
1 L/day.  Thus the MCL level is not directly relevant to a consumer product with exposures many 
orders of magnitude lower, or for which the relevant route of exposure may be dermal or 
inhalation.  Nor are the thresholds from other cited regulations consistent with the exposure 
that results from contact with a consumer product, with the exception of Proposition 65 
MADL’s.  An additional concern is that the MCLG “safe” level for a carcinogen is equal to zero 
and is stated as a goal, not a standard.  Thus, the direct re-application of thresholds from the 
regulations cited in this section is not consistent or appropriate for SCPA.  The current approach 
fails to connect the scientifically appropriate levels to designated products.  If DTSC wants to re-
apply the science basis in these regulations, we suggest that this be clarified and re-applied to 
SCPA on the basis of exposure levels to be scientifically consistent with the other regulations. 
 
The Proposed Regulation also contemplates situations where “0” is an appropriate de minimis.  
“0” is a technically impossible regulatory standard to measure and that provides no additional 
benefit to public health and the environment.  In 69303.2, the inability for a manufacturer to 
seek a de minimis exemption for nanomaterials is especially problematic.  Virtually every 
granular material in commerce in California will have some level of dusts that would result in the 
material being considered “nano” under the definition as currently written.  
 
In a situation where DTSC scientists believe 0.1% is not appropriate as a de minimis 
concentration, they should calculate an alternative threshold concentration—either higher or 
lower.  Experience in the European Classification system (EC No. 1272/2008) is that for 85% of 
the over 3300 chemicals with classified hazards the de minimis is 0.1%; for the remaining 15% 
the EU has determined a different level—sometimes lower and sometimes higher. 
 
As outlined in the regulation, the de minimis seem only to apply to Priority Products.  That is 
appropriate, but there are other items to which the de minimis should also apply—the   
Chemical/Product Removal Notifications, and Tier I AA Notifications.  While GMA does not 
believe that there is a necessity for, nor is authorization supporting the burden imposed by any 
of these, it would be appropriate to apply the de minimis in determining when they are 
required. 
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In 69305.3, a notification to the department is required to apply the de minimis exemption to a 
Priority product.  This requirement is unnecessary, unauthorized and bureaucratically 
burdensome.  The de minimis exemption should be self-implementing, requiring no submission 
to the department.  For compliance and enforcement reasons, manufacturers could be required 
to maintain records supporting their actions.   

 
 

5. A new “unintentionally added” concept and associated provisions are unnecessary, 
overly restrictive, unclear and render the concept of “intentionally added” 
meaningless within the regulation  
 

In 69301.2, GMA appreciates that the definitions of intentionally added and unintentionally 
added are in line with the recommendations provided in previous comments (citation).  
However, the manner in which these terms are used in the Applicability section create confusion 
and problems.  In Section 69301 (Applicability), unintentionally added is further narrowed to “an 
ingredient that is not known by the producer to be present in the product”.  This provision 
suggests that anything present in the product that the manufacturer knows or should have 
known about is subject to the regulation and only a substance that the manufacturer cannot 
reasonably be expected to know about is exempt.  Therefore, an exemption for unintentionally 
added substances only applies to substances that are completely unexpected surprises.  
Although the exemption may be applicable in the case of tainted products or unknown supply-
chain mistakes, it is of little applicability to most products, for example, those incorporating 
natural materials or recycled content.   
 
The only other instance of these concepts being incorporated is the use of “intentionally added” 
is used is in Section 69301.6 (Chemical and Product Information) where the Department 
requests information to identify “intentionally-added chemicals and chemical ingredients in 
specified products”.  GMA’s support for the intentionally added ingredient concept was that, 
together with the de minimis concept, it would support the appropriate exemption of products 
from the burdens of the regulation due to unintentional constituents that pose less potential 
risk than intentionally added ingredients.  The focus should remain on chemicals “used” in 
products to perform a certain function, and for which the product manufacturers would be 
directly responsible.  Instead, the Proposed Regulation uses various forms of the term “contain” 
to draw product constituents into the scope of regulation (e.g. “…threat to public health and/or 
the environment due to the Priority Chemical contained in the product”).  Therefore the 
Proposed Regulation applies to every molecule that a manufacturer knows or should have 
known is in a product, including trace level contaminants in water, air, etc that may be a part of 
the product.   
 
As outlined in GMA and GCA comments (3/10/09, 6/24/09, 11/6/09, 5/27/10, 7/19/10,  
7/22/10) incorporated here by reference) GMA encourages the DTSC to a limit the applicability 
of the Proposed Regulation to only those chemicals that are intentionally added and present 
above a de minimis level.  This will ensure that the regulation will work as intended to focus on 
the most important concerns for product safety and is consistent with other California, National 
and International chemical regulatory policies.  
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6. An unnecessarily restrictive approach of “…no exposure pathway…” for exemption of 
chemicals and products rather than an approach based on “reasonable and 
foreseeable use and exposure” that is the basis for federal and international product 
safety regulations 

 
In 69302.1 and 69303.1, the requirement that “there are no exposure pathways by which the 
chemical of concern contained in a priority product might pose a threat to public health or the 
environment” is radically overreaching and unnecessary.  It means that only under the most 
extreme and unlikely situation imaginable would the exemption apply.  Said another way, “no 
exposure” is impossible and thus exemptions are limited to the impossible.  DTSC should base 
decisions for exemption in this provision on the “reasonable and foreseeable use” concept, 
which is the approach used in federal and global consumer product safety regulations, i.e., “… 
there are no reasonable and foreseeable use and exposure pathways by which…”. 
 
The exemption provisions are overly burdensome and unnecessarily bureaucratic.  DTSC should 
not have to make a declarative judgment on each submission, but rather should establish 
exemption criteria that are readily verifiable.   

 
 

7. The inclusion of intermediate manufacturing processes and materials in the regulation 
is unnecessary and goes beyond statutory authority  

 
69303.3. The focus of these statutes is on chemicals in products sold to consumers and the 
resultant exposures to consumers and the environment through their use and disposal.  The 
inclusion of intermediate manufacturing processes and materials as possible priority products, 
even as "lower priority", is inappropriate and unnecessary.  Comments by the GCA on the 
Proposed Regulation provide more detail on this concern. 
 
 

8. Chemical/Product Petition Process 
 

69304.  While GMA supports the inclusion of a petition process, we are concerned that the 
provisions not only fail to clearly provide for requests to remove chemicals/products from 
priority lists, but also that manufacturers of implicated chemicals/consumer products do not 
have any opportunity to provide necessary input on any chemical/product being petitioned prior 
to DTSC making a final “denied/approved” determination.  The process must work both ways 
and be fully open to public comment. 
 

9. Authority to Request Data from Manufacturers is Unauthorized; the Extent of 
Information Envisioned is Unnecessary 

 
69301.6, 69302.3 and 69303.3.  While we appreciate that DTSC will need good information from 
public as well as private sources, GMA is concerned that the extensive set of data envisioned to be 
requsted from Manufacturers is unnecessary, going well beyond what is needed to effectively 
prioritze chemicals and products, is unauthorized by the statute and in some case is not clear. H&S 
Code Section 25252(a)(1-3) instructs DTSC to prioritize chemical and products based on specific 
factors including volume in commerce in the state, potential for exposure to the chemical in a 
consumer product, and potential effects on sensitive subpopulations.   
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The information detailed in 69302.3 and 69303.3 includes, for example, volume information, 
projected annual sales by volume and/or mass, annual regional distributions by volume and/or 
mass, marketing and customer targeted volumes and/or mass, volume and/or mass of the 
chemical in current use, annual estimated volume and/or mass of the chemical used in products 
and components, and controlled distribution systems, if any.  It also includes description of sales 
locations and targeted customer bases.  Much of this information is not needed to prioritize 
chemicals and products.   
 
Compounding the concern with the lack of necessity for the detailed information is the fact that 
much of the information being requested are classic examples of trade secret information (ex., 
sales data, targeted customers, locations of facilities and outlets, etc.).  Although DTSC has tried to 
assure industry that the information would be protected from disclosure, the more this type of 
trade secret information is provided to DTSC, the greater the potential for inadvertent disclosures.  
The risk of release coupled with the burden of substantiating all of the information and potentially 
having to defend it first to DTSC, then possibly in court, is an unnecessary enormous burden.  
Requesting unnecessary detailed information and the resulting need to protect the confidential 
business information (CBI) will potentially cause the process outlined in Article 10 to collapse under 
its own weight. 
 
In summary, there is no necessity for the detailed information requested by DTSC set forth in 
Section 69301.6.  DTSC fails to set out in the Initial Statement of Reasons the necessity for the 
specific provisions of section 69301.6. The Initial Statement of Reasons contains a very general 
assertion that the information is necessary to have a robust process, but nothing is mentioned with 
respect to any of the specified items of information that are required.  GMA acknowledes that 
DTSC discusses a stepwise approach, starting with publicly available information, but recommends 
that a more targeted approach is appropriate to collecting only information necessary to meet the 
statutory mandate 

 

 
SCIENCE 

10. Support for priority decisions based on comparison of quantitative hazard and 
exposure to identify most important chemicals of concern and priority products 
 

69301.1, 69302.4, 69303.4. The Proposed Regulation Guiding Principles and the Chemical and 
Product Priority articles state: 

Chemical and consumer product prioritization processes should seek to identify and give 
priority to those chemicals, and the consumer products that contain them, that pose the 
greatest public health and environmental threats, are most prevalently distributed in 
commerce and used by consumers, and for which there is the greatest potential for 
consumers or environmental receptors to be exposed to the chemical in quantities that 
can result in public health or environmental harm

 
.  (Emphasis added) 

The Prioritization sections go on to state that information on “…the frequency of use, and the 
concentration of the chemical in those products” must be used in priority setting decisions.   
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GMA supports these provisions and their rigorous application in selecting Chemicals of Concern 
and Priority Products in which they are used.  The current provisions are an improvement from 
the earlier Draft Regulation, which GMA critiqued (7/19/10), incorporated by reference, as 
“…marked by the absence of a clear, science-based standard to support priority decisions”.  We 
appreciate that the Department has responded to that concern 
 
The three factors in the Principle (greatest threats, prevalent distribution and use by consumers, 
and greatest potential for exposure at levels that can result in harm) are drawn from the 
mandates of the statute and appropriate boundaries for decision making in this area. 
 
Some provisions in these sections indicate that the department should consider qualitative 
exposure information (e.g. presence in products, occurrence of public health exposures, breadth 
of use).  We agree that these are appropriate for determining that chemicals or products should 
be considered.  However, quantitative

 

 information demonstrating exposures at levels of 
concern should be the primary driving factor in priority setting decisions.  Product concentration 
and frequency of use are among the critical factors necessary in quantitatively determining 
exposure to chemicals in products. 

Following these principles will help to assure that the Department will quantitatively compare 
the hazards of chemicals and their exposures through products in setting priorities.  
Implementation of this law is not about dealing with everything, it’s about identifying those 
situations that will make a real difference in improving public health and the environment.  The 
only way to do that is to make judgments about the greatest threats by looking closely at actual 
hazard and exposure levels to determine whether or not there is a concern.   
 
GMA supported AB1879/SB509 as a means to place decisions about product safety in the hands 
of DTSC scientists.  We believe that the current language cited above provides workable 
direction for making such decisions in a scientifically credible and defensible manner. 

 
 
11. The regulations should encourage submission of hazard and exposure information 

during the Chemical and Product Priority Setting process. 
 
69302.2, 69303.2.  As part of responding to Department notices of proposed Chemicals and/or 
Products Lists, manufacturers or consortia of manufacturers should be encouraged to provide 
information on a chemical’s hazards and its reasonable and foreseeable exposures to humans or 
to the environment as a result of the use and disposal of the product(s) in which it is used.  GMA 
and GCA have recommended this approach in numerous submissions (11/16/07, 5/8/08, 
7/11/08, 3/10/09, 6/24/09, 11/6/09, 5/27/10, 7/19/10, 7/22/10) incorporated by reference.  
Such information would document the known hazards of the chemical and the anticipated 
exposures from reasonable and foreseeable uses of the consumer product(s) and would indicate 
how expected exposures compare to the chemical’s health and/or environmental hazard 
threshold level. This information could also indicate anticipated exposures to sensitive sub-
populations, a description of available control measures, as well as information on expected 
aggregate exposures to the chemical from multiple products.  It would be appropriate for the 
department to consider such information in finalizing Chemicals and Products Lists.  
 
GMA recommends that the following regulation language be added: 
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69302.2 (Insert new paragraph before (c) at page 30, line 29) In responding to 
Department notices of proposed Chemical Lists, manufacturers or consortia of 
manufacturers may provide information on a chemical’s hazard and its 
reasonable and foreseeable exposures to humans or to the environment 
through the product(s) in which it is used.  Such information would document 
the known hazards of the chemical and the anticipated exposures from 
reasonable and foreseeable uses of the consumer product(s) and would indicate 
how expected exposures compare to the chemical’s health and/or 
environmental hazard threshold level. This information may also indicate 
anticipated exposures to sensitive sub-populations, a description of available 
control measures, as well as aggregate exposures to the chemical from multiple 
products.  Such information shall be taken into consideration by the department 
in finalizing the Chemicals Lists.   
 
69303.2 (Insert new paragraph before (c) at page 38, line 11) In responding to 
Department notices of proposed Products Lists, manufacturers or consortia of 
manufacturers may provide information on a chemical’s hazard and its 
reasonable and foreseeable exposures to humans or to the environment 
through the product(s) in which it is used.  Such information would document 
the known hazards of the chemical and the anticipated exposures from 
reasonable and foreseeable uses of the consumer product(s) and would indicate 
how expected exposures compare to the chemical’s health and/or 
environmental hazard threshold level. This information may also indicate 
anticipated exposures to sensitive sub-populations, a description of available 
control measures, as well as aggregate exposures to the chemical from multiple 
products.  Such information shall be taken into consideration by the department 
in finalizing the Products lists.   

 
 

12. California unique definitions for reliable information, hazard traits, bioaccumulation, 
persistence, chemical, chemical substance, chemical hazard assessment and 
nanomaterials do not follow nationally and internationally accepted approaches 

 
Reliable Information.  69301.2 (a) (66).  It is critical that scientific information used in making 
decisions in the Green Chemistry program be of high quality—it must be reliable, relevant and 
adequate.  GMA and GCA comments on this topic (6/24/09, 11/6/09, 5/27/10, 7/19/10,  
7/22/10) incorporated by reference speak to this concern and offer suggestions on how it 
should be handled.  It made clear for example, that information from peer-reviewed studies is 
absolutely not a sufficient criterion for reliability.  In the Proposed Regulation, information from 
any one of a wide variety of sources is defined as de facto reliable.  While we agree that 
information from all of those sources is appropriate to consider using a weight of evidence 
approaches to make priority decisions, an entirely separate process is necessary to ensure that 
the information used is reliable.   
 
The need for a mechanism to judge studies for reliability is widely recognized by federal 
agencies with health and safety responsibility, and in international fora.  As a result, the 
Organization for Economic Cooperation and Development (OECD) has developed a globally 
accepted method for rating the quality and reliability of studies.  This methodology is used in US 
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and OECD HPV programs and in the REACH regulation for determining data quality and 
reliability. As discussed below, hundreds of thousands of studies on over 4000 chemicals being 
submitted to REACH by December 1, 2010 will be rated according to this approach as will 
studies from thousands of additional chemicals in future years.  It is published as Chapter 3 in 
the OECD's Manual for Investigation of HPV studies.  
http://www.oecd.org/document/7/0,2340,en_2649_34379_1947463_1_1_1_1,00.html  
 
The Proposed Regulation ignores this internationally accepted system that GMA recommended 
in its comments of 7/19/10, incorporated by reference.  The OECD’s guidelines for testing are 
noted in the Proposed Regulation, and they and other study protocols are appropriately listed as 
one of many other information sources

 

.  However, the OECD approach for judging information 
quality and reliability has not been incorporated. 

GMA recommends that the department provide separate definitions for (1) “Information 
Sources” to include all sources listed in the Proposed Regulation and for (2) “Reliable 
Information” based on the OECD Manual: 

"Reliable information” is from studies or data generated according to valid accepted 
testing protocols in which the test parameters documented are based on specific testing 
guidelines or in which all parameters described are comparable to a guideline method. 
Where such studies or data are not available, the results from accepted models and 
quantitative structure activity relationship ("QSAR") approaches validated in keeping 
with OECD principles of validation for regulatory purposes may be considered.  The 
methodology used by the Organization for Economic Cooperation and Development 
(OECD) in Chapter 3 of the Manual for Investigation of HPV Chemicals (OECD Secretariat, 
July 2007) shall be used for the determination of reliable studies. 
http://www.oecd.org/document/7/0,2340,en_2649_34379_1947463_1_1_1_1,00.html 

 
In vitro studies.  Another specific example in the issue of reliable information is the case of in 
vitro studies.  The validity of many in vitro studies and their relevance to human health is still in 
question, and they should not be the sole source of information used to assign a hazard trait to 
a chemical or make a final California prioritization decision.  In vitro studies can be useful in the 
context of a tiered testing approach to exclude chemicals from further testing or to indicate that 
higher tier in vivo testing is needed.  But a formal validation study is necessary to investigate the 
relationship between in vitro and in vivo endpoints, to ensure that results from in vitro assays 
are predictive of in vivo toxicity and human health outcome thereby establishing an in vitro/in 
vivo correlation.  These methods should not be used to make definitive declarations about 
toxicological properties without further information from higher tier studies or demonstrated 
validation. 
 
Hazard traits. In 69301.2(a)(39) and 69302.3, the Proposed Regulation unfortunately incorporates 
the California unique system and approach to hazard traits proposed by OEHHA in its pre-draft 
regulation.  GMA has filed extensive comments critiquing this proposal on September 13, 2010 
(incorporated by reference), as have GCA and others.  The proposed system is completely 
unnecessary—it ignores national and international approaches to identifying hazard traits, to 
determining the reliability of information and to classifying levels of hazard.  The entire proposed 
system should be scrapped and California should adopt approaches in concert with nationally and 
internationally accepted systems.  Not doing so will dramatically slow progress on advancing Green 
Chemistry in California.  Just to cite one example—by March 2011, the hazard, use and exposure 

http://www.oecd.org/document/7/0,2340,en_2649_34379_1947463_1_1_1_1,00.html�
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information on over 4000 chemicals—high volume plus CMR’s and high ecotoxicity chemicals— 
submitted in the first phase of REACH will be publicly available.  This will provide hundreds of 
thousands of toxicology and exposure studies.  All of these studies will be presented in the 
internationally accepted approaches noted above.  Because OEHHA’s proposed system ignores 
those approaches, Californians will have to wait years before the REACH information is converted 
to this California-unique system.  Why would the Department accept this tragic waste of time 
money and effort, disregarding the statutory mandate to make use of existing systems and which 
will clearly delay action on achieving the goals of the Green Chemistry Initiative? 
 
On October 1, 2009, DTSC published a “Straw Proposal” for the implementation of the GCI.  This 
proposal established a series of hazard categories for the evaluation of chemicals of concern.  
These criteria were: (1) acute toxicity, (2) eye irritation, (3) genetic toxicity and mutagenicity, (4) 
reproductive toxicity, (5) carcinogenicity, (6) endocrine disruption, (7) respiratory sensitization, (8) 
skin sensitization, (9) bioaccumulation, (10) acute aquatic toxicity, and (11) hazards to the ozone 
layer.  GMA and GCA provided detailed comments on this proposal (11/6/09), incorporated by 
reference.  But in general, these criteria follow the internationally accepted system of 
nomenclature on hazard traits used by EPA, the OECD and in REACH.  The Department should 
utilize the international approach. 
 
Additionally, hazard trait is defined to include carcinogens and reproductive toxicants contained on 
the Proposition 65 list.  GMA believes that the definition should exclude those chemical substances 
added pursuant to the Labor Code mechanism.  Additionally, endocrine disruption and 
mutagenicity are mechanisms of potential toxicity, not toxic end-points themselves, and thus not 
hazard traits.  Hazard traits must be measurable by recognized, validated tests. 
 
Bioaccumulation, Persistence.  In 69301.2, the definitions for “bioaccumulation” and “persistence” 
fail to be consistent with nationally and internationally accepted definitions.  Besides ignoring the 
statutory mandate to incorporate existing approaches this will make implementation of the 
regulations more complex and will slow it down as the Department attempts to translate all of the 
extensive information, learnings and actions from global programs into a California-unique 
approach.  The Proposed Regulation definitions be deleted and changed as GMA and GCA have 
repeatedly recommended (6/24/09, 5/27/10, 7/19/10,  7/22/10), incorporated by reference, to be 
based on definitions in the following: 

 
EPA policy statement entitled ‘Category for Persistent, Bioaccumulative, and Toxic New 
Chemical Substances’ (64 Fed. Reg. 60194; Nov. 4, 1999). 
 
Stockholm Convention on Persistent Organic Pollutants http://chm.pops.int/default.aspx 

 
A specific concern with the persistence definition is that it relates to “the ability of a chemical 
substance or its degradation products to remain in the environment”.  Given the law of 
conservation of mass that matter cannot be destroyed, all chemicals would be persistent under 
this definition.  Readily biodegradable chemicals are not persistent per EPA and Stockholm 
definitions, but degrade chemicals with low hazard issues (e.g. carbon dioxide and water). 
  
Chemical, Chemical Substance, Chemical Mixture.  In 69301.2, the term “chemical” is defined as 
chemical substances, chemical mixtures, and nanomaterials.  Separately, chemical mixtures are 
defined as a mixture or solution of two or more chemical substances.  This is confusing, circular, 

http://chm.pops.int/default.aspx�
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does not properly distinguish the situation in the real world and will create substantial issues in 
implementation.  The definition of “chemical mixture” should be written to distinguish 
intentionally engineered and manufactured formulations from blends of distinct chemical 
substances that might occur naturally or as a result of standard processing of industrial chemicals.  
More specifically, DTSC should revise the definition to exclude “chemical mixtures” from the 
definition of “chemical”.   Doing so would avoid undermining the proposed regulation’s step-wise 
architecture of first focusing on chemicals and then moving onto products (mixtures and articles) 
that contain particular chemicals.   
 
Commonly recognized products, such as paint or lubricants, are carefully engineered and 
manufactured “chemical mixtures” designed to have certain performance characteristics.  On the 
other hand, “chemicals” are individual substances defined by a Chemical Abstract Services (CAS) 
number.  There are many mixtures that are defined by TSCA as chemical substances because these 
mixtures are a result of nature and/or standard chemical processing reactions.  These mixtures are 
assigned a single Chemical Abstract Services (CAS) number for listing on the TSCA Inventory.  
 
To assure that products are regulated as the products that they are (rather than chemicals), the 
DTSC regulatory definition for chemical should align with the federal approach and adopt the TSCA 
definition or could include chemical mixtures, but only when such chemical mixtures have a CAS 
number. 
 
As recommended in prior comments submitted by GMA and GCA (7/19/10,  7/22/10) incorporated 
by reference, we urge DTSC to include the following language consistent with TSCA: 

 
(A) Except as provided in subparagraph (B), the term "chemical substance" 

means any organic or inorganic substance of a particular molecular 
identity, including— 

 
(i) any combination of such substances occurring in whole or in part 

as a result of a chemical reaction or occurring in nature, and 
      (ii)  any element or uncombined radical. 
 

(B) Such term does not include— 
 

(i)  any mixture, 
(ii)  any pesticide (as defined in the Federal Insecticide, Fungicide, 

and Rodenticide Act [7 U.S.C. §§ 136 et seq.]) when 
manufactured, processed, or distributed in commerce for use as 
a pesticide, 

(iii)  tobacco or any tobacco product, 
(iv)  any source material, special nuclear material, or byproduct 

material (as such terms are defined in the Atomic Energy Act of 
1954 [42 U.S.C. §§ 2011 et seq.] and regulations issued under 
such Act), 

(v)  any article the sale of which is subject to the tax imposed by 
section 4181 of the Internal Revenue Code of 1954 [1986] [26 
U.S.C. § 4181] (determined without regard to any exemptions 
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from such tax provided by section 4182 or 4221 [26 U.S.C. § 4182 
or 4221] or any other provision of such Code), and 

(vi) any food, food additive, drug, cosmetic, or device (as such terms 
are defined in section 201 of the Federal Food, Drug, and 
Cosmetic Act [21 U.S.C. § 321]) when manufactured, processed, 
or distributed in commerce for use as a food, food additive, drug, 
cosmetic, or device. 

 
The term "food" as used in clause (vi) of this subparagraph includes poultry and 
poultry products (as defined in sections 4(e) and 4(f) of the Poultry Products 
Inspection Act [21 U.S.C. Section 453(e) and 4(f)]), meat and meat food products 
(as defined in section 1(j) of the Federal Meat Inspection Act [21 U.S.C. Section 
601(j)]), and eggs and egg products (as defined in section 4 of the Egg Products 
Inspection Act [21 U.S.C. § 1033]). 

 
The term "mixture" means any combination of two or more chemical substances 
if the combination does not occur in nature and is not, in whole or in part, the 
result of a chemical reaction; except that such term does include any 
combination which occurs, in whole or in part, as a result of a chemical reaction 
if none of the chemical substances comprising the combination is a new 
chemical substance and if the combination could have been manufactured for 
commercial purposes without a chemical reaction at the time the chemical 
substances comprising the combination were combined. 

 
 

Chemical Hazard Assessment.  69301.2(a)(12) defines an approach to assessment of pertinent 
hazards of the chemical of concern in the priority product in comparison to the alternatives.  This is 
critical component in Alternative Analysis.  Unfortunately, the Regulation is employing a term that 
is used nationally by EPA and internationally by OECD, the EU, Japan and others to describe the 
approach for consolidating and assessing all of the hazard information on a single chemical.  Use of 
this term in the Green Chemistry context is confusing and unclear.  To avoid confusion and to be 
more descriptive and clear, we recommend using a term such as “comparative hazard assessment” 
 
Nanomaterials.  In 69301.2 (50), the current definition used for nanomaterials “…the 
nanostructure is larger than nanoscale in any spatial dimension, but is 1000 nanometers or less in 
at least one spatial dimension…” [emphasis added] is out of step  with virtually every other 
recognized definition around the world.  This difference introduces considerable, and unnecessary, 
confusion in interpretation and compliance.  We would encourage the DTSC to look for a more 
harmonized definition that facilitates interstate and international commerce rather than one that 
drives towards California commercial isolation.  Most definitions in place currently are based on 
the ISO Technical Standard 27687, which defines nanoscale as approximately 1-100 nm and 
nanomaterials as those with one, two or three dimensions in the nanoscale.  The merits and 
limitations of the ISO definition have been thoroughly vetted in a multi-stakeholder process, which 
has resulted in the ISO definition serving as the basis for most regulatory definitions currently 
under consideration.    
 
 
ALTERNATIVES ANALYSIS 
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13. Tier II Alternative Analysis 

 
69305

 

.  As discussed in #2, GMA does not support the unnecessary, unauthorized and unworkably 
burdensome requirements for Tier 1 AA Notifications/Reports.  This should be amended to a 
voluntary submission processes, unrelated to the timing of product introductions into California 
commerce and the department should provide incentives for participation so that improved 
products are brought to the market quickly. 

For the statutorily authorized Alternatives Analysis, the Proposed Regulation separates the “Tier II 
AA” into two parts.  The Tier II-A AA consists of a “Chemical Hazard Assessment” and an “Exposure 
Potential Assessment.”  The Tier II-B AA is a “Multimedia Life Cycle Evaluation,” which, beyond 
typical life-cycle considerations, includes critical considerations such as product performance, 
economic considerations, technological feasibility, and potential resource impacts from changes to 
manufacturing systems.  Both will be made public (minus information successfully defended as 
CBI/trade secret). 
 
Altogether, the conduct of an Alternative Analysis will be a very large, difficult and complex task.  
Each particular Alternatives Analysis will be a unique situation with a unique chemical of concern 
and priority product paring.  GMA appreciates and strongly supports the inclusion of language that 
allows responsible entities flexibility in using different tools and methodologies and flexibility in 
focusing on the pertinent factors/key criteria most relevant to the particular chemical of 
concern/priority product in evaluating the potential alternatives.  This flexibility is critical to 
reducing the burden of what will be a difficult and time-consuming process in any case.   
 
However, we have a number of significant problems with the Alternatives Assessment and the Tier 
II approach.   
 
First is a concern with the Green Screen being cited as the baseline for use in the "chemical 
hazard assessment" (GMA would prefer the term to be “comparative hazard assessment”).  
There are a variety of useful tools available for AA that include sections on comparative hazard 
assessments—besides the Green Screen there are EPA’s Design for the Environment case 
studies and predecessor Cleaner Technologies Substitutes Assessment, the NSF/GCI Greener 
Chemical Products and Processes Standard, Tim Malloy’s Multi-Criteria Decision Analyses 
submitted to GRSP, the iSustain Green Chemistry Index, the Lowell Center for Sustainable 
Production AA Framework, and others.  Any of these tools provide examples of the simple 
framework appropriate for comparative hazard assessment between a Chemical of Concern and 
possible Alternatives.  The Green Screen Tool should not be singled out as a “standard”.  GMA is 
also concerned that because the Green Screen is not a publically vetted by California 
stakeholders, it is not appropriate to be cited for regulatory compliance purposes.  It is not a 
fixed process, but a tool that has evolved over time and presumably will continue to evolve in 
the future.  It is GMA's understanding that Clean Production Action is not bound by a regulatory 
process by which the regulated community will have an opportunity to provide input to the 
criteria and approach should Clean Production Action decide to make changes to the framework 
and criteria in the Green Screen. As noted above, GMA appreciates and strongly supports the 
inclusion of language in the rest of the AA that allows responsible entities flexibility in using 
different tools and methodologies and flexibility in focusing on the pertinent factors/key criteria 
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most relevant to the analysis and recommends that the same flexibility be provided for this 
portion. 
 
Second, the Proposed Regulation says that the Exposure Potential Assessment “is not required if 
none of the alternatives being considered contain a chemical that exhibits a hazard trait” 
(Subsection (a)(2)(B)).  In some respects this exemption is easy to understand—until OEHHA 
promulgates its list of hazard traits for the Toxics Information Clearinghouse, potential alternatives 
that are not carcinogens, reproductive toxins, mutagens, and persistent bioaccumulative 
substances, as defined in the final regulation, would be exempt.  However, we are concerned 
about what happens after OEHHA promulgates its list of hazard traits.  The OEHHA approach 
includes an exhaustive list of toxicities, pathological observations, and other characteristics and 
conditions related to effects that may or may not be adverse.  It is not clear that any substance, 
even the most benign chemicals, would escape this list, since all chemicals exhibit a hazard trait at 
some level of exposure.  Most notably, the OEHHA approach provides no means for a chemical to 
be classified as “non-toxic”.  It does not allow non-toxic to exist in the context of the Green 
Chemistry Initiative.  Unless the OEHHA approach is significantly improved in this regard, the 
Exposure Potential Assessment exemption is meaningless. 
 
Third, there are a number of factors (i.e. product function and performance which includes 
function and performance, useful life, functional equivalency, technological and economic 
feasibility, and economic impact) are included in what the regulation calls Multimedia Life Cycle 
Evaluation 69305.5(d).  These are not life cycle factors in the traditional sense and are not included 
in any LCA methodologies.  They are separate and extremely important evaluation factors that 
should be included as separate factors from life cycle factors. 
 
Fourth, there is an inconsistency in the regulation relating to judging comparative product 
performance.  In 69301.1(c) Guiding Principles, the goal of the program is stated as   
“…encouraging the redesign of consumer products and manufacturing processes and approaches, 
while maintaining or enhancing product function and performance.”  This is consistent with US EPA 
Design for the Environment program’s criteria that the alternative should “meet or exceed” the 
performance of the chemical of concern and GMA supports this approach as a critical goal in the 
program.  However, in 69301.2(36) an inconsistent view for judging performance, “Functionally 
equivalent” is introduced that considers performance adequate when it “substantially satisfies the 
intended performance and functionality of the original product.”  This second approach and not 
the first is carried through the balance of the regulation.  GMA objects to this second definition in 
the strongest possible terms.  Alternatives must be developed that “meet or exceed” current 
function and performance, not “substantially satisfy” the current function and performance. 
Californians will not accept products that are inferior or those that are only “almost as good”.  
GMA requests that these provisions be made consistent by changing the terms from “substantially 
satisfies” to “meets or exceeds” in the definition for functionally equivalent  
 
Fifth, it appears that DTSC contemplates the two reports have separate due dates.  The word 
“dates” is used frequently in connection with submission deadlines for the entire Tier II AA report. 
By separating the reports, information about the hazard and exposure dimensions of an AA could 
be made public without any information about performance, useful life, economic considerations, 
and resource use consequences that are critical for putting multi-dimensional alternatives choices 
into proper context.  Without the information currently partitioned into the Tier II-B AA, public 
information will be incomplete and an appropriate multi-criteria decision matrix would be elusive.  
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The Tier II AA should be a single document, not artificially split into separate submissions that can 
be misleading and misused.  Real world R&D considers all these factors simultaneously in the 
product development process, usually by means of a series of screening steps, with each step 
doing a more detailed level of investigation and analysis of the factors for all alternatives and each 
step selecting alternatives to go forward and discarding alternatives that do not meet the criteria.  
 
Finally, the AA Report must address not only the Chemical of Concern in the Priority Product, but 
also any other Chemicals of Concern that are, or reasonably should be known to be, "in the 
product".   This provision contains no deminimis threshold and is not limited to intentionally added 
ingredients.  This is unnecessary and unauthorized and could dramatically explode the already 
extensive effort that is required to complete an Alternative Analysis.  The provision should be 
eliminated 
 

14. An unnecessary and burdensome system of triple redundancy on AA resulting from 
the requirements of lead assessors, 3rd party certification and DTSC review in 
preparing and reviewing AA’s 

 
69308, 69308.1,& 69308.2  As stated in previous submissions, (

 

5/27/10, 7/19/10,  7/22/10) 
incorporated by reference, GMA is opposed to third party verifiers—they are unnecessary, delay 
the process of product improvement, costly and do not have an in-depth appreciation and 
understanding of the product development science and engineering used in the manufacture of 
consumer products.  An R&D scientist must consider a variety of factors in the selection of 
chemical ingredients for a consumer product.  Hazard traits of an individual chemical and life cycle 
analysis are only pieces of the equation.  Chemical ingredients often serve multiple functions in a 
consumer product formulation rather than provide a single benefit.  Therefore, Alternative 
Assessment is a broad process that must evaluate a number of holistic considerations for any 
potential chemical alternative, including impact on product performance, potential interaction 
with other formula components, useful life, cost effectiveness, availability, commercial feasibility 
and consumer preference.  Manufacturers invest significant R&D resources to find the right 
combination of chemical ingredients for consumer product formulations.  It is unreasonable to 
expect Lead Assessors of third party verification firms to fully appreciate the intricate R&D science 
invested in consumer product formulations or share the in-depth understanding of consumer 
behavior and preferences to adequately verify that a Tier II Alternative Assessment is “complete.” 

Additionally, requiring third party verification for every Tier II AA will be costly and slow timelines 
for completion of the AA given the finite supply of Lead Assessors/third parties to accomplish this 
work contrasted with the huge needs for the work, as a result of the potentially massive scope of 
regulated chemicals and products together with the excessive number of submissions required by 
the regulation.  Given the concerns by other stakeholders regarding the timeframes associated 
with the green chemistry processes, the verification steps will only serve to delay the process 
further for no benefit.   
 
Finally, GMA has argued vigorously that DTSC should bound third party verification to limited 
situations and not require them for every Tier II AA report, particularly since the report is 
required to be prepared by an accredited in-house Lead Assessor.  For instance, third party 
verification may make sense when a Chemical of Concern has not been removed from the 
Priority Product or is replaced by a different Chemical of Concern.  It does not make sense as a 
general requirement in other cases.  As discussed, accredited in-house Lead Assessors are better 



Grocery Manufacturers Association 
Comments—Safer Consumer Product Alternative Proposed Regulation 

 21 

positioned to understand the subjective Alternative Assessment applied to a Priority 
Chemical/Priority Product.  
 
 

15. An unnecessarily broad definition for responsible entity which, rather than making 
clear who is responsible for regulatory action, makes the responsibility unclear and 
will create an inefficient and unworkably slow compliance process. 
 

69301.2(a)(67)  In previous comments (5/27/10, 7/19/10,  7/22/10), incorporated by reference, 
GMA and GCA have urged the Department to use the federal Fair Packaging & Labeling Act 
(FPLA) recognition of a responsible entity in lieu of the current definition in the proposed 
regulation, providing for uniformity of laws and the use of an existing system also used by other 
regulatory agencies (CARB, CPSC, etc.).  All consumer commodities that are legally distributed in 
US commerce must comply with the Federal Trade Commissions labeling requirements. These 
requirements, as outlined in FPLA, include a statement of identity, net quantity statement and 
name and place of business of the manufacturer, packer or distributor.  All of these items must 
appear in English on the product label, so if a product is imported from China for example, the 
entity that is receiving the shipment and packaging the commodity into US-compliant labeling is 
identified on the label with the qualifier “manufactured for…….” or “distributed by……”. FPLA 
exempts retailers unless they specifically repackage the commodity or if it is manufactured for 
the retailer (i.e. private label).  This framework also applies to importers, as long as the product 
meets the definition of a “consumer commodity” under FPLA – the label must display the name 
of the manufacturer, distributor or packer. This requirement takes care of imports because the 
entity packaging the commodity into US-compliant labeling will be identified as “manufactured 
for…” or “distributed by….”  
 
The problem with the “responsible entity” definition in the Proposed Regulation is that it is 
unnecessary and needlessly complicates the scope of those entities with a duty to comply and 
creates an uncertain regulatory environment. By rendering multiple parties along the supply 
chain as “responsible entities” with a duty to comply, DTSC has created a complicated web of 
compliance and fertile ground for duplication.  The uncertainty inherent in the proposed 
“responsible entity” definition could conceivably lead to miscommunication among the 
expansive set of entities responsible for a priority product, at best slowing the compliance 
process and worse, potentially resulting in failure to comply. 
 
We understand DTSC’s need to adequately ensure the capability for enforcement to include the 
entity responsible for distribution of the Priority Chemical/Priority Product in California 
commerce.  We are of the opinion that the FTC labeling requirements will adequately serve this 
need.  California’s Air Resources Board has effectively utilized the entity identified on the 
product label in accordance with the FTC requirements in their active enforcement of the 
Consumer and Commercial Products VOC regulation, thus establishing a successful precedent in 
California.  If a manufacturer or distributor (as identified on the product label) is not willing to 
assume the duty to comply because the product has been distributed in California without the 
manufacturer or distributor’s knowledge, those parties should have the opportunity to first 
review the situation and, if needed, demonstrate to DTSC that the product entered California 
commerce by means outside of their direct control.  For example, a manufacturer or distributor 
(as identified on the product label) routinely tracks manufacture and distribution of consumer 
products by the product date code that appears on the product.  This date code can confirm for 
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a manufacturer/distributor if the product entered California through approved distribution 
channels or if the product entered California by some alternate importer.  If the latter, DTSC 
then has a clear picture which entity is responsible from an enforcement standpoint. 
  
At a minimum, we strongly urge DTSC to prioritize the approach to “responsible entity” and 
consider the entity identified by FTC requirements on the product label as the initial point of 
contact.  In many situations, this entity owns the brand name or trademark and would want to 
assume the duty to comply to preserve brand equity and reputation.  
  
 

 
REGULATORY RESPONSE 

16. No clarity that Regulatory Responses must be proportional to the degree of risk 
 
309306.  This section lays out regulatory responses that the Department may take after the 
submission of a Tier II AA and after public notice and comment on it’s proposed response.  The 
options discussed in the regulation mirror those listed in the statute.  An overall concern on 
these is that there is no sense of proportion suggested in why different responses may be 
selected or not selected.  In particular it is critical that the Department’s response must be 
proportional to the degree of risk posed by the selected alternative.  Where there is not an 
objective risk, no regulatory response should be required; End of life management requirements 
or Product Sales Prohibitions or Other Regulatory Responses should only be undertaken where 
there is a demonstrable objective risk that must be managed and can be successfully managed 
with those options. 
 
On Product Information to Consumers, this section requires product labeling or an informational 
insert in the packaging that informs the consumer that the product contains a CoC for which an 
alternative was not substituted.  If a manufacturer clearly demonstrates to DTSC the safety of 
the product and that substitution of the CoC is not required, such labeling gives the consumer 
no accurate, meaningful or useful information about health or environmental risk and should 
not be mandated.   
 
On End of Life Management, the proposed regulation as a regulatory response goes beyond the 
scope of statute and is overly burdensome in that it mandates take back programs.  Additional 
methodologies for addressing end-of-life concerns must be included. 
 

 

 
CONFIDENTIAL BUSINESS INFORMATION/TRADE SECRETS 

17. Unnecessarily complex and unclear confidential business information/trade secret 
provisions and information collection provisions that go beyond the authority of the 
statute 
 

69310.  GMA supports the Confidential Business Information process set forth in AB1879 (Feuer, 
2008).  However, we are concerned that the Proposed Regulation goes beyond the statute and 
results in numerous issues.  We continue to be concerned that the Proposed Regulation 
establishes a framework that will lead to the disclosure of legitimate confidential business 
information and trade secrets.  These are described in detail in GCA and FPC 11/1/10 comments 
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on the Proposed Regulation and have been noted in many previous submissions as well 
(7/11/08, 3/10/09, 6/24/09, 11/6/09, 5/27/10, 7/19/10,  7/22/10) incorporated by reference.  
The net result is that the Regulation will not protect legitimate trade secrets.  In particular, the 
Proposed Tier I AA Report and Tier II AA Workplan and Report provisions include requirements 
for providing a complete listing of ingredients in a Priority Product.  There is no justification for 
including such information—the focus of the AA should be on the Chemical of Concern. 
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APPENDIX—Previous comments referenced 

 
Phase I: Green Chemistry Initiative 
 

A. GMA Principles for Green Chemistry (11/16/07)  
 

 
Phase II: Green Chemistry Initiative 
 

B. DTSC First Set of Questions-GMA Response (4/23/08)  
 

C. GMA Framework for GCI (5/8/08)  
 

D. DTSC Questions-GMA Response (5-8-08) 
 

E. DTSC Second Set of Questions- GMA Response (5/22/08) 
 

F. Chemistry Framework Principles-Tri Trade (7/11/08) 
  

G. AB 1879/SB 509 - GMA Support 8-26-08 
 
 
Phase III: Green Chemistry Initiative 
 

H. Wiki Regulatory Outline - GMA Comments (3/10/09)  
 

I. OEHHA Toxics Information Clearinghouse - GCA Comments (3/17/09)  
 

J. Green Chemistry Alliance Regulatory Proposal (6/24/09)  
 

K. Straw Proposal - GMA Comments (11/6/09)  
 

L. Straw Proposal - Food Packaging Coalition Comments (11/6/09)  
 

M. GCA Recommendations for Safer Alternatives Regs (5/27/10)  
 

N. Safer Alternatives Draft Regulation - GMA Comments (7/19/10)  
 

O. Safer Alternatives Draft Regulation - GCA Comments (7/22/10) 
 

P. OEHHA pre-regulatory draft on Hazard Traits - GMA Comments (9/13/2010)  
 

Q. OEHHA pre-regulatory draft on Hazard Traits - GCA Comments (9/13/2010)  
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GROCERY MANUFACTURERS ASSOCIATION 
1350 I Street, NW :: Suite 300 :: Washington, DC 20005 :: ph 202-639-5900 :: fx 202-639-5932 :: www.gmaonline.org 

   
 
August 26, 2008 
 
The Honorable Mike Feuer 
California State Assembly 
State Capitol 
Sacramento, CA  95814 
 

RE:  AB 1879 (Feuer/Huffman) – SUPPORT 
 
Dear Assembly Member Feuer: 
 
The Grocery Manufacturers Association supports Assembly Bill 1879 (Feuer/Huffman), as 
amended August 20, which would grant the Department of Toxic Substances Control authority to 
develop a regulatory framework based on a sound scientific process of identification, 
prioritization, and potential regulation of chemicals and chemical uses that is open to robust 
public input and afforded the protections of the Administrative Procedures Act.   
 
Importantly, AB 1879 also requires the assessment of alternatives, which will help avoid the 
unintended consequences of inappropriate substitutions.  The bill also creates a balanced Green 
Ribbon Science Panel to advise the department, and requires the process be subject to 
multimedia review and lifecycle assessment conducted by the Cal/EPA Environmental Policy 
Council. 
 
Over the past several years, GMA has seen an increase in the number of bills that seek to 
regulate specific substances on a chemical-by-chemical basis.  GMA opposes this approach 
because it results in chemicals being restricted or banned without the benefit of unbiased, 
scientific analyses by appropriate experts.  GMA supports AB 1879, in conjunction with SB 509, 
because it is consistent with our goal to support a comprehensive system that will empower 
qualified state scientists to identify, prioritize, and potentially regulate chemicals based on a 
sound scientific process that is open to public input.   
 
AB 1879 is contingent upon the enactment of SB 509 (Simitian), which establishes a Toxics 
Information Clearinghouse that will allow the public to inform themselves through a single 
website portal.  GMA also supports SB 509.   
 
If you have any questions, please contact me at (916) 447-9425 or csilveira@gmaonline.org.  
GMA urges your “aye” vote on AB 1879. 
 
Sincerely, 
 
 
 
Caroline Silveira 
Director, State Affairs 

 
1350 I 
Street, NW  
::  Suite 
300  ::  
Washingto
n, DC 
20005  ::  
ph 202-
639-5900  
::  fx 202-
639-5932  
www.fpa-
food.org 
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Green Chemistry Alliance 
O)Jnmilred to ProduCT Susra/nuhilit)' in rhe Global Economy 

March 17, 2009 

Maziar Movassaghi 
Acting Director 
Department of Toxic Substances Control 
1001 I Street 
Sacramento, CA 95814 

Joan Denton 
Director 
Office of Environmental Health Hazard Assessment 
1001 I Street 
Sacramento, CA 95814 

Dear Directors Movassaghi and Denton: 

The Green Chemistry Alliance (GCA) has appreciated the opportunity to 
participate in California's Green Chemistry Initiative, and submits this letter 
regarding the implemeiitation of SB 509, which creates a Toxics Information 
Clearinghouse (TIC). 

The Clearinghouse is being established to collect, maintain, and distribute specific 
chemical traits, and toxicological and environmental information. It will be very 
helpful to the State and to stakeholders in pursuing the objectives of the Green 
.Chemistry Initiative. The Office of Environmental Health Hazard Assessment 
(OEHHA) is charged with evaluating and specifying the spe.cific chemical hazard 
traits and environmental and toxicologiCal endpoints and any other relevant data 
to be included in the TIC by January 1, 2011. The Department of Toxic 
Substances Control (DTSC), in the purview ofSB509, is responsible for 
establishing by January 1,2012, the TIC for collection, maintenance, and 
distribution of various traits/endpoints and other relevant data to be included. 

The Green Chemistry Alliance believes there is great value in publicly available 
databases of reliable scientific information on chemicals. The planned California 
database can get started quickly by providing a user-friendly portal providing 
direct links to a large set of reliable information on chemicals that already is 
available on the Internet. It is critical for the State to ensure that information 
provided through the Clearinghouse be reliable for use by the State and by 
stakeholders. There is a significant amount of "junk science" on the Internet and 
California will have to vet the sources that will be presented to. ensure the quality 

\ . . 
of the information. 

In establishing the Clearinghouse, the type of information provided should not 
just be restricted to hazard characteristics, but should also include available 
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sources of use and exposure information. Once it is well developed, the Clearinghouse 
should be a useful tool in informing priority chemical identification and alternatives 
analysis as well as meeting the needs of a variety of stakeholders. -

The Green Chemistry Alliance supports the American Chemistry Council's comments on this 
topic" attached. In particular, it references the many currently available sources of reliable 
information on chemicals that, if integrated into the Clearinghouse, will provide a quick· 
startup for the program. 

If you have any questions or comments, please feel free to contact us. We look forward to 
our continued work together on this important public policy initiative. 

Sincerely, 

Caroline Silveira 
On Behalf of the Green Chemistry Alliance 

cc: Linda Adams, Califprnia EPA 
Jeff Wong, DTSC 
Rick Brausch, DTSC 
Don Owen, DTSC 
Peggy Harris, DTSC 

Modochar
Text Box
//original signed by//
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I. REGULATORY “TRIGGER”: When is the Requirement to Do an Alternatives 
Analysis Triggered? 

A. Chemical of Concern in a Product  

California is required to develop a process to identify and prioritize “chemicals of 
concern” in consumer products in California.  

OVERVIEW.   There are several steps to accomplish the state’s goal: 1) identifying 
“chemicals of concern”: 2) identifying what products containing those chemicals may 
present concerns for safety; 3) identifying whether there are suitable alternatives and 4) 
making final determinations on risk management actions.  Ideally this will be an 
integrated, stepwise risk-based process to look at chemicals with hazards of concern 
and at their uses in products that have exposure scenarios of concern to identify 
priorities for alternative analysis and then, where warranted, risk management action as 
identified in AB 1879. 

1. What factor(s) should be considered to identify a product sold in California 
containing a chemical of concern?  

“Consumer products” are broadly defined under AB 1879 and SB 509, exempting 
only a few categories of products.  This will help to maximize the potential for 
achieving the stated goals of the California Green Chemistry Initiative. The 
regulations should outline a reasonable, clearly defined approach for identifying, 
prioritizing, evaluating, and restricting chemicals where warranted in the whole of 
California commerce, not just a particular category of use.  The following are 
important considerations: 

• The process needs to have an integrated way of considering chemicals with 
hazards in the context of their intended uses in products that have exposure 
scenarios of concern and to then identify priorities for action by California. 

• The priority setting process and risk management decisions need to consider 
factors which are frequently used to limit human exposure to chemical 
ingredients, e.g. the type and design of both products and packaging; 
directions for use and label warnings; protective equipment during product 
use, directions for disposal. 

• The process and outcome should be oriented to identifying real priorities of 
concern to public health and the environment—the important few, vs. the 
trivial many. 

• In moving from initial priorities to final determinations, DTSC should engage 
with producers and users of priority chemicals to acquire information and 
expertise that is available.    

• Also, in moving from initial priorities to final determinations, exposure 
assessments should be done to allow California to identify those products 
containing the priority chemicals that contribute significantly to  exposure 
(based not only on concentration of the chemical in the product but also the 
intended use of a product and resulting routes of exposure including 
ingestion, inhalation, and dermal.) 

• In performing exposure assessment, these should focus on intentional 
ingredients looking at exposure pathways that result for intended use.   
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• Consideration needs to be given to whether a truly better alternative has 
been identified for use as a replacement for the priority chemical in that 
product for that particular use; i.e., the alternative must have undergone and  
met at least the same level of scrutiny and been held to the same standards 
prior to its identification as such (See Section II responses for more detail on 
Alternatives). 

2. Should the process allow for chemicals to be “nominated” by external parties for 
consideration?  

California needs to operate a transparent and timely process for this effort that 
includes several opportunities for input by stakeholders.  This input could lead to 
both additions and deletions from preliminary findings. California should 
undertake a first round in the process, then allow parties to comment with 
rationale for additions/deletions and level of priority. California can then consider 
and update its findings.  The state could consider multiple iterations for this as 
was done in Canada, enabling very useful input from stakeholders.  However, the 
process needs to be arranged in an efficient manner to ensure the overall 
process is timely and minimize the potential for diverting state resources such as 
a nomination process might do. 

3. Which “endpoints” (toxicity, risk, hazard, other) or other attributes should trigger 
designation as a chemical of concern?  

The process should be risk-based prioritization considering both hazard and 
use/exposure information.  To ensure that priority setting is focused on the 
“important few”, the selection criteria should include 1) indicators of high potential 
for hazard, e.g. carcinogens, mutagens or reproductive toxicants (CMR), 
persistent, bioaccumulative and toxic (PBT) compounds and 2) indicators of high 
potential for exposure, e.g. production level, found in drinking water, air, used in 
consumer products, especially those intended for children, emission/discharge 
data, found in biomonitoring. 

In final determinations, on a weight-of-evidence approach comparing hazard 
level to anticipated exposure levels must be made, not simply considering the 
“presence” of a chemical in any given medium such as drinking water, air, or 
biomonitoring information. 

4. What relationship should exist (if any) between this process and the Toxics 
Information Clearinghouse (TIC)?  

The TIC is intended to be a decentralized web-based system to collect, maintain, 
and distribute data on chemical hazard traits, environmental and toxicological 
endpoints.  Its usefulness is partially dependent on timing.  If the TIC is set up 
and has gathered substantial information on hazards, uses, exposures, priorities 
and risk management from other authoritative bodies it could provide useful 
resource in establishing priorities.  However, it should not be the only source of 
information.  As mentioned in A.2. above, there should be a notice and comment 
opportunity for stakeholders, which has great potential to contribute additional 
information from sources not already incorporated in the TIC. 
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5. How should data gaps (absence of endpoint or other information) influence state 
action? What should the state do where uncertainty exists? How should “quality” 
of data affect this determination?  

The degree of uncertainty is a relevant factor in priority setting, however there 
needs to be some reason for suspected concern. For initial round of prioritization, 
the state should identify potential priorities and rationale, identify important data 
gaps and invite the public to provide information to fill gaps needed for final 
determination.  This could then be repeated with the public release of updated 
information to allow for further input. 

The Canadian approach to chemical prioritization under the Canada 
Environmental Protection Act (CEPA) should be understood and considered by 
California.  For example, in the initial data gathering, Canada used available data 
when possible, and inserted modeled data for persistence, bioaccumulation and 
aquatic toxicity when data was not available.  During comment periods, 
stakeholders were invited to provide study data to replace model information.   

The state should employ data quality standards as developed by the 
Organization for Cooperative and Economic Development (OECD) based on the 
Klimisch method and use a weight of evidence approach when multiple studies 
are available.  For final determinations, per the Canadian approach, the relative 
uncertainty of and degree of confidence in exposure and effects databases that 
serve as the basis for decision-making in the assessment of high intrinsic toxicity 
or the adequacy of margins of exposure including appropriate safety factors 
should be explicitly delineated and must be consistent across screening 
assessments. Consideration must be given to aspects such as: 

• interspecies and intraspecies variation,  
• nature of the critical effect,  
• dose spacing in the critical study,  
• steepness of the dose-response curve,  
• extent of the database as the basis for characterization of hazard for 

all effects including that considered critical,  
• degree of protection provided by the critical effect level, and whether 

or not estimates of exposure are based on, for example, 
environmental monitoring or modeled data or higher-confidence 
internal doses (e.g., levels in blood).  

6. Who should make the determination regarding a product containing a chemical of 
concern?  

A final determination of “high priority for risk management action” should be 
made by CalEPA/DTSC.  As previously indicated, this should only occur after an 
iterative process and consultation with stakeholders and with the Green Ribbon 
Science Panel in arriving at final priority determinations. 

For effective resource management, it may be appropriate for California to make 
choices not only on what action to take, but when.  In some cases the state may 
put a ‘hold’ on action, pending further data collection, awaiting pending 
assessments/actions by other governments, etc. 
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7. How frequently should products with a chemical of concern be reviewed, 
updated, or changed?  

There should be a process with built-in steps to trigger review/re-evaluation when 
significant new data/information emerges which would alter the decision.  In part, 
this depends on findings and the strength of evidence behind them. If the 
determination is a close call, there might be a shorter turnaround.  If the 
determination indicates a large margin of safety and no action is taken, there 
should be long turnaround.  The Clearinghouse should be updated on an 
ongoing basis as new data that meet reliability standards become available. 

8. Can a chemical identified as a chemical of concern later be “de-selected” based 
on new or additional information or by filling data gaps?  

Absolutely.  Deselection for the list should be a potential outcome of the 
prioritization and assessment process.  As directed in the legislation, if chemical 
ends up “not requiring any action” it should be delisted.  Additionally, should 
future information indicate that listing/regulatory action was inappropriate, the 
actions should be reconsidered. 

9. How should this process link to the evaluation of safer alternatives? (See II 
below.)  

Once a chemical and its use(s) have been determined to be high priority based 
on risk, the Alternative process should be triggered.  No immediate risk 
management needs to be taken unless there is an “imminent risk”. 

B. Factors for Prioritization  

California is required to consider three explicit factors in prioritizing products containing 
chemicals of concern; they are: (i) the volume of a chemical in commerce in the state, (ii) 
the potential for exposure from use of a consumer product, and (iii) potential effects on 
sensitive subpopulations (including infants and children). 

In identifying priority chemicals the state should use a risk-based priortization approach 
in which both hazard and use/exposure information are considered. AB 1879 suggests a 
few criteria, but additional criteria would benefit the overall Initiative.  Focus should be 
indicators of high potential for hazard, e.g. CMR, PBT and on indicators of high potential 
for exposure, e.g. US EPA data on production level, found in drinking water, air, used in 
consumer products, especially those intended for children, emission/discharge data, and 
CDC biomonitoring information.  In implementing the prioritization, the state should 
create an open and iterative process for involving the expertise and knowledge of 
stakeholders to contribute to the information used to make decisions. The process 
should also work to funnel or narrow the universe of chemicals from a large initial set to 
a final small set to concentrate on “the important few” versus the trivial many.  This 
process will create a workable approach that produces highly evident results. 
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1. How should the state consider these factors?  

We support risk-based prioritization in which both hazard and use/exposure 
information are considered. 

Potential effects on sensitive subpopulations is an indication of potential hazard 
while volume and use in consumer products are indications of potential 
exposure.  These are specifically stated in the law but there are other equally 
valuable factors that should be considered. The focus should be on indicators of 
high potential for hazard, e.g. CMR, PBT and on indicators of potential for 
exposure, e.g. production level, found in drinking water, air, used in consumer 
products, especially those intended for children, emission/discharge data, found 
in biomonitoring. 

Accurate volume information at a state level will be difficult to develop without a 
large and burdensome data-collection process.  Production volume has limited 
use in human health assessments for most consumer products.  It can be 
important for environmental safety assessments.  There are several ways to 
approximate volume information with sufficient accuracy when appropriate for 
initial screening and priority setting, without the need for a burdensome data call-
in. 

In making final determinations, the state must compare hazard data on the 
chemical with estimates of exposure from the use(s) to identify concern. An 
exposure assessment would estimate various exposure scenarios (e.g., 
ingestion, inhalation, dermal) based on expected use(s) of the chemical to 
establish what action the margins of exposure warrant on the potential risks of 
the priority chemical in its product uses. 

2. How should these be weighed or balanced?  

This might best be done in several iterative rounds as the Canadian CEPA 
system had done.  A first round would be to order, via available data 
chemicals/uses according to an initial binning from high to low.  Following public 
comments, a second round, focusing on the highest group, priorities could be 
refined and more detailed data needs established for finalizing high priority 
chemicals/uses.   

As discussed in I.B.1.4, in making final determinations, the state should follow a 
scientific weight-of-evidence approach based on the entirety of available data to 
include: 

• The intrinsic toxicity; AND 
• The margin of exposure - is the margin of exposure sufficient to protect 

even the most sensitive subpopulations (e.g., infants, occupational, 
etc.); AND 

• The relative uncertainty – based on the available dataset. 
• This same prioritization process must be applied to any potential 

alternative as well; 
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3. What are sources of this type of information? How could this information be 
obtained?  

For hazard information there are many sources: US HPV and OECD HPV 
databases; NTP Report on Carcinogens and NTP_CERHR data; IARC 
monographs; US EPA IRIS database; Health and Environment Canada 
categorization databases; EU Annex 1 and ESIS databases; variety of online and 
published chemical hazard databases; producer GHS information; Proposition 65 
data; REACH data when it becomes available. 

For volume information the best source is US production level information and 
partial California information via US EPA’s 2006 IUR.  There are also commercial 
databases for many chemicals and producer marketing information and websites. 

For Use and Exposure information:  US EPA’s 2006 IUR (use categories and use 
in products intended for children; EPA’s air and water (NCOD) monitoring 
databases; EPA’s TRI databases; CDC’s Biomonitoring data; sector trade 
associations; Economic surveys; producer marketing information/websites.  In 
addition there are a number of sources to assist with developing exposure 
information.  Some examples:  US EPA’s Exposure Factors Handbook, EPA’s 
recently released exposure factors handbook for children, the Soap and 
Detergent Association’s Exposure and Risk Screening Methods for Consumer 
Product Ingredients. 

4. What additional factors (if any) should be considered?  

This should be risk-based prioritization using both hazard and exposure 
considerations.  Focus should be indicators of high potential for hazard, e.g. 
CMR, PBT and on indicators of high potential for exposure, e.g. production level, 
found in drinking water, air, used in consumer products, especially those 
intended for children, emission/discharge data, biomonitoring indicates potential 
exposure.  See also I.A.3. and I.B.1-4 above. 

See I.A.1.3, consideration of risk management in place as a result of type and 
design of product and packaging. 

5. Should the state consider information—or the absence of information—about: 

Where information important to an identified potential concern or priority decision 
is absent, California should have a process and capability to request it.  In some 
cases, California could also choose to use tools such as EPA models to develop 
estimates, to more timely move the priority process along towards 
determinations. 

a. Emission, effluent, discharge, release, and waste stream data?  
These can all be relevant to assessment of environmental risk and sometimes for 
human risk and may be useful in certain situations. Both Federal and California 
sources can contribute information to this.  If available and of adequate quality, 
they should be used. 
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b. Biomonitoring data?  
Biomonitoring data are point-in-time measurements that can potentially indicate 
an aggregate exposure. Given that adequate and sufficient information exist to 
interpret biomonitoring data (to link the detection to an exposure) biomonitoring 
can be useful in prioritization and in risk assessment.  Biomonitoring data can be 
considered for use in priority setting based on clearly understood strengths and 
limitations of the data for a particular chemical; i.e., on a case-by-case basis.   
Final priority determinations and resulting risk management actions should not be 
taken based on presence alone, but based on a chemical’s potential for 
bioaccumulation, persistence, toxicity and the likelihood of harm. If available and 
of adequate quality, biomonitoring data should be used. 
c. Environmental monitoring data (water quality, air quality)  
These can be relevant to assessment of environmental and human risk and may 
be useful in certain situations. If available and of adequate quality, they should be 
used. 
d. Disease registry data?  
Disease registry data can be used as another source of information to be 
considered in the context of all available information and weighted according to 
the quality of the data. They may be useful to the extent that the disease can be 
causally connected to exposure to/use of the particular chemical following 
accepted epidemiology scientific practice. 
e. Other information?  
AB 1879 contains significant provisions on Confidential Business Information.  
The Wiki outline does not cover the topic at all.  This will be an important area to 
address in regulations. 
 
Consideration needs to be given to the possibility that a priority chemical (or its 
metabolite) may already be endogenously produced in humans as part of the 
normal physiological process in addition to exogenous sources. A priority 
chemical may also be produced from natural sources.  These situations must be 
considered in determining the likelihood of harm in the priority setting process, in 
the alternatives process and in the risk management process,   

C. Available Information from Others  

California is required to reference and use—to the maximum extent feasible—available 
information from other nations, governments, and authoritative bodies.              

Available information from other nations, governments and authoritative bodies should 
be an important emphasis given limited resources.  California needs some way to bring 
in other successful approaches, to evaluate and adapt them for the state’s situation.  
California should use the Green Ribbon Panel to review and comment on CalEPA 
insights from these sources. 

1. Are there other models for identifying and prioritizing chemicals in consumer 
products that California could consider?  

To date, Canada has established the most efficient and effective process for 
doing this despite resource and information limitations.  The clear focus of their 
legislation, single minded approach of the agencies, open and iterative process 
for involving stakeholders, prompt and timely capability of Canada’s data call-in 
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process and high elected leadership support for the program have contributed to 
this success.  There has been a very high focus to concentrate on “the important 
few” versus the trivial many and has led to a very workable approach producing 
highly evident results.    

A process that emerged from a Canada/Mexico/US meeting in Montebello, the 
EPA Chemical Assessment and Management Program (ChAMP) program, holds 
a lot of promise, given strong support from agency leadership, EPA’s technical 
capability, more available US information and effective assessment tools.  But 
this has been underway for just a short time, its priority in the new administration 
is not clear, it is voluntary and is hampered by EPA’s challenges in promptly 
getting adequate data for decisions. 

In the 1990’s, Europe had a prioritization process but it operated very slowly with 
very few decisions and actions over a decade of effort.  Frustration with that led 
directly to the development for and advocacy on REACH.  

2. What are the limitations of these other models?  

See above. 

3. Are there tools beyond the traditional toxicological risk management paradigm?  

AB 1879 is focused on prioritizing, making decisions and taking control actions 
on priority chemicals to improve public health and the environment.  There are no 
alternative science-based tools for accomplishing this purpose. 

There are some approaches which only focus on the one-dimensional aspect of 
considering hazard in making decisions.  These can be very short sighted in not 
also considering performance, cost, availability and long term sustainability.  And, 
unless exposure is also considered, California resources will almost certainly be 
misdirected to chemicals that do not pose any risk. 

4. Do these other models prompt the use of safer alternatives?  

As noted above, approaches that focus only on reducing hazard are insufficient.   

5. Are there other approaches for assessing potential danger, weighing uncertainty, 
or determining priority or action regarding chemicals in consumer products used 
in other fields (such as workplace safety, medicine, food safety, finance, other) 
that California could consider?  

6. Where other institutions have acted (for instance, to allow, limit, restrict, or ban a 
chemical or chemicals in products)? 

Actions by other states or countries may be useful to California’s consideration 
generally in understanding the objectives and criteria for decisions.  For specific 
cases of chemicals and uses, California  should consider bringing the relevant 
information from other jurisdictions into consideration, but follow the process that 
the state sets up so that the determinations are relevant to California.  
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II. ALTERNATIVES ANALYSIS: What must be included in this analysis? Who 
performs it? How quickly must it be performed? 

A. Process for Alternatives Assessment 

California is required to develop a process that provides for the evaluation of chemicals 
of concern and their potential alternatives in consumer products. 

The product research and development paradigm is an excellent analog for the 
alternatives process.  During R&D, improvement objectives are set, alternative 
approaches for achieving the improvement are identified, and alternatives are evaluated 
considering a number of factors—alternatives must: 

• Provide an improved profile for health and environmental issues; 
• Be technologically feasible and commercially available in sufficient quantity; 
• Deliver the same or better value in cost and performance; 
• Be accepted by the consumer 
• Account for economic and social considerations; and 
• Have potential to result in lasting change. 

GMA believes that alternatives analysis must be done from a broad lifecycle perspective 
to avoid the potential for unintended consequences that can occur from a narrow or 
hazard-only approach. The Green Chemistry Science Advisory Panel made many useful 
suggestions on the Alternatives question that should be considered in this process.  One 
caution that must be noted: even under the most rigorous and detailed execution of 
lifecycle analysis, relatively large margins of error are typical due to assumptions and 
lack of precision in the input data. Additionally, different models may give different 
results.  Thus, an analysis which suggests a 10% or even 20% improvement may in fact, 
not be meaningful,   

1. What triggers the requirement to do an alternatives analysis?  

Determinations by the state that a chemical and its use(s) are a risk to public 
health and/or the environment as an outcome of the priority chemical process. 

2. Who should perform the analysis?  

CalEPA should facilitate but the process must include experts from the particular 
value chain—chemical producers and consumer product manufacturers and 
potentially trade associations with relevant expertise.  This needs to be set up in 
a way to avoid anti-trust concerns and protect trade secrets.   

US EPA’s Design for the Environment approach has been very constructive in 
providing a science-based approach to gaining insights on potential benefits and 
risks of competing alternatives for priority chemicals. 

3. What must be included in this analysis?  

Much of the public discussion and debate on alternatives focuses solely on 
reducing the hazard posed by a priority chemical.  To be successful in achieving 



California Green Chemistry Initiative 
GMA WIKI Comments—March 9, 2009 

10 
 

the goals of the Green Chemistry Initiative, the state must take a much broader 
approach. Of course, an acceptable alternative must provide an improved profile 
for health and/or the environment.  However, it must also be technologically 
feasible and commercially available in sufficient quantity; deliver the same or 
better value in cost and performance; be accepted by the consumer; account for 
economic and social considerations; and, have the potential to result in lasting 
change. 

Thus, information on product safety, performance, public health benefit, cost, 
commercial availability, quality, and feasibility, plus consumer acceptance and 
long term potential for use of the alternative must be analyzed in comparison with 
the priority chemical. The alternative must represent an improved profile for the 
hazard or risk concerns associated with the priority chemical while not 
introducing other concerns that could adversely shift the overall balance.  An 
alternative must be workable, with means of adequate production to deliver an 
equal or better performing product at a competitive price and be accepted by 
consumers.  Any alternatives that are seriously considered must have an 
expectation of being effective for a long period of time—industry should be able 
to make use of technologies for years, with later rounds of reformulation and 
capital investment beyond the immediate horizon. 

Creating a consumer preferred formulation that performs well is complicated— 
simple “drop-in” alternatives are extremely unusual.  Some factors to be 
considered are: 

• Overall product characteristic and performance requirements; 
• Physical properties of the alternative; 
• Formulation interaction with other ingredients and packaging; 
• Stability of the formula;  
• Shelf-life preservation; 
• Aroma; 
• Appearance; 
• Convenience and ease of product use and disposal. 

Considerations for evaluating and improving product safety profile include: 

• Product applications and human exposure patterns; 
• Recommended packaging, user precautions and other risk management 

for use and disposal; 
• Environmental fate and exposure pathways; and 
• Whether it is used in combination with other chemicals that reduce its risk 
• Unintended consequences to human health, impact on the environment, 

and resource utilization, including whether substantially more product 
must be used to achieve the same performance of the original product 
negating any benefits. 

4. What lifecycle based algorithms are available to be adapted for use in the 
analysis?  

There are many models available which may or may not give different results.  It 
is important that a consistent approach be used within each alternatives analysis. 
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5. How does the state ensure that the alternatives which are evaluated include 
reformulation, safer chemical substitution, engineering alternatives (such as 
changing product fabrication to eliminate the chemical of concern) and other 
appropriate options?  

DTSC must establish expectations for the alternatives process and carry them 
out through facilitation of each alternative effort.   

6. What factors should be considered in assessing performance of a chemical in a 
product?  

Performance of a chemical is product category and formulation specific. ASTM 
standards exist in some categories, and there may be guidance from trade and 
scientific organizations in certain product categories.  This reinforces the need to 
have producers and users from affected value-chain engaged in the process. 

There are several generic factors to be considered.  Characteristics that a 
chemical may impart to the overall performance of a product may include its 
compatibility with other chemicals, its contribution to increased shelf-life and 
stability, its function to modulate absorption of key ingredients, and others.  
However, these determinations must be made on a case-by-case basis 
depending on the intended function of the chemical.   

7. How should “necessity” be assessed or weighted in the analysis?  

This question is not clear, but if the focus is socioeconomic value, it is difficult to 
assess this for many/most consumer products and the state should probably 
avoid it.  If the use of an ingredient in a product is safe, there should not be a 
need for a risk-benefit analysis.  Consumers should continue to be allowed to 
decide whether a product or individual chemical in products is necessary.  
Additionally, to be successful the California program must operate in a way that it 
is not vulnerable to legal challenges based on restraint-of-trade or interstate 
commerce concerns. 

8. How are possible hazards, risks, or exposure pathways of any alternative 
evaluated?  

Alternatives must be evaluated to the same extent as the chemical it is being 
proposed to replace to avoid any regrettable substitutions.  The hazards, 
exposure pathways, uses, and lifecycle impacts should all be factored into the 
evaluation. California must consciously evaluate “what could go wrong” with the 
alternative as part of the analysis to ensure identification of potential problems 

9. What other considerations should inform the alternatives analysis?  

At the end of the day, it will always be the consumer who finally determines the 
performance, value and acceptance of a product and its ingredients.  Ideally, 
there should be a consumer acceptance evaluation phase to an alternatives 
process.    
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10. Should the state adopt a formula to balance or weigh the mandatory and other 
factors? If so, what would that formula look like?  

These will most likely be a case-by-case judgments, not adaptable to a “formula”.  
Overall weight of evidence on priority chemicals/uses, their risks and a 
comparison with the available alternatives.  The state’s final determination should 
be on whether to restrict or ban the use of a priority chemical.  It should never 
mandate the use of a specific alternative(s), but leave those decisions to the 
users. 

11. What data is available or should be required for and how would that data be used 
in evaluating:  

• a. product function or performance?  
• b. useful life?  
• c. materials and resource consumption?  
• d. water conservation?  
• e. water quality impacts?  
• f. air emissions?  
• g. production, in-use, and transportation energy inputs?  
• i. energy efficiency?  
• j. waste and end-of-life disposal?  
• k. public health impacts?  
• l. environmental impacts? and,  
• m. economic impacts?  

These are excellent examples of lifecycle analysis factors.  Lifecycle analyses 
have been done for some product categories but many have not been evaluated.  
Thus, availability of baseline lifecycle date and requirements can be vastly 
different per product category.   

A simplifying approach in lifecycle analysis is to focus on what is changing and 
assess the impact of the change, vs assess the entire system.  This can still be 
challenging and take significant effort, but can provide a practical approach for 
simplified analysis. 

 

B. Process for Lifecycle Analysis 

California is required to use lifecycle assessment tools in its alternatives analysis 
process. The law sets forth thirteen required elements. 

1. What models or examples of lifecycle analysis are currently being used?  

A LCA generally extends from the creation of raw materials to final disposal of 
the product or service residuals, and takes into account environmental emissions 
to air, water, and land. In 2000, the International Standards Organization (ISO) 
completed work on a series of standards that have become the general 
benchmark for the technique, which usually includes four stages: 
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o Defining the goal, scope and boundaries of the assessment. 
o "Life Cycle inventory" (LCI) - a database of energy/materials use and 

emissions, relative to some "functional unit" (e.g., for a detergent, 
emissions per 1000 loads of laundry washed; for an automobile, 
emissions per 1000 person-kilometers traveled). 

o "Life Cycle impact assessment" (LCIA) - translation of inventory data into 
potential impacts on the environment. 

o "Interpretation" - sensitivity and uncertainty analyses. 
 
In short, the analysis should be consistent with ISO 14044 series standards.  
Importantly, the simplified LCA’s should not be used as a basis of comparison or 
decision, but rather provide some of the information needed to arrive at a 
decision. 

Who should perform the lifecycle analysis?  

Undertaking the LCA should be the responsibility of the affected industry sector, 
facilitated and reviewed by CalEPA.  An ISO certified lab should perform the 
analysis. 

2. What should be the scope of the analysis, and should there be any limitations on 
the scope of the analysis?  

o a. full lifecycle of the product from extraction of raw materials through use 
of the product and then disposal or reuse?  

o b. the product lifecycle from design and manufacture (production) to retail 
sale and use?  

o c. other?  

LCA’s must be comparative from product-to-product within a category.  LCA must 
balance available and reliable data for product life-cycle stages versus a desire 
to know impacts at every stage.  Each product category under consideration 
should form a consensus as to the life cycle stages evaluated and acceptable 
data.  
 
A simplified approach to Life Cycle Analysis (LCA) should be conducted.  LCA is 
really designed for products, not individual chemicals.  Thus, a targeted approach 
focusing exclusively on the chemical under review is necessary to maintain 
scope. 
 
Life Cycle Assessment has several limitations: 
 

• It is not a substitute for safety or risk assessment, since it cannot produce 
specific data that relates directly to human or ecological exposure, or 
toxicity (Owens, 1997a). 

• Life Cycle data can be incomplete, and assumptions (for example, about 
boundaries) can be unclear. This makes it difficult to compare products, 
especially using results from different studies. Furthermore, in comparing 
products, Life Cycle Assessment will typically identify trade-offs, not 
overall "winners and losers." 
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• There are often uncertainties about the reliability of results, or a lack of 
understanding about the sensitivity of different lifecycle stages to change. 

• Life Cycle Assessment does not provide a direct measure of impacts on 
the environment due to the aggregation of emissions across different 
phases of a product's lifecycle. Instead it provides, at best, a measure of 
potential impacts (Owens, 1997b). 

 
Given these limitations, we believe that all users of Life Cycle Assessment, 
especially for public purposes (e.g., to support environmental claims in the 
marketplace, or policy making), should follow similar principles: 
 

• Life Cycle Assessment should be used as a decision support tool and not 
as a decision making tool. 

• Methods should be based on the ISO 14040 standards. These 
procedures are internationally recognized, and agreed by numerous 
experts in the field. 

• Analyses should be publicly available and fully transparent, including the 
underlying assumptions, data sources, results, and conclusions. 

• Life Cycle Assessments should be peer reviewed (as recommended by 
ISO) and undergo a thorough sensitivity analysis. 

• There should be a thorough discussion whether identified differences 
between products or activities are really meaningful, relative to other 
human activities. 

• In situations where Life Cycle Assessment is to be used for setting public 
policy, all stakeholders (including industry) should be involved in the 
design, execution, and interpretation of lifecycle studies.   

3. What are the essential components of the lifecycle analysis?  

In 2000, the International Standards Organization (ISO) completed work on a 
series of standards that have become the general benchmark for the technique, 
which usually includes four stages: 
 

• Defining the goal, scope and boundaries of the assessment. 
• "Life Cycle inventory" (LCI) - a database of energy/materials use and 

emissions, relative to some "functional unit" (e.g., for a detergent, 
emissions per 1000 loads of laundry washed; for an automobile, 
emissions per 1000 person-kilometers traveled). 

• "Life Cycle impact assessment" (LCIA) - translation of inventory data into 
potential impacts on the environment. 

• "Interpretation" - sensitivity and uncertainty analyses. 

Efficiency of use should be considered., both shelf life of product prior to first use 
and after consumer purchases it.  (i.e., if all of the product can be used before 
“going bad”). 

4. Should the assessment have a specified time limitation?  

This will depend on each product category. The economic impacts associated 
with the length of the analysis (i.e., manufacturing, sales, etc.) must be included 
in making this determination.  
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5. How should criteria—such product useful life, in-use energy consumption, public 
health effects, greenhouse gas emissions, etc.—be balanced or weighed against 
each other?  

This is dependent on the product category being examined, thus must be 
considered on a case-by-case basis. 

6. How should the analysis address and include both internal and external costs?  

Internal costs to should be considered first as these can be more easily 
identified.  External costs should be included when reliable and validated data 
are available to provide reasonable external costs. 

7. Are there implications of conducting lifecycle analysis of particular chemicals 
versus specific consumer product categories (i.e., specific chemical uses)? If so, 
what are these? How should the state address these?  

LCA for a consumer product derived from chemicals will be exponentially more 
involved if a LCA is required to assign costs to each chemical’s life-cycle 
included in products.  

Data will need to be shared up and down the supply chain depending on the 
scope of the LCA in question.  To limit the amount of data that would need to be 
developed and to ensure that LCAs are comparable, DTSC might consider 
setting limits to the beginning and ending life-cycle data development 
requirements in each product category under consideration. 

NOTE:  Requirements for each product category LCA process must be reached 
through consensus.  

8. How should the lifecycle analysis and the alternatives assessment evaluations 
account for limited or absent data? In other words, how should the assessments 
accommodate uncertainty?  

Uncertainty cannot be used to negatively impact a LCA or Alternatives 
Assessment of a product or chemical.  Data needs must be prioritized for the 
impact that they might have on understanding a chemical or product.  There are 
always uncertainties in these analyses, which should be presented and 
explained.  A useful way to present this can be with error bars to make the 
uncertainty more transparent. 

III. REGULATORY RESPONSE: What are the appropriate regulatory outcomes 
based on the alternatives analysis?  

1. What criteria should be considered to determine the appropriate regulatory 
response?  

AB 1879 provides an appropriate range of potential responses in light of the 
possible range of outcomes.  In making a determination, California needs to 
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consider other statutes and regulations that apply, e.g. whether the chemical is 
approved for certain uses by regulation.  

The specifics of reformulation response in the case of a restriction or ban should 
not be mandated, but must be left to manufacturers.  Each company should 
determine appropriate formulation changes for its products.   

2. At what point in the alternatives analysis or based on what information in the 
analysis is it appropriate for the State:  

A - to find a ban of the chemical of concern in the product is appropriate?  

The risk assessment indicates that there are no levels for safe use (no margin of 
safety) for the priority chemical based on qualified assessments by experts. 

B – to require labeling or other types of consumer product information? 

The risk assessment indicates that warnings and/or risk management actions by 
the consumer provides adequate protection. 

C – to place restrictions in use of the product?  

The risk assessment shows that a restriction that could be to “maintain product 
concentration below a certain level that would be safe for the product category”.  
It could also find that a product with a particular ingredient is not appropriate for 
use by children under a certain age, resulting in label warnings.  Another 
example might be that a chemical would be restricted or banned from use in 
some product categories but allowed in others based on the assessment of 
hazard and exposure in those uses.  

D – to require end of life management such as extended producer responsibility?  

GMA opposes extended producer responsibility.  Requiring extended producer 
responsibility for end of life management of products puts an undue burden on 
manufacturers, and is neither practical nor enforceable.  Control of the ultimate 
disposal of a product is in the hands of the end-user.  Additionally, end-of-life 
disposal options may vary according to municipal availability, such as for 
apartment complexes, which do not have multiple collection containers available. 
State and local consumer communications together with appropriate product 
labeling that suggest proper use, handling and disposal of a product are ways to 
support green habits for recycling, and composting, reusing or disposing spent 
products and their packaging. 

E – to require funding of research and development of potentially safer 
substitutes?  

When the risk assessment indicates a concern, but there are inadequate 
alternatives found in analysis. 
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F – to place technology-forcing regulations into place to phase out harmful 
ingredients and/or phase-in safer ingredients?  

This may be an action the state could consider for some of the scenarios in A – F 
and where an alternative is available meeting the criteria of the alternative 
analysis.  However, the specifics of reformulation in response to a restriction or 
ban should not be mandated, but must be left to manufacturers.  Each company 
should determine appropriate formulation changes for its products. 

3. What other regulatory responses are appropriate based on information in the 
alternatives analysis? 

As a first step, California should work with industry and other stakeholders on 
voluntary programs and consumer education.  This can often prevent many 
issues and unexpected outcomes.  All potential outcomes identified in AB1879, 
taken after a deliberate and scientifically sound process with appropriate 
opportunity for notice-and-comment by stakeholders. 

• Not requiring any action. 
• Imposing requirements to provide additional information needed to 

assess a priority chemical and its potential alternatives. 
• Imposing requirements on the labeling or other type of information. 
• Imposing a restriction on the use of the chemical. 
• Prohibiting the use of the chemical in specific uses. 
• Imposing requirements that control access to or limit exposure to the 

chemical. 
• Imposing requirements to manage the chemical at the end of its useful 

life, including recycling or responsible disposal. 
• Imposing a requirement to fund green chemistry challenge grants where 

no feasible alternative exists. 
• Any other outcome the agency may determine. 

IV. COMPLIANCE, AUDITING AND ENFORCEMENT: A means of ensuring 
compliance with the law’s goal of moving toward safer alternatives for 
consumer products will be needed.  

1. Should testing be required by manufacturers to demonstrate compliance as a 
precondition for selling or offering for sale? If so, who would conduct laboratory 
analytical testing of consumer products? Under what conditions?  

Formulation testing is an unnecessary, costly and inefficient burden.  Many 
manufacturers currently disclose ingredients in their products and many more are 
moving to do so.  This should eliminate the vast majority of issues. In the case of 
a priority chemical being intentionally formulated into a product in which the use 
is regulated or restricted, non-disclosure could represent mis-branding.    

There are many current examples of restrictions, prohibitions, and expectations 
for product manufacturers.  GMA members obey the law in complying with those 
requirements, and will continue to do so with future requirements including those 
from the Green Chemistry Initiative. There are federal precautionary labeling 
requirements and any additional needs to provide that kind of information to 
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consumers would be covered by those laws.  Consumer products in California 
and the US do not require pre-market registration and we would oppose any 
efforts to alter that. 

2. Should reporting be required? If so, who should submit what information to 
whom, when, and for what purposes?  

New reporting requirements should not be required. Ongoing ingredient 
disclosure should handle this need. 

3. Should a manufacturer be required to provide a certification to a distributor or 
retail seller of their products?  

It would be best to keep the supply chain out of regulatory reporting.  As with all 
other regulatory compliance needs, downstream users can put raw material 
specifications in place to their upstream suppliers. Those specs are confidential 
business information and not for public distribution.  Arrangements between 
manufacturers and retailers should be similarly CBI. 

4. Should review or auditing be required? If so, who should review submittals? 
What criteria should be applied to that review or audit?  

California should avoid burdensome and costly bureaucratic processes. 
Ingredient disclosure should minimize any concerns.    

5. Should other party standards-setting and validation be used? For instance, if 
manufacturers and producers were to conduct the lifecycle analysis and 
alternatives assessment, do standards exist to guide them? If so, what are 
these? If not, what would be required to be developed? By whom? How?  

ISO Standards are available for LCA.  California could hire a contractor to outline 
general approaches to be followed for CA application. The contractor’s proposal 
on how to apply LCA in the CA situation could be reviewed by the Green Ribbon 
Panel. 

6. What other considerations should inform the state’s compliance and enforcement 
of this statute?  

The State could create additional market-based incentives for compliance.  
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06/24/09     
 

 
Maziar Movassaghi,   
Acting Director 
Department of Toxic Substances Control 
California Environmental Protection Agency 
1101 I Street, 25th Floor 
Sacramento, CA 95814 
 
 
Re:  Comprehensive Proposal for the Implementation of AB 1879 (2008) 
 
 
Dear Director Movassaghi: 
 
On behalf of the numerous trade associations and individual companies which comprise the Green 
Chemistry Alliance (GCA), we are pleased to submit the following proposal regarding the 
implementation of AB 1879 (Feuer) which together with its companion bill SB 509 (Simitian) was 
signed into law by Governor Schwarzenegger in September of 2008. GCA believes this 
comprehensive proposal, if adopted, will enable the Department of Toxic Substances Control 
(DTSC) to fully and successfully implement the subject legislation which will in turn enhance 
public health and environmental protection while respecting confidential business information and 
promoting principles of sustainable development. 
 
The GCA has its roots in a group of business trade associations and companies that lobbied 
effectively during the closing weeks, days and hours of the 2008 California legislative session in 
support of bi-partisan measures to create a new science based framework for chemicals 
management. The driving force behind the legislation was a broad based desire for state regulators, 
rather than the legislators, to exercise their expert scientific and engineering judgment and 
experience when determining appropriate regulatory actions affecting chemicals of concern in 
consumer products.  In the wake of this groundbreaking legislation, the GCA was formalized for the 
purpose of constructively informing the implementation effort such that the promulgated regulations 
remain true to the objective and scientific ideals of the authorizing legislation. 
 
The following conceptual regulatory proposal by the Green Chemistry Alliance represents hundreds 
of hours of focused effort over a period of months by a broad array of individuals from coast to 
coast with science, engineering, toxicology, R&D, manufacturing and legal backgrounds and 
possessing significant expertise in state, national, and international chemical management policy.  
The proposal is a forward looking approach to identify, prioritize, evaluate and regulate the highest 
priority chemicals of concern in consumer products; and to promote truly safer alternatives on the 
basis of comparative multi-media life-cycle evaluation.  The proposal consists of a comprehensive 
set of regulatory concepts which GCA believes fully satisfy the substance and intent of legislation; 
and will allow timely implementation in an orderly and economically responsible manner. 
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Randy Pollack 
Personal Care Products Council 

 
Mike Rogge 

CA Manufacturers & Technology Assoc 
 

Jeff Sickenger 
Western States Petroleum Association 

 
Caroline Silvera 

Grocery Manufacturers Association 
 

Jason Schmelzer 
California Chamber of Commerce 

 
Tim Shestek 

American Chemistry Council 
 

John Ulrich, Co-Chair 
Chemical Industry Council of CA 

 

The Green Chemistry Alliance believes the concept regulatory proposal detailed on the following 
pages is consistent with the guiding principles of the Alliance (attachment 1), and will fully and 
successfully implement the goals of AB 1879 and Governor Schwarzenegger’s California Green 
Chemistry Initiative.   This proposal if adopted will enhance public safety and environmental 
protection, and effectively promote the development of green products. 

The task of chemicals management is a long-term endeavor driven by ever changing developments 
in science.  Regardless of the resources directed toward development of data, there will always be 
more questions to ask and more data to gather – it is after all the nature the scientific process.  The 
issue is not whether there is a data gap; but rather, how can the state manage its finite resources to 
best identify and prioritize the uses of the chemicals of greatest concern in consumer products? In 
the current and foreseeable economic climate, Californian must adopt regulations that focus on 
exposures to substances in consumer products sold or used in the state.   The regulatory concept 
proposed by GCA “casts a wide net” which will result in an initial set of more than 2,000 chemicals 
for consideration and further evaluation.  

These proposed regulations will drive California’s economy toward the development of safer 
alternatives for consumer products while simultaneously providing a balanced and sustainable 
approach.  We thank you for your consideration and we urge the department to adopt this 
framework.  

Sincerely, 

Green Chemistry Alliance Steering Team  
(Alphabetical order) 
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KP Public Affairs 
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Attachment 2 

 
 
The Green Chemistry Alliance regulatory proposal consists of the following sections: 

 

 Definitions:     Careful consideration was given in crafting definitions to ensure that data used in 
identifying chemicals of concern and safer alternatives is based on sound science from reliable 
studies and authoritative bodies.  The definitions provided in the GCA regulatory proposal refer 
to terms within AB 1879 (Feuer, 2008).  GCA does not propose to alter the definition of 
consumer product as defined in SB 509.  Nevertheless, a definition of consumer product which 
includes with few exception every chemical item which is brought, sold, or leased within 
California (from the largest building structure to the smallest consumer retail item) begs for focus 
and direction.  Through definitions of consumer, person, and product GCA’s proposal seeks to 
provide the necessary focus which will subsequently lead to the identification and prioritization 
of the highest risk uses of chemicals of concern in consumer products.   

 Identification of Chemicals for Consideration:     The initial screening of a chemical will 
determine if it exhibits one or more of the following characteristics.  Is the material: carcinogenic, 
mutagenic, developmentally and reproductively harmful, and/or persistent, bioaccumlative and 
toxic (CMR/PB&T)?  If so, the chemical would be identified as a chemical for consideration and 
subject to further review.  The proposal also stipulates that the department (DTSC) can identify 
the chemical as a chemical for consideration if one or more authoritative bodies, as defined, find 
the chemical meets the CMR/PB&T criteria.  Opportunity is also provided for reconsideration 
based on new data. 

 Identification and Prioritization of Chemicals of Concern:     Once identified as a chemical for 
consideration the chemical undergoes additional evaluation based on the severity of the risks 
associated with the chemical prior to identifying the chemical as a chemical of concern.   During 
this evaluation consideration will be given to the chemical’s hazard exposure, volume in 
commerce in California, potential effects on sensitive subpopulations, and the potential for 
adverse impacts on the environment.  The department will prioritize chemicals into high, 
medium, or low categories from which the high category shall be identified as chemicals of 
concern.  Chemicals of concern designations may be revised periodically by the department as 
new data from authoritative bodies are published.  A notice and comment opportunity is provided 
prior to a material being formally identified as a chemical of concern.  

 Evaluation of Consumer Products Containing Chemicals of Concern:     Upon identifying 
chemicals as chemicals of concern, the department (DTSC) will evaluate consumer products 
containing these chemicals, taking into consideration data from various authoritative bodies and 
industry trade associations or industry consortia.  The consumer products containing chemicals of 
concern will be evaluated based upon the volume of the product for sale in California; the 
concentration of the chemical of concern in the consumer product; the use of the consumer 
product by sensitive subpopulations; potential for exposure; design features and handling 
recommendations for the consumer product; and environmental impacts from releases and 
exposures of the chemical of concern in the consumer products.  Official notice and comment 
opportunity is provided prior to assigning high, medium, and low priorities for the uses of 
chemicals of concern in consumer products.  The department will subsequently publish a list of 
high priority uses of chemicals of concern in consumer products to which the department may 
thereafter apply the alternatives analysis.   
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 Alternatives Assessment:     This framework provides for public engagement relative to 
identifying alternatives to a particular use of a chemical of concern in a consumer product.  
Under the GCA proposal, it is incumbent upon the stakeholders suggesting alternatives to conduct 
the alternatives assessment on the basis of guidance materials developed by the department.  The 
proposal provides the option for manufacturers to conduct an assessment of the chemical in 
question compared to the proposed alternative, with the information being provided to the 
department under the confidential business information protections afforded by the legislation.  
Under the assessment framework, the proposed alternative(s) will be evaluated based on 
performance, environmental impacts; health and safety impacts, and economic impacts and 
feasibility.  The department is then required to assess the evaluation and may request third party 
independent review.  In a manner to be prescribed, the associated costs of the third party review 
would be recoverable by the department.  Notice and comment opportunity is provided relative to 
decisions stemming from the alternatives evaluation(s).  Also included are incentive and 
partnership opportunities relative to alternatives or the lack thereof. 

 Multi-Media Analysis:     Pursuant to the GCA proposal, a decision by the department to restrict 
or prohibit the use of a chemical of concern in a consumer product, must be supported by a 
multimedia life cycle evaluation based on scientific data that addresses air, water, end-of-life, 
worker safety, and other environmental impacts.  Notice and comment opportunity is provided 
relative to decisions stemming from the multimedia evaluation.  Upon the completion of the 
department’s evaluation and the public comment opportunity, the evaluation would be submitted 
to the Environmental Policy Council for review prior to taking official action on the chemical of 
concern in a consumer product. 

 Regulatory Enforcement Provisions:     AB 1879 (Feuer, 2008) identifies a range of possible 
enforcement actions.  The GCA proposal provides opportunity to employ control measures to 
significantly mitigate the adverse impacts from the use of a chemical of concern in a consumer 
product.  The proposal also provides a transition period; and prohibition against a universal ban of 
all uses of a chemical of concern.  In the case of significant regulatory action as specified, the 
GCA proposal calls for the department to adopt a regulation and to provide the basis for the 
specified regulatory actions.  The proposal also provides an opportunity for an external scientific 
peer review prior to final adoption a proposed regulation of the use of a chemical of concern in a 
consumer product.  The entire cost of the peer review would be borne by the requesting party. 
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PROPOSAL FOR THE IMPLEMENTING AB 1879 (FEUER, 2008) 

 
 
Section 1.  Definitions. 
 
For purposes of this article, the following definitions shall apply:  
 
(a)  "Authoritative body” [1] means a government agency or formalized scientific 
organization that satisfies all of the following requirements:  
 

1. It characterizes chemicals pursuant to an open, deliberative and 
transparent scientific process in which stakeholders are able to 
participate formally, communicating directly with the authoritative body 
through written and oral comments. 

 
2. It is widely perceived to be objective, scientifically based, and does not 

engage in advocacy.  
 
3. It bases its characterization of chemicals on a weight-of-evidence 

approach.  To the extent available, it considers multiple reliable 
studies, conducted by different laboratories, at different times, and 
involving not only different strains but different species and gives full 
consideration to mode of action, confounding factors, maternal toxicity, 
historical controls and any other scientific information that may be 
relevant to understanding the potential effects of chemicals on health 
and the environment.  

 
4. It publishes its characterizations of chemicals through governmental 

regulations, periodic reports, monographs or similar publications.  
 
(b)  “Chemical of concern” means a chemical designated as such according to 
section 3(d). 
 
(c)  “Chemical for consideration” means a chemical designated as such pursuant 
to section 2. 
 
__________ 
 
[1] IARC – http://monographs.iarc.fr/ENG/Classification/index.php  
 

EU Annex VI, part 3 of Regulation (EC) 1272/2008 – 
http://ec.europa.eu/enterprise/reach/ghs/legislation/index_en.htm 

 

California Proposition 65 – http://www.oehha.ca.gov/prop65.html 
 

National Toxicology Program, Biennial Report on Carcinogens – http://ntp.niehs.nih.gov/?objectid=72016262-BDB7-
CEBA-FA60E922B18C2540 

 

National Toxicology Program, Center for Evaluation of Risks to Human Reproduction – 
http://cerhr.niehs.nih.gov/index.html 

 

Canada DSL Categorization and Screening – http://www.chemicalsubstanceschimiques.gc.ca/categor/index_e.html 

http://monographs.iarc.fr/ENG/Classification/index.php
http://ec.europa.eu/enterprise/reach/ghs/legislation/index_en.htm
http://www.oehha.ca.gov/prop65.html
http://ntp.niehs.nih.gov/?objectid=72016262-BDB7-CEBA-FA60E922B18C2540
http://ntp.niehs.nih.gov/?objectid=72016262-BDB7-CEBA-FA60E922B18C2540
http://cerhr.niehs.nih.gov/index.html
http://www.chemicalsubstanceschimiques.gc.ca/categor/index_e.html
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(d)  "Chemicals that cause cancer in humans" means chemicals that have been 
classified in (i) the International Agency for Research on Cancer ("IARC") 
category 1, 2a or (ii) an equivalent category in a similar classification system 
promulgated by another authoritative body such as US EPA, California 
Proposition 65, the National Toxicology Program Report on Carcinogens, or the 
European Union.  
 
(e)  "Chemicals that cause mutagenic effects in humans" means chemicals 
classified in (i) the European Union Category 1A or 1B under Annex VI, part 3 of 
Regulation (EC) 1272/2008 or (ii) an equivalent category in a similar 
classification system promulgate by another authoritative body.  
 
(f)  "Chemicals that are persistent in the environment, bioaccumulate and are 
toxic [2]means chemicals that meet all of the following standards. 
 

1. Persistent in the environment means the chemical has a half-life, as 
measured by reliable studies, equal to or greater than 180 days in 
water, or 180 days in soil, or 180 days in sediment, or 2 days in air. 

 
2. Bioaccumulate means the chemical has a bioaccumulation factor 

(BAF) or bioconcentration factor (BAF), as measured by reliable 
studies, greater than 5000. 

 
3. Toxic means a chemical has, as measured by repeat dose studies for 

mammalian toxicity or by acute or chronic studies for aquatic 
organisms, a subchronic oral value less than or equal to 10 mg/kg-
bw/day for mammals; or, LC50 or EC50 less than or equal to 1.0 mg/L 
(for acute toxicity) or a No Observed Effect Concentration (NOEC) less 
than or equal to 0.1 mg/L (for chronic toxicity) for aquatic species. 

 
(g)  "Chemicals that cause reproductive harm" means chemicals that have been 
classified as reproductive or developmental toxicants by an authoritative body 
such as US EPA, California Proposition 65, the National Toxicology Program 
Center for Evaluation of Risks to Human Reproduction, or the European Union. 
 
(h)  "Clearinghouse" means the Toxics Information Clearinghouse established 
pursuant to Section 25256. 
________ 
 
[2] Stockholm POPs – http://chm.pops.int/ 
 

US EPA EPCRA 313 PBT Rule – http://www.epa.gov/tri/lawsandregs/pbt/pbtrule.htm 
  

US EPA Sustainable Futures/P2 Framework Program and Interpretive Guidance – http://www.epa.gov/oppt/sf/  
 

Canadian DSL Categorization Criteria for PBT – 
http://www.ec.gc.ca/substances/ese/eng/dsl/cat_criteria_process.cfm  
 

Canadian DSL Categorization Criteria for Human Health –  
http://www.hc-sc.gc.ca/ewh-semt/contaminants/existsub/categor/approach-approche-eng.php 
 

 

http://chm.pops.int/
http://www.epa.gov/tri/lawsandregs/pbt/pbtrule.htm
http://www.epa.gov/oppt/sf/
http://www.ec.gc.ca/substances/ese/eng/dsl/cat_criteria_process.cfm
http://www.hc-sc.gc.ca/ewh-semt/contaminants/existsub/categor/approach-approche-eng.php
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(i)  "Consumer" means a person who used, bought, or leased for use a consumer 
product. The consumer of a consumer product is not the manufacturer, 
distributor, reseller, or retailer of a consumer product.  
 
(j)  "Consumer product"[3] means a product or part of the product that is used, 
brought, or leased for use by a person for any purpose. "Consumer product" 
does not include any of the following: 
 

1. A dangerous drug or dangerous device as defined in Section 4022 of 
the Business of Professions Code. 

 
2. Dental restorative materials as defined in subdivision (b) of Section 

1648.20 of the Business and Professions Code.  
 
3. A device as defined in Section 4023 of the Business of Professions 

Code.  
 
4. A food as defined in subdivision (a) of the Health and Safety Code 

Section 109935.  
 
5. The packaging associated with any of the items specified in 

subparagraph (1), (2), or (3). 
 
6. A pesticide as defined in Section 12753 of the Food and Agricultural 

Code or the Federal Insecticide, Fungicide and Rodenticide Act (7 
U.S.C. Sec. 136 and following). 

 
7. Mercury-containing lights defined as mercury-containing lamps, bulbs, 

tubes, or other electric devices that provide functional illumination. 
 
(k)  "Council" means the California Environmental Policy Council established 
pursuant to subdivision (b) of Section 71017 of the Public Resources Code.  
 
(l)  "De minimis"[4] means the concentration of the chemical is less than 0.1% by 
weight in the consumer product.   
 
(m)  "Department" means the Department of Toxic Substances Control.  
 
(n)  "Independent third party" means any party designated by the department 
pursuant to section 5 (e) for purposes of evaluating potential alternatives to a use 
of a chemical of concern in a consumer product characterized as a high priority. 
It is widely perceived to be objective, scientifically based, and does not engage in 
advocacy. 
___________ 
 
[3] SB 509 [Simitian, 2008], HSC 25256 
 

[4] REACH Article 7 
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(n)  "Independent third party" means any party designated by the department 
pursuant to section 5 (e) for purposes of evaluating potential alternatives to a use 
of a chemical of concern in a consumer product characterized as a high priority. 
It is widely perceived to be objective, scientifically based, and does not engage in 
advocacy. 
 
(o)  "Multimedia life cycle evaluation” [5] means the identification and evaluation 
of any significant adverse impacts on public health or the environment, including 
air, water, or soil, that may result from the production, use, or disposal of a 
consumer product or consumer product ingredient.  
 
(p)  "Office" means Office of Environmental Health Hazard Assessment.    
 
(q)  "Panel" means the Green Ribbon Science Panel established pursuant to 
Section 25254. 
 
(r)  "Person"[6] means any person, firm, association, organization, partnership, 
business trust, corporation, limited liability company, or company and also 
includes any city, county, district, commission, the state or any department, 
agency, or political subdivision thereof, any interstate body, and the federal 
government or any department or agency thereof to the extent permitted by law. 
 
(s)  “Product” does not include raw materials, feedstock, intermediates, 
byproducts, permitted releases, or processing aids.  A product acquired for 
resale is not a consumer product.  
(t)  "Reliable studies”[7] are studies or data generated according to valid 
accepted testing guidelines in which the test parameters documented are based 
on a specific testing guidelines or in which all parameters described are 
comparable to a guideline method.  Where such studies or data are not available, 
the results from accepted models and quantitative structure activity relationship 
("QSAR") approaches validated in keeping with OECD principles of validation for 
regulatory purposes, may be considered.  Those studies or data which cannot be 
subsumed under a testing guideline, but which are nevertheless well 
documented and scientifically acceptable may also be considered reliable 
studies.  The methodology used by the Organization for Economic Cooperation 
and Development (OECD) in their Manual for Investigation of HPV Chemicals 
(OECD Secretariat, July 2007) will be acceptable for the determination of reliable 
studies as well as methods used in the U.S. EPA's High Production Volume 
Challenge Program.  
 
_______________ 
 
[5] AB 1879 [Feuer, 2008], HSC 25252.5 
 

[6] Derived from HSC 7150.10 
 

[7] Reliable Studies, OECD Manual for In 
http://www.oecd.org/document/7/0,2340,en_2649_34379_1947463_1_1_1_1,00.html  

http://www.oecd.org/document/7/0,2340,en_2649_34379_1947463_1_1_1_1,00.html
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(u)  "Sensitive subpopulations" means subgroups of the general population, 
including, but not limited to, infants, children, pregnant women, the elderly, and 
individuals with a history of serious illness that comprise a meaningful portion of 
the general population and are identifiable as being more susceptible to adverse 
health effects than the general population.  
 
(v)  “Weight-of-evidence approach” means a transparent, criteria-based, 
methodological evaluation to review and interpret all available and relevant 
scientific research for a given issue. 
 
Section 2.  Chemicals for Consideration. 
 
(a)  The department shall compile a list of chemicals for consideration as 
chemicals of concern for which reliable studies conducted in accordance with 
good laboratory practices or data from accepted and validated models 
demonstrate that a chemical meets at least one of the following five criteria: 
 

1. The chemical causes cancer in humans. 
 
2. The chemical causes mutagenic effects in humans. 
 
3. The chemical causes developmental harm in humans. 
 
4. The chemical causes reproductive harm in humans. 
 
5. The chemical is persistent in the environment, bioaccumulates and is 

toxic.  
 
(b)  In preparing the list required by subdivision (a), the department may include 
chemicals identified as meeting these criteria by one or more authoritative 
bodies. The department may periodically review chemicals identified by 
authoritative bodies and determine whether these chemicals should be evaluated 
as possible chemicals for consideration. 
 
Section 3.  Chemicals of concern. 
 
(a)  The department shall evaluate the chemicals on the list of chemicals for 
consideration for possible listing as a chemical of concern.  The department may 
request information from the chemical manufacturer in making its determination 
which the department shall protect as confidential business information to the 
extent requested by the manufacturer.  The department shall make its 
determination of chemicals of concern by taking into account the following 
factors: 

 
1. The severity of the hazard property of the chemical in meeting the 

criteria under subsection (a), such as a Category 1 is more severe than 
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a Category 2 mutagen and higher Persistence and Bioaccumulation 
values are more severe than lower values, and like considerations 
designed to indicate levels of severity; 

 
2. The number of criteria under subdivision (a) of Section 2 that the 

chemical meets;  
 
3. The production volume of the chemical in California produced annually, 

or if statistics are unavailable for California, the national volume of the 
chemical produced annually;  

 
4. Whether the chemical is intentionally added and has a functional 

purpose in a consumer product versus an impurity or contaminant 
present in the consumer product at a de minimis level.  Chemicals that 
are not intentionally added and have no functional purpose shall be 
excluded from the department's determination;  

 
5. Whether the chemical satisfies one or more of the following factors: 
 

A. The intended use of the consumer product containing the 
chemical results in repeated and substantial exposure to the 
chemical to sensitive subpopulations in California through a 
plausible pathway, such as ingestion, dermal, or inhalation 
exposures; 

 
B. The chemical used in the consumer product has been shown to 

be present in humans through biomonitoring performed by the 
federal Centers for Disease Control; the California 
Environmental Contaminant Biomonitoring Program, or other 
biomonitoring, or environmental monitoring program, performed 
by an authoritative body, provided the levels of the chemical 
detected in any one of the programs set forth above are 
determined by reliable studies to pose or potentially pose a 
significant risk to public health. 

 
C. The use of the chemical of concern in consumer products that 

results in a release of a chemical of concern in an amount that 
results in significant adverse impacts to the environment in 
California.  

 
(b)  The department shall prioritize chemicals for consideration with the factors 
set out in subdivision (a) above based on a qualitative weight of evidence 
approach into "high", "medium" and "low" priority.  Greater weight shall be given 
to human toxicity characteristics as compared to persistence and 
bioaccumulation; chemicals that elicit toxic effects at lower doses or have greater 
carcinogenic potency; chemicals found in consumer products sold at retail; and, 
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chemicals that are intentionally added ingredients in consumer products that 
have the greatest potential for exposure to sensitive subpopulations. 
 
(c)  The department shall provide at least 45 days notice by publishing in the 
California Regulatory Notice Register the chemicals for consideration it proposes 
as high, medium and low priority and shall provide in a detailed statement the 
specific factors set out in subdivision (a) that the department relied on in making 
its priority decisions.  The department shall also make the list and proposed 
priorities available on its website.  Interested parties may submit written 
comments during the notice period.  The comments may address the factors 
cited by the department as the basis for assigning a high, medium or low priority 
to a specific chemical. The department shall give good faith consideration and 
respond to all comments within a reasonable time.  
 
(d)  The department shall reconsider its decision to assign a priority to a specific 
chemical on the basis of an application supported by reliable studies and 
submitted by an interested party.  The department shall provide at least 45 days 
notice of the application for reconsideration by publishing it in the California 
regulatory Notice Register.  The department shall also make the application and 
the scientific support for the application available on its website.  During the 
notice period, interested parties may submit comments in support of or in 
opposition to the application, relying on reliable studies.  The department shall 
give good faith consideration to the written comments submitted, may obtain 
additional information or analysis to more fully inform its decision to assign a 
priority to a specific chemical and shall respond to all comments within a 
reasonable time. 
 
(e)  A chemical on the list for consideration assigned a "high" priority shall be 
considered a "chemical of concern." 
 
(f)  DTSC shall make information obtained pursuant to the above available to the 
Division of Occupational Safety and Health for purposes of providing for its 
consideration in matters relating to workplace exposure to the chemicals of 
concern. 
 
(g)  If insufficient data exists for a specific chemical to characterize it's hazard 
adequately, the Department may require the chemical manufacturer to provide 
additional information about the chemical pursuant to Health and Safety Code 
section 57019, provided the Department’s data needs analysis follows tiered 
testing procedures as used in US EPA regulatory programs and considers animal 
welfare interests in finding other options to testing on animals wherever possible. 
 
___________ 
 
Citations: 
 

US EPA Pesticide Regulatory Requirements, 2007 
 

US EPA Antimicrobial Data Requirements, 40CFR Part 158 
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Section 4.  Evaluation of Consumer Products Containing Chemicals of 
Concern. 
 
(a)  The department may evaluate consumer products intentionally using 
chemicals of concern for purposes of taking the actions set forth in Sections 5 
and 7. 
 

1. In identifying consumer products using chemicals of concern, the 
department may consider all of the following:  

 
A. The U.S. Environmental Protection Agency's ("EPA’s") Inventory 

Update Report ("IUR") database to determine an initial list of 
product categories with reported uses of a chemical of concern 
and also information on whether there are reported uses of the 
chemical of concern in products intended for sensitive 
subpopulations.  

 
B. The National Library of Medicine's Hazardous Substances Data 

Bank, the Chemical and Economics Handbook, trade 
association databases, chemical manufacturer and distributor 
sales literature, and consumer product manufacturer ingredient 
information. 

 
C. Information provided, pursuant to Health & Safety Code Section 

57109, in which product manufacturers indicate whether a 
chemical of concern is used in any of the manufacturer's 
products.  Information provided shall be treated as confidential 
business information pursuant to Health and Safety Code 
section 25257 to the extent requested by the manufacturer.   

 
D. Trade associations or consortia of manufacturers that provide 

aggregated data which indicates whether a chemical of concern 
is used in any of the associations' or consortia’s' member 
manufacturer's products.  Information provided shall be treated 
as confidential business information pursuant to Health and 
Safety Code section 25257 to the extent requested by the 
producer of the information. 

 
2. The department shall consider all of the following factors using a 

weight-of-evidence approach to determine which uses of chemicals of 
concern in consumer products are of low, medium, or high priority: 

 
A. The estimated volume of sales of the consumer product in 

California or if statistics are unavailable for California, the 
national volume of sales of the consumer product produced 
annually;  



GCA 06/26/09 9 

 
B. The concentration of the chemical of concern in the consumer 

product is de minimis and is not intentionally added to serve a 
functional purpose in the consumer product; 

 
C. The probable route of human exposure to the chemical of 

concern in the consumer product that may result from 
reasonable and intended uses of the consumer product; 

 
D. The use of the consumer product resulting in exposure to 

sensitive subpopulations;  
 
E. The consumer product design features that eliminate or 

significantly minimize exposure to the chemical of concern in the 
consumer product;  

 
F. Whether use of protective equipment or other mitigation 

measures are recommended to the consumer when using the 
consumer product; 

 
G. The probable releases and exposure to the environment of the 

chemical of concern in the consumer product; and 
 
H. Whether environmental releases of the chemical of concern 

have an adverse impact on water quality or air quality.  
 

3. The department may also request, pursuant to Health and Safety Code 
section 57019, that consumer product manufacturers provide 
information regarding the characteristics listed under paragraph 2 of 
subdivision (a).  Information provided shall be treated as confidential 
business information at the request of the provider pursuant to Health 
and Safety Code section 25257.  

 
4. The department may also request trade associations or consortia of 

manufacturers to provide data for the characteristics listed under 
paragraph 2 of subdivision (a).  Information provided shall be treated 
as confidential business information at the request of the provider 
pursuant to Health and Safety Code section 25257. 

 
(b)  The department shall provide at least 45 days notice by publishing in the 
California Regulatory Notice Register the list of uses of the chemicals of concern 
in consumer products it proposes to assign as high, medium and low priority, and 
shall set out in a detailed statement the specific factors that the department relied 
on in making its priority decision.  The department shall make the list of uses and 
the factors considered available on its website.  Interested parties may submit 
written comments during the notice period.  The comments may address the 
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factors cited by the department as the basis for assigning a priority to a specific 
consumer product.  The department shall give good faith consideration and 
respond to all comments within a reasonable time.  
 
(c)  Following the notice period and after the department responds to comments, 
the department shall publish its list of high priority uses of chemicals of concern 
in consumer products to which the department may thereafter apply the 
alternatives analysis set forth in section 5, and the regulatory enforcement 
options set forth in section 7. 
 
(d)  The department shall reconsider its decision to include or omit a specific use 
of a chemical of concern in a consumer product on the list of high priority uses of 
chemicals of concern in a consumer product on the basis of an application 
submitted by an interested party and supported by reliable studies.  The 
department shall provide at least 45 days notice of the application for 
reconsideration by publishing it in the California Regulatory Notice Register.  The 
department shall make the application and scientific support for the application 
available on its website.  During the notice period, interested parties may submit 
comments in support of or in opposition to the application for reconsideration, 
basing its comment on reliable studies.  The department shall give good faith 
consideration to the comments, may obtain additional information or analysis to 
inform fully its decision on the application for reconsideration and shall respond 
to all comments within a reasonable time. 
 
(e)  The department shall not designate a use of a chemical of concern as a high 
priority if the use is already regulated by another agency to address the same 
characteristics that would otherwise result in designation of that use as a high 
priority pursuant to this section. 
 
 
Section 5.  Alternatives Assessment. 
 
(a)  To identify potential alternatives to the use of a chemical of concern in a 
consumer product characterized as a high priority, the department shall publish a 
notice in the California Regulatory Notice Register that it is soliciting alternatives 
to a particular use of a chemical of concern in that consumer product.  The notice 
shall provide that alternatives may include drop-in chemical substitutes, material 
substitutes, changes to manufacturing operations, changes to 
component/product design, or other technological solutions.  Interested parties 
shall submit proposed alternatives within the time period set by the department in 
the notice.  
 
(b)  Persons proposing an alternative shall provide information on all of the 
criteria set forth in (c) with respect to the alternative proposed in comparison to 
the use of the chemical of concern in the consumer product under consideration.  
The department may prepare a guidance document to assist in the evaluation of 
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viable alternatives that satisfy the requirements of this section.  The information 
provided in this section shall be treated as confidential business information 
pursuant to Health and Safety Code Section 25257 to the extent requested by 
the producer of the information.  
 
(c)  An evaluation of alternatives to the use of a chemical of concern in a 
consumer product shall be conducted taking into account the following factors: 
 

1. Performance -- Does the proposed alternative meet the performance 
requirements and benefits of the use of the chemical of concern in the 
consumer product under review? These also include but are not limited 
to useful life, durability, materials and resource consumption, 
production, in-use and transportation energy inputs and energy 
efficiency.  

 
2. Environmental Impact -- Does the alternative persist and bio-

accumulate and is it toxic? Has the alternative been identified as 
meeting these criteria by one or more authoritative bodies? What 
impact does the alternative have on the environment from production 
or extraction through disposal in terms of water use, water pollution, air 
emissions, energy use involved in production or extraction, production, 
transportation, and use, greenhouse gas emissions from production or 
extraction through end of life? Does it have significantly less impact on 
the environment than the use of the chemical of concern in the current 
product?  What are the benefits to the environment of the chemical of 
concern in the consumer product? An exposure assessment of the use 
of the chemical of concern and proposed alternatives shall be prepared 
regarding impacts to the environment under this paragraph.  

 
3. Health and Safety Impact -- Does the alternative cause cancer, 

mutagenic effects, developmental harm, or reproductive harm?  Has 
the alternative been identified as meeting these criteria by one or more 
authoritative bodies?  Is it significantly less toxic to human health and 
safety than the use of the chemical of concern in the current product?  
Does the alternative have any adverse impacts to sensitive 
subpopulations, including infants and children?  What are the benefits 
to the public health and safety of the chemical of concern in the 
consumer product?  An exposure assessment of the use of the 
chemical of concern and proposed alternatives shall be prepared 
regarding impacts to public health under this paragraph. 

 
4. Economic Impact and Feasibility -- Is the alternative commercially 

available in the volumes needed to address the use of a chemical of 
concern in the current consumer product?  Is the cost of the alternative 
the same or less than the chemical of concern used in the current 
consumer product?  Is the cost the same or less, taking into account 
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the production or extraction of the raw materials, processing, storage, 
handling, use, and disposal of the alternative?  What economic 
impacts are likely to occur to the state, the country and globally from 
the use of the alternative in place of the consumer product or the 
chemical of concern in the consumer product under review?  Are there 
any pending or existing restrictions on the use of the alternative that 
might affect the ability of an industry to market its products 
internationally?  

 
5. Other -- What other criteria does the alternative possess that may 

render it superior or inferior to the use of the chemical of concern in the 
consumer product under review?  

 
(d)  The manufacturer of the consumer product under review, associated trade 
association or similar entity, may conduct an evaluation of the alternatives in 
comparison to the use of the chemical of concern in a consumer product, 
pursuant to subdivision (c).  If the manufacturer, trade association or similar 
entity chooses to conduct such an alternatives evaluation it shall submit the 
evaluation to the department according to the schedule set forth by the 
department and the department shall consider the evaluation as confidential 
business information pursuant to Health and Safety Code Section 25257, to the 
extent requested by the producer of the information.  
 
(e)  The department shall assess whether the evaluation is adequate for the 
purposes of this Act.  If the department determines the evaluation is not 
adequate, the department may request additional data.   
 
(f)  In the absence of an evaluation by the manufacturer, trade association, or 
similar entity, the department shall conduct its own evaluation or commission an 
independent third party evaluation. In a manner to be prescribed, the associated 
costs of the third party review may be recoverable by the department from the 
manufacturers or importers of the subject materials under review pursuant to 
subdivision (a). Other parties independently submitting potential alternatives 
pursuant to subdivision (a) will be solely responsible for the department's 
recoverable costs associated with the third party review of their proposed 
alternatives. 
 
(g)  In designating an independent third party pursuant to subdivision (e), the 
department shall consult with affected chemical and product manufacturers and 
other interested parties to identify entities with the capabilities and expertise 
necessary to adequately and objectively evaluate potential alternatives to the use 
of a chemical of concern in a consumer product according to the criteria 
established in subdivision (c).  
 
(h)  The department shall provide at least 45 days notice by publishing the 
results of its alternatives review in the California Regulatory Notice Register.  The 
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department shall also make the results of its review available on its website.  
During the notice period, interested parties may submit comments.  The 
department shall give good faith consideration and respond to all comments 
within a reasonable time.  
 
(i)  The department shall reconsider the results of its alternatives review on the 
basis of an application submitted by an interested party.  The department shall 
provide at least 45 days notice of the application for reconsideration by 
publishing it in the California Regulatory Notice Register.  The department shall 
make the application and the basis for its review available on its website. During 
the notice period, interested parties may submit comments in support of or in 
opposition to the application for reconsideration.  The department shall give 
good faith consideration to the comments, may obtain additional information or 
analysis to inform fully its decision on the application for reconsideration and 
shall respond to all comments within a reasonable time. 
 
(j)  After the completion of the alternatives analysis conducted pursuant to 
section 5, the department may promote the use of alternatives to chemicals of 
concern in consumer products characterized as a high priority in any of the 
following ways: 
 

1. Disseminate information about the outcome of the alternatives 
analysis. 

 
2. Provide incentives to a company selecting the alternative. 
 
3. Encourage other state agencies to make purchases of the alternative.  
 

(k)  When the department determines that no feasible alternatives exist to a 
chemical of concern in a specific consumer product category, the Department 
may take the following actions: 
 

1. Establish voluntary public-private partnership programs to research 
alternative chemicals. 

 
2. Provide incentives for the development of commercially viable 

alternatives for a chemical of concern in a consumer product category. 
 

3. Provide grants to researchers for development of alternatives. 
 
(l)  Absent extraordinary circumstances, such as a major scientific breakthrough, 
alternatives analysis for a use of a chemical of concern in a consumer product 
may be conducted no sooner than five years after the last alternatives evaluation 
for a uses of a chemical of concern in a particular consumer product. 
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Section 6.  Multimedia Life Cycle Evaluation  
 
(a)  Except as provided in subdivision (g), the department, in proposing a 
regulation restricting or prohibiting the use of a chemical of concern in a 
consumer product characterized as a high priority pursuant to Section 7, either 
based on known alternatives identified and evaluated pursuant to section 5 or in 
the absence of known alternatives, shall prepare a multimedia life cycle 
evaluation conducted by affected agencies and coordinated by the department, 
and shall submit each proposed regulation and multimedia life cycle evaluation to 
the council for review.  
 
(b)  The multimedia life cycle evaluation shall be based on the best available 
scientific data, written comments submitted by interested persons, and 
information collected by the department in preparation for adopting the 
regulation, and shall address, but is not limited to, impacts associated with all of 
the following:  
 

1. Emissions of air pollutants, including ozone forming compounds, 
particulate matter, toxic air contaminants, and greenhouse gases. 

 
2. Contamination of surface water, groundwater, and soil. 
 
3. Disposal or use of the byproducts and waste materials. 
 
4. Worker safety and impacts to public health. 
 
5. Other anticipated impacts to the environment. 
 

(c)  Prior to providing formal notice of a proposed regulation in accordance with 
subdivision (e) of section 7, the department shall publish in the California 
Regulatory Notice Register notice that it is submitting to the council a regulation 
described in subdivision (a) of this section and a multimedia life cycle evaluation 
for review.  The department shall also make the draft regulation and multimedia 
life cycle evaluation available on its website.  Interested parties may submit 
written comments to the multimedia life cycle evaluation during its review by the 
council.  The department shall make the written comments available to the 
council and shall consider the comments in revising the draft regulation.  The 
department shall maintain for public inspection a record of any relevant materials 
submitted from any state agency and any written public comments received 
during the multimedia life cycle evaluation.  
 
(d)  The council shall complete its review of the multimedia life cycle evaluation 
within 90 calendar days following notice from the department that it intends to 
adopt regulations. If the council determines that the proposed regulation will 
cause a significant adverse impact on the public health or the environment, or 
that alternatives exist that would be less adverse, the council shall recommend 
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alternative measures that the department or other state agencies may take to 
reduce the significant adverse impact on public health or the environment. The 
council shall make all information relating to its review available to the public. 
 
(e)  Within 60 days of receiving notification from the council of a determination of 
significant adverse impact, the department shall adopt revisions to the proposed 
regulation to avoid or reduce the adverse impact, or the affected agencies shall 
take appropriate action that will, to the extent feasible, mitigate the adverse 
impact so that, on balance, there is no significant adverse impact on public health 
or the environment. 
 
(f)  In coordinating a multimedia life cycle evaluation pursuant to subdivision (a), 
the department shall consult with other boards and departments within the 
California Environmental Protection Agency, the State Department of Public 
Health, the State and Consumer Services Agency, the Department of Homeland 
Security, the Department of Industrial Relations, and other state agencies with 
responsibility for, or expertise regarding, impacts that could result from the 
production, use, or disposal of consumer products and the ingredients they may 
contain. 
 
(g)  Notwithstanding subdivision (a), the department may adopt a regulation 
pursuant to Section 7 restricting or prohibiting the use of a chemical of concern in 
a consumer product characterized as a high priority either based on known 
alternatives identified and evaluated pursuant to Section 5 or in the absence of 
known alternatives, without subjecting the proposed regulation to a multimedia 
life cycle evaluation if the council, following an initial evaluation of the proposed 
regulation, conclusively determines that the regulation will not have any 
significant adverse impact on public health or the environment. 
 
Section 7.  Regulatory Enforcement Provisions 
 
(a)  Following the completion of an alternatives analysis as described in Section 
5 and any multimedia life cycle evaluation required by Section 6, the department, 
acting pursuant to Government Code section 11340 et seq., with the exception of 
the provisions of paragraphs 1 and 2, may propose one or more of the following 
alternative enforcement requirements by regulation as necessary to mitigate the 
adverse environmental or public health impacts, or both, associated with a 
chemical of concern in a consumer product designated as a high priority 
pursuant to section 4: 
 

1. Not requiring any action. 
 
2. Imposing requirements to provide additional information needed to 

assess the chemical of concern in the consumer product and its 
potential alternatives. 
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3. Imposing requirements on the labeling or other type of consumer 
product information not conflicting with those of the Federal 
Government or other State agencies. 

 
4. Imposing requirements for the manufacturer of the consumer product 

to manage the consumer product at the end of its useful life, including 
recycling or responsible disposal of the consumer product. 

 
5. Imposing requirements that control access to or limit exposure to the 

chemical of concern in the consumer product. 
 
6. Imposing a restriction on the use of the chemical of concern in the 

consumer product. 
 
7. Imposing a requirement to fund green chemistry challenge grants 

where no feasible alternative exists. 
 
8. Prohibiting the use of the chemical of concern in the consumer 

product. 
 
(b)  The department shall not prohibit the use of the chemical of concern in a 
consumer product, if control measures can be imposed which would significantly 
mitigate adverse impacts on human health and the environment.  
 
(c)  Any action by the department pursuant to subdivision (a) shall include a plan 
for a transition period, allowing manufacturers to procure alternative materials, 
change plant equipment and procedures and sell through and replenish existing 
inventories through the value chain.  
 
(d)  The department may not impose a universal prohibition or ban on all uses of 
a chemical of concern.  
 
(e)  The department shall adopt a regulation pursuant to Government Code 
section 11340 and following as the means for taking enforcement actions 
pursuant to this section.  The department shall set out in its Initial Statement of 
Reasons the basis for its proposed enforcement action.  The proposed action 
shall address the specific hazard causing the chemical to be characterized as a 
chemical of concern and the specific use of that chemical of concern that was 
characterized as a high priority.  The department shall make findings, supported 
by substantial evidence, for the following enforcement actions: 
 

1. To prohibit the use of a chemical of concern in a consumer product, 
the department shall find that the use poses a high probability of 
severe, irreversible risk to public health, safety, or to the environment 
such that urgent action is required; the risk of the use outweighs its 
benefits; and, none of the actions set out in paragraphs 2 through 7 of 
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subdivision (a) of this section is sufficient to mitigate the risk to an 
acceptable level. 

 
2. To restrict the use of, control access, or limit exposure to a chemical of 

concern in the consumer product, the department shall find that the 
risk of the use outweighs its benefits under certain circumstances or to 
certain sensitive subpopulations; that the risk can be mitigated to an 
acceptable level by the specific restriction; and that none of the actions 
set out in paragraphs 2 through 4 of subdivision (a) of this section is 
sufficient to mitigate the risk under those circumstances or to those 
sensitive subpopulations to an acceptable level. 

 
3. To require the manufacturer of the consumer product to manage the 

consumer product at the end of its useful life, the department shall find 
that the product is a unique waste that cannot be more efficiently 
managed through the existing waste management systems; that users 
of the product can and will participate in the manufacturer's waste 
management program easily and efficiently; and that no adverse 
changes occur in any of the life cycle factors set out in Health and 
Safety Code section 25253. 

 
4. To require additional labeling on the use of a consumer product, the 

Department shall find that the risk posed by the specific use can be 
mitigated to an acceptable level by further directing consumers on how 
to use the consumer product. 

 
5. To require additional information about the use of a chemical of 

concern in a consumer product, the Department shall find that the 
hazard characteristics of the chemical of concern and the exposure 
profile of the use is more likely than not to pose a significant risk to 
human health and safety or to the environment, and that the risk has 
not been adequately characterized. 

 
6. To require the funding of a green chemistry challenge grant, the 

Department shall find that no feasible alternative has been identified 
pursuant to the process set out in section 5; that the risk to human 
health and safety or to the environment posed by the use is significant; 
and is more likely than not that an alternative to the use can be 
developed within a reasonable time period and at a reasonable cost, 
and states the basis for that finding.  

 
(f)  Any person may, within 15 calendar days of the date of the public workshop 
on a proposed regulation of a chemical of concern in a consumer product 
characterized as a high priority, request the department to submit the proposed 
regulation, including any related alternatives assessment and multimedia life 
cycle evaluation, to external scientific peer review prior to its adoption.  If the 
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department receives such a request, the department shall submit the proposed 
regulation, including any related alternatives assessment and multimedia life 
cycle evaluation, for review in accordance with subsection (g) if the person 
requesting the external scientific peer review enters into an enforceable 
agreement with the department within 15 calendar days of making the request 
that requires the person requesting the submission for review to fully reimburse 
the department for all of the costs associated with conducting the external 
scientific peer review.  
 
(g)  Upon entering into an agreement pursuant to subsection (f), the department 
shall assemble an expert panel to conduct the external scientific peer review.  
The department shall select individuals with expertise relevant to the potential 
human health and environmental impacts associated with the use of a chemical 
of concern in a consumer product characterized as a high priority that is the 
subject of the proposed regulation, including, but not limited to the pool of 
applicants to the Green Ribbon Science Advisory Panel.  No person may serve 
as an external scientific peer reviewer if that person participated in the 
development of the proposed regulation or any related alternatives assessment 
or multimedia life cycle evaluation. 
 
(h)  For any proposed regulation subject to an external scientific peer review 
pursuant to subsection (f), the department shall not take any action to adopt a 
final regulation unless all of the following conditions are met: 
 

1. The department submits the proposed regulation, along with a 
statement of the scientific findings, conclusions, and assumptions on 
which the proposed regulation is based and the supporting scientific 
data, studies, and other appropriate materials, to the external scientific 
peer review panel for its evaluation.  Information provided shall be 
treated as confidential business information at the request of the 
provider pursuant to Health and Safety Code section 25257. 

 
2. The external scientific peer review panel, within the timeframe agreed 

upon by the department and the external scientific peer review panel, 
shall prepare a written report that contains an evaluation of the 
scientific basis of the proposed regulation.  If the external scientific 
peer review panel finds that the department has failed to demonstrate 
that the proposed regulation is based upon sound scientific knowledge, 
methods, and practices, the report shall state that finding, and the 
reasons explaining the finding, within the agreed-upon timeframe.  The 
department may accept the finding of the external scientific peer 
review panel, in whole, or in part, and may revise the proposed 
regulation accordingly.  If the department disagrees with any aspect of 
the finding of the external scientific peer review panel, it shall explain, 
and include as part of the rulemaking record, its basis for arriving at 
such a determination in the adoption of the final regulation, including 
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the reasons why it has determined that the proposed regulation is 
based on sound scientific knowledge, methods, and practices.  

 
(i)  The department shall not regulate any use of a chemical of concern 
characterized as a high priority if that use is already regulated by another agency 
to address the same characteristics that would otherwise result in regulation of 
that use pursuant to this section.  
 
 

# # # #  
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November	  6,	  2009	  
	  
Maziar	  Movassaghi	  
Acting	  Director	  
Department	  of	  Toxic	  Substances	  Control	  
California	  Environmental	  Protection	  Agency	  
1101	  I	  Street,	  25th	  Floor	  
Sacramento,	  CA	  	  95814	  
	  
Re:	  	  Comments	  on	  Draft	  Straw	  Proposal	  for	  Safer	  Alternatives	  Regulation	  
	  
Dear	  Acting	  Director	  Movassaghi:	  
	  
The	  Grocery	  Manufacturers	  Association	  (GMA)	  represents	  the	  world’s	  leading	  food,	  
beverage	  and	  consumer	  products	  companies.	  	  The	  association	  promotes	  sound	  public	  
policy,	  champions	  initiatives	  that	  increase	  productivity	  and	  growth	  and	  helps	  to	  protect	  
the	  safety	  and	  security	  of	  consumer	  packaged	  goods	  through	  scientific	  excellence.	  	  The	  
GMA	  Board	  of	  Directors	  is	  comprised	  of	  chief	  executive	  officers	  from	  the	  Association’s	  
member	  companies.	  	  The	  $2.1	  trillion	  consumer	  packaged	  goods	  industry	  employs	  14	  
million	  workers	  and	  contributes	  over	  $1	  trillion	  in	  added	  value	  to	  the	  nation’s	  economy.	  	  
GMA	  has	  appreciated	  the	  opportunity	  to	  participate	  in	  California’s	  Green	  Chemistry	  
Initiative,	  and	  submits	  this	  letter	  in	  response	  to	  DTSC’s	  October	  1,	  2009	  Safer	  
Alternatives	  Regulatory	  Straw	  Proposal.	  	  	  
	  
GMA	  supports	  California’s	  Green	  Chemistry	  Initiative	  (GCI)	  and	  supported	  the	  passage	  
of	  AB1879	  and	  SB509	  as	  key	  elements	  in	  establishing	  authority	  to	  identify,	  assess,	  and	  
manage	  high	  priority	  chemicals	  and	  to	  establish	  a	  portal	  for	  chemical	  safety	  information.	  	  	  
	  
Properly	  implemented,	  the	  regulations	  should	  create	  an	  integrated,	  timely,	  transparent,	  
stepwise	  and	  risk-‐based	  process,	  focused	  on	  high	  priority	  chemicals	  of	  concern,	  in	  which	  
the	  state	  can:	  1)	  identify	  the	  high	  priority	  chemicals;	  2)	  identify	  those	  products	  
containing	  high	  priority	  chemicals	  that	  may	  pose	  a	  safety	  concern	  considering	  product	  
use	  and	  exposure;	  3)	  identify	  whether	  there	  are	  suitable	  alternatives;	  4)	  make	  final	  
determinations	  on	  regulatory	  risk	  management	  choices	  as	  identified	  in	  AB	  1879;	  and,	  5)	  
establish	  a	  useful	  portal	  for	  chemical	  safety	  information.	  	  	  
	  
Unfortunately,	  the	  Straw	  proposal	  accomplishes	  none	  of	  these.	  	  Instead,	  it	  seems	  to	  be	  
trying	  to	  accomplish	  40	  years	  of	  green	  chemistry	  in	  2	  years.	  	  While	  the	  intent	  may	  be	  
admirable,	  it	  will	  not	  work	  in	  practice.	  	  The	  Straw	  is	  breathtakingly	  expansive	  in	  scope,	  it	  
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has	  no	  meaningful	  prioritization,	  and	  it	  would	  be	  impossible	  for	  any	  company	  to	  comply.	  	  
If	  implemented,	  it	  would	  collapse	  under	  its	  own	  weight	  with	  no	  compliance	  and	  no	  
Green	  Chemistry	  innovation.	  	  	  
	  
Specifically,	  it	  would	  encompass	  hundreds	  of	  thousands	  of	  products	  and	  over	  10,000	  
chemicals—over	  8000	  from	  the	  referenced	  lists	  and	  an	  estimated	  additional	  2000	  from	  
the	  hazard	  trait	  pathway.	  	  Chemicals	  and	  products	  that	  are	  already	  strictly	  regulated	  and	  
consistent	  with	  GCI’s	  objectives	  would	  be	  unnecessarily	  subjected	  to	  the	  provisions	  of	  
the	  Straw.	  
	  
Since	  it	  does	  not	  focus	  on	  chemical	  ingredients	  or	  include	  a	  de	  minimis	  threshold,	  any	  
detectable	  level	  of	  any	  of	  these	  10,000	  chemicals	  in	  a	  product	  would	  trigger	  a	  massive	  
alternative	  and	  lifecycle	  assessment,	  and	  then	  an	  extremely	  burdensome	  supply	  chain	  
communication	  effort.	  	  The	  identification	  and	  assessment	  must	  be	  completed	  in	  2	  years.	  	  
Every	  detected	  chemical,	  if	  not	  eliminated	  within	  certain	  timeframes,	  triggers	  a	  ban	  
from	  California	  commerce	  of	  all	  products	  containing	  the	  chemical	  and	  of	  the	  chemical	  
itself.	  	  Prior	  to	  the	  ban,	  an	  end	  of	  life	  product	  management	  program	  has	  to	  be	  set	  up	  by	  
the	  manufacturer	  in	  some	  cases,	  independent	  of	  any	  consideration	  of	  risk	  to	  human	  
health	  and	  the	  environment.	  The	  Straw	  also	  requires	  populating	  the	  Toxics	  Information	  
Clearinghouse	  (TIC)	  by	  having	  every	  chemical	  user	  supply	  all	  the	  data	  they	  have,	  which	  
will	  not	  provide	  the	  quality	  control	  and	  scientific	  synthesis	  that	  is	  critical	  to	  the	  value	  of	  
the	  clearinghouse	  for	  potential	  users.	  	  DTSC	  has	  no	  apparent	  significant	  role	  in	  
regulating	  this	  process.	  Nor	  is	  there	  a	  role	  for	  the	  public—California	  consumers—in	  
review	  and	  comment	  on	  evaluations	  and	  regulatory	  actions.	  Nor	  is	  there	  a	  role	  for	  the	  
Green	  Ribbon	  Science	  Panel	  in	  providing	  ongoing	  review	  and	  comment	  as	  the	  Initiative	  
proceeds.	  
	  
Net,	  the	  Straw	  Proposal	  does	  not	  achieve	  the	  objective	  of	  the	  statutes	  to	  create	  a	  
deliberate	  and	  focused	  program	  to	  drive	  real	  health	  and	  environmental	  improvements.	  	  
Instead,	  it	  would	  create	  an	  unfocused	  and	  unworkable	  program	  doomed	  for	  failure.	  
GMA	  member	  companies	  desire	  a	  credible,	  workable,	  and	  successful	  program	  that	  can	  
achieve	  the	  Green	  Chemistry	  Initiative’s	  objectives.	  
	  
GMA	  is	  a	  member	  of	  the	  Green	  Chemistry	  Alliance	  and	  supports	  the	  Alliance’s	  
comments	  on	  the	  Straw	  proposal.	  	  Also,	  GMA	  is	  a	  member	  of	  the	  Food	  Packaging	  
Coalition	  and	  supports	  the	  Coalition’s	  comments	  on	  excluding	  food	  contact	  substances	  
from	  the	  regulations.	  	  In	  the	  attachment	  to	  this	  letter,	  we	  offer	  specific	  comments	  on	  
topics	  of	  particular	  interest	  to	  GMA	  members.	  
	  
The	  Grocery	  Manufacturers	  Association	  remains	  committed	  to	  assisting	  the	  Department	  
in	  developing	  a	  credible	  and	  workable	  Green	  Chemistry	  program	  that	  will	  not	  only	  
achieve	  the	  Green	  Chemistry	  Initiative’s	  objectives,	  but	  also	  be	  a	  model	  for	  the	  U.S.	  	  If	  
you	  have	  any	  questions	  or	  comments,	  please	  feel	  free	  to	  contact	  us.	  	  We	  look	  forward	  
to	  our	  continued	  work	  together	  on	  this	  important	  public	  policy	  initiative.	  
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Sincerely,	  	  
	  

	  
	  
Caroline	  Silveira	  
Director,	  State	  Affairs	  
Grocery	  Manufacturers	  Association	  
1215	  K	  Street,	  Suite	  1500	  
Sacramento,	  CA	  	  95814	  
	  
Attachment	  
	  
cc:	  	  	   Linda	  Adams,	  Secretary	  of	  CalEPA	  	  

Cindy	  Tuck,	  Undersecretary,	  CalEPA	  	  
Patty	  Zwarts,	  Deputy	  Secretary,	  CalEPA	  	  
Victoria	  Bradshaw,	  Cabinet	  Secretary,	  Office	  of	  the	  Governor	  	  
John	  Moffatt,	  Deputy	  Legislative	  Secretary,	  Office	  of	  the	  Governor	  
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Attachment	  1—Detailed	  Comments	  
	  
	  
PRIORITIZATION	  OF	  CHEMICALS	  AND	  PRODUCTS	  
Product	  Categories.	  	  The	  first	  section	  of	  the	  Straw	  identifies	  “product	  categories”	  subject	  to	  the	  
regulation.	  	  While	  the	  logic	  of	  focusing	  on	  products	  intended	  for	  vulnerable	  populations	  is	  
reasonable,	  the	  11	  categories	  identified	  are	  overly	  broad,	  unfocused	  and	  in	  some	  cases,	  
completely	  inappropriate.	  	  Instead	  of	  prioritizing	  consumer	  products	  covered,	  the	  Straw	  would	  
encompass	  hundreds	  of	  thousands	  of	  products.	  	  For	  instance,	  Category	  (1)	  (products	  designed	  
for	  use	  by	  infants	  or	  children)	  is	  overly	  broad	  and	  does	  not	  identify	  and/or	  prioritize	  product	  
classes	  that	  would	  be	  of	  highest	  concern.	  	  The	  scope	  of	  products	  captured	  by	  Category	  (2)	  
“products	  designed	  for	  use	  in	  K-‐12	  schools”	  is	  potentially	  endless,	  extends	  well	  beyond	  US	  EPA’s	  
definition	  of	  age	  14	  for	  “children”,	  and	  fails	  to	  focus	  on	  what	  DTSC	  believes	  to	  be	  the	  most	  
important	  sources	  of	  exposure	  in	  schools.	  Category	  (8)	  targets	  food	  contact	  products,	  which	  
would	  be	  duplicative	  and	  in	  direct	  conflict	  with	  existing	  FDA	  regulation	  and	  should	  be	  dropped.	  
Category	  (9)	  targets	  products	  designed,	  or	  reasonably	  anticipated,	  to	  release	  any	  chemicals	  
during	  intended	  use	  and	  disposal.	  	  This	  is	  also	  expansive	  and	  not	  tightly	  focused.	  	  Moreover,	  
considering	  the	  capability	  to	  detect	  trace	  quantities	  in	  migration	  studies,	  the	  term	  “reasonably	  
anticipated”	  has	  the	  potential	  to	  greatly	  expand	  covered	  products	  and	  must	  be	  dropped	  or	  more	  
tightly	  defined	  to	  address	  real	  exposures	  of	  concern.	  	  Category	  (10)	  covers	  “Any	  products	  that	  
contain”	  chemicals	  of	  concern,	  essentially	  sweeping	  in	  100%	  of	  physical	  commerce	  in	  California	  
and	  must	  be	  dropped.	  	  Category	  (11)	  covers	  every	  chemical	  of	  concern,	  essentially	  setting	  up	  
direct	  chemical	  bans	  for	  over	  10,000	  chemicals	  in	  California	  and	  must	  be	  dropped.	  
	  
Of	  significant	  concern,	  the	  key	  operative	  term	  used	  in	  the	  straw	  focuses,	  not	  on	  chemical	  
ingredients,	  but	  on	  chemicals	  “contained”	  in	  the	  subject	  products	  with	  no	  de	  minimis	  threshold	  
concentration.	  	  Thus,	  any	  detectable	  level	  of	  any	  chemical	  of	  concern	  triggers	  regulation	  and	  
ultimate	  ban	  of	  the	  product.	  	  There	  can	  be	  no	  workable	  Green	  Chemistry	  program	  without	  
focusing	  on	  intentional	  chemical	  ingredients	  and	  the	  establishment	  of	  a	  de	  minimis	  threshold	  
concentration	  as	  a	  key	  step	  in	  prioritization.	  	  The	  most	  meaningful	  health	  and	  environmental	  
benefits	  will	  be	  achieved	  by	  targeting	  intentional	  addition	  of	  chemicals	  to	  products,	  and	  not	  by	  
scrutiny	  of	  insignificant	  traces.	  
	  
Chemicals	  of	  Concern.	  The	  Straw	  proposal	  has	  three	  pathways	  for	  identifying	  chemicals	  of	  
concern—16	  chemicals	  designated	  in	  the	  Straw,	  chemicals	  in	  a	  “list	  from	  lists”	  and	  chemicals	  
detected	  in	  products	  that	  have	  certain	  hazard	  traits.	  	  Altogether,	  the	  designated	  chemicals,	  list	  
from	  lists,	  and	  hazard	  trait	  approaches	  will	  generate	  over	  10,000	  chemicals	  of	  concern—an	  
entirely	  arbitrary	  process.	  	  The	  Straw	  would	  ultimately	  ban	  all	  10,000.	  	  These	  bans	  would	  affect	  
reactive	  bulk	  chemicals	  that	  are	  transformed	  in	  California	  into	  innocuous	  products	  within	  
manufacturing	  facilities.	  	  This	  would	  not	  only	  ban	  chemical	  use	  in	  all	  covered	  products	  and	  
categories,	  but	  also	  ban	  use	  in	  the	  manufacture	  of	  exempted	  product	  categories	  in	  California—
pharmaceuticals,	  medical	  devices,	  food,	  dental	  restoratives,	  etc.	  	  All	  affected	  manufacturers	  
would	  have	  to	  move	  their	  operations	  to	  another	  state	  or	  offshore.	  
	  
Chemicals	  should	  be	  prioritized	  with	  respect	  to	  the	  traits/characteristics	  they	  exhibit.	  	  The	  
Department	  should	  identify	  criteria	  for	  establishing	  hazard	  traits	  that	  would	  serve	  as	  the	  initial	  
tool	  for	  identifying	  candidate	  chemicals	  of	  concern.	  	  The	  most	  severe	  human	  health	  hazard	  
traits,	  such	  as	  chemicals	  known	  or	  presumed	  to	  cause	  cancer,	  or	  developmental	  or	  reproductive	  
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harm	  (CMR),	  and	  most	  severe	  environmental	  concerns,	  chemicals	  that	  are	  persistent,	  
bioaccumulative	  and	  toxic	  (PBT),	  would	  be	  consensus	  criteria.	  	  Such	  severe	  and	  chronic	  hazards,	  
where	  cause	  and	  effect	  are	  not	  easily	  identified,	  are	  clearly	  higher	  priority	  than	  acute	  hazards,	  
which	  are	  readily	  noted	  and	  for	  which	  there	  are	  numerous	  consumer	  protections	  and	  warnings.	  	  
Chemicals	  categorized	  as	  “known”	  or	  “presumed”	  (Category	  1)	  hazards	  should	  be	  prioritized	  
higher	  than	  those	  categorized	  as	  “suspected”.	  	  Chemicals	  with	  multiple	  severe	  hazards	  should	  
be	  prioritized	  higher	  than	  those	  with	  single	  hazards.	  	  
	  
To	  make	  the	  Green	  Chemistry	  Initiative	  workable,	  the	  process	  should	  target	  25	  to	  50	  high	  
priority	  chemicals	  for	  first	  cycle,	  using	  the	  criteria	  discussed	  above.	  	  If	  only	  half	  of	  those	  
selections	  come	  to	  successful	  resolution,	  California	  will	  be	  able	  to	  claim	  much	  more	  success	  than	  
anywhere	  else	  on	  the	  globe.	  	  The	  process	  for	  identification	  of	  candidate	  chemicals	  of	  concern	  
should	  be	  a	  dynamic,	  on-‐going	  and	  iterative	  process,	  with	  the	  most	  severe	  hazards	  being	  
considered	  first	  and	  additional	  hazards	  considered	  in	  the	  future	  based	  on	  the	  success	  of	  the	  
initial	  program.	  
	  
Duplication.	  	  The	  Straw	  proposal	  would	  initiate	  duplication	  of	  regulation	  on	  many	  chemicals	  and	  
products.	  	  This	  is	  prohibited	  under	  the	  statute,	  Section	  25257.1(c),	  restricting	  DTSC	  from	  
adopting	  regulations	  under	  the	  GCI	  that	  duplicate	  or	  conflict	  with	  existing	  or	  pending	  
regulations	  of	  other	  Agencies	  that	  are	  consistent	  with	  the	  purposes	  of	  the	  GCI.	  	  	  There	  are	  
several	  areas	  of	  duplication	  on	  which	  the	  state	  should	  not	  waste	  its	  limited	  resources	  and	  open	  
itself	  up	  to	  legal	  challenges.	  	  Two	  examples:	  

• Food-‐contact	  materials	  are	  fully	  regulated	  by	  the	  U.S.	  Food	  and	  Drug	  Administration	  
(FDA).	  	  Food	  packaging	  and	  other	  food	  contact	  materials	  are	  important	  to	  ensure	  the	  
safety	  and	  quality	  of	  food.	  	  Modern	  packaging	  is	  designed	  to	  be	  inert	  and	  not	  transfer	  its	  
components	  or	  have	  an	  effect	  on	  food.	  	  It	  is	  also	  carefully	  designed	  to	  preserve	  the	  
quality	  of	  the	  food,	  prevent	  nutrient	  and	  flavor	  scalping,	  and	  extend	  the	  shelf	  life	  of	  
products,	  preventing	  food	  waste.	  	  FDA,	  under	  federal	  law,	  has	  established	  a	  
comprehensive	  regulatory	  scheme	  to	  ensure	  the	  safety	  of	  food-‐contact	  materials,	  which	  
provides	  a	  large	  margin	  of	  safety.	  	  This	  regulatory	  scheme	  is	  consistent	  with	  the	  goals	  
and	  purposes	  of	  the	  GCI	  and	  must	  be	  dropped	  from	  the	  regulatory	  proposal.	  	  	  

• Hundreds	  of	  chemicals	  among	  the	  10,000	  that	  would	  ultimately	  be	  banned	  are	  safely	  
used	  in	  the	  manufacturing	  of	  products	  that	  are	  exempted	  from	  the	  regulation	  including	  
pharmaceuticals,	  medical	  devices,	  and	  food.	  	  Despite	  the	  exemption	  of	  these	  products,	  
the	  bans	  would	  result	  in	  operations,	  manufacturing	  the	  products	  in	  California,	  having	  to	  
move	  to	  other	  states	  or	  offshore.	  

	  
UP	  FRONT	  EVALUATION	  AND	  WORKPLAN	  
The	  Straw	  proposes	  that	  a	  manufacturer,	  upon	  determining	  the	  existence	  of	  a	  chemical	  of	  
concern	  in	  a	  covered	  product,	  must	  move	  directly	  into	  a	  very	  burdensome	  Alternative/Lifecycle	  
Analysis	  and	  Supply	  Chain	  Communication	  process.	  	  The	  presumption	  is	  that	  the	  product	  is	  not	  
safe	  for	  humans	  or	  the	  environment	  and	  must	  be	  changed	  or	  ultimately	  banned.	  	  A	  workable	  
process	  should	  include	  an	  upfront	  evaluation	  step	  that	  looks	  at	  the	  likelihood	  of	  harm	  from	  
chemicals	  of	  concern	  used	  as	  ingredients	  in	  consumer	  products.	  	  Europe’s	  REACH	  has	  an	  
evaluation	  step,	  why	  not	  California	  Green	  Chemistry?	  	  Such	  a	  step	  would	  screen	  out	  low	  
concerns	  and	  focus	  on	  real	  threats	  to	  health	  and	  the	  environment.	  	  	  
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AUTHORITY/COMMUNICATION/TRANSPARENCY/STAKEHOLDER	  INVOLVEMENT	  
The	  Straw	  proposes	  that	  a	  significant	  and	  burdensome	  communication	  program	  be	  established	  
for	  manufacturers	  to	  communicate	  the	  entire	  evaluation	  and	  analysis	  to	  their	  “supply	  chain”—
literally	  tens	  of	  thousands	  of	  transportation,	  distribution,	  warehousing,	  retailing	  and	  other	  
entities	  that	  exist	  between	  manufacturers	  of	  products	  and	  consumers	  of	  products.	  	  This	  puts	  the	  
“supply	  chain”	  in	  the	  role	  of	  program	  oversight	  and	  enforcement,	  a	  role	  that	  it	  cannot	  fulfill.	  	  
Nor	  is	  it	  an	  appropriate	  assignment.	  	  DTSC	  must	  be	  the	  focus	  for	  information,	  decisions,	  
regulations	  and	  enforcement	  for	  this	  program.	  	  Manufacturers	  should	  communicate	  the	  results	  
of	  their	  Evaluations	  to	  DTSC	  together	  with	  Workplans	  outlining	  further	  work.	  	  There	  should	  be	  
an	  opportunity	  of	  public	  comment.	  	  This	  needs	  to	  include	  appropriate	  Confidential	  Business	  
Information	  (CBI)	  provisions	  to	  protect	  trade	  secrets	  as	  mandated	  in	  the	  statute.	  
	  
ALTERNATIVE	  ASSESSEMENT/LIFECYCLE	  ANALYSIS	  
The	  Straw	  proposes	  a	  very	  cumbersome	  and	  burdensome	  alternative	  assessment	  and	  lifecycle	  
analysis	  process.	  This	  massive	  analysis	  is	  required	  for	  any	  Chemical	  of	  Concern	  found	  in	  a	  
product	  beginning	  with	  identification	  of	  all	  “Functionally	  Equivalent	  Alternatives”	  including	  
complete	  redesign	  of	  product	  form.	  	  This	  will	  be	  overwhelming	  even	  for	  a	  single	  chemical	  of	  
concern	  in	  a	  single	  product	  and	  impossible	  with	  the	  scope	  of	  product	  categories	  and	  chemicals	  
that	  the	  Straw	  proposes	  to	  be	  covered.	  It	  is	  unrealistic	  to	  expect	  any	  single	  manufacturer	  to	  
have	  knowledge	  of	  all	  possible	  global	  alternatives.	  	  By	  placing	  this	  mandate,	  it	  effectively	  opens	  
any	  analysis	  to	  legal	  challenge	  by	  anyone	  who	  can	  find	  an	  “alternative”	  anywhere	  in	  the	  world	  
that	  was	  not	  included.	  	  	  
	  
Moreover,	  the	  manufacturer	  must	  subject	  the	  original	  product	  plus	  each	  alternative	  to	  a	  
comprehensive	  life	  cycle	  assessment	  spanning	  46	  separate	  considerations,	  each	  assessed	  
against	  multiple	  stages	  of	  the	  life	  cycle.	  	  The	  mandate	  reflected	  in	  this	  section	  is	  extraordinarily	  
burdensome	  and	  arguably	  goes	  beyond	  the	  capability	  of	  contemporary	  life	  cycle	  methods.	  Life	  
cycle	  analysis	  has	  advanced	  considerably	  in	  the	  past	  decade	  and	  is	  employed	  widely	  within	  
industry.	  	  It	  is	  best	  suited,	  however,	  for	  use	  in	  very	  controlled	  comparisons,	  where	  all	  the	  
variables	  are	  well	  understood.	  	  While	  the	  prescriptions	  of	  this	  section	  may	  be	  appropriate	  in	  
such	  limited,	  controlled	  assessments,	  the	  breadth	  of	  applicability	  here	  renders	  this	  mandate	  
overwhelming,	  even	  for	  large	  manufacturers.	  	  For	  small/medium	  enterprises	  this	  may	  well	  
impose	  impossible	  resource	  demands.	  	  
	  
The	  Straw	  also	  imposes	  a	  mandate	  to	  conduct	  another	  assessment	  within	  2	  years	  if	  no	  
alternatives	  are	  found,	  which	  is	  unreasonable.	  
	  
The	  alternatives	  assessment	  and	  related	  life	  cycle	  analysis	  mandates	  of	  the	  Straw	  Proposal	  
establishes	  an	  incredible	  burden	  of	  data	  production,	  analysis	  and	  reporting.	  	  By	  compelling	  
every	  manufacturer	  in	  vast	  product	  categories	  to	  undertake	  these	  burdensome	  analyses	  for	  
every	  single	  product	  in	  those	  categories,	  they	  not	  only	  impose	  an	  enormous	  economic	  burden,	  
but	  they	  also	  threaten	  to	  undermine	  the	  development	  and	  availability	  of	  new,	  improved	  
products	  that	  is	  the	  very	  aim	  of	  the	  Green	  Chemistry	  Initiative.	  
	  
For	  alternatives	  analysis,	  GMA	  believes	  that	  the	  product	  research	  and	  development	  paradigm	  is	  
an	  excellent	  analog.	  	  During	  R&D,	  improvement	  objectives	  are	  set,	  alternative	  approaches	  for	  
achieving	  the	  improvement	  are	  identified,	  and	  alternatives	  are	  evaluated	  considering	  a	  number	  
of	  factors.	  	  Successful	  alternatives	  must:	  
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• Provide	  an	  improved	  profile	  for	  health	  and	  environmental	  issues;	  
• Be	  technologically	  feasible	  and	  commercially	  available	  in	  sufficient	  quantity;	  
• Deliver	  the	  same	  or	  better	  value	  in	  cost	  and	  performance;	  
• Be	  accepted	  by	  the	  consumer;	  
• Account	  for	  economic	  and	  social	  considerations;	  and	  
• Have	  potential	  to	  result	  in	  lasting	  change,	  avoiding	  the	  potential	  for	  unintended	  

consequences.	  
	  
Alternative	  assessment	  and	  lifecycle	  analysis	  are	  not	  expertise	  areas	  for	  the	  department.	  This	  is	  
an	  area	  that	  should	  be	  the	  subject	  of	  further	  workshops,	  bringing	  in	  experts	  to	  share	  their	  
experiences,	  what	  does	  and	  does	  not	  work	  and	  what	  resources,	  scope	  and	  time	  are	  needed	  to	  
create	  a	  successful	  program.	  	  Several	  Green	  Ribbon	  Panel	  members	  suggested	  establishing	  a	  
“beta”	  test	  to	  try	  out	  a	  proposed	  program	  and	  to	  then	  build	  from	  that	  experience.	  	  Such	  an	  idea	  
makes	  eminent	  sense	  when	  establishing	  an	  entirely	  new	  regulatory	  paradigm.	  
	  
As	  discussed	  in	  the	  Evaluation/Workplan	  comments,	  Alternative	  Assessments	  should	  be	  
submitted	  to	  DTSC	  and	  be	  given	  the	  opportunity	  for	  stakeholder	  comment.	  This	  needs	  to	  include	  
appropriate	  CBI	  provisions	  to	  protect	  trade	  secrets	  as	  mandated	  in	  the	  statute.	  
	  
REALISTIC	  TIMELINES	  
The	  Straw	  proposes	  extremely	  stringent	  timelines	  for	  manufacturer	  action—2	  years	  for	  
Evaluation,	  Supply	  Chain	  Communication	  and	  Alternative/Lifecycle	  analysis.	  	  This	  timing	  would	  
be	  impossible	  even	  if	  a	  manufacturer	  were	  dealing	  with	  just	  one	  chemical	  of	  concern	  in	  one	  
product,	  no	  less	  hundreds	  or	  thousands.	  	  	  There	  were	  several	  examples	  cited	  at	  the	  Green	  
Ribbon	  Science	  Panel	  that	  indicated	  such	  evaluations	  and	  analyses	  could	  take	  well	  over	  3	  years.	  	  	  
Even	  when	  a	  suitable	  alternative	  is	  identified,	  implementation	  through	  Purchasing,	  Production	  
and	  Distribution	  into	  the	  market	  can	  be	  two	  to	  seven	  years	  depending	  on	  the	  product	  type,	  
material	  sourcing,	  and	  R&D	  cycle.	  	  DTSC	  needs	  to	  set	  up	  a	  system	  that	  is	  realistic,	  considering	  
these	  factors,	  and	  done	  in	  the	  context	  of	  the	  final	  regulations	  as	  they	  address	  the	  rest	  of	  the	  
issues	  described	  in	  these	  comments.	  	  	  
	  
RESPONSE	  ACTIONS	  	  
The	  Straw	  proposes	  to	  ban	  100%	  of	  identified	  chemicals	  of	  concern	  and	  all	  of	  products	  
containing	  them.	  	  This	  does	  not	  comply	  with	  the	  statutory	  direction	  that	  envisions	  nine	  (9)	  
different	  regulatory	  responses.	  	  While	  the	  ban	  on	  a	  particular	  use	  of	  a	  chemical	  of	  concern	  might	  
be	  appropriate	  in	  some	  cases,	  it	  was	  clearly	  not	  the	  legislative	  intent	  to	  automatically	  ban	  all	  
uses,	  nor	  the	  intent	  to	  automatically	  ban	  the	  chemical	  itself.	  	  As	  indicated	  in	  the	  statute,	  a	  range	  
of	  actions,	  including	  no	  action,	  are	  more	  appropriate	  in	  most	  cases.	  	  GCI	  regulations	  must	  better	  
calibrate	  response	  actions	  with	  the	  level	  and	  likelihood	  of	  harm	  in	  a	  particular	  chemical	  use.	  	  In	  
addition,	  regulatory	  responses	  should	  be	  directed	  by	  DTSC	  decision,	  with	  the	  opportunity	  for	  
public	  comment	  and	  due	  process.	  	  	  
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POPULATING	  THE	  TOXICS	  INFORMATION	  CLEARING	  HOUSE	  
OEHHA	  and	  DTSC	  had	  initially	  indicated	  that	  the	  Clearinghouse	  would	  be	  populated	  by	  linking	  to	  
and	  incorporating	  existing	  information—from	  the	  US,	  Canada,	  Europe	  and	  the	  Organisation	  for	  
Economic	  and	  Cooperative	  Development	  (OECD),	  as	  directed	  in	  the	  statute	  to	  “facilitate	  the	  
development	  of	  regional,	  national,	  and	  international	  data	  sharing	  arrangements	  to	  be	  included	  
in	  the	  clearinghouse.”	  	  Earlier	  in	  the	  year,	  DTSC	  indicated	  that	  it	  was	  pursuing	  Memoranda	  of	  
Understanding	  with	  governments	  to	  be	  able	  to	  accomplish	  the	  objective.	  	  We	  continue	  to	  
believe	  that	  this	  is	  the	  soundest	  strategy.	  	  U.S.	  EPA	  has	  available	  data	  on	  thousands	  of	  
chemicals.	  	  In	  Canada,	  the	  Health	  and	  Environment	  agencies	  developed	  data	  to	  screen	  the	  
23,000	  chemicals	  in	  active	  inventory.	  	  In	  Europe,	  over	  90%	  of	  the	  2006	  US	  IUR	  chemicals	  have	  
been	  pre-‐registered	  in	  REACH	  and	  the	  vast	  majority	  of	  those	  are	  scheduled	  for	  submission	  by	  
November	  30,	  2010.	  	  By	  following	  the	  original	  strategy,	  more	  useful	  and	  usable	  information	  can	  
be	  made	  available	  to	  Californians	  much	  more	  quickly,	  with	  considerably	  less	  burden	  than	  the	  
approach	  suggested	  in	  the	  Straw.	  
	  
	  
	  
	  



Food Packaging Coalition 
1667 K Street NW Suite 1000 
Washington, DC 20006-1620 

                                                                        (202) 974-5200 

 

November 6, 2009  
 
Maziar Movassaghi 
Acting Director 
Department of Toxic Substances Control 
California Environmental Protection Agency 
1101 I Street, 25th Floor 
Sacramento, CA  95814 
 
Re:  Draft Straw Proposal for Safer Alternatives Regulation – Food Packaging Materials                                                             
         
Dear Director Movassaghi: 
 
On behalf of the Food Packaging Coalition, we appreciate your efforts and the ongoing, open 
stakeholder process that the Department of Toxic Substances Control (DTSC) has conducted 
relative to the development of the Green Chemistry Initiative (GCI) and in particular the straw 
proposal for conforming regulations for legislative companion bills AB 1879 (Feuer) and SB 509 
(Simitian), which were signed into law by Governor Schwarzenegger on September 29, 2008.  
 
The purpose of our letter is to provide comments, which are attached, on the scope of DTSC’s 
straw proposal and, specifically, on the inclusion of food packaging and other food-contact 
materials as referenced in the scope of consumer products.  The Food Packaging Coalition is a 
group of trade associations representing food and beverage manufacturers, food and beverage 
packaging manufacturers, and their associated supply chains.  Our members have a critical 
interest in the availability of safe and effective materials for manufacturing, packaging, 
distributing and serving food products.  
 
It is our position that, as food packaging materials are currently and fully regulated by the U.S. 
Food and Drug Administration (FDA), further regulation of these materials in the straw proposal 
would be duplicative and conflict with the federal regulatory scheme that presently exists to 
ensure the human and environmental health and safety of these materials.  Additionally, 
language found in SB 509 speaks to the issue of duplication or conflicting regulations for 
product categories already regulated.   
 
Food packaging and other food contact materials are essential to ensure the safety and quality of 
food.  Modern packaging is designed to be inert and not transfer its components or have an effect 
on food.  It is also carefully designed to preserve the quality of the food, prevent nutrient and 
flavor scalping, and extend the shelf life of products, preventing food waste.  FDA’s regulatory 
scheme is consistent with the goals and purposes of the GCI.  
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Food Packaging Coalition 
November 5, 2009 
Page 2 
 
The inclusion of food-contact materials within the scope of California's GCI will not further the 
goals of the green chemistry statutes and may actually impede our industry’s development of  
new food packaging materials that can improve the safety and environmental profile of these 
materials, as well as the safety, quality, and availability of the food supply while reducing food 
waste due to spoilage. 
 
We thank you for your efforts and consideration of our views and look forward to further 
dialogue and collaboration as this process moves forward.  If we can provide you with additional 
information or clarification, please contact Caroline Silveira at (916) 447-9425 or 
csilveira@gmaonline.org. 
 
Sincerely, 
 
Members of The Food Packaging Coalition: 
 
American Forest and Paper Association Grocery Manufacturers Association 
Can Manufacturers Institute               North American Metal Packaging Alliance, Inc. 
Flexible Packaging Association                      Society of the Plastics Industry, Inc. 
Foodservice Packaging Institute 
 
Attachment 
 

cc: Linda Adams, Secretary of CalEPA 
Cindy Tuck, Undersecretary, CalEPA 
Patty Zwarts, Deputy Secretary, CalEPA 
Victoria Bradshaw, Cabinet Secretary, Office of the Governor 
John Moffatt, Deputy Legislative Secretary, Office of the Governor 
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May 27, 2010    
 
 
Maziar Movassaghi 
Acting Director 
Department of Toxic Substances Control 
California Environmental Protection Agency 
1101 I Street, 25th Floor 
Sacramento, CA 95814 
 
Re:  Safer Alternatives Regulation 
 
Dear Director Movassaghi: 
 
 
On behalf of the Green Chemistry Alliance (GCA), we respectfully submit 
the following comments relative to the development of the Safer 
Alternatives regulation, a draft of which is expected to be released in the 
coming weeks.  The regulations, if crafted appropriately, will enable the 
Department of Toxic Substances Control (DTSC) to fully and successfully 
implement AB 1879 ( Feuer, 2008) and SB 509 (Simitian, 2008), which will 
in turn enhance public health and environmental protection, promote 
innovation while still respecting confidential business information and 
intellectual property, and further the principles of sustainable development. 
 
While the GCA and its members appreciate the complicated nature of 
drafting the Safer Alternatives Regulation, we remain concerned regarding 
certain important principles and issues in the regulatory outline.  Although 
the impending draft regulation will be just that – a draft – the details are 
critical and could have sweeping ramifications on virtually all industry 
sectors which manufacture or sell consumer products in the state.   
 
We are hopeful that the draft regulation will be a forward-looking approach 
to identify, prioritize, evaluate; and as appropriate, regulate the highest 
priority uses of chemicals of concern in priority products; promote truly 
safer alternatives on the basis of technically sound comparative multi-
media life-cycle evaluation; consist of a comprehensive set of regulatory 
concepts that fully satisfy the substance and intent of legislation; allow for 
timely implementation in an orderly and economically responsible manner; 
and provide clarity regarding compliance, and enforcement. 
 
The GCA has its roots in a group of business trade associations and 
companies that have long advocated for a science-based framework for 
chemicals management.  As you know, a driving force behind the enacting 
legislation was a broad-based desire for state regulators, rather than the 
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legislators, to exercise their expert scientific and engineering judgment and experience 
when determining appropriate regulatory actions affecting chemicals of concern in 
consumer products.   

In the wake of this groundbreaking legislation, the GCA was formalized for the purpose 
of constructively informing the implementation effort such that the promulgated 
regulations remain true to the objective and scientific ideals of the authorizing 
legislation.  

 
In a proactive fashion and in response to the Department of Toxic Substances Control 
(DTSC) requests for comments, GCA members have invested countless hours over the 
last year and a half developing regulatory text and comments for implementing the 
regulation.  This work has been the result of a focused and proactive effort by a broad 
array of individuals from coast to coast with science, engineering, toxicology, R&D, 
manufacturing, regulatory and legal backgrounds and possessing significant expertise 
in state, national and international chemical management policy.   
 
The task of chemicals management is a long-term endeavor driven by ever-changing 
developments in science.  Regardless of the resources directed toward development of 
data, there will always be more questions to ask and more data to gather – it is after all 
the nature the scientific process.  The issue is not whether there is a data gap, but 
rather what are the critical “data needs,” and how can the state manage its finite 
resources to best identify and prioritize the uses of the chemicals of greatest concern in 
high priority consumer products? In the current and foreseeable economic climate, 
California must adopt balanced regulations that focus on the highest risk exposures to 
substances in consumer products sold or used in the state.    
 
GCA and its members appreciate the work DTSC and other interested stakeholders 
have put into the process thus far.  GCA is committed to continuing to work with all 
parties to finalize reasonable and effective regulations that reflect the intent and specific 
requirements of AB 1879 and SB 509 and, most importantly, provide for a program that 
will foster innovation rather than stifling it. 
 
Based upon DTSC’s earlier flowchart, detailed outline, presentations to the Green 
Ribbon Science Panel and our own discussions with the department, GCA respectfully 
submits the attached comments and positions regarding our expectations for the Safer 
Alternatives regulation package.   For further information or questions regarding the 
Green Chemistry Alliance, its members, or the attached comments - please contact 
either John Ulrich (916) 989-9692 or Dawn Koepke (916) 930-1993. Thank you! 
 
Sincerely, 
 
 
 
John R. Ulrich       Dawn Sanders Koepke  
Co-Chair        Co-Chair  
Chemical Industry Council of California    McHugh & Associates 
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Alliance of Automobile Manufacturers 
American Apparel & Footwear Association  
American Chemistry Council  
American Forest & Paper Association  
American Honda Motor Company, Inc.  
Amway  
Association of Home Appliance Manufacturers 
Association of International Automobile 
Manufacturers  
BASF  
The Boeing Company  
California Aerospace Technology Association  
California Chamber Commerce  
California Grocers Association  
California Healthcare Institute  
California League of Food Processors  
California Manufacturers & Technology Assoc  
California New Car Dealers Association 
California Paint Council  
California Restaurant Association  
California Retailers Association  
Can Manufacturers Institute  
Chemical Industry Council of California  
Chevron  
Chrysler 
Citizens for Fire Safety Institute  
Consumer Healthcare Products Association 
Consumer Specialty Products Association  
Dart Container Corporation  
Defoamer Industry Trade Association  
Del Monte  
Dow Chemical Company  
DuPont  
Ecolab  
Ellis Paint 
ExxonMobil 
 

 
 
 
 
Fashion Accessories Shippers Assoc  
Florida Chemical Company, Inc. 
Fragrance Materials Association 
Goodrich Corporation 
Grocery Manufacturers Association  
Honeywell 
Hyundai-Kia America  
Independent Lubricant Manufacturers 
Association 
Industrial Environmental Association  
Information Technology Industry Council  
International Sleep Products Association 
Johnson & Johnson  
Kern Oil & Refining Company  
Koch Industries 
Metal Finishing Associations of Northern 
& Southern California  
National Aerosol Association  
National Paint & Coatings Association  
Northrop Grumman  
OPI Products Inc. 
Personal Care Products Council  
Phoenix Brands  
Plumbing Manufacturers Institute  
Procter & Gamble  
Reckitt Benckiser  
Soap & Detergent Association  
Solar Turbines  
TechAmerica  
Toy Industry Association  
Travel Goods Association  
United Technologies  
Western Growers  
Western Plant Health Association  
Western States Petroleum Association  
Western Wood Preservers Institute 
 

# # #

Green Chemistry Alliance Signatories 

 

_____ 
 
CC:  The Honorable Linda Adams, Secretary, CalEPA  

Cindy Tuck, Undersecretary, CalEPA  
Patty Zwarts, Deputy Secretary, CalEPA  
John Moffatt, Legislative Affairs, Office of the Governor  
Scott Reid, Cabinet Secretary, Office of the Governor  
The Honorable Joe Simitian, California State Senate  
The Honorable Mike Feuer, California State Assembly 
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Scope & Prioritization of Chemicals and Products 
 

The mandate of AB 1879 is to identify those chemicals present in consumer products 
which pose a threat to human health and the environment and thus warrant additional 
regulation. The Legislature concluded that a meaningful prioritization was necessary to 
achieve this objective to "address the worst first". The Legislature also sought to avoid 
duplicative regulation in light of limited state resources.  
 
The first step of the regulation implementing AB 1879 and SB 509 must be to identify 
and prioritize chemicals of concern in consumer products.  Consistent with the statute, 
however, GCA is firm in its belief that the prioritization and evaluation process be based 
on exposure as well as hazard, and that it avoid duplication and conflicting regulatory 
requirements. 
 
GCA anticipates the DTSC is intent on crafting a manageable process beginning with 
chemicals which exhibit the greatest hazards.  In this regard, GCA expects DTSC will 
begin with substances known or presumed to cause cancer or developmental or 
reproductive harm (CMR) as provided for under Proposition 65; and substances known 
to be persistent, bioaccumulative and toxic (PBT) in the environment as designated by 
US EPA.  These chemicals would be identified as “chemicals for consideration,” subject 
to further review and study based on the severity of the risks associated with the 
chemical.  At this stage DTSC would be able to request information regarding such 
chemicals and make its determination relative to elevating some of these chemicals to 
the category of “chemicals of concern.” In making its determination, DTSC will evaluate 
the potential exposure to the chemical, its volume in commerce within California, its 
potential effects on sensitive subpopulations, and its potential for adverse impacts on 
the environment.  GCA supports this two step approach, i.e., “chemicals of 
consideration” and “chemicals of concern.” 
 
To foster transparency and encourage public input, GCA supports public comment and 
appeal opportunities relative to a chemical under consideration as a chemical of 
concern prior to being officially listed as such. 
 
Upon identifying chemicals as chemicals of concern, the department may immediately 
begin to evaluate consumer products containing these chemicals, taking into 
consideration data from various authoritative bodies and industry trade associations or 
consortia.  The consumer products containing a chemical(s) of concern would be 
assessed for the concentration of the chemical of concern in the consumer product; 
reasonable and foreseeable exposure potential to the chemical of concern from the 
product; the volume of the product for sale in California; the use of the consumer 
product by sensitive subpopulations; design features and instructions for use and 
disposal of the consumer product; and environmental impacts from releases and 
exposures of the chemical of concern in the consumer product. GCA once again 
emphasizes the fundamental importance of a process to select priority products to 
undergo the alternatives assessment.  The prioritization process should focus on 
evaluations of consumer exposure, especially for products targeted toward sensitive 
populations rather than solely on the properties of the individual chemicals in the 
consumer product, since exposure and risk vary depending on the product, and on how 
and by whom that product is used. 
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GCA is adamant that exposure is an upfront consideration in the prioritization 
process.  AB 1879 specifically directs that the prioritization process include “The 
potential for exposure to the chemical in a consumer product.”  If there is no 
“reasonable and foreseeable” exposure pathway, an exemption should be provided in a 
manner consistent with provisions under Proposition 65 
 
Additionally, the statute under SB 509 unequivocally states that DTSC is not permitted 
to “supersede the regulatory authority of any other department or agency” nor may it 
“duplicate or adopt conflicting regulations for product categories already regulated or 
subject to pending regulation.” It is essential that any applicability of the Safer 
Alternatives regulation abide by this mandate so as to not conflict with, impede or 
frustrate other regulatory schemes or systems by which products are currently identified 
and reviewed.   
 
GCA has consistently advocated that the regulations should only apply to intentionally 
added ingredients that serve a functional purpose at or above 0.1%, consistent with 
other state, federal and international systems by which manufacturers are currently 
regulated.  Unintentional constituents cannot be included if this is to become a feasible 
program focused on important safety concerns.   Failure to recognize this will result in 
excessive and needless testing and wasted resources.  Furthermore, requiring 
manufacturers to evaluate and find alternatives to chemicals that may have an 
incidental presence in the consumer products will not result in the significant 
improvements that are anticipated by the Act. 
 
The European Classification, Labeling and Packaging (CLP) directive applies to both 
chemicals and product mixtures and includes a default 0.1% de minimis threshold for 
CMRs and PBTs.  One refinement GCA recommends is that for some chemicals on a 
case-by-case basis, a lower or higher concentration may be identified by authorities 
based on a risk assessment, not unlike the approach to develop Proposition 65 
chemical specific exposure thresholds in no significant risk levels (NSRL).  If a chemical 
of concern in a product meets both criteria (intentionally added and at or above 0.1%), a 
company would be required to conduct an exposure evaluation and develop a work plan 
(presuming no disqualification because of duplicative or conflicting regulation).   If the 
above criteria are not satisfied, then the product would be in compliance and nothing 
more would be required.  However, if DTSC fails to implement a science-based 
approach to screening out products with low likelihood of harm, the program will surely 
collapse under its own weight. 
 
GCA again supports and urges the inclusion of an opportunity for public comment and 
appeal relative to the uses of the chemicals of concern in consumer products being 
considered and listed as higher priorities.  
 
 
Chemical Data Issues / Resources 
 

There has been much discussion among stakeholders regarding the need for DTSC to 
require manufacturers and others to fill a perceived “data gap” of chemical health and 
safety information.  Some have even alleged that little is known about chemicals in 
commerce yet such broad, sweeping claims about the lack of publicly available 
information on chemicals are inaccurate. 
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GCA urges DTSC to ensure that the Safer Alternatives regulations anticipate and fully 
leverage the wealth of quality information on chemicals in commerce from government 
agencies and inter-governmental bodies around the world as AB 1879 specifically 
requires.  These resources capture information including, but not limited to, physical 
properties, human and environmental toxicology, and national and regional hazard 
classifications according to the Globally Harmonized System of Classification and 
Labeling of Chemicals (GHS). 
 
The claim that DTSC cannot proceed with prioritization under AB 1879 until it has 
complete and comprehensive information on every chemical in commerce is unrealistic, 
contradicts the spirit of the statute, and will lead to paralysis.  GCA offers the following: 
 

1. Such claims ignore the fact that numerous national and state chemical programs 
have prioritized tens of thousands of chemicals based on existing information 
and/or by creating opportunities for government and industry to share information 
and talk about safety in specific uses. 

 

2. There is more than enough information for DTSC to proceed with prioritization 
(especially on a subset of chemicals like CMRs and PBTs) and to identify 
targeted data needs that may emerge during that process. 

 

3. The tremendous amount of information available through REACH will provide a 
significant resource for DTSC beginning with over 4400 high production volume 
and high hazard chemicals to be submitted in November 2010. 

 

4 Any effort that forces DTSC to administer and manage a massive, unfocused 
data gathering exercise will detract from the implementation of AB 1879 and the 
Green Chemistry Initiative more broadly. 

 

5 DTSC should establish a process that allows industry to respond to specific data 
needs that emerge after prioritizing based on available data. 
 

DTSC must ensure that it fully appreciates the difference between a chemical “data gap” 
and a “data need.”  Data gaps are any pieces of information on a chemical that are 
unavailable.  The list of potential “data gaps” is arguably endless, thereby making “data 
gaps” an impractical basis for a conversation on prioritizing and characterizing chemicals 
in a priority consumer product.  On the other hand, the important subset of “data gaps” 
required to characterize potential risks associated with a chemical in a consumer product 
are referred to as “data needs”. “Data needs” are targeted and specific and are often 
linked to how a chemical is used and the associated potential exposures (i.e., a closed 
system intermediate versus a substance in a children's product). 
 
Sound scientific priority-setting and decision-making does not hinge upon a rigid check-
the-box approach that would result in enormous amounts of unnecessary animal testing 
and further burden public and private resources with the obligation to generate, review, 
and interpret data that are not needed.  GCA urges DTSC to ensure the regulations are 
crafted in a manner that utilizes both public and private resources efficiently and 
effectively. 
 
 
Alternative Assessment – BEST PRACTICES  
 

The Alternatives Assessment provisions of the regulation need to be considered in light 
of the mandate of AB 1879, which calls for a process for evaluating chemicals of 
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concern in consumer products and their potential alternatives, to determine how best to 
limit exposure or to reduce the level of hazard posed by a chemical of concern. AB 1879 
further mandates that the process must include an evaluation of the availability of 
potential alternatives and potential hazards posed by those alternatives, as well as an 
evaluation of critical exposure pathways.  AB 1879 also requires the evaluation to 
include life cycle assessment tools that take into consideration thirteen (13) economic 
and scientific parameters listed in the statute. 
  
When the concentration of a chemical of concern in a high priority consumer product 
exceeds the de minimis criteria, and is not otherwise excluded on the basis of pre-
existing regulatory requirements, an Alternatives Assessment (AA) must be conducted.  
GCA urges that the regulations provide the option for manufacturers to conduct the AA 
of the chemical in question.  GCA strongly supports the provisions in AB 1879 regarding 
protection for confidential business information and is alarmed by proposals that would 
otherwise erode those protections.  Much of the information required to conduct an AA 
would be considered proprietary, necessitating the evaluation to be done by the 
manufacturer in order to protect CBI and intellectual property. 
 
Under the AA the proposed alternative(s) would be evaluated based on four major 
components: 1) performance; 2) hazard screening; 3) life cycle assessment / thinking 
(LCA); and 4) economic impacts and feasibility.  To conduct an Alternative Assessment, 
the manufacturer must evaluate appropriate alternatives for their impact on a) product 
quality and performance; b) human health or the environment; c) acceptance as defined 
by consumer preference; and d) economic impacts.   
 
As described in publicly available information from the department, the hazard 
screening portion of the alternatives plan would have consumer product manufacturers 
report on at least 15 different toxicological elements. These requirements go well 
beyond any established regulatory program in existence and need to be modified or at 
the very least prioritized in a manner consistent with well-accepted and institutionalized 
principles of tiered toxicity testing. Some elements, such as “epigenetic effects,” 
“endocrine disruption” and “synergistic potential” are areas of current exploratory 
scientific research. It is not reasonable or appropriate to require manufacturers to report 
on these elements when the scientific community is not yet in agreement about proper 
methods or interpretive protocols. GCA recommends the department modify and clarify 
this list in order for the alternatives assessment process to reflect what is truly needed 
for robust comparative analyses and what is reasonable to expect from the regulated 
community. 
 
Over the course of the green chemistry discussion, the LCA component of the 
alternatives assessment has been described by DTSC as simple and inexpensive.  
However, it is widely recognized the LCAs can be costly and time-consuming. On the 
other hand, GCA is concerned that too “simple” may create subjective and inconsistent 
results within and among consumer product categories.  Consequently, GCA urges a 
realistic LCA program, which would evaluate the key LCA components that are most 
relevant to that particular use at a level of detail sufficient to allow both manufacturers 
and the department to make comparisons among potential alternatives.  Such an 
approach should include major relevant sustainability impact indicators that will allow for 
the use of reliable LCA database information and LCA methods, such as use of 
materials (including water), energy consumed, and end-of-life. This approach creates 
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efficiency in an otherwise onerous process and still provides both transparency and 
consistency of key life cycle considerations in the evaluation. 
 
GCA supports a regulation that provides for public engagement in identifying alternatives 
to a particular use of a chemical of concern in a consumer product; however, it would be 
incumbent upon the stakeholders suggesting alternatives to conduct the Alternatives 
Assessment based on guidance materials developed by the department.  Unless 
otherwise provided for in a mutually agreed upon work plan, in no case should a 
manufacturer of a consumer product be compelled by regulation to conduct an 
assessment of an alternative put forward by a member of the public or a competitor. 
 
 
Private Label / Responsible Entity 
 

GCA recommends that in lieu of a definition of manufacturer, DTSC refer to the FTC Fair 
Packaging and Labeling (FPLA) Act definition for Responsible Entity to provide uniformity 
of laws (CARB, CPSC, etc.).  Additionally, we recommend inclusion of permissive 
language stating that retailers and original manufacturers shall retain their rights to make 
contractual agreements regarding their respective responsibilities for conducting any 
Alternatives Assessment that may be required.  This will address concerns regarding 
who is responsible for conducting assessments, particularly for private label products. 
 
 
Manufacturer and Thrd Party Certification 
 

While GCA is not opposed to a third party certification process, we are insistent that it 
be an option for manufacturers – not a mandate.  Furthermore, the concept of certifying 
employees of manufacturers to conduct Alternatives Assessments is also of concern.  
Companies may need to certify more than one person due to different business groups 
and different product lines.  Also due to the breadth of an AA, it is probable that no 
single individual has the skills and knowledge to perform the AA.  Further, because the 
AA involves market acceptability and consumer preferences, a consultant may not have 
the necessary expertise to provide judgment on all critical aspects of the process.    
 
Requiring several people to be California certified will be an unnecessary added cost. 
From a company perspective, a state specific certification requirement will be time 
consuming, expensive and complex.   Furthermore, DTSC's obligation to certify 
companies and third parties to a yet to be determined standard will be time consuming, 
expensive and complex.  Currently, no standard certification exists for alternatives 
assessments.  For DTSC to develop and mandate its own state-specific certification 
standard will only serve to increase the overall costs of compliance without corollary 
benefit – i.e., identifying safer alternatives for chemicals of concern in priority products.   
 
Other programs in California requiring third party certification for manufacturers have 
suffered from delays, expensive training/certification, and complexity.  In the no-lead 
plumbing act and the composite wood requirements, manufacturers have been 
confused with the standard that must be met, found delays in getting products certified 
due to a lack of testing facilities, and were faced with expensive testing fees.  
Additionally, the lack of certification of the third party testing labs in other countries 
under the Air Resources Board (ARB) program hindered the ability of some 
manufacturers to keep products on the market.   
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As an alternative to a training and certification program, we recommend that DTSC 
require manufacturers or third parties conducting AA’s to acknowledge that they have 
done the assessment in accordance with DTSC’s AA Guidance.  We believe this 
approach will provide DTSC and the public with a level of assurance regarding the 
process and procedures that each manufacturer is requested to follow should they 
decide to undertake the Alternatives Assessment in-house rather than use a third 
party.   Preparing guidance rather than a full training program will lessen the economic 
impact and burdens on DTSC, manufacturers, and consumers.  It will also require less 
time for DTSC to develop guidance than to develop a comprehensive training program.  
Guidance will also allow manufacturers to begin work rather than wait for one or more 
people within a company or a third party to complete the training. 
 
 
Regulatory Response Actions & Enforcement 
 

The regulatory enforcement provisions contained within the regulation should address 
those provided for under AB 1879 and provide for industry safeguards including a 
transition period, and a prohibition against chemical bans other than in the limited case of 
the use of a chemical of concern in a particular consumer product when risk is deemed 
otherwise unmanageable. Imposition of the most severe regulatory response actions 
should be accompanied by department findings for such action promulgated after notice 
and comment.  GCA is concerned that without formal department action associated with 
the most severe of the regulatory responses, a level playing field will not emerge. 
 
Additionally, the regulations need to provide flexibility in regulatory actions.   
Manufacturers need to have the ability to determine the most effective methods for 
customer notification, end-of-life management and other regulatory actions that may be 
necessary based on the outcomes of the analyses. 
 
 
Certificates of Compliance 
 

GCA is strongly opposed to certificates of compliance for all priority products whether in 
compliance or exempt from regulation.  As an alternative, GCA recommends the 
development of a website, hosted by DTSC, which would list non-compliant products, 
and manufacturer of products that must have listserv capability. This allows the retailer 
to check the website and do so within a required timeframe (i.e., quarterly); at which 
point, the retailer shall have a reasonable cure / grace period (90 days) to remove a 
non-compliant product from sale. 
 
 
Cost Implications for California  
 

GCA notes that the estimated cost of the European Union (EU) REACH program is 
substantial.   While the cost effectiveness of the program in terms of its actual impacts 
on health and environment is the subject of considerable debate, no one questions the 
fact that this enormous program will yield a tremendous amount of information and data. 
 
GCA strongly recommends that the draft regulations be tailored to ensure that 
manufacturer compliance with this program does not lead to excessively burdensome 
economic impacts which might unintentionally result in perverse incentives for jobs to 
leave the state and for citizens to be deprived of safe and beneficial products that are 
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legally marketed throughout the rest of the US.  It is ultimately DTSC’s responsibility, as 
focal point for much of the activity surrounding the implementation of the proposed 
regulation to strike the proper balance between the scope of the program and the 
resources available for them in order to achieve success.  A program that takes on 
more than it can achieve is unsustainable and will produce little to advance public health 
and environmental protection.  GCA has and continues to support a balanced and 
scientifically based process for the discovery and advancement of safer alternatives.  
 
 
Confidential Business Information Must Be Protected 
 
GCA supports the Confidential Business Information (CBI) process set forth in AB 1879.  
No information needed by DTSC to conduct its regulatory role will be withheld; but once 
submitted - allowing manufacturers to identify information and intellectual property 
requiring protection is a reasonable approach and is consistent with numerous other 
regulatory programs.    
 
Information contemplated by the flowchart and outline suggest that several type\s of 
sensitive information will be requested, such as market data, locations of facilities, 
alternatives under investigation, and process changes.  GCA recommends that the work 
plan public summary report be limited to the following information: 
 

1.  Manufacturer's name; 
 

2. NAICS Code identifying the general product category rather than the specific 
product; 

 

3. Name of the chemical of concern that triggered the need for a work plan; 
 

4. High level summary of the expertise of the manufacturer's employees conducting 
and involved in the alternatives assessment to the extent applicable; 

 

5.   Number of alternatives/approaches under review; and  
 

6. Additional information voluntarily provided. 
 

These recommendations for the work plan summary are based on general CBI 
principles.   GCA further recommends that DTSC incorporate the following principles 
related to CBI:  1) Information requested by DTSC that has already been determined by 
another agency to be CBI must also be protected under the Safer Alternatives 
regulatory regime; 2) Protection from disclosure will be afforded to information that may 
lead to reverse engineering of products or processes.; and 3) Intellectual property is not 
compromised and competitive harm is not caused.   
 
The ability to protect certain information from competitors is essential to defending the 
competitive position of companies in the marketplace.  Protection of intellectual property 
(IP) is real and should not be judged as being hypothetical.  Protection of IP is essential 
to every company’s ability to remain competitive and sustainable.  
_____ 
 
 
 
 

GCA respectfully requests that DTSC take all of the proceeding concerns 
seriously; and that it ensure strong CBI provisions are in-place to protect 
industry’s continued ability to develop and market safe and innovative products. 

 
# # #  
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Commenter: 79  (Appendix N) 
 
 
 
 
July 19, 2010 
 
Maziar Movassaghi 
Acting Director 
Department of Toxic Substances Control 
California Environmental Protection Agency 
1101 I Street, 25th Floor 
Sacramento, CA  95814 
 

 
Re:  Comments on Draft Regulations for Safer Consumer Product Alternatives 

Dear Acting Director Movassaghi: 
 
The Grocery Manufacturers Association (GMA) represents the world’s leading food, 
beverage and consumer products companies.  The association promotes sound public 
policy, champions initiatives that increase productivity and growth and helps to protect 
the safety and security of consumer packaged goods through scientific excellence.  The 
GMA Board of Directors is comprised of chief executive officers from the Association’s 
member companies.  The $2.1 trillion consumer packaged goods industry employs 14 
million workers and contributes over $1 trillion in added value to the nation’s economy.   
 
GMA has appreciated the opportunity to participate in California’s Green Chemistry 
Initiative, and submits this letter in response to DTSC’s June 23, 2010 Draft Regulations 
for Safer Consumer Product Alternatives.  We commend DTSC staff for the extensive 
efforts that have gone into developing this proposed regulation, and in responding to 
input from earlier Straw Proposals.   
 
However, the Draft Regulations do not achieve the objective of the statutes to create a 
deliberate and focused program to drive real health and environmental improvements.  
Instead, they would create an overly bureaucratic program that will require a huge staff 
at DTSC; will further increase the high cost of doing business in California; will promote 
needless substitutions that could have unintended negative consequences for public 
health and the environment; and will have questionable value in improving the safety of 
consumer products.    
 
GMA supports California’s Green Chemistry Initiative (GCI) and supported the passage 
of AB1879 and SB509 as key elements in establishing authority to identify, assess, and 
manage high priority chemicals and to establish a portal for chemical safety information.   
 
Properly implemented, the regulations should create an integrated, timely, transparent, 
stepwise and risk-based process, focused on high priority chemicals of concern, in which 
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the state can: 1) identify the high priority chemicals; 2) identify those products 
containing high priority chemicals that may pose a safety concern considering product 
use and exposure; 3) identify whether there are suitable alternatives; 4) make final 
determinations on regulatory risk management choices as identified in AB 1879; and, 5) 
establish a useful portal for chemical safety information.   
 
GMA is a member of the Green Chemistry Alliance (GCA) and supports the Alliance’s 
detailed input on the Draft Regulations. In addition, GMA is a member of the Food 
Packaging Coalition and supports the Coalition’s past comments on excluding food 
contact substances from the regulations.  GMA also offers the following overall 
comments.  
 
GMA commends the Department for several key aspects of the Draft Regulations.  The 
initial focus on carcinogens, mutagens, reproductive toxicants and persistent 
bioaccumulative and toxic substances together with the two step process in identifying 
chemicals under consideration then chemicals of concern followed by products under 
consideration then priority products helps to ensure efforts will be placed on the most 
important concerns.  Setting a de minimis concentration at 0.1% harmonizes with other 
regulatory systems in the US and globally.  The inclusion of a Workplan at the outset of 
alternatives analysis and the elimination of the Certificate of Compliance will work to 
support an efficient program.  
 
Nevertheless, GMA has many substantial concerns with the Draft Regulations, most 
importantly including the following. 
 
• Science-based decision standard.  The regulations are marked by the absence of a 
clear, science-based standard to support priority decisions.  The regulations target 
situations that "pose threats to public health and the environment" or that cause 
"adverse impacts to public health and the environment”.  GMA supported 
AB1879/SB509 as a means to place decisions about product safety in the hands of DTSC 
scientists.  We do not believe that the current language provides workable standards for 
making such decisions in a scientifically credible and defensible manner.  
• Regulatory duplication.  The regulatory duplication language in the regulations is far 
narrower than what is provided for in statute.  If a product category is regulated by a 
federal or state agency for the same public health or environmental risk as the concern 
that is being addressed under DTSC’s proposal, the product category should be 
automatically exempted from regulation.  The state should not waste its limited 
resources and open itself up to legal challenges on duplicative regulation.  For instance, 
targeting food contact products, would be duplicative and in direct conflict with existing 
FDA regulation.  Food packaging and other food contact materials are important to 
ensure the safety and quality of food.  FDA, under federal law, has established a 
comprehensive regulatory scheme to ensure the safety of food-contact materials, which 
provides a large margin of safety.  This regulatory scheme is consistent with the goals 
and purposes of the GCI. 
• De minimis.  While GMA supports DTSC inclusion of a provision for 0.1% to be the “de 
minimis” concentration unless the Department specifies a different level, statements 
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made at the July 7th workshop suggest that DTSC’s plan, in situations where they 
believe a lower level may be appropriate, would be to specify that limit be “0”.  This all-
or-nothing proposition is not scientifically supportable.  “0” is a technically impossible to 
measure regulatory standard that provides no additional benefit to public health and 
the environment.  In a situation where DTSC scientists believe 0.1% is not appropriate as 
a de minimis concentration, they should calculate an alternative threshold 
concentration—either higher or lower.  Experience in the European Classification and 
Labeling system (EC No. 1272/2008) is that for 85% of the over 3300 chemicals with 
classified hazards the de minimis is 0.1%; for the remaining 15% the EU has determined 
a different level—sometimes lower and sometimes higher.  A related issue is that the 
"0" is the de minimis limit for any nanomaterial chemicals of concern, presenting the 
same scientifically inappropriate problem.   
• Intentional ingredients.  Related to concerns on the de minimis provision is the lack of 
clarity that the regulation’s focus is intentional ingredients.  This absence presents huge 
and expensive administration and compliance difficulties for DTSC and for businesses in 
California that will result in little improvement for public health and the environment. 
GCA has proposed language to consider chemicals in products only for those 
intentionally added above the de minimis threshold. 
• Exposure Pathway.  The requirement that “there are no exposure pathways by which 
the chemical of concern contained in a priority product might pose a threat to public 
health or the environment” is radically overreaching.  It means that only under the most 
extreme and unlikely situation imaginable would the exemption apply.  DTSC should 
include the “reasonable and foreseeable use” concept in this provision, which is the 
approach used in federal and global consumer product safety regulations, i.e., “… there 
are no reasonable and foreseeable use and exposure pathways by which….” 
• Collapsed Prioritization Decisions.  The Draft regulations indicate a stepwise approach 
to identifying Chemicals Under Consideration and then Chemicals of Concern; similarly 
Products under Consideration then Priority Products that contain a chemical of concern.  
At the Workshop on July 7, DTSC indicated that they might “collapse” this process, 
publishing multiple lists at once.  GMA strongly disagrees with such an approach.  The 
step-wise approach has several benefits.  First it allows for public input of information to 
inform the Department’s decision on whether to move a chemical or product forward in 
the process.  Second, it provides a “signal” in the marketplace, enabling businesses to 
make choices about the chemicals that they produce, purchase, use and sell.  A 
collapsed process eliminates this signal and restricts the available time businesses need 
to make product changes. 
• Data quality.  It is critical that scientific information used in making decisions in the 
Green Chemistry program be of high quality--it must be reliable, relevant and adequate.  
"Peer reviewed studies", which the draft regulation currently focuses on, is not a 
sufficient criterion.  The Organization for Economic Cooperation and Development 
(OECD) has developed a globally accepted method for rating the quality and reliability of 
studies. This methodology is used in US and OECD HPV programs and in the REACH 
regulation for determining data quality and reliability.  It is published as Chapter 3 in the 
OECD's Manual for Investigation of HPV studies.   
http://www.oecd.org/document/7/0,2340,en_2649_34379_1947463_1_1_1_1,00.html 

http://www.oecd.org/document/7/0,2340,en_2649_34379_1947463_1_1_1_1,00.html�
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• Immediate Regulatory Jeopardy.  The draft regulation indicates that as soon as a 
Chemical is published in the "Under Consideration" list, then that chemical and any 
products using it are encompassed by the regulation, subject to Alternatives Analysis 
and other requirements of the regulations.  This is completely unjustified.  First, the 
point of the initial listing is to offer the opportunity for the public to provide information 
that will allow the Department to decide whether or not the chemical should move 
forward in the process.  Second is that it defeats the concept of using this process as a 
signal to the marketplace.  If a company removes a Chemical under Consideration from 
its product and does not replace it with a Chemical of Concern, there should be no 
further regulatory requirements. 
• Intermediates.  The focus of these statutes is on chemicals in products sold to 
consumers and the resultant exposures to consumers and the environment through 
their use and disposal.  Inclusion of intermediates as possible priority products, even as 
"lower priority" is inappropriate and unnecessary. 
• Chemical/Product Petition Process.  While GMA supports the inclusion of a petition 
process, we are concerned that the provisions not only fail to clearly provide for 
requests to remove chemicals/products from priority lists, but also that manufacturers 
of implicated chemicals/consumer products do not have any opportunity to provide 
necessary input on any chemical/product being petitioned prior to DTSC making a final 
“denied/approved” determination.  The process must work both ways and be fully 
open to public comment. 
• Alternative Assessment (AA) Workplan and Report.  GMA has a number of concerns 
with the AA Workplan and AA Report that are covered in detail in GCA comments.  In 
particular, the scope of the Workplan is overly expansive, requiring information upfront 
that is more appropriately addressed in the Report.  The Executive Summaries of the 
Workplan and Report include the publication of information that is Confidential, voiding 
the protection of Trade Secrets provided in the Statute.   
• Third Party Verification.  Third party verification is a costly, time delaying and 
unnecessary step, particularly where the Chemical of Concern is removed from the 
Priority Product and it is not replaced with another Chemical of Concern. 
• Joint and Several Liability.  The consumer products business comprises a linear 
“value-chain” that ends up with a final product that is offered for sale to consumers.  
Under the federal Fair Packaging and Labeling Act (FPLA) the “responsible company” for 
a product is printed on each product package (e.g. “manufactured by”, “distributed by”).  
Federal regulatory agencies as well as the California Air Resources Board use the FPLA 
responsible company as the focus for management of regulatory issues.  DTSC should 
follow this model. 
• Confidential Information/Trade secrets.  GMA supports the Confidential Business 
Information process set forth in AB1879 (Feuer, 2008).  However, we are concerned that 
the Draft Regulations go beyond the statute and result in numerous issues (described in 
detail in the Green Chemistry Alliance comments).  The net result is that the Regulation 
will not protect legitimate trade secrets.  In particular, the Draft AA Workplan and 
Report provisions include requirements for providing a complete listing of ingredients in 
a Priority Product.  There is no justification for including such information—the focus of 
the AA should be on the Chemical of Concern. 
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• Exemption Provisions.  These are overly and unnecessarily bureaucratic.  DTSC should 
not have to make a declarative judgment on each submission, but rather should 
establish exemption criteria that are readily verifiable.   
• End of Life Regulatory Response.  The draft regulation on end of life management as a 
regulatory response goes beyond the scope of statute and is overly burdensome in that 
it mandates take back programs.  Additional methodologies for addressing end-of-life 
concerns must be included.   
• Product Information to Consumers Regulatory Response.  This section requires 
product labeling or an informational insert in the packaging that informs the consumer 
that the product contains a COC for which an alternative was not substituted.  If a 
manufacturer clearly demonstrates to DTSC the safety of the product and that 
substitution of the COC is not required, such labeling gives the consumer no accurate, 
meaningful or useful information about health or environmental risk and should not be 
mandated.   
 
As can be seen from these comments and the detailed comments submitted by the 
GCA, the Grocery Manufacturers Association has significant concerns with the current 
proposal that we believe will make it unworkable, with the result that it will not have 
the intended result of improving public health and the environment for Californians. 
 
GMA member companies desire a credible, workable, and successful program that can 
achieve the Green Chemistry Initiative’s objectives.  We remain committed to assisting 
the Department in developing a credible and workable Green Chemistry program that 
will not only achieve the Green Chemistry Initiative’s objectives, but can also be a model 
for the U.S.  If you have any questions or comments, please feel free to contact us.  We 
look forward to our continued work together on this important public policy initiative. 
 
 
Sincerely,  
 

 
Caroline Silveira 
Director, State Affairs 
Grocery Manufacturers Association 
1350 I St NW, Suite 300, 
Washington, D.C., 
20005 
 
 
cc:  Linda Adams, California EPA  
      Jeff Wong, DTSC 
      Odette Madriago, DTSC 
      Rick Brausch, DTSC 



 

 

 
 
 
July 22, 2010 
 
Maziar Movassaghi 
Acting Director 
Department of Toxic Substances Control 
California Environmental Protection Agency 
1101 I Street, 25th Floor 
Sacramento, CA 95814 
 
Re:  Draft Safer Consumer Product Alternatives (June 23, 2010) 
 
Dear Director Movassaghi: 
 
On behalf of the Green Chemistry Alliance (GCA), we respectfully submit the following 
comments relative to the Safer Consumer Product Alternatives draft regulation of June 
23, 2010.  While GCA and its members appreciate the complexity of drafting the Safer 
Consumer Product Alternatives regulation, we are concerned that the latest draft has 
increased the number of significant issues yet to be resolved rather than decreased them. 
 
GCA continues to strongly advocate for science-based regulations which will fully and 
successfully implement AB 1879 (Feuer, 2008) and SB 509 (Simitian, 2008).  We reject 
recent criticism that the regulations under consideration do too little and take too long.  
The regulatory process proposed by California‟s Department of Toxic Substances Control 
(DTSC) for the management of chemicals in consumer products is the most aggressive in 
the world.  To suggest that these draft regulations propose to do too little and take too 
long is to ignore the aforementioned complexity of the task at hand.  Members of DTSC‟s 
Green Ribbon Science Panel cautioned DTSC against trying to do too much too soon, 
and with good reason.  GCA believes there are insufficient human, technical and 
monetary resources available within the public and private sectors to simultaneously 
conduct all the studies, evaluations, regulatory actions and prohibitions in the time frame 
some stakeholders have proposed.   
 
Moreover, GCA is concerned about expanding the scope of the regulations from 
everyday consumer products on store shelves to intermediate and bulk chemicals in the 
workplace; increasing public participation and oversight at every step; requiring costly and 
unnecessary third party certification; and disclosing legitimate confidential business 
information and trade secrets.  Such expansion will only serve to impede progress rather 
than stimulate it.    
   
The regulated community can only act as quickly as the regulators can put workable 
systems in place to perform their regulatory functions, e.g., the more complicated the 
regulation the slower the progress.  Calls for greater regulation beyond that which is 
already proposed will not stimulate product innovation and development of safer 
alternatives, economic growth, and green job creation in California.  More regulation may 
in fact have quite the opposite effect.  
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Given the current economic challenges to the state and business community, the Department must be realistic 
and pragmatic in assigning costly responsibilities that provide little or no benefit.  At a time when California 
needs desperately to kick-start its economy by creating jobs, these draft rules as proposed impose layer upon 
layer of additional cost on companies, impede innovation and technology transfer, and drive product 
development out of the state when California can least afford it.  This is not the scenario the Governor 
enunciated during the signing ceremony for AB 1879 and SB 508.  Further, and more fundamental, GCA 
believes a number of provisions in the draft regulation are outside the authority provided to the Department 
under the provisions of the subject legislation and other federal grants of regulatory authority.   
 
Specific to the scope of the draft regulations, GCA is concerned that they fail to adequately consider exposure 
and therefore fall short of a hazard and exposure based decision process.  Such an approach of not 
adequately considering and integrating hazard and exposure is contrary to GCA‟s position, and moves the 
Governor‟s Green Chemistry Initiative away from a risk-based process and closer to the application of 
scientifically unjustified precautionary measures. 

 
GCA also remains highly concerned that more work, particularly on detailed matters, is needed to craft an 
effective and workable regulation.  The regulated community needs clarity in design and consistency in 
implementation. Without question, these remaining issues are critical for virtually all industry sectors that 
manufacture or sell consumer products in the state.  Without further changes to the draft regulation, GCA is 
highly concerned that some manufacturers will flee the state and those who remain will be forced to pass the 
increased regulatory costs on to customers.  Among the major issues addressed in our comments are the 
following: 

 
 Absence of clear and workable science-based standards to support priority decisions - 

language such as, "pose threats" and "adverse impacts to public health and the 
environment” are not specific enough to be workable; 

 
 De minimis as an all or nothing proposition and the expansion of scope beyond intentionally 

added Ingredients; 
 

 Considerations of regulatory duplication must be more clearly addressed; 
 
 The exposure standard must be “reasonable and foreseeable exposure” in the applicability 

section; 
 
 The requirement of 3rd Party verification for every Alternatives Assessment  is wasteful, 

costly and unnecessary; 
 
 Legitimate trade secrets are not adequately protected; 

 
 Compression of the timeline for releasing Chemicals under Consideration and Chemicals of 

Concern, and Products under Consideration and Priority Products undermines the stepwise 
prioritization process; 

 
 Objections to the provision which upon being published as a Chemical of Concern the 

subject chemical and products containing said chemical are subject to regulation and 
Alternatives Assessment requirements; 

 
 Regulation of “intermediates” in addition to consumer products;  

 
 Definition and obligations of the responsible entity; and 
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 Numerous issues regarding development of an Alternatives Assessment Work plan, and the 
actual conduct of the Alternative Assessment. 

 
GCA and its members appreciate the work DTSC and other interested stakeholders have invested in this 
process.  And while GCA remains highly concerned about the direction of the draft regulation, we remain 
committed to working with DTSC and other stakeholders to finalize reasonable and effective regulations that 
reflect the intent and specific requirements of AB 1879 and SB 509. 
 
GCA respectfully submits the attached comments regarding the draft Safer Consumer Product Alternatives 
(June 23, 2010).   For further information or questions regarding the Green Chemistry Alliance, its members, 
or the attached comments please contact John Ulrich (916) 989-9692 or Dawn Koepke (916) 930-1993. 
Thank you! 
 
Sincerely, 
 
 
 
 
 
John Ulrich        Dawn Sanders Koepke  
Co-Chair        Co-Chair  
Chemical Industry Council of California    McHugh & Associates 

 
 

 
 
 
 
 
CC: The Honorable Linda Adams, Secretary, CalEPA  

Cindy Tuck, Undersecretary, CalEPA  
Patty Zwarts, Deputy Secretary, CalEPA  
John Moffatt, Legislative Affairs, Office of the Governor  
Scott Reid, Cabinet Secretary, Office of the Governor  
Jeff Wong, Chief Scientist, DTSC 
Odette Madriago, Chief Deputy, DTSC 
Hank Dempsey, Special Advisor, DTSC 

 
 
 
 

 
__________ 

 
The Green Chemistry Alliance (GCA) has its roots in a group of business trade associations and companies that lobbied effectively during the 
closing weeks, days and hours of the 2008 California legislative session in support of bi-partisan measures to create a new science based 
framework for chemicals management. The driving force behind the legislation was a broad based desire for state regulators, rather than the 
legislators, to exercise their expert scientific and engineering judgment and experience when determining appropriate regulatory actions affecting 
chemicals of concern in consumer products. In the wake of this groundbreaking legislation, the GCA was formalized for the purpose of 
constructively informing the implementation effort such that the promulgated regulations remain true to the objective and scientific ideals of the 
authorizing legislation.  
 
In a proactive fashion and in response to the Department of Toxic Substances Control (DTSC) requests for comments, GCA members have 
invested countless hours over the last year and a half developing regulatory text and comments for implementing the regulation.  This work has 
been the result of a focused and proactive effort by a broad array of individuals from coast to coast with science, engineering, toxicology, R&D, 
product stewardship, manufacturing and legal backgrounds and possessing significant expertise in state, national and international chemical 
management policy.  GCA has strongly advocated for crafting regulations to enable the DTSC to fully and successfully implement AB 1879 (Feuer, 
2008) and SB 509 (Simitian, 2008), which would in turn enhance public health and environmental protection, promote innovation  while still 
respecting confidential business information, and further the principles of sustainable development. 
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Green Chemistry Alliance 
Signatories 

 
 

 
Alliance of Automobile Manufacturers  
American Apparel & Footwear Association  
American Chemistry Council  
American Cleaning Institute 
American Forest & Paper Association  
Amway  
Association of Home Appliance Manufacturers  
Association of International Automobile Manufacturers  
BASF  
The Boeing Company  
California Aerospace Technology Association  
California Chamber Commerce  
California Grocers Association  
California Healthcare Institute  
California League of Food Processors  
California Manufacturers & Technology Assoc  
California New Car Dealers Association  
California Paint Council  
California Restaurant Association  
Can Manufacturers Institute  
Chemical Industry Council of California  
Chevron  
Citizens for Fire Safety Institute  
Consumer Healthcare Products Association  
Consumer Specialty Products Association  
Dart Container Corporation  
Defoamer Industry Trade Association  
Del Monte  
Dow Chemical Company  
DuPont  
Ecolab  
Ellis Paint  
ExxonMobil  
Fashion Accessories Shippers Assoc  
Florida Chemical Company, Inc.  
Fragrance Materials Association 
Goodrich Corporation  

Grocery Manufacturers Association  
Honeywell  
Hyundai-Kia America  
Independent Lubricant Manufacturers Association  
Industrial Environmental Association  
Information Technology Industry Council  
International Sleep Products Association  
Johnson & Johnson  
Kern Oil & Refining Company  
Koch Companies Public Sector  
Metal Finishing Associations of Northern & 
Southern California  
National Aerosol Association  
National Paint & Coatings Association  
National Shooting Sports Foundation (NSSF) 
Northrop Grumman  
OPI Products Inc.  
Personal Care Products Council  
Phoenix Brands  
Plumbing Manufacturers Institute  
Procter & Gamble  
Reckitt Benckiser 
SABIC Innovative Plastics 
Silicones Environmental Health and Safety 
Council 
Solar Turbines  
Sporting Arms and Ammunition Manufacturer‟s 
Institute (SAAMI) 
TechAmerica  
Toy Industry Association  
Travel Goods Association  
United Technologies  
Western Growers  
Western Plant Health Association  
Western States Petroleum Association  
Western Wood Preservers Institute  

 
 

# # #   
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Applicability & Definitions – Article 1 
 
Section 69301.  Applicability & Severability 
 
The draft regulations apply to “all consumer products made available for use in California.”  While 
defined in the draft regulations, “Made available for use” remains an ambiguous term.  It is much more 
workable and definitive to apply the regulations to consumer products sold or offered for sale in 
California.  This would include promotional, bonus, or free items that are included with the product that 
is sold or offered for sale in California.  That is comprehensive enough and it eliminates potentially 
confusing ambiguity. 
 
 
Section 36301.1 Guiding Precepts 
 
The draft regulations seem to supersede the legislative intent of the statute and possibly conflict with it.  
For example, precept (b) presumes that adverse public health and environmental impacts will be 
reduced significantly “by encouraging the redesign of consumer products and manufacturing processes 
and approaches,” which prejudges the regulatory response appropriate for consumer products and also 
how DTSC might be encouraged to implement the regulation.  This conflicts with the overall purpose of 
AB 1879 which calls for a Department process and manufacturer analysis to determine the appropriate 
response actions, if any, to address the risks associated with high priority chemicals in consumer 
products.   
 
Additionally, what is the purpose of the guiding precepts?  There is no consideration of economic value 
or product performance.  There are numerous undefined terms (i.e. “adverse impact,” “overall costs of 
those impacts on the State‟s society”) that are undefined, vague, and/or have no standards associated 
with them by which to judge “compliance” (if that applies to these).  The Guiding Precepts seem to 
apply to both the Department and manufacturers implying that they are enforceable.  Another precept 
states that less ingredients are preferred; what is the basis of this?  This precept suggests that 
manufacturers intentionally add unnecessary chemicals or amounts of chemicals in to products.  Stifling 
innovation and second guessing manufacturer decisions should not be the guiding precept for DTSC; 
however, as written that is exactly the consequence of these guiding precepts.  The purpose of the 
guiding precepts section is unclear and, as written, creates substantial confusion.  GCA urges DTSC to 
delete this section in its entirety. 
 
 
Section 69301.2 Definitions 
 

- “Bioaccumulation” – DTSC should define this term within the regulations.  GCA recommends 
the following language, which is consistent with EPA‟s definition: 
 

“The accumulation of chemicals in the tissue of organisms through any route, 
including respiration, ingestion, or direct contact with contaminated water, 
sediment, and pore water in the sediment.” 
 

- “Chemical” – In the proposed regulations the term “chemical” is broadly defined to include, 
among other things, chemical substances, chemical mixtures, chemical compounds, chemical 
ingredients and chemical elements.  The identification of “chemical mixture” as a chemical 
should make clear that what is meant here are mixtures of distinct chemical substances that 
might occur naturally or as a result of standard processing of commodity chemicals, not 
intentionally engineered and produced formulations.  More specifically, DTSC should revise the 
definition to exclude, or at least better define, “chemical mixtures” to avoid undermining the 
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proposed regulation‟s basic architecture of first focusing on chemicals and then moving onto 
products that contain particular chemicals.   

 
Commonly recognized products, such as paint or lubricants, are carefully engineered “chemical 
mixtures” designed to have certain performance characteristics.  On the other hand, “chemicals” 
are usually individual substances defined by a CAS number.  There are many mixtures that are 
defined by TSCA as chemical substances because these mixtures are a result of a chemical 
reaction.  These mixtures are assigned a single CAS number for listing on the TSCA Inventory.  
 
To assure that products are regulated as the products that they are (rather than chemicals), the 
DTSC regulatory definition for chemical should align with the federal approach and adopt the 
TSCA definition or could include chemical mixtures, but only when such chemical mixtures have 
a CAS number. 
 
GCA urges DTSC to include the following language consistent with TSCA: 
 

(A) Except as provided in subparagraph (B), the term "chemical substance" means 
any organic or inorganic substance of a particular molecular identity, 
including— 

 
(i) any combination of such substances occurring in whole or in part as a 

result of a chemical reaction or occurring in nature, and 
      (ii)  any element or uncombined radical. 
 

(B) Such term does not include— 
 

(i)  any mixture, 
(ii)  any pesticide (as defined in the Federal Insecticide, Fungicide, and 

Rodenticide Act [7 U.S.C. §§ 136 et seq.]) when manufactured, processed, 
or distributed in commerce for use as a pesticide, 

(iii)  tobacco or any tobacco product, 
(iv)  any source material, special nuclear material, or byproduct material (as 

such terms are defined in the Atomic Energy Act of 1954 [42 U.S.C. §§ 
2011 et seq.] and regulations issued under such Act), 

(v)  any article the sale of which is subject to the tax imposed by section 4181 
of the Internal Revenue Code of 1954 [1986] [26 U.S.C. § 4181] 
(determined without regard to any exemptions from such tax provided by 
section 4182 or 4221 [26 U.S.C. § 4182 or 4221] or any other provision of 
such Code), and 

(vi) any food, food additive, drug, cosmetic, or device (as such terms are 
defined in section 201 of the Federal Food, Drug, and Cosmetic Act [21 
U.S.C. § 321]) when manufactured, processed, or distributed in commerce 
for use as a food, food additive, drug, cosmetic, or device. 

 
The term "food" as used in clause (vi) of this subparagraph includes poultry and poultry 
products (as defined in sections 4(e) and 4(f) of the Poultry Products Inspection Act [21 
U.S.C. Section 453(e) and 4(f)]), meat and meat food products (as defined in section 1(j) 
of the Federal Meat Inspection Act [21 U.S.C. Section 601(j)]), and eggs and egg 
products (as defined in section 4 of the Egg Products Inspection Act [21 U.S.C. § 1033]). 
 
The term "mixture" means any combination of two or more chemical substances if the 
combination does not occur in nature and is not, in whole or in part, the result of a 
chemical reaction; except that such term does include any combination which occurs, in 
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whole or in part, as a result of a chemical reaction if none of the chemical substances 
comprising the combination is a new chemical substance and if the combination could 
have been manufactured for commercial purposes without a chemical reaction at the 
time the chemical substances comprising the combination were combined. 
 

- “Chemical under Consideration (CuC), Chemical of Concern (CoC), Product under 
Consideration and Priority Product” – GCA recommends the inclusion of definitions for each 
of these important concepts in the regulations.  The definitions will help to provide context and 
intent for the regulation. 

 
- “De minimis” – While we appreciate this particular baseline, for which we‟ve advocated 

strongly, we have concerns with the way it‟s structured in the regulations. 
 
GCA advocated for a baseline threshold at 0.1% by weight, with the ability for DTSC to set a 
higher or lower threshold based on science.  We understand DTSC‟s concern with establishing 
criteria and setting differences in-house.  However, resources exist that DTSC could use as 
guidance, including endpoint-specific cutoff values articulated in the GHS guidance materials 
(which explicitly discuss adjusting thresholds) or those used by other countries in their GHS-
based classification and labeling programs.  Such a system would allow DTSC to alter 
thresholds based on chemical characteristic(s) of interest without having to completely “reinvent 
the wheel,” which is the concern.  As part of DTSC‟s prioritization process, product 
manufacturers would have the ability to submit comments on DTSC‟s proposal to set a higher or 
lower threshold before the list of priority products is finalized. 
 
Additionally, the definition needs to be clarified to specify the threshold “by weight,” as the 
default unit, consistent with other systems with which manufacturers must comply.  From a 
technical perspective companies need to understand what the threshold is being measured 
represents, for consistency and clarity purposes. 
 
The de minimis threshold should be applied to the total product; however, a manufacturer may 
submit an AA work plan indicating the presence of a chemical above that threshold is related to 
only one component.  Applying this threshold per component, particularly for complex small 
articles, will be difficult to calculate and differentiate given destructive testing protocols and the 
interrelated nature of complex articles and formulations. 
 

- “Environmental Impact” – GCA argues that this definition be revised to mean “any significant 
adverse impact to the environment…” to align with AB1879 statutory language.  (Note: This 
change is also relevant in other places throughout the document, such as “significant adverse 
impacts on the environment.”)  
 

- “Green Chemistry Principles” – The principles provided in the definition are not consistent 
with original Anastas and Warner version or even those listed on the Green Chemistry Initiative 
website.  
 
GCA recommends that to the extent that Green Chemistry Principles are cited, they should 
come from existing sources such as Green Chemistry: Theory and Practice (Anastas and 
Warner, 1998; p. 30). The principles cited in the "Green Chemistry Principles" definition are 
hybrids developed by DTSC that are not automatically consistent with life cycle thinking (e.g., 
subpara. (7)).   We would argue that any of the chemical characteristic, process, or life cycle 
considerations mentioned in the principles must be considered as a whole, and not in isolation, 
to ensure a sound alternatives assessment process.  Additionally, green engineering principles 
are also valuable for consideration (see Anastas, P.T., and Zimmerman, J.B., "Design through 
the Twelve Principles of Green Engineering", Env. Sci. and Tech., 37, 5, 94A-101A, 2003.) 
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- “Hazard Traits” – Hazard trait is defined to include carcinogens and reproductive toxicants 
contained on the Proposition 65 list.  GCA argues the definition should exclude those chemical 
entities added pursuant to the Labor Code mechanism.   
Additionally, endocrine disruption and mutagenicity are mechanisms of potential toxicity, not 
toxic end-points themselves, and thus not hazard traits.  True hazard traits should be 
measurable by recognized, validated tests. 

 
- “Intermediate Manufacturing Processes” – 'Formulating' and „Repackaging‟ should be 

included in the definition. 
 

- “Life Cycle” and “Life Cycle Thinking” – These terms are defined but no definition is offered 
for “life cycle assessment.”  In addition to these vague requirements of life cycle thinking and 
assessment, the alternatives assessment process outlined in the draft extends further to require 
detailed requirements unrelated to the common practice of life cycle assessment.  These 
complexities and the extensive requirements for an alternatives assessment leads to the 
conclusion that the regulation intends to force the producer, distributor, or importer to look for 
ways for a product to fit within an exception based on 69305.1 or reducing the COC in the 
product or a product component to lower than 0.1%. 
 

- “Manufacturer” – GCA urges the Department to use the Fair Packaging & Labeling Act (FPLA) 
recognition of a responsible entity in lieu of the current “manufacturer” definition in the 
regulation, providing for uniformity of laws (CARB, CPSC, etc.).   
 
All consumer commodities that are distributed in US commerce must comply with the Federal 
Trade Commission‟s labeling requirements.  These requirements, as outlined in FPLA, include a 
statement of identity, net quantity statement and name and place of business of the 
manufacturer, packer or distributor.  All of these items must appear in English on the product 
label, so if a product is imported from China for example, the entity that is receiving the 
shipment and packaging the commodity into US-compliant labeling is identified on the label with 
the qualifier “manufactured for…….” or “distributed by……”. FPLA exempts retailers unless they 
specifically repackage the commodity or if it is manufactured for the retailer (i.e. private label).  
This framework also applies to importers, as long as the product meets the definition of a 
“consumer commodity” under FPLA – the label must display the name of the manufacturer, 
distributor or packer.  This requirement takes care of imports because the entity packaging the 
commodity into US-compliant labeling will be identified as “manufactured for…” or “distributed 
by….” 
 
The problem with the “manufacturer” definition in the draft DTSC regulation is that it is 
needlessly complicated to really get at the same requirements as FTC/CPSC.  GCA feels that 
the FTC/CPSC labeling requirements will adequately “cast the net” in cases of enforcement to 
include the entity responsible for distribution of the commodity in US commerce.  If needed, the 
responsible entity can go back to domestic or foreign suppliers to address DTSC needs. 
 

- “Nanomaterials, Nanoscale, Nanostructure” – GCA is concerned that these definitions are 
inconsistent with the emerging standards being formed between many national and global 
organizations and authorities.   These entities define “nanoscale,” in particular, as particles with 
dimensions in the 1 - 100 nm range. The Joint Research Centre of the EU recently released its 
“Considerations on a Definition of Nanomaterial For Regulatory Purposes” with an excellent 
overview of existing definitions, making a strong case for convergence in this regard.  GCA also 
supports the work of the California Nano Industry Network Regulatory Committee, which we 
understand has provided specific recommendations for amendment of these terms. 
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- Open Source – DTSC should provide clarity relative to the concept of "open source" 
alternatives assessments.  More specifically, DTSC should provide indication of the parameters 
and quality criteria for what assures the integrity of the document.    

- “Orphan Product” – The definition of "orphan product" is too subjective.  It appears that DTSC 
will have the final say in determining which products, in their opinion, have an end-of-life longer 
than the manufacturer or producer who introduced it into commerce.  GCA feels strongly that 
manufacturers should be the ones to determine the reasonable length of a product's life. What if 
the manufacturer does not agree with DTSC's calculation for the life of a product? What 
recourse will the manufacturer have?  
 

- “Reliable Information” – GCA recommends the inclusion of a definition for “reliable 
information” that would be considered the test for acceptability to ensure that studies used are 
reliable, relevant and adequate.  GCA recommends the following language based on the 
Organization for Economic Cooperation and Development (OECD) Manual reference for "rating" 
studies:  
 

"Reliable information” is from studies or data generated according to valid 
accepted testing protocols in which the test parameters documented are based on 
specific testing guidelines or in which all parameters described are comparable to 
a guideline method. Where such studies or data are not available, the results from 
accepted models and quantitative structure activity relationship ("QSAR") 
approaches validated in keeping with OECD principles of validation for regulatory 
purposes may be considered. The methodology used by the Organization for 
Economic Cooperation and Development (OECD) in Chapter 3 of the Manual for 
Investigation of HPV Chemicals (OECD Secretariat, July 2007) shall be used for 
the determination of reliable studies.  
http://www.oecd.org/document/7/0,2340,en_2649_34379_1947463_1_1_1_1,00.html 

 
- “Technologically and economically feasible alternative” – GCA is highly concerned that this 

definition specifically related to economic feasibility seems to depend wholly on the costs to the 
consumer and the public health/environment but does not seem to be swayed by costs to 
retool/redesign.  It lacks any consideration of product efficacy, performance, safety and value-
added; instead it is primarily cost-oriented.  As such, GCA urges the Department to modify its 
definition for "technologically and economically feasible alternative" and replace "alternative" 
with "functionally-equivalent alternative." 

 
 
69301.4 Duty to Comply 
 
The draft regulation in section 69301.4(a) provides that all three of the entities that constitute the 
definition of a manufacturer -- the producer, the importer, the private label -- are “jointly and severally 
responsible” for complying with the provisions of these regulations.  The section in subdivisions (b) and 
(c) go on to make it clear that only one of those entities has to actually comply.  Nevertheless, the 
provision that makes them jointly and severally responsible means that all three of them are obligated 
to comply with the provisions of the regulations.  This raises the specter that bounty hunters could bring 
Business and Professions Code section 17200 actions against two of the entities if only one of the 
entities is actually complying.  It would be sufficient to simply say the manufacturer has to comply in 
subdivision (a), and then make it clear in (b) and (c) how that would be implemented in practice.  There 
is no reason, other than to create potential liability, to introduce the concept of joint and several 
responsibility.  This can be greatly simplified by the adoption of GCA‟s recommendation to use the 
FPLA responsible party as the focus for compliance as is done by federal agencies as well as by 
CARB. 
 

http://www.oecd.org/document/7/0,2340,en_2649_34379_1947463_1_1_1_1,00.html
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Section 69301.5 Products Listed on Failure to Comply List 
 
The draft regulation requires the manufacturer found to be in non-compliance to notify the retailers that 
its product cannot be sold in California and to recall the product, providing a take-back mechanism for 
retailers.  While the manufacturer can file a dispute, this still seems like a draconian step for compliance 
violations that could be administrative in nature (i.e. being a day late on a report).  GCA argues that 
DTSC may not have the authority to impose such actions on a non-complying manufacturer, particularly 
with respect to early requirements of the regulatory process.   
 
Additionally, the mandate related to a product being listed on the "failure to comply" list which provides 
that no person shall make product available for use within 60 days is extreme.  It implies that every 
product on every shelf of every store or shop must be controlled in that time frame.  This would seem 
particularly burdensome for “mom and pop” establishments and for retailers and distributors with 
significant investments in inventory.  
 
The only basis for a product to be subject to a recall should be if a determination is made by the 
Department that the product is unsafe and poses an imminent risk. 
 
 
Section 69301.7 Submission of Manufacturer Chemical and Product Information 
 

- REACh Data & SIEFs – GCA is concerned regarding complete availability of data from the 
European Registration, Evaluation, Authorisation and Restriction of Chemicals REACh and the 
ability for an individual manufacturer to provide it directly to DTSC per the draft regulations.  
Manufacturers participating in a Substance Information Exchange Forum (SIEF) sign an 
agreement with the lead/consortium allowing that manufacturer to refer to the data in the joint 
technical dossier related to a specific chemical.  Data ownership and the license to use it 
depend on private arrangements between the participating companies and other data providers 
(i.e. universities). Manufacturers cannot legally give away what is not their own; thus, a generic 
requirement to provide the state with data that has been submitted under REACh is not 
possible. Most data sharing agreements explicitly exclude use of data generated for REACh 
compliance for non-REACh purposes.  Moreover, a “simple” SIEF member – one who only 
obtains the right to refer to studies and results – very often will not even see the full study 
reports, only what has been captured in the International Uniform Chemical Information 
Database (IUCLID) Robust Study Summary submitted to ECHA.  In the end, the vast majority of 
REACh data will be publicly available on the European Chemical Agency‟s website, following 
submission and acceptance by the Agency.  The data from some 180 registered chemicals is 
already posted in the form of Robust Study Summaries from the IUCLID file. 

- (See http://apps.echa.europa.eu/registered/registered-sub.aspx) 
 
GCA urges DTSC to clarify the provisions regarding REACh and others data submittals to 
indicate specifically that they be limited to the information the particular product/chemical 
manufacturer in question actually owns or to which it has license to access for the purposes of 
complying with this regulation.  Additionally, GCA urges that data submitters be permitted to 
provide links to the information in REACh registrations as well as other data sources such as 
the OECD eChem Portal and EPA's High Production Volume Information System (HPVIS).  
 

- “Identification of all intentionally added ingredients…including quantities” – This 
provision generates unnecessary claims for trade secret protection.  We understand the likely 
rationale – a product containing a high concentration of a chemical of concern would probably 
be given a higher priority than a product containing a low concentration of a chemical of 
concern.  If that‟s the case, then the only quantities needed are for chemicals of concern.  No 

http://apps.echa.europa.eu/registered/registered-sub.aspx
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rationale can exist for requiring the revelation of product formulas where chemicals not 
otherwise designated as Chemicals of Concern are involved.   

 
- Data call-in notification – This provision allows the department to post a data call-in on its 

website.  There is no obligation imposed on the department to contact manufacturers 
individually.  A manufacturer then who is unaware of the data call-in could be found to be in 
non-compliance and ordered to cease making its product available in California and to recall it 
from retailers‟ shelves.  GCA is not aware of any legal requirement for a company to monitor the 
DTSC website so it is conceivable that such a call in could be missed and so constitute a 
manufacturer out of compliance.  In addition to a website posting, DTSC should publish the data 
request in the California Regulatory Notice Register and communicate directly with 
manufacturers when at all possible.   

 
- Test Data Reports – California should follow the lead of REACh and not permit the public 

posting or release under any circumstances of complete test data reports in which a company 
has ownership rights.  To allow or contemplate such posting, would allow competitors to unfairly 
use the data for their own advantage and without compensation to the owner of the data.   
Consistent with REACh, GCA suggests the posting of summaries that respect confidential 
business information and trade secrets instead. 
 

- Redesign/reformulation requirements – If a manufacturer reformulates or redesigns a 
consumer product to remove a chemical that has been listed as a Chemical under 
Consideration or a Chemical of Concern, it would have to provide substantial information about 
the reformulated or redesigned product.  This results in the unnecessary revelation of trade 
secret information.  Further, no authority exists for requiring information about reformulated and 
redesigned products until such time as they are reformulated or redesigned pursuant to an 
alternatives assessment, following DTSC‟s determination that a product is a Priority Product 
containing a Chemical of Concern. 

 
 
Chemical & Product Prioritization Processes – Article 2 & 3 
 
Section 69302 & 69303 General 
 
The prioritization processes (chemicals and products) provide for a very detailed list of information that 
the Department may/must consider (this is unclear).  It is not clear that the draft regulation establishes 
prioritization processes as called for in the authorizing legislation.  Moreover, this section includes a 
broad statement which states that the Department is not limited to using information obtained from this 
process in making its determinations.  This overly broad idea allows the Department to consider 
anything without recourse as there is no standard associated with this catchall provision. 
 
The regulations are marked by the absence of a clear, science-based standard to support priority 
decisions.  The regulations target situations that "pose threats to public health and the environment" or 
that cause "adverse impacts to public health and the environment”.  GCA supported AB1879 and 
SB509 as a means to place decisions about product safety in the hands of DTSC scientists.  We do not 
believe that the current language provides workable scientific standards for making those decisions in a 
credible manner. 
Section 69302.1 & 69303.1 Applicability 
 

- Regulatory Duplication – Remains an Issue – The language in the regulations does not reflect 
what is provided for in statute.  If a product category is regulated by a federal agency for the 
same public health or environmental risk as the concern that is being addressed under DTSC‟s 
proposal, the product category should be automatically exempted from regulation.  The section 
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refers to “governmental entities” (plural) as opposed to “governmental entity” (singular).  The 
authority to regulate something (even if they choose to not do so) should be sufficient to justify 
an exemption.  If not granted, and DTSC were to regulate, this would lead to overlapping 
authorities should the other governmental entity decide to do so at some time in the future.  This 
would cause confusion in the marketplace.  This concept should also apply in situations where a 
regulatory authority has undertaken efforts to address a risk, even if it has not completed 
regulatory actions. 
 

- Exposure Pathway – The absence of the qualifying phrase “reasonable and foreseeable use” 
to describe exposure leads GCA to conclude that the existence of an improbable scenario or 
combination of circumstances that might only theoretically result in exposure would prohibit the 
product from being exempted.  No one can ever prove a negative, and the lack of qualification 
puts both DTSC and consumer product manufacturers in an untenable position.  For “no 
exposure” exemptions the process must be simple and streamlined; and only if a question or 
alleged violation is presented, should DTSC be required to make an affirmative declaration.  
GCA urges DTSC to revise the language as follows: 

“There are no reasonable and foreseeable exposure pathways by which ….” 
 
 
Section 69302.2 & 69303.2 Chemical & Product Lists 
 

- Timeline – GCA is concerned with DTSC‟s statement at the July 7th workshop that the two tiers 
of chemical and product lists would be compiled and released simultaneously.  This is contrary 
to our understanding of the process, what was stated in the draft regulation, and what is 
included in DTSC's FAQ for the draft regulation.  There are two concerns. 
 
First, the primary purpose of the “under Consideration” list is to allow manufacturers and the 
public to provide information on whether the chemical or product should progress to the next 
step and for the Department to consider that information in their decision-making. 
 
Second, an additional purpose in a step-wise process is to provide a “signal” to the marketplace, 
allowing manufacturers to make judgments about their product or use of the chemicals under 
consideration.  Manufacturers will need a sufficient amount of time to perform impact 
assessments on the presence of Chemicals under Consideration (as determined by DTSC) in 
their products, before the Chemicals of Concern list is released and triggers the Product 
Prioritization process.  Releasing the two lists in approximately the same time frame does not 
allow this.   
 
A good precedent for this portion of the process comes from REACh, where member states or 
the European Chemicals Agency (ECHA) first prepare Annex XV dossiers for identification of 
substances of very high concern (SVHC), forming a “Candidate List.”  Interested parties then 
have 45 days to provide comments as well as further information that will facilitate evaluation, 
ECHA then leads consultations among member states after which draft recommendations for 
Annex XIV, the list of substances subject to authorization.  A 3-month public comment period 
follows the publication of recommendations.  The European Commission then takes decisions 
on these recommendations in consideration of the public comments to establish chemicals that 
are Prioritized for Authorisation.  ECHA must make recommendations at least every second 
year, but to date, they have done so each year for the past three. 
(http://echa.europa.eu/chem_data/authorisation_process_en.asp)  
 
Each step gives manufacturers a chance to react and prioritize the replacement of substances 
with suitable alternatives.  In the absence of a staged process, manufacturers are deprived of 

http://echa.europa.eu/chem_data/authorisation_process_en.asp
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an important tool to make business decisions.  This is particularly true for considering 
alternatives to substances used in complex products with a long development time. 
 

- Chemicals as Products – The application of chemicals of concern as products (“a product or 
part of a product”) is in direct conflict with AB 1879 that refers to “chemicals or chemical 
ingredients in consumer products” not as products themselves.  DTSC should strike this 
provision entirely. 
 

- Public Comments & DTSC Response – While GCA understands that not all of the comments 
received may be worthy of a detailed response, we are concerned that the language is such that 
gives DTSC the opportunity to forgo responses regardless of the quality of comment.  
Furthermore, if an entity provides comment and fails to receive a formal response, they will be 
unable to challenge a DTSC decision since a full record is needed. 
 
 

Section 69302.3, 69302.4, 69303.3 & 69303.4 Chemical & Product Prioritization 
 

- Data Quality – GCA submits that peer-review alone is an insufficient metric of study quality.  
Instead, we strongly recommend that DTSC consider and incorporate into the regulation the 
notion of quality.  The OECD methodology for determining the quality of data in chemical 
dossiers described in their Manual for Investigation of HPV Chemicals is a globally accepted 
way to rate the reliability, relevance and adequacy of existing data; as such, it should be applied 
to all studies used in compliance and decisions under the Safer Alternatives Regulation.  It has 
been applied to all studies in the US and OECD HPV programs and to those submitted under 
REACh.  It's been found to be an excellent approach to separate good studies from those that 
are not of sufficient quality and reliability for science-based regulatory decisions. 
  
In this regard, GCA recommends changing the language in Section 69302.4 (a) (2) from 
“Availability of peer-reviewed data to substantiate..." to:   

  
"Availability of reliable information to substantiate..." 
 

- Hazard Traits – Hazard trait is defined to include carcinogens and reproductive toxicants 
contained on the Proposition 65 list.  GCA argues it should exclude those added pursuant to the 
Labor Code mechanism.   
 
Furthermore, GCA feels strongly that the regulations should specify that the information on the 
“endpoints” be derived from reliable information such as GLP guideline studies and not un-
validated assessment techniques, and that sufficient reliable information should be available on 
the alternatives under consideration as exists on the material to be replaced.  This is the only 
way to ensure a robust “apples to apples” comparison and to avoid regrettable substitution of 
chemicals.   
 

- Intentionally Added – DTSC should frame the scope of the regulation to include intentionally 
added chemicals in consumer products as well as any substance formed via chemical reaction 
of intentionally added chemicals in the finished product.    However, non-intentionally added 
elements should be specifically excluded from consideration as they will vary from product 
sample to product sample based on factors like chemical variability of municipal water supplies 
used in factories.  Manufacturers go to great lengths to assure that their products are safe for 
their intended uses and must already comply with a myriad of state and federal laws and 
regulations.  Concerns regarding trace levels of contaminants arising in air, water, etc. should 
be the focus of appropriate environmental regulations focused on those media.  For example, if 
there is concern about a drinking water contaminant, it should be addressed through the 
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California or federal drinking water program and not foisted upon consumer product 
manufacturers through these regulations. GCA had proposed language parallel to that used in 
California‟s Safer Consumer Products Regulation to consider chemicals in products only for 
those intentionally added above the de minimis threshold.   Under this proposed language, 
incidental presence would not be subject to the alternatives assessment requirements. 
 
GCA urges DTSC to include the following language: 
 

(a) (1) "Intentional introduction" means the act of deliberately utilizing a priority 
chemical in the formulation or assembly of a consumer product where its 
continued presence is desired in the final consumer product to provide a 
specific characteristic, appearance, or quality. 
 
(2) "Incidental presence” includes:  

 
(A) The use of a priority chemical as a processing agent or intermediate to 

impart certain chemical or physical changes during manufacturing, 
where the retention of a residue of that chemical in the final consumer 
product is not desired or deliberate. 

 
(B) The use of recycled materials as feedstock for the manufacture of new 

consumer products, where some incidental retention of a residue from 
recycled materials may be present in the consumer product. 

 
(C) The incidental retention of a residue of a contaminate unintentionally 

included in the final consumer product. 
 

- Intermediates – Although intermediates were exempt as outlined in the detailed outline 
released in April 2010, they were subsequently included in the draft regulations.  Intermediate 
chemicals must be excluded as they are not the focus of the statue.  Furthermore, DTSC will 
have no authority over the use of intermediates outside of California; therefore this regulation 
would be a disincentive to California-based businesses, jobs, and operations.   

 
- Prioritization Factors – The prioritization factors are a comprehensive list with no indication of 

which factors carry more weight than others or how DTSC might use them for prioritization.  The 
articulation of these factors gives DTSC unfettered discretion in making any prioritization 
decision in an arbitrary manner with respect to any chemical or product.  The “standard” for 
prioritization decisions is loosely defined, using terms such as “pose threats” and “adverse 
impacts” to public health and the environment, not even recognizing the statutory direction to 
address “significant adverse impacts”.  Environmental impact is defined as “any change to the 
environment, whether adverse or beneficial.”  Public health impact is defined as “effects on the 
health of the general population or sensitive subpopulations.”  Use of such terms fails to achieve 
a science based and predictable business environment and will lead all parties observing this 
process to make claims of controversial and arbitrary outcomes.  
Furthermore, under the current framework overly extensive criteria can be used to list a 
chemical as a CUC or COC. The listing criteria are overly broad and should be reconsidered for 
inclusion at the outset of the program, i.e., "found in biomonitoring data" should not be the basis 
to regulate because such a finding does not indicate the potential for harm according to the 
CDC; epigenetic evidence should not be the basis of listing because it is unclear whether or 
what kind of epigenetic effects produce adverse effects on health.  Also, CUC prioritization 
factors should be measurable by validated tests and not the subject of speculation or unsettled 
science.  When the science is not conclusive a prioritization factor like endocrine disruption 
should not be included. 
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DTSC should consider also that human biology gravitates towards homeostasis through 
compensatory mechanisms.  In its July 2008 Statement of Need and Reasonableness relating 
to health risk limits for groundwater, the Minnesota Department of Health describes the inherent 
corrective nature of the underlying human biology as: “Because some effects observed may be 
normal compensatory responses, professional judgment is required to decide whether any 
particular effect is adverse, or biologically significant.  If an endpoint is quantal (i.e. all or 
nothing), such as birth defects or tumors, designation of an effect as “adverse” may be a straight 
forward decision.  However, for subtle effects and/or continuous measurements such as body 
weight or enzyme activity, this may ultimately be a qualitative decision.  Professional judgment 
may be required to determine the point at which normal compensatory metabolic or 
physiological processes are compromised. 
 
The draft regulations must set forth criteria or a formula that will be used to prioritize chemicals 
and products.  Providing such an algorithm will provide clarity and certainty in the Department‟s 
prioritization.  Without such a process, questions will arise as to the subjectivity and biased 
nature of priority determinations.  
 

- Workplace – GCA is highly concerned about the prioritization factors related to the workplace.   
The related provisions are particularly troubling given that products used in an “intermediate 
manufacturing process” are not to be exempted, but simply given a lower priority.  A possible 
solution to this problem is that products in the workplace that are subject to the hazardous 
communication standards, that is, an MSDS, should be exempt from these regulations.  It 
provides clarity and prevents intrusion into Cal-OSHA‟s PEL responsibilities by DTSC in the 
future.   

 
- “Threats” versus “Adverse Impacts” – The decision criterion of “threats” to human health or 

the environment is not clearly defined.  The decision / prioritization criterion for chemicals and 
products should be risk-based, integrating hazard with exposure when determining potential 
concern about public health and the environment and further refined to a more scientifically 
clear standard.   
 
The factors for prioritization include “adverse impacts on the environment” related to air quality 
impacts, soil contamination, and water quality impacts.  Many manufacturers already must 
adhere to strict air and water quality control requirements by both the State and Regional Air 
and Water Quality Control Boards.  This draft may supersede or conflict with the regulatory 
authority of these bodies.   
 
Furthermore, the draft regulations state that a factor of consideration will be “scope and 
consistency across jurisdictions, of other governmental regulatory programs, and the extent to 
which these other programs address the public health and environmental threats…” (sub-
section h, page 17-18 lines 38-39).  GCA remains highly concerned that this is broad and open 
to varying interpretations and arbitrary judgments about the “extent” of existing programs and 
the lack of scientific clarity in “threats.”       

 
- Product Listing & Liability – Specific to the listing of products as “under consideration” and 

“priority products,” GCA stakeholders are highly concerned about the lack of liability protections 
for manufacturers providing data to DTSC and the ability for that data to be used against them. 
Furthermore, we are concerned that the mere listing of these products could be used against a 
manufacturer under Business and Professions Code section 17200 actions. 
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Section 69303.5 Manufacturer Priority Product Notification 
 
Nothing in AB 1879 provides authority for DTSC to impose the burden on a manufacturer of a listed 
priority product to notify its retailers who sell that priority product that the product is a priority product.    
GCA is highly concerned that manufacturer-retailer communication at every stage of the alternatives 
assessment process will become onerous and will be a burden to the supply-chain.  DTSC should 
direct retailers to regularly check the DTSC website to determine which products are identified as 
“priority products” and for which required alternatives assessment reports are on file.  DTSC should 
also publish this list in the California Regulatory Notice Register. 
 
Furthermore, the draft regulations provide for a long list of information requirements that must be 
included in a notice 30 days after listing.  This includes bar codes and the method of identifying 
products prior to listing. GCA is not confident this can be done.  Even if it were possible, DTSC should 
be aware that the number of unique bar codes for any single product can be in the thousands because 
each container type and size typically must have its own code.  Further, if products are packaged with 
multiple products in each package, the same products will have a different bar code for each package 
(i.e. 4 pack, 6 pack, 12 pack, 24, pack, etc.).  Also, that same product may come in different colors or 
prints, each of those would then have a separate bar code and if different variations of those 
colors/prints are included in the packages those will have different bar codes.  This same product may 
have other attributes that do not change the chemical makeup of the product, but may be a consumer 
preference leading to additional bar codes for that same product. 
 
GCA argues that no action in this regard is necessary or appropriate until after the completion of the 
alternative assessment process and the determination of a Regulatory Response. 
 
 
Chemical/Product Petition Process – Article 4 
 
While GCA supports the inclusion of a petition process, we are concerned that the provisions fail to 
clearly provide for requests to remove chemicals/products from priority lists.  GCA is adamant that the 
process must work both ways and be fully open to public comment.  Petitions that are approved should 
only enter the prioritization process at Chemicals Under Consideration or Products Under 
Consideration, so that other stakeholders have the opportunity to provide additional information for 
DTSC‟s decision-making. 
 
 
Alternatives Assessments – Article 5 
 
The alternatives assessment remains very demanding in terms of the scope of review for every 
alternative.  Additionally, it relies heavily on "Life Cycle Thinking” without consideration that impacts 
may be outside of California.  For example, raw material extraction and manufacturing often occurs 
outside of the boundaries and jurisdiction of California.  What statutory authority does California have to 
regulate a chemical because of a concern outside of California? If life cycle analysis reveals potential 
impacts that occur outside of California, such impacts must be given less weight under the California 
Safer Alternatives Regulation than those that occur within the state‟s boundaries.    

 
 

Section 69305 General 
 

- Open Source – DTSC should provide clarity relative to the concept of "open source" 
alternatives assessments.  More specifically, DTSC should provide indication of the parameters 
of what assures the integrity of the document.  
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- 3rd Party Verification & Audits – The requirement to have the alternatives assessment work 
plan and report(s) verified by a third party will be costly and hinder timeframes for completion of 
the alternatives assessment given our understanding of the supply of 3rd parties to accomplish 
this work.  Furthermore, 3rd Party verification should only be required in limited situations and 
should not apply if a manufacturer reformulates/redesigns product to remove COC from product 
and does not replace it with another COC. 
 
DTSC audits should address any conflict of interest concerns with an alternatives assessment.  
Moreover, if DTSC is going to certify a party to perform verification of alternatives assessments, 
DTSC must also develop criteria for such certification including provisions for certifications to be 
revoked.  Granting credentials in the absence of a process to assure quality work is not 
acceptable. 
 
In addition, DTSC should establish quality criteria for the performance of alternatives 
assessment verification by certified third parties, including grievance and dispute resolution 
procedures for parties who believe their alternatives assessments have been improperly denied 
verification. 
 
GCA believes the strict requirements pertaining to contact with the 3 rd party entity reviewing an 
alternatives assessment are extreme.  Given the subjective nature of the assessments and the 
extensive information covered, contact may be warranted to provide insight to the process and 
choices made by a manufacturer.  This provision points to another need for a formal grievance 
process. 
 

- In-House Certification – Under the draft regulations, all declarations and reports must be 
signed by “an officer of the company.”  Such action must be executed under penalty of law for 
reports that are subjective in nature and that the “officer of the company” may not have the 
competency to address.   

 
 

Section 69305.1 Exemption Determination & Department Concurrence 
 

A positive DTSC declaration must not be required before an exemption is provided.  The Department 
should establish exemption criteria that are easily verifiable, and for which there are significant 
consequences if exemption is falsely claimed.  Filing for the exemption should provide relief from a 
requirement unless DTSC finds that regulation is NOT duplicative or new information becomes 
available that would cause the manufacturer or DTSC to re-examine an existing exemption.  DTSC 
must enable a simple system for filing for exemptions.  All products in a category should be exempted if 
there is duplication of regulation by federal regulation. Additionally, the de minimis threshold should be 
self determining and not require an exemption determination and Department concurrence under this 
Section. 
 
 
Section 69305.3 Alternatives Assessment Work Plan Required Contents 

 
Under the draft regulations, the alternatives assessment work plan provision seems to require that 
manufacturers already know the alternatives to be assessed and are in a position to quickly summarize 
all existing information on those alternatives.  The work plan should be about scoping out an overall 
plan for the alternative assessment, not doing it.  Going beyond will delay submission of a work plan for 
DTSC review.  Chemical information for alternatives may not be available at the time of submission of 
the work plan.  Moreover, the work plan should not be the place for such data, but should specify that 
such data will be compiled and perhaps specify how it will be compiled.  Perhaps this was DTSC‟s 
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intention, but it is not clear.  The work plan appears to be more of a mid-course progress report on the 
overall alternatives assessment process than a plan of work for carrying out the assessment. 
 
 
Section 69305.4 & 69305.9 Alternatives Assessment Work Plan Detailed Executive Summary Required 
Contents 
 
The draft regulations appear to have two similar sections related to the executive summary.  While 
there are minor differences, DTSC may have overlooked the fact that this concept was included twice. 
 
In terms of the content requirements for the alternatives assessment work plan, they are excessive in 
scope and fail to fully account for information that would be considered confidential business 
information or trade secret claims.  
 
One specific area of concern relates to the requirement to disclose “all chemical ingredients in the 
selected alternative” in an alternatives assessment report.  Doing so would unnecessarily raise the 
need for additional confidential business information/trade secret claims.  Disclosure within the report 
should be limited to only those ingredients that are considered chemicals of concern. 
 
 
Regulatory Responses – Article 6 
 
The draft regulation provides that the department may impose regulatory responses on a selected 
alternative consumer product, or an alternative consumer product component, or a priority product for 
which the manufacturer does not select an alternative.  Those responses include all of the responses 
set out in sections 69306.3 through 69306.5, as well as requiring engineered safety measures, placing 
restrictions on the use, and requiring a research and development project.  However, there is no 
provision in this section that the selected alternative product or component has to contain a CoC to be 
subject to any of those regulatory responses.  Perhaps that is an omission by DTSC; however, DTSC 
has no authority to impose any regulatory response if it is not a priority product containing a CoC or if 
that CoC is below the de minimis level.  DTSC seems to recognize this in section 69306.2, providing 
that no regulatory response is needed.  Sections 69306.2 and 69306.6 are, accordingly, inconsistent. 
 
 
Section 69306.2 No Regulatory Response Required 
 
This section applies only if an alternative with a chemical of concern concentration of less than de 
minimis is chosen, there is no significant threat to exposure, and the priority product is phased out in 3 
years.  This approach raises two issues for the GCA: (1) an alternative could have more than 0.1% and 
not pose a safety risk to health or the environment; and (2) if an alternative is chosen, it may take more 
than 3 years in California just to get a permit to start building the equipment necessary to produce the 
alternative. 
 
The bottom line is DTSC fails to recognize that “no action” on the original priority product containing the 
chemical of concern may be the best solution.  The alternatives assessment may clearly demonstrate 
the safety of the original product and the lack of a technologically and economically feasible alternative.  
DTSC should alter the language to provide for no action in these circumstances.   
 
 
Section 69306.3 Product Information to Consumers 
 
GCA argues that this section is reminiscent of Prop 65 in that it requires product labeling or an 
informational insert in the packaging that informs the consumer that the product contains a COC for 
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which an alternative was not substituted or for a chosen alternative that contains a COC.  This provision 
flies in the face of responsible risk communication and is a hazard-only, presence-only means of 
causing potentially unnecessary consumer concern.  If the manufacturer clearly demonstrates to DTSC 
the safety of the product and that substitution of the COC is not required, labeling should not be 
required.  It is irresponsible to require otherwise. 
 
 
Section 69306.4 Manufacturer End-of-Life Management Requirements 
 
Extended Producer Responsibility (EPR) and take-back should not be automatically mandated for 
every end-of-life concern.  Other methodologies for addressing end-of-life concerns must be approved 
by the California Legislature; take-back and recycling programs may not always be the best solution. 
 
With regard to end of life management as a regulatory response, the draft regulation goes beyond the 
scope of statute and is overly burdensome.  It requires take back programs, public education programs, 
and defining “roles and responsibilities of manufacturers, retailers, consumers and government.”  How 
does the manufacturer define (and presumably monitor and enforce) the roles and responsibilities of 
entities not under the manufacturers‟ control (i.e. government, consumers, etc.)?  Also, for products 
with a long life span, how does the manufacturer manage the end of life?  It is also not clear that DTSC 
has authority to mandate how manufacturers will finance their programs as the draft appears to 
assume. 

 
Furthermore, this response action requires the manufacturer of a product “required to be managed as a 
hazardous waste” to establish a take-back program.  It would appear that this regulation is inconsistent 
with the provision in AB 1879 that prohibits duplicative regulation.  Under the law today, if a product is 
to be managed as a hazardous waste, a mechanism for handling that waste is already set out in the 
law.  To require a specific method of handling those products (i.e. a take-back program) duplicates the 
existing provisions in the law today.   
 
Finally, take back programs, in particular, are very impractical for some consumer products that are 
actually consumed during use. Would the unused fraction of such products have to be managed as 
hazardous waste? Would the non-consumables that people don‟t want to recycle have to be managed 
as hazardous waste? 
 
 
Section 69306.5 Product Sales Prohibition 
 
GCA is concerned with the requirement of a “recall program” if the regulatory response is a product 
sales prohibition.  This seems to be an extreme and punitive response, especially where there is no 
safety issue.   
 
 
Section 69306.8 Regulatory Response Report & Notifications 
 
GCA is highly concerned that manufacturer-retailer communication at every stage of the alternatives 
assessment process will become onerous and will be a burden to the supply chain.  DTSC should 
direct retailers to regularly check the DTSC website to determine which products are a “priority” have 
filed alternatives assessment reports as required..  DTSC should also publish this list in the California 
Regulatory Notice Register.  Only following the Alternatives Assessment and determination of 
Regulatory Response action should there be any requirements in this regard. 
 
 



 

GCA Comments 7/22/2010-Final   20 
Re: Draft Safer Consumer Product Alternatives 

Dispute Resolution Processes – Article 7 
 
The draft regulations do not appear to include a stay of requirements while this process unfolds.  
Additionally, most provisions under the Chapter do not have the right of formal challenge.   
 
Since prioritization of chemicals/products is the basis of the program, this section at a minimum should 
have a right to appeal.  A formal review (Petition for Review) process allows the Department to review a 
challenge to the Department‟s various determinations.  This biased review does not provide for an 
independent evaluation of the Department decisions in dispute.  This step must be completed prior to 
seeking judicial review; it is unclear what happens to the regulatory responses called for in those 
sections pending the Department review and possible judicial appeal.  
 
Lastly, Section 69307.5(a) should read as follows: "(1) Facts, assumptions, or other information or 
approaches not supported by clear and convincing evidence, or (2) conclusions in violation of 
applicable law, or (3) An exercise of discretion or an important policy consideration which the 
Department should, in its discretion, review." 
 
 
Accreditation & Qualification Alternatives Assessment Requirements – Article 8 
 
Section 69308.1 Requirements for Qualified In-House Assessment Entities 
 
Although GCA had proposed a section be included in the work plan to illustrate a manufacturer‟s 
competence to conduct an alternatives assessment, DTSC‟s proposal in the draft is much more 
complicated and fails to consider the points raised with regard to tying competence to individuals with 
expertise rather than overall corporate expertise (draft requires individual‟s information, expertise, 
education, and more).  This process will vary product to product and must be more general with respect 
to the required credentials.  Companies should have a “cafeteria-style” approach to using alternatives 
assessment processes, particularly those that are valid in other jurisdictions. 
 
Also under this section, if a manufacturer is in violation they will lose their ability to be an In-House 
Assessment Entity for at least 10 years and any alternatives assessment report cannot be done by a 
trade association or consortium of which the manufacturer is a member.  This provision is incredibly 
harsh for what could be paperwork errors (i.e., turning in a re-qualification request a day late), 
assessment mistakes, etc; and certainly harsh for losing the ability to look to a trade 
association/consortium for assistance.  Prohibiting the use of a consortium/trade association creates 
significant inefficiencies and removes significant expertise (likely greater than many third party entities 
that will emerge to take advantage of this business opportunity) from the process. 
 
Finally, a qualified third party assessor must prove independence and lack of affiliation with any 
manufacturer, consortium of manufacturers, or trade association.  If this provision remains, it must 
extend to affiliation with any non-governmental organization or activist group with a demonstrable track 
record of chemical or product policy advocacy and lobbying.  Otherwise it is clearly prejudicial and 
discriminatory.  A preferable alternative would be a transparent system in which all potential 
interests/conflicts/advocacy of qualified third party assessors are disclosed such that potential conflicts 
can be identified and minimized during the manufacturer‟s assessor selection process. 
 
 
Section 69308.2 Lead Assessor Criteria  
 
GCA is concerned that the criteria for a lead assessor is too narrowly focused on Life Cycle and not 
other relevant criteria.  This could result in a monopoly problem with training requirements at the 
“Accrediting Body,” which could lead to pricing problems and antitrust issues.   
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Auditing & Compliance – Article 9 
 
With regard to Section 69309.1, related to violations, GCA is highly concerned that this Article is far too 
open-ended.   
 
 
Confidentiality of Information – Article 10 
 
GCA supports the Confidential Business Information (CBI) process set forth in AB 1879 (Feuer, 2008).   
 
Section 69310 Confidentiality of Information 
 
Although the statement in Section 63910(a) seems appropriate as written, it is beyond the authority of 
DTSC to attempt to regulate the interplay between statutes.  Only a court or the legislature may do so.  
This statement should be struck as ultra vires. 
 
 
Section 69310.2 Marking and Indexing of Documents 
 
GCA is adamant that indexed and redacted reports are not made publicly available.  The particular 
concern is that confidentiality may be compromised by context in redacted reports and therefore could 
violate the very confidential business information/trade secret protections provided for in the statute.   
 
 
Section 69310.3 Safeguarding of Confidential Information 
 
DTSC should delete Section 69310.3(c) in its entirety.  This provision substitutes agency interpretation 
in place of class determination by regulation and merely gives DTSC the opportunity to make decisions 
without notice or the opportunity for comment that are keep to procedural due process under the 
California and U.S. Constitutions. 
 
 
Section 69310.4 Support of a Claim of Trade Secret Protection    
 
GCA is concerned that the provisions of this section, which require up-front justification for trade secret 
claims, go beyond the authority provided in the statute and the trade secret definition in the California 
Civil Code.  The statute requires justification only when a request for the information under the Public 
Records Act is submitted.   
 
More specifically, Sections 69310.4(a)(8) and (9) are beyond the DTSC's authority, and merely 
designed to create a barrier to confidential protection.  Nowhere in Health & Safety Code Section 25257 
or Section 57020 nor in Government Code Section 6254.7 is estimated dollar costs conceived of as a 
measure of trade secret.  Indeed, Section 6254.7 states that a trade secret is something "having 
commercial value and which gives its user an opportunity to obtain a business advantage;" however, 
the measure of that value is not within the scope of DTSC‟s determination.  It is unrealistic to ask any 
manufacturer to put a specific dollar value on the harm that will come from the loss of trade secret 
because no manufacturer can estimate future profits that may result with certainty. 
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Section 69310.5 Departmental Review of Individual Trade Secret Claims 
 
GCA is highly concerned with this section, which provides that DTSC may make the determination of 
the validity of a claim for trade secret even though no one has requested that information.   The 
regulation should provide liability for the state in wrongly releasing trade secret information – 
intentionally or inadvertent.  Under TSCA, criminal penalties for wrongful and willful disclosure of CBI 
have been established.  DTSC should revise this section to provide liability for the state. 
 
 
Section 69310.6 Treatment of Certain Categories of Information 
 
GCA argues that this section should be eliminated from the regulations.  Subdivision (c) of section 
69310.6 simply restates subdivision (f) of Health and Safety Code Sction 25257 although the 
articulation is different and broader.  
 
Additionally, the rest of this section authorizes DTSC to release trade secret information upon a 
showing “of substantial need based on an urgent matter of public health, safety, or the environmental 
protection.”  Such disclosure would apply to manufacturing processes and portion data, as well as 
customer list.  This is completely unacceptable.  No authority exists for this kind of exception.  In no 
case does DTSC have authority to make marketing information publicly available.  As such, this section 
should be eliminated from the regulation.   
 
 
Section 69310.7 Substantive Criteria for Use in Trade Secret Determinations 
 
The provisions of this section exceed DTSC‟s authority to judge a trade secret under Government Code 
Section 6254.7 by establishing criteria not found the in California Public Records Act.  Further, it is 
inconsistent and beyond the scope of the trade secret definition in the California Civil Code.   
 
Small Business – Article 11 
 
GCA argues that the definition of “small business” needs to be revised. In the draft regulation, small 
business is defined at 25 or fewer employees.  CA DGS already defines small business as 100 or fewer 
employees. The 25 employee threshold is used by DGS to define “microbusiness”.  The draft regulation 
should be revised to use the 100 employee number already used by the state.  If DTSC is intent on 
using the 25 employee number, however, it should, at the very least, change the term to 
“microbusiness” and clarify whether it will provide “small businesses” with the same or different time 
frame. 
 

# # # 
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September 13, 2010 
 
Fran Kammerer 
Staff Counsel 
Office of Environmental Health Hazard Assessment 
1001 I Street 
Sacramento, CA 95812 
Or via e-mail to fkammerer@oehha.ca.gov 
 
Re:  Comments on OEHHA’s pre-Draft Regulations on “Green Chemistry Hazard Traits, 
Toxicological Endpoints, and Other Relevant Data”1

 
 based on SB 509 

Dear Ms. Kammerer: 
 
Based in Washington, D.C., the Grocery Manufacturers Association is the voice of more 
than 300 leading food, beverage and consumer product companies that sustain and 
enhance the quality of life for hundreds of millions of people in the United States and 
around the globe. 
 
Founded in 1908, GMA is an active, vocal advocate for its member companies and a 
trusted source of information about the industry and the products consumers rely on 
and enjoy every day.  The association and its member companies are committed to 
meeting the needs of consumers through product innovation, responsible business 
practices and effective public policy solutions developed through a genuine partnership 
with policymakers and other stakeholders. 
 
In keeping with its founding principles, GMA helps its members produce safe products 
through a strong and ongoing commitment to scientific research, testing and evaluation 
and to providing consumers with the products, tools and information they need to 
achieve a healthy diet and an active lifestyle. 
 

                                    
1 http://oehha.ca.gov/multimedia/green/pdf/081110prereghazard.pdf 
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The food, beverage and consumer packaged goods industry in the United States 
generates sales of $2.1 trillion annually, employs 14 million workers and contributes $1 
trillion in added value to the economy every year. 
  
GMA believes that any state agency embarking on the green chemistry initiative should 
focus its limited resources on the chemicals and exposures of greatest impact to public 
health.  This can only be accomplished by assuring that key criteria are established to 
identify, prioritize, assess, and manage high priority chemicals.  Generally, we support: 

• Risk-based prioritization to identify chemicals of highest concern through 
exposure, use, and hazard data relevant to the U.S. population; and 

• A “weight-of-evidence” approach to chemicals prioritization that evaluates 
authoritative information on hazard traits, and considers the most severe 
hazards first.  

 
GMA supports the concepts behind the nationwide Green Chemistry Initiatives (GCI), 
and advocates for state regulations that are workable, practical, and consistent and 
ensure protection of public health and the environment.  GMA continues to strive for 
development of policies that stimulate Green Chemistry innovation and the promotion 
of greener technologies.  GMA has been actively engaged in California’s green chemistry 
effort from legislation to implementing regulations and now development of its Toxics 
Information Clearinghouse.  GMA appreciates the opportunity to provide further 
feedback on OEHHA’s pre-Draft Rule: Green Chemistry Hazard Traits, Endpoints, and 
Other Relevant Data (released August 10, 2010). 
 
GMA supports California’s Green Chemistry Alliance (GCA) comments, and respectfully 
submits that: 

• Responsibilities on classification of chemicals should remain with international 
entities such as the Organization for Economic Cooperation and Development 
(OECD) and others that have already instituted an elaborate system for 
classifying chemicals; 

• Chemical Use Information and Potency Information should be among “Other 
Relevant Data”; and 

• Data quality considerations, appropriate test methodologies, and effective 
Clearinghouse template design should all be integral to the Toxics Information 
Clearinghouse.  It is important to address these in the Context of Clearinghouse 
hazard traits and endpoints even though these fall under DTSC’s purview.  

 
GMA recognizes the substantial amount of work that both OEHHA and DTSC have done 
in this vein.  However, GMA stresses the need for better coordination between these 
departments on their individual activities as well as the need for increased transparency 
of their combined efforts, so that a useful system is developed in a cost-effective and 
timely manner.  Also, OEHHA should use only terms in their pre-draft regulations that 
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are the same as those used in federal and international systems.  Interested 
stakeholders can then better understand how this Clearinghouse will be developed, and 
its implications in seeking alternatives to a chemical of concern in a priority product.   
 
I. Classification of Chemicals 

Existing scientific organizations worldwide have already established classification 
systems for chemicals, depending on the traits exhibited by the chemical.  Chemicals 
must satisfy established criteria before being classified in a higher hazard tier, or a lower 
one, for each identified trait/endpoint.  OEHHA should not embark on creating a new 
classification system that does not align with pre-existing ones.  A new California-only 
system will be duplicative and exhaust California’s limited resources.  Maintaining and 
revising Clearinghouse entries would demand additional resources.  Beyond these 
primary concerns, data showing a lack of effect should be captured under a separate 
category. 

Existing National and International Systems 

 
OEHHA should leverage the work already completed or underway nationally and 
internationally, and harmonize with existing systems that already identify the various 
elements necessary to study and characterize chemicals2 (e.g., OECD and EPA test 
methods and guidelines, OECD’s Screening Information Data Set (SIDS), Global 
Harmonization System (GHS) Classification criteria, etc.)  In any case, the SB 5093 
legislative mandate does not appear to give OEHHA the authority to create a new 
California classification system.  Moreover, CA should not create a system in advance of 
final OSHA rulemaking for federal classification requirements4

 
. 

It is important to note that DTSC, in its Feasibility Study Report5

“… [T]he use of red for “hazard trait information available” may 
look like a judgment on chemical safety. DTSC will not be 
conducting any safety assessments and do not want to imply that 
inadvertently.   The Clearinghouse is envisioned to provide access 
to all of the information; and  any determinations and 
interpretation of the data will be left to the user based on the 
information in the Clearinghouse.”   

, suggests that the user 
will make their own judgment as to the hazards, based on the information presented.  
(p.26 in Report)   

                                    
2 Examples include OECD (http://www.oecd.org/document/40/0,3343,en_2649_34377_37051368_1_1_1_1,00.html) and EPA test 
methods and guidelines (http://www.epa.gov/ocspp/pubs/frs/publications/Test_Guidelines/series870.htm; 
http://www.epa.gov/ocspp/pubs/frs/home/guidelin.htm), OECD’s Screening Information Data Set (SIDS) 
(http://www.oecd.org/document/63/0,3343,en_2649_34379_1897983_1_1_1_1,00.html), EU’s Global Harmonization System (GHS) 
Classification criteria (http://ec.europa.eu/enterprise/sectors/chemicals/documents/classification/index_en.htm), etc.   
3 http://www.chemicalspolicy.org/legislationdocs/California/CA_SB509.pdf 
4 Proposed rule at Federal Register Vol. 74 no. 188, September 30, 2009 
5 Toxics Information Clearinghouse Feasibility Study Report.  DTSC. April 8, 2010. 
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Thus, the Clearinghouse should remain as objective as possible, without introducing 
biases and subjectivity. 
 

In the current pre-draft regulations, OEHHA lists additional specific organ toxicities 
beyond the conventional Carcinogens, Mutagens, and Reproductive/ Development 
Toxicants (CMR), subchronic toxicity, etc.   Rather than separating out each of these 
additional non-conventional toxicities (e.g., cardiovascular, gastrointestinal, liver, renal, 
etc.) in the Clearinghouse, and misleading the user to believe that validated test 
methods exist for each, these additional toxicities should be lumped together into a 
separate category, for example, under systemic toxicity or target organ toxicity.  
Information on any of these toxicities (from chemical evaluation summaries) will be 
appropriately captured here.  Organ systems impacted are noted, but there should be 
no presumption of separate and distinct test for every organ system that the OEHHA 
proposal implies.  Industry’s proposed approach would mirror that of most prominent 
national or international systems. 

Non-Conventional Toxicities – Organ Specific Toxicities 

 

For “emerging” traits such as endocrine disruption and epigenetics, further scientific 
clarification and consensus on the trait characterization is a necessary first step prior to 
inclusion into the Clearinghouse.   

Non-Conventional Toxicities – Emerging Traits 

 
To-date, “suspected” endocrine disruption status has not been confirmed for any 
chemical by any international authoritative bodies.  Furthermore, a universal definition 
of what an “endocrine active substance” or “endocrine disrupter (ED)” is has yet to be 
agreed upon.  For example, as evidenced by the lack of any currently validated protocols 
to evaluate substances for their endocrine disruption potential (EPA has decided that it 
can't classify an agent as an endocrine disrupter based on screening assays in its 
Endocrine Disruptor Screening Program - the Agency only labels them as "potential 
endocrine disruptors," which raises their priority for definitive testing and is not a 
definitive classification in itself), it’s clear that this is a field of science that is in relative 
infancy compared with other toxicology endpoints.  In addition, the relationship of 
certain human diseases to the endocrine system is poorly understood and scientifically 
controversial.  Uniform and universally accepted test procedures and criteria must be 
established in order to evaluate the validity and quality of investigating potential 
endocrine disruption effects and in identifying chemicals as having or not having such 
traits.   
 
On epigenetics, scientific consensus is far beyond reach.  The nascent field of 
epigenetics is under extensive scientific investigation with a “normal” baseline 
undefined as of yet.  
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Thus, OEHHA should be able to show that scientific consensus exists, or should be 
establishing the process for reaching that consensus where none exist, but should not 
be unilaterally establishing new hazard traits. 
 
II. Chemical Use Information and Potency Information as “Other Relevant Data” 

Use categories
Chemical Use Information 

6

 

 as reported by industry in the next round of the Inventory Update Rule 
can be integrated into Other Relevant Data.  EPA recently released a proposed rule for 
changes to IUR reporting beginning with 2010 information collection. The Clearinghouse 
could include information reported by industry to the IUR after this rulemaking process 
is complete. 

Additional use data can be housed under “Other Relevant Data” as well.  Often in 
US/OECD HPV submissions, chemical environmental monitoring data has been 
presented, using robust summary studies (with reliability ratings).  This information in 
addition to volume and use categories information would help provide context to 
chemical uses, and is scientifically well founded.  An additional example could be an 
aggregate exposure analysis, covering a variety of "uses" of a chemical, using model 
and/or monitored data.  These too can be rated for reliability under the OECD's 
approach (e.g. models used are well-accepted in scientific/regulatory circles).  OEHHA 
should consider giving industry the opportunity to provide use information.  REACH 
submissions will always include use and exposure information.  
 

There is some dose level that produces an effect for every chemical.  Quality 
toxicological studies may have identified an appropriate threshold beyond which a 
chemical exhibits a specified hazard trait and use of the OECD robust study summary 
format will capture this information.  This is critical information in determining the 
relative level of concern of a chemical. 

Potency Information 

 
III. Data quality considerations, appropriate test methodologies, and Clearinghouse 
template design 

DTSC/OEHHA should look to the OECD harmonized template
Data Quality Considerations and Appropriate Test Methodologies 

7 (SIDS dossier) for overall 
organization of information about a chemical and to the robust study summary8 for 
documenting individual studies. DTSC/OEHHA should require that the OECD robust 
study summary template be required for every

                                    
6 Reported by industry in the next round of the Inventory Update Rule (proposed rule at Federal Register Vol. 75, no. 156, August 13, 
2010) 

 study used to populate the 
Clearinghouse.  Both are found in the OECD Manual for Investigation of HPV Chemicals 

7 See http://www.oecd.org/document/0,3343,en_2649_34365_36206733_1_1_1_1,00.html.  
8 See section 2.4.3 Robust Study Summaries in the OECD Manual for the Investigation of HPV Chemicals. See 
http://www.oecd.org/dataoecd/13/18/36045056.pdf.  
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as a model for providing chemical information.  This provides a common approach that 
is internationally agreed and accepted and will assist database users in finding and 
utilizing the information. 
 
The OECD methodology for determining the quality of data in chemical dossiers 
described in their Manual9 for Investigation of HPV Chemicals is a globally accepted way 
to rate the reliability, relevance and adequacy of existing data.  DTSC/OEHHA should 
require that the OECD methodology be applied to every

 

 study used to populate the 
Clearinghouse.  It has been applied to all studies in the US and OECD HPV programs and 
is required of all studies submitted under REACh.  It's been found to be an excellent 
approach to separate good studies from those that are not of sufficient quality and 
reliability for science-based regulatory decisions.   

The validity of many in vitro studies and their relevance to human health is still in 
question, and they should not be the sole source of information used to assign a hazard 
trait to a chemical.  A formal validation study would be necessary to investigate the 
relationship between in vitro and in vivo endpoints, to ensure that results from in vitro 
assays are predictive of in vivo toxicity and human health outcome thereby establishing 
an in vitro/in vivo correlation.10

 

  Peer-review alone is an insufficient metric of study 
quality.   

Additionally, the Clearinghouse should rely on conclusions and information from 
predominantly “authoritative” sources, rather than the peer-reviewed literature that is 
primarily hypothesis driven and often represents vastly unsettled science.  Generally, an 
authoritative entity or body should be defined as a government agency or formalized 
scientific organization that satisfies all of the following requirements: 
 

1. It characterizes chemicals pursuant to an open, deliberative and 
transparent scientific process in which stakeholders are able to 
participate formally, and communicate directly with the 
authoritative body through written and oral comments. 
2. It does not engage in advocacy. 
3. It bases its characterization of chemicals on a weight-of-
evidence approach.   To the extent available, it considers multiple 
reliable studies, conducted by different laboratories, at different 
times, and involving not only different strains but different 
species and gives full consideration to mode of action, 
confounding factors, maternal toxicity, historical controls and any 

                                    
9 http://www.oecd.org/document/7/0,2340,en_2649_34379_1947463_1_1_1_1,00.html - The methodology used by the Organization 
for Economic Cooperation and Development (OECD) in Chapter 3 of the Manual for Investigation of HPV Chemicals (OECD 
Secretariat, July 2007) shall be used for the determination of reliable studies. 
10 For example, see Draft Guidance Document on Using Cytotoxicity Tests to Estimate Starting Doses for Acute Oral Systemic 
Toxicity Tests (http://www.oecd.org/dataoecd/17/0/43325517.pdf) 
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other scientific information that may be relevant to 
understanding the potential effects of chemicals on health and 
the environment. 
4. It publishes its characterizations of chemicals through 
governmental regulations, periodic reports, monographs or peer-
reviewed publications. 

 
Aside from data quality and reliability considerations, DTSC/OEHHA need to clearly 
identify how certain types of data will be weighed when assessing chemical hazards and 
identifying chemicals of concern, recognizing that certain types of data are less relevant 
to human and/or environmental health than others.   
 
Furthermore, in vitro studies and Quantitative Structure-Activity Relationships (QSARs) 
are generally recognized as appropriate tools for prioritizing chemicals only.11

 

 These 
methods should not be used to make definitive declarations about toxicological 
properties without further information from higher tier studies. 

To summarize, the OEHHA pre-draft regulation leaves much to be desired: 
(i) What kind of quality control and/or contextual information will accompany 

data and information from in vitro and QSAR studies?  Contextual 
information similar to those in OECD’s robust study summary section ought 
to be included for any study, to help summarize and rate the quality of the 
study. 

(ii) DTSC ought to be prepared to develop a data quality guidance document and 
identify appropriate test methods that will be the basis for qualifying data for 
use in the Clearinghouse, before any information is uploaded into the 
Clearinghouse.  For example, what importance will DTSC put on information 
generated through validated test guidelines versus other types of studies? 

(iii) Which department would be responsible for evaluating the available data on 
a particular chemical, and authorizing information to be posted? 

 

GMA suggests that the OECD baseline template, the SIDS dossier, be used for the 
Clearinghouse.  It is consistent with regulatory practice across all OECD members.  It is 
the basis for the IUCLID Dossier used in Europe.  All of the various components are listed 
-- all of the “traditional” physical-chemical properties, environmental fate information, 
human toxicity data, environmental toxicity data, to include information on identified 
uses and available exposure information, including exposure estimates for identified use 
scenarios.  Where there are multiple studies for a toxicological endpoint, they are 
separately identified and can be separately accessed.  The robust summary of a given 

Clearinghouse Template Design 

                                    
11 See Rusyn, I. and Daston, G.P. Aug 2010.  Environ. Health Perspect. 118 (8):1047-1050. 
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study provides all of the key information about the study, including a No-Observed-
Adverse-Effect-Level (NOAEL) or other indication of threshold effect level.   
 
Although a conceptually consumer friendly “check-box” approach to identifying 
chemical hazards is quite appealing, toxicological information is rather complex and 
DTSC/OEHHA should not attempt to oversimplify available data.  Oversimplification 
would be the result of subjective interpretations, and will likely introduce biases and 
unsubstantiated assumptions into the Clearinghouse.  Inaccurate and inconsistent 
characterization of chemical information will certainly mislead the User and undermine 
the objectives of the Clearinghouse. 
 
If you have any questions or comments, please feel free to contact us.  We look forward 
to our continued work together on this important public policy initiative. 
 
Sincerely,  

 
 
Caroline Silveira 
Director, State Affairs 
Grocery Manufacturers Association 
1350 I St NW, Suite 300, 
Washington, D.C., 
20005 
 
Cc:  Linda Adams, Secretary, CalEPA 
 Cindy Tuck, Undersecretary, CalEPA 
 Patty Zwarts, Deputy Secretary for Policy, CalEPA 
 Patrick Sullivan, CalEPA 

Joan Denton, Director, OEHHA 
 Maziar Movassaghi, Acting Director, DTSC 
 John Moffatt, Office of the Governor 
 
 
 



 
September 13, 2010 
 
 
Fran Kammerer 
Staff Counsel 
Office of Environmental Health Hazard Assessment 
1001 I Street 
Sacramento, CA 95812 
 
RE: Draft Regulation for Hazard Traits & Environmental and Toxicological 
Endpoints (8/10/10) 
 
Dear Ms. Kammerer: 
 
On behalf of the Green Chemistry Alliance (GCA)* and its stakeholders, we 
respectfully submit the following comments and suggestions relative to the Office 
of Environmental Health Hazard Assessment’s (OEHHA) Draft Regulation for 
Hazard Traits and Environmental and Toxicological Endpoints (“regulation”) 
released on August 11, 2010. 
 
In a proactive fashion, GCA members have invested countless hours over the 
last year and a half developing regulatory text and comments for implementing 
the broader framework for the Green Chemistry Initiative.  This work has been 
the result of a focused and proactive effort by a broad array of individuals from 
coast to coast with science, engineering, toxicology, R&D, manufacturing and 
legal backgrounds and possessing significant expertise in state, national and 
international chemical management policy.  This same group has come together 
to also provide insight and technical review of the draft regulations relative to 
hazard traits and endpoints. 
 
Overarching Concerns 
 
The task of chemicals management is a long-term endeavor driven by ever 
changing developments in science.  Regardless of the resources directed toward 
development of data, there will always be more questions to ask and more data 
to gather – it is after all the nature of the scientific process.   
 
Of all of GCA’s concerns or questions, the overarching and recurring issue 
seems to be focused on how the information in the draft regulation will be used.  
It is generally unclear and disconnected from the DTSC proposed regulations 
and DTSC’s vision for the Toxics Information Clearinghouse (TIC).   The OEHHA 
regulations will be a critical launching point for the safer alternatives process, in 
particular; therefore, scrutiny needs to be employed in the development of 
applicable and definable hazard traits and endpoints in order to inform the 
prioritization process.  
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Re: Draft Regulation for Hazard Traits & 
      Environmental and Toxicological Endpoints 
 

Although OEHHA staff has indicated a weight-of-evidence approach is envisioned for the 
regulation, it must be more clearly and specifically incorporated into the draft. A robust weight-of-
evidence approach will give stakeholders confidence in the studies and data relied upon and 
feeding into the complex DTSC safer alternatives process. 
 
GCA comments, which follow in Attachment 1, include the following items of significance: 
 

 Existing Systems - a new California-only system as proposed under the draft regulation 
is inefficient, duplicative, and will make it unnecessarily difficult to leverage existing 
information on chemicals. A non-standard approach will slow the development of the TIC 
database and there will be a substantial agency effort required to convert the information 
to the unique California system, both initially and on an ongoing basis. 
 

 List of “icities” - there is no need to break out systemic toxicity or target organ toxicity by 
specific systems as proposed in the draft regulation when the goal is hazard identification 
- the critical issue for chemical hazard classification should be identifying the most 
sensitive system(s) affected by chemical exposure. 

 
 Emerging Traits - OEHHA should seek scientific consensus on the description of 

emerging traits and the appropriate study protocol for the endpoint(s) prior to including 
them in the regulation.  OEHHA should not unilaterally establish definitions for new 
hazard traits. 

 
 Endpoint Lists - Each of the toxicological and environmental traits in the OEHHA 

proposal is accompanied by a list of possible endpoints.  However, the listings are not 
actual hazard traits or endpoints, but rather preludes in multiple-step pathways that may 
or may not lead to disease or an adverse outcome. 

 
 Other Relevant Information - Use category and volume information reported via U.S. 

EPA’s Inventory Update Rule ((IUR) should be included as part of “other relevant 
information.” 

 
 Data Quality - In vitro studies and QSARs are generally recognized as appropriate tools 

for prioritizing chemicals, but not for making definitive declarations about toxicological 
properties as proposed.  OEHHA needs to clearly identify how certain types of data 
should be weighed when assessing chemical hazards, recognizing that certain types of 
data are less reliable than others, even when developed by authoritative bodies.  OEHHA 
should look toward the robust study format used in the OECD’s hazard assessment 
program and OECD harmonized templates as a model for providing information on study 
results and study quality. 

 
 Potency - The proposal is defective as there is no indication of potency for traits which 

exhibit evidence of hazard. Without some indication of potency, every substance, whether 
synthetic or naturally occurring, will be labeled as toxic, even the “greenest” of 
substances. GCA recommends OEHHA look toward existing systems to understand how 
other bodies have handled this critical issue. 

 
 Classification - The classification proposal should be abandoned entirely. SB 509 gives s 

OEHHA neither the mandate nor the authority to create a novel California classification 
system. DTSC has responsibility for what actually goes into the TIC, not OEHHA. The 
classification system is a significant overstep of OEHHA’s authority. 
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The Green Chemistry Alliance and its members appreciate the work OEHHA has invested in 
developing this draft regulation; however, GCA remains highly concerned over the breadth and 
direction of the draft regulation.  GCA remains committed to working with OEHHA and other 
stakeholders to finalize reasonable and effective regulations that reflect the intent and specific 
requirements of SB 509 relative to the identification of hazard traits and endpoints. 
 
GCA respectfully submits the attached comments regarding the draft Hazard Trait, Endpoints, 
and Other Relevant Data regulation (August 10, 2010).  For further information or questions 
regarding the Green Chemistry Alliance, its members, or our comments please contact John 
Ulrich (916) 989-9692 or Dawn Koepke (916) 930-1993. Thank you! 
 
 
Sincerely, 
 
 
 
 
John Ulrich        Dawn Sanders Koepke  
Co-Chair        Co-Chair  
Chemical Industry Council of California    McHugh & Associates 

 
Cc:  The Honorable Linda Adams, Secretary, CalEPA 
 The Honorable Cindy Tuck, Undersecretary, CalEPA 
 The Honorable Patty Zwarts, Deputy Secretary for Policy, CalEPA 
 The Honorable Patrick Sullivan, CalEPA 

The Honorable Joan Denton, Director, OEHHA 
 The Honorable Maziar Movassaghi, Acting Director, DTSC 
 The Honorable John Moffatt, Office of the Governor 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

__________ 
 

* The Green Chemistry Alliance (GCA) has its roots in a group of business trade associations and companies that lobbied 

effectively during the closing weeks, days and hours of the 2008 California legislative session in support of bi-partisan measures to 
create a new science based framework for chemicals management. The driving force behind the legislation was a broad based des ire 
for state regulators, rather than the legislators, to exercise their expert scientific and engineering judgment and experience when 

determining appropriate regulatory actions affecting chemicals of concern in consumer products. In the wake of this groundbreaking 
legislation, the GCA was formalized for the purpose of constructively informing the implementation effort such that the promulgated 
regulations remain true to the objective and scientific ideals of the authorizing legislation. GCA has strongly advocated for  crafting 

regulations to enable the full and successful implement AB 1879 (Feuer, 2008) and SB 509 (Simitian, 2008), which will enhance 
public health and environmental protection, promote innovation while still respecting confidential business information, and further the 
principles of sustainable development. 
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Green Chemistry Alliance 

Signatories 
 

 
 
Alliance of Automobile Manufacturers  
American Apparel & Footwear Association  
American Chemistry Council  
American Cleaning Institute 
American Forest & Paper Association  
Amway  
Association of Home Appliance Manufacturers  
Association of International Automobile Manufacturers  
BASF  
The Boeing Company  
California Aerospace Technology Association  
California Chamber Commerce  
California Grocers Association  
California Healthcare Institute  
California League of Food Processors  
California Manufacturers & Technology Assoc  
California New Car Dealers Association  
California Paint Council  
California Restaurant Association 
California Retailers Association  
Can Manufacturers Institute  
Chemical Industry Council of California  
Chevron  
Citizens for Fire Safety Institute  
Consumer Healthcare Products Association  
Consumer Specialty Products Association  
Dart Container Corporation  
Defoamer Industry Trade Association  
Del Monte  
Dow Chemical Company  
DuPont  
Ecolab  
Ellis Paint  
ExxonMobil  
Fashion Accessories Shippers Assoc  
Florida Chemical Company, Inc.  
Fragrance Materials Association 
Goodrich Corporation  

 
Grocery Manufacturers Association  
Honeywell  
Hyundai-Kia America  
Independent Lubricant Manufacturers Association  
Industrial Environmental Association  
Information Technology Industry Council  
International Sleep Products Association  
Johnson & Johnson  
Kern Oil & Refining Company  
Koch Companies Public Sector  
Metal Finishing Associations of Northern & 
Southern California  
National Aerosol Association  
National Paint & Coatings Association  
National Shooting Sports Foundation (NSSF) 
Northrop Grumman  
OPI Products Inc.  
Personal Care Products Council  
Phoenix Brands  
Plumbing Manufacturers Institute  
Procter & Gamble  
Reckitt Benckiser 
Rio Tinto 
SABIC Innovative Plastics 
Silicones Environmental Health and Safety 
Council 
Solar Turbines  
Sporting Arms and Ammunition Manufacturer’s 
Institute (SAAMI) 
TechAmerica  
Toy Industry Association  
Travel Goods Association  
United Technologies  
Western Growers  
Western Plant Health Association  
Western States Petroleum Association  
Western Wood Preservers Institute  
 

 
 
 # # # # # 
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Attachment 1 
 
Existing Systems 
 
The Green Chemistry Alliance (GCA) is concerned that having a new California-only system as 
proposed under the draft regulation is inefficient, duplicative, and will make it unnecessarily 
difficult to leverage existing information on chemicals. For conventional hazard traits, OEHHA 
should harmonize as much as possible with existing international and national systems that 
already identify the information elements necessary to study and characterize chemicals (e.g., 
OECD and EPA test methods and guidelines, OECD SIDS, GHS1). 
 

 Tens of thousands of tests for thousands of chemicals have been or will be performed 
and interpreted through these systems. 

 

 If California wants to create a system that can be populated quickly and efficiently, these 
systems should be leveraged. 

 

 Using such systems will provide a framework for things like the use of categories, tiered 
testing, acute vs. chronic toxicity, judging study quality/reliability, and weight of evidence 
approaches that are not addressed at all in OEHHA’s discussion draft. 

 

 If California proceeds with a non-standard approach, not only will the database be slow 
to be populated, there will be a substantial agency effort required to convert the 
information to the unique California system both initially and on an ongoing basis. In a 
resource strapped economy, that makes no sense. 

 
 
List of “icities” 
 
GCA argues that there is no need to break out systemic toxicity or target organ toxicity by 
specific systems as proposed in the draft regulation (e.g., cardiovascular, gastrointestinal, liver, 
renal, etc.) when the goal is hazard identification. This is especially true since the critical issue 
for chemical hazard classification should be identifying the most sensitive system(s) affected by 
chemical exposure.  
 
None of the prominent national or international systems list the vast number of “icities” in the 
OEHHA proposal. On the human heath side for instance, chemicals are characterized for “acute 
toxicity” and “chronic toxicity” (sometimes “systemic toxicity”). Organ systems impacted are 
noted, but there is no presumption of separate and distinct test for every organ system that the 
OEHHA proposal implies. The structure presented by OEHHA could be misinterpreted in such a 
way. Noting which organ system(s) is most sensitive is more than adequate to describe a 
chemical’s hazard. Said differently, a single test can cover many different “icities,” and the TIC 
should be structured in a way that makes that more apparent to users. 
 
 
Emerging Traits 
 
In the case of “emerging” traits such as endocrine disruption and epigenetics (and scores of 
other novel traits identified in the environment section), OEHHA should seek scientific 
consensus on the description of the trait and the appropriate study protocol for the endpoint(s) 
prior to including it in the regulation. OEHHA should be able to show that scientific consensus 
                                                
1 It should be noted that authors of the REACh legislation relied on these systems heavily, as do all 
countries of the OECD. 
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exists, or should be establishing the process for reaching that consensus where none exist, but 
they should not be unilaterally establishing new hazard traits. 
 
 
Endpoint Lists 
 
Each of the toxicological and environmental traits in the OEHHA proposal is accompanied by a 
list of possible endpoints that could demonstrate that a chemical has the respective trait. 
However, the hazard traits and endpoints listed are not actual hazard traits or endpoints.  
Rather, much of what is listed in the draft are preludes in multiple-step pathways that may or 
may not lead to disease or an adverse outcome (i.e., these are actually mechanisms and not 
endpoints; examples include epigenetic adverse perturbations and electrophilic potential).  This 
will not further the Green Chemistry goals or provide the certainty necessary to make 
prioritization decisions or weigh chemical alternatives. 
 
 
Other Relevant Information  
   
Hazard information provided in the abstract is not terribly useful for people searching for 
alternatives, whether they are product manufacturers, DTSC staff, or lay citizens.  EPA recently 
released a proposed rule for changes to its Inventory Update Rule (IUR) beginning with 2010 
information collection.  The Clearinghouse could include information reported by industry to IUR 
after this rulemaking is complete.  Use categories and volume as reported by industry in the 
next round (2011) of the IUR should be integrated into the “Other Relevant Information” section 
of the TIC. 
 
Further, while there is some interesting physical-chemical information that might be included as 
“other relevant information” in the TIC, to identify and classify chemicals based on “exposure 
potential” is unscientific and contrary to well established risk assessment principles.   
 
 
Data Quality 
 
In vitro studies and QSARs are generally recognized as appropriate tools prioritizing chemicals 
and in identifying the need for higher tier testing, not for making definitive declarations about 
toxicological properties as OEHHA proposes.  The validity of many in vitro studies to human 
health is still in question, and they should not be the sole source of information used to assign a 
hazard trait to a chemical.  
 
Additionally, in silico (computer simulation) QSAR is still in its infancy and should not be relied 
upon for definitive decisions.  These methods have not been validated. All testing methods in 
the Draft should require validated methods.  In decision-making a priority for in vivo rather than 
in vitro should be established in the regulation. 
 
OEHHA needs to clearly identify how certain types of data should be weighed when assessing 
chemical hazards, recognizing that certain types of data are less reliable than others, even if 
they are developed by authoritative bodies. 
 

 What kind of quality control and/or contextual information will accompany data and 
information from in vitro and QSAR studies? OEHHA has indicated that this is a DTSC 
responsibility and that they do not plan to address these issues in their regulation. 
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 Is DTSC prepared to develop data quality guidance (and perhaps test methods) for all of 
OEHHA’s various toxicities? 

 
 How and to what degree are the two agencies coordinating, given that OEHHA’s actions 

directly impact DTSC’s 1879 implementation? What implications does DTSC see for the 
safer alternatives process? 

 

 The notion of study quality is not addressed in the OEHHA draft. Peer-review alone is an 
insufficient metric of study quality.  The OECD methodology for determining the quality 
of data in chemical dossiers described in their Manual for Investigation of HPV 
Chemicals is a globally accepted way to rate the reliability, relevance and adequacy of 
existing data; as such, it should be required for every study used to populate the TIC. It 
has been applied to all studies in the US and OECD HPV programs and to those 
submitted under REACh. It has been found to be an excellent approach to separate 
good studies from those that are not of sufficient quality and reliability for science-based 
regulatory decisions. 

 

 Data quality and weighting considerations are particularly important in the context of 
evaluating potential hazards associated with metabolic products and environmental 
breakdown products.  For example, a study showing that a parent compound can be 
broken down to toxic metabolites under artificial conditions in a laboratory setting should 
not serve as the basis for assigning hazard traits unless there is evidence of such 
process occurring under actual environmental conditions. 

 

 If the TIC is populated with ALL data and information in the absence of quality and 
reliability screens; how is any user, technical expert or lay citizen, supposed to identify 
what’s truly relevant for making a decision? Even users with technical backgrounds will 
require an enormous amount of time to sift through the TIC if there are no quality control 
measures in place. 

 

 Questions of data quality and quantity raise the issue of resources DTSC will need to put 
toward its data quality and management obligations under SB 509. What are DTSC’s 
plans for populating the TIC, making data quality decisions, etc.? What importance will 
DTSC put on information generated through validated test guidelines versus other types 
of studies? 

 

 OEHHA should look toward the robust study summary format used in the OECD’s 
hazard assessment program2 and OECD harmonized templates3 as a model for 
providing information on study quality. 

 
 
Potency 
 
There is some dose level that produces an effect for every chemical. How will the TIC address 
the very real issue of potency before declaring that substance possesses a toxicity trait? 
 

 The OEHHA proposal is deficient in that there is no indication of potency for the hazard 
traits for which there is evidence of hazard. Without some indication of potency cutoff 
values, every substance, whether synthetic or naturally occurring, will be labeled as 
toxic. As just one example, without information about the dose at which a substance 
causes acute toxicity, will everything in the TIC be marked as acutely toxic? 

 

                                                
2 See section 2.4.3 Robust Study Summaries in the OECD Manual for the Investigation of HPV 

Chemicals. See http://www.oecd.org/dataoecd/13/18/36045056.pdf. 
3 See http://www.oecd.org/document/0,3343,en_2649_34365_36206733_1_1_1_1,00.html. 
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 OEHHA has established a framework that will undoubtedly be misunderstood and 
certainly misused. 

 

 We recommend that OEHHA look toward existing systems (see comments above) to 
understand how other bodies have handled this critical issue. 

 
 
Classification 
 
The classification proposal should be abandoned entirely. SB 509 gives OEHHA neither the 
mandate nor the authority to create a novel California classification system. DTSC has 
responsibility for what actually goes into the TIC, not OEHHA. The classification system is a 
significant overstep of OEHHA’s authority into DTSC’s responsibilities. Moreover, the entire 
classification provision is pejorative, unrealistic, and unhelpful. The OEHHA proposal does not 
bring clarity to chemical information. Indeed, it increases opacity on all dimensions, as 
evidenced by the following:  
 

 It combines lack of information and no effect (i.e., nontoxic) into “unclassifiable.” This is 
not reflective of the real world and is of no utility to TIC users. 

 

 It muddies the waters by lumping distinctions made in existing systems (e.g., IARC as 
just one example) for no apparent reason, actually decreasing information available on 
chemicals. 

 

 Clearly there are chemicals where the scientific data has demonstrated that the chemical 
lacks certain hazard traits, including some of the most important concerns such as 
carcinogenicity and reproductive and developmental toxicity. 

 

 Without identifying a class for hazard traits that recognizes the lack of activity for a 
chemical, rather than the lack of data, the system used to classify chemicals is flawed. 

  

 It would be impossible to identify “non-toxic” chemicals using OEHHA’s proposed 
classification scheme. Even the “greenest” of chemicals will be classified as hazardous 
or “unclassifiable.”  

 

 Finally, it appears that, a chemical is categorized as having many of the toxicities listed 
until such time as OEHHA or DTSC determines otherwise. Furthermore, the language 
within (i – page 28) could conceivably allow anyone using any study design of their 
choosing to publish something saying chemical X has hazard trait Z, and unless DTSC 
or OEHHA determined otherwise, it would be so.  This approach will heighten 
controversy and fear while doing little to advance public health or environmental 
protection.    
 
 

# # # # # 
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Ben Horenstein 

Tri-TAC Chair 
East Bay Municipal Utility District 

375 – 11th Street, MS702 
Oakland, CA 94607 

(510) 287-1846 
bhorenst@ebmud.com 

 
 
 
 
November 1, 2010 
 
 
California Department of Toxic Substances Control 
Office of Legislation & Regulatory Policy 
Attn: Jeff Woled, MS 22A 
P.O. Box 806 
Sacramento, CA 95812 
 
(Submitted electronically to Gcregs@dtsc.ca.gov and separately to the online comment 
website) 

RE: Comments to the Safer Consumer Product Alternatives Regulations 

 
Dear Mr. Woled: 
 
The purpose of this letter is to provide both support and comment for the 
Department of Toxic Substances Control’s (DTSC) proposed Safer Consumer 
Product Alternatives regulations that were made available for public comment on 
September 17, 2010. 
 
Tri-TAC is a technical advisory group for publicly-owned treatment plants (POTWs) 
in California. It is jointly sponsored by the California Association of Sanitation 
Agencies, the California Water Environment Association, and the League of 
California Cities. The constituent base for Tri-TAC collects, treats, and reclaims 
more than two billion gallons of wastewater each day and serves most of the 
sewered population of California. 
 
Tri-TAC supports the proposed Safer Consumer Product Alternatives Regulations 
because we believe they will provide a framework and process that will prevent 
certain harmful discharges to municipal wastewater treatment plants.  Such 
discharges result, in part, from the disposal of some consumer products at the end 
of the product's useful life.   
 
In instituting a program to evaluate Priority Products, DTSC will be setting in place a 
regulatory program that will be more efficient and cost-effective for the State and its 
citizens than the time-consuming and inefficient process of sponsoring legislation to 
deal with products or chemicals of concern on an individual basis.  Such products 
may contain Chemicals of Concern that can threaten the proper operation of a 
wastewater treatment facility, and/or result in the discharge of Chemicals of Concern 
to the environment. 
 

Vice Chair 
Natalie Sierra 
San Francisco Public 

Utilities Commission 
1145 Market Street, 5th Floor 
San Francisco, CA 94103 
(415) 934-5772 
nsierra@sfwater.org 
 
Water Committee  
Co-Chairs 
Gail Chesler 
Central Contra Costa 

Sanitation District 
5019 Imhoff Place 
Martinez, CA 94553 
(925) 229-7294 
gchesler@ccentralsan.org 
 
Lorien Fono 
Patricia McGovern Engineers 
2242 Leavenworth Street 
San Francisco, CA 94133 
(510) 684-2993 
lorienjf@gmail.com
 
Air Committee 
Chair 
Jay Witherspoon 
CH2M Hill 
155 Grand Avenue, 
Suite 1000 
Oakland, CA  94612 
(510) 251-2888 
jay.witherspoon@ch2m.com 
 
Land Committee 
Co-Chairs 
Greg Baatrup 
Fairfield-Suisun Sewer 

District 
1010 Chadbourne Road 
Fairfield, CA  94534 
(707) 428-9162 
gbaatrup@fssd.com 
 
Matt Bao 
Los Angeles County  
 Sanitation Districts 
1955 Workman Mill Road 
Whittier, CA  90601 
(562) 699-7411 ext. 2809 
mbao@lacsd.org 
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Wastewater treatment facilities use a variety of physical, biological, and chemical 
processes to treat wastewater including activated sludge treatment, trickling filter 
treatment, anaerobic digestion, and composting of biosolids produced in the 
treatment process.  If a Priority Product containing a Chemical of Concern is 
discarded down-the-drain to the sewer and makes it way to a wastewater treatment 
facility, it has the very real potential to interfere with the proper operation of 
wastewater treatment process or cause a violation of the aquatic life protection 
components of our NPDES permits.  For example, if the Chemical of Concern were 
toxic to the microorganisms in the activated sludge treatment process, the rate of 
biological treatment would be inhibited or completely inactivated.  This will result in 
operational problems with the treatment of the wastewater, and may lead to pass-
through of the toxic compound to the effluent discharging to the receiving waters or 
to the biosolids that are later used in composting or land application processes.   
 
Our colleagues from Bay Area Clean Water Agencies and Bay Area Pollution 
Prevention Group have also provided comments to you.  We echo these and 
included some of their concerns about the proposed regulations in this letter, to 
emphasize their importance. 
 
Finally, the State's need to protect consumers and the environment from pollutants 
in products will require sufficient funding for DTSC to establish and maintain this 
program.  We encourage DTSC to work with the legislature to develop mechanisms 
to provide funding for full implementation of these regulations. 
 
Detailed comments about specific issues are provided below. 
 
Comment #1 – Additional Adverse Environmental Impact – Section 69302.3(d) 
 
Tri-TAC recommends that interference with biological waste treatment processes be 
included on the list of adverse environmental impacts given in Section 69302.3(d) 
(modifications are indicated with bold italic font): 
 

(5) Any other factors that relate to adverse impacts on the environment, 
including, but not limited to, the release of heat, odor or radiation. 
(6) Interference with the performance of biological processes used in 
municipal wastewater treatment, biological processes that treat septic 
system discharges, and biological processes used to manage municipal 
solid waste, including but not limited to composting, digestion, and other 
types of biological energy production. 

 
Municipal wastewater treatment operations and waste management activities 
involve biological processes that can be adversely impacted by chemicals in 
products.  These environmental impacts appear to have been inadvertently omitted 
from the list of adverse environmental impacts in section 69302.3(d), which will be 
the basis for selection of Chemicals under Consideration and which will define the 
scope of the environmental impacts evaluated in Tier I and Tier II-A Alternatives 
Assessments.    
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Comment #2 – Existence of Data on Exposure to the Chemical – Section 
69302.3(g)(4) 
 
Section 69302.3 lists prioritization factors that the DTSC may use to place 
chemicals on the list of Chemicals under Consideration.  One factor that should be 
considered is the threat of Priority Chemicals to the proper operation of a 
wastewater treatment plant or a solid waste management facility.  Tri-TAC 
recommends that Section 69302.3(g)(4) be modified as follows (modifications are 
indicated with bold italic font): 
 

(4) Data that meet the definition of reliable information and that indicate that the 
chemical or its degradation products are showing up in California solid 
waste, wastewater or storm water streams collected or managed by 
California State or local agencies in concentrations or volumes that present 
public health or environmental threats, or that require the significant 
expenditure of public funds to mitigate public health or environmental 
threats, or that significantly increase the costs of reusing or recycling 
materials containing the chemical, or that present a threat to the proper 
operation of solid waste, wastewater, or storm water treatment 
facilities.  

 
Household chemicals, personal care products, and industrial chemicals may contain 
Chemicals of Concern in Priority Products and their alternatives. Use and disposal 
of the Priority Products and their alternatives down-the-drain may cause pass-
through or interference with the proper operation of wastewater treatment facilities, 
and/or may result in environmental impacts from discharges of Chemicals of 
Concern to the environment.  
 
Comment #3 – Priority Chemicals - Section 69302.4 
 
Tri-TAC recommends that the following water quality priorities be added to the list of 
priority chemical given in Section 69302.4(d) (modifications are indicated with bold 
italic font): 
 

(d) In preparing the initial list of Priority Chemicals, pursuant to subsection (a), 
the Department shall only consider chemicals that are one or more of the 
following: 

(1) Chemicals that are carcinogens or reproductive toxins, or both, as 
defined in section1969301.2(a)(9). 

(2) Chemicals that are listed as having mutagenic properties in the 
European Union Category 1A or 1B under Annex VI, part 3 of the 
Regulation. 

(3) Chemicals that have been determined by the United States 
Environmental Protection Agency to be persistent bioaccumulative toxic 
chemicals. 

(4) Pollutants listed by California or the United States Environmental 
Protection Agency for one or more water bodies in California 



California Department of Toxic Substances Control 
Re: Comments to the Safer Consumer Product Alternatives Regulations 
November 1, 2010 
Page 4 
 
 

A technical advisory committee on POTW regulatory and policy issues 

pursuant to section 303 (d) of the federal Clean Water Act, 
specifically copper, lead and mercury. 

 
We understand that DTSC seeks to focus its first list of Priority Chemicals on the 
state’s highest priorities.  In setting priorities, DTSC has selected only lists of 
chemicals that are problematic for human health.  Some chemicals that are harmful 
to aquatic life are not particularly harmful for humans, such as copper.  In selecting 
only human health based lists, DTSC would inadvertently close the door on 
prioritizing chemicals that are California’s highest water pollution priorities.   
 
Comment #4 - Guidance Materials – Section 69305(a) 
 
The DTSC plans to prepare and make available on its website guidance materials to 
assist persons in performing Tier II Alternative Assessments, and to post on its 
website alternative assessments (AA) that are available in the public domain and 
are supported by reliable information.  Tri-TAC recommends that Section 69305(a) 
be modified as follows (modifications are indicated with bold italic font): 
 

(a) Before finalizing the initial list of Priority Chemicals pursuant to section 
69302.2, the Department shall prepare, and make available on its website, 
guidance materials to assist persons in performing Tier II AAs in accordance 
with the requirements of this chapter.  The guidance materials shall 
include examples of Tier II AAs.  The Department shall periodically revise 
and update the guidance materials.     

 
The list of impacts to be evaluated in an Alternative Assessment is long, and the full 
extent of the effort needed is unknown until the first few Alternative Assessments 
are performed.  A sample or model Alternative Assessment will also help to clarify 
how the different chemical properties, public health and ecological factors, and 
chemical traits are handled and balanced in the assessment.  As part of 
implementing the regulations, Tri-TAC recommends that DTSC, In-House, and 
Third-Party Assessment Entities prepare sample Alternative Assessments for three 
Priority Products that contain Priority Chemicals representing each of the three 
chemical groups listed under Section 69302.4(d), Parts (1) through (3).  It is also 
recommended that each of the sample Tier II Alternatives Assessments include an 
Alternatives Assessment Work Plan, a Chemical Hazard Assessment, an Exposure 
Potential Assessment, and a Multimedia Life Cycle Evaluation.  Tri-TAC offers our 
support in this task. 
 
Comment #5 – Alternatives Assessment Notifications – Section 69305.1(c) 
 
Tri-TAC recommends that Section 69305.1(c) be modified as follows (modifications 
are indicated with bold italic font): 
 

(c) The requirements of subsection (a) do not apply if the manufacturer of the 
product has submitted a Chemical Removal Confirmation Notification or a 
Product Removal Confirmation Notification to the Department and has not 
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placed into the stream of commerce a substantially similar new 
product. 

 
Once DTSC issues its lists of Chemicals under Consideration and Priority 
Chemicals, manufacturers are likely to reformulate products to avoid the need to 
complete detailed Alternatives Assessments.  We appreciate that DTSC has 
designed the regulations to require that alternative formulations receive a basic 
screening (Tier I Alternatives Assessment) to avoid selection of regrettable 
substitutes.  However, as drafted, the regulations contain a loophole that could be 
used to avoid the Tier I AA.  To close the loophole, DTSC should require a Tier I AA 
for any product that is substantially similar to products exempted through filing of 
Product Removal Confirmation Notifications. 
 
Comment #6 - Waste and End-of-Life Impacts -  Section 69305.5(d)(3)(D) 
 
The DTSC has included waste and end-of–life impacts as one of the environmental 
impacts to be reviewed to determine if they are pertinent for inclusion in the 
Multimedia Life Cycle Evaluation as part of the Tier II AA Evaluation and 
Comparison Process and Factors.  The draft language for this section on waste and 
end-of-life impacts focus on waste and byproducts generated in production of the 
Priority Product, and does not appear to include adverse impacts associated with 
end-of-life disposal.  Tri-TAC recommends that Section 69305.5(d)(3)(D) be 
modified as follows (modifications are indicated with bold italic font): 
 

(D) Waste and end-of-life impacts. This includes adverse impacts associated 
with the amount of waste and byproducts generated, and any special 
handling required for the waste and byproducts, during the life cycle of the 
Priority Product or component and each alternative being considered. This 
also includes an assessment of disposal, treatment or use of waste and 
byproducts, including solid waste, wastewater, and storm water discharge 
streams.  This further includes adverse impacts associated with end-of-
life disposal of the Priority Product in the trash, down the sewer, or 
down the storm drain that presents a threat to the proper operation of 
solid waste, wastewater, or storm water treatment facilities, and may 
result in the discharge of Priority Chemicals or components to the 
environment.   

 
Household chemicals, personal care products, and industrial chemicals may contain 
Chemicals of Concern in Priority Products and their alternatives. Use and disposal 
of the Priority Products and their alternatives down-the-drain may cause pass-
through or interference with the proper operation of wastewater treatment facilities, 
and/or may result in environmental impacts from discharges of Chemicals of 
Concern to the environment. 
 
Comment #7 - Product Information for Consumers – Section 69306.3(a)(5) 
 
Section 69306.3 states that for selected alternative analyses that contain a Priority 
Chemical at a level that exceeds the de minimis level or for a Priority Product or 
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component for which an alternative is not selected, the responsible entity shall 
ensure that all of the proper information is made available to the consumer.  Tri-TAC 
recommends that Section 69306.3(a)(5) be modified as follows (modifications are 
indicated with bold italic font): 
 

(5) Any safe handling procedures needed to protect public health or the 
environment during the useful life of the product and proper end-of-life 
disposal or management, including precautions against end-of-life 
disposal in the trash, down the sewer, or down the storm drain that 
presents a threat to the proper operation of solid waste, wastewater, or 
storm water treatment facilities, and may result in the discharge of 
Priority Chemicals or components to the environment; and  

 
Use and disposal of the Priority Products and their alternatives down-the-drain may 
affect the proper operation of wastewater treatment facilities and/or may result in the 
discharge of Priority Chemicals to the environment. 
 
Comment #8 - Product Information for Consumers – Section 69306.3(c)(1)(D) 
 
Section 69306.3 states that a product subject to the above requirements of 
subsection (a) shall be permanently marked or labeled with a list of information.  Tri-
TAC recommends that Section 69306.3(c)(1)(D) be modified as follows 
(modifications are indicated with bold italic font): 
 

(D) Any safe handling procedures needed to protect public health or the 
environment during the useful life of the product and proper end-of-life 
disposal or management, including precautions against end-of-life 
disposal in the trash, down the sewer, or down the storm drain that 
presents a threat to the proper operation of solid waste, wastewater, or 
storm water treatment facilities, and may result in the discharge of 
Priority Chemicals or components to the environment; 

 
Use and disposal of the Priority Products and their alternatives down-the-drain may 
affect the proper operation of wastewater treatment facilities and/or may result in the 
discharge of Priority Chemicals to the environment. 
 
Comment #9 - End-of-Life Management Requirements – Section 
69306.4(2)(A)(5) 
 
Section 69306.4 lists several requirements that are to be met by the responsible 
entity if the Priority Product is to be managed as a hazardous waste at the end of its 
useful life.  Tri-TAC recommends that Section 69306.4(2)(A)(5) be modified as 
follows (modifications are indicated with bold italic font): 
 

5. End-of-life management information, including what steps will be taken to 
ensure environmentally-sound management that complies with all applicable 
federal and California State and local laws, including precautions against 
end-of-life disposal in the trash, down the sewer, or down the storm 
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drain that presents a threat to the proper operation of solid waste, 
wastewater, or storm water treatment facilities, and may result in the 
discharge of Priority Chemicals or components to the environment; 

 
Use and disposal of the Priority Products and their alternatives down-the-drain may 
affect the proper operation of wastewater treatment facilities and/or may result in the 
discharge of Priority Chemicals to the environment. 
 
Tri-TAC appreciates the opportunity to comment on the draft Safer Consumer 
Product Alternatives regulations.  If you have any questions or would like further 
information, please contact Chris Herbeck at (562) 908-4288 x2958 
(cherbeck@lacsd.org) or Dr. Gail Chesler at (925) 229-7294 
(gchesler@centralsan.org).  
 
Sincerely, 
 
 
 
Ben Horenstein 
Tri-TAC Chair 
  
 

A technical advisory committee on POTW regulatory and policy issues 

mailto:cherbeck@lacsd.org
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Affiliation: Trade Association 
hr: 
Art_1_Label: 
Section: 69301. Purpose and Applicability 
Page: 4 
Line: 17 
Comment: The Business and Institutional Furniture Manufacturers Association (BIFMA) supports the continuous and conscientious 
removal of chemicals of concern from products. Our industry is accomplishing that goal through a sustainability standard that was 
made available to the marketplace in 2008. The BIFMA e3 Furniture Sustainability Standard (and the "level" Certification Program 
indicating third party verification of conformance to that standard) awards points, similar to the LEED Rating System for buildings, 
for identification, reduction, and elimination of Chemicals of Concern as identified by leading scientific bodies. Those chemicals are 
listed in the standard itself (http://levelcertified.org

 

) and it is proving to be an efficient and successful tool for addressing such 
chemicals.  

We are concerned about the overall economic impact of requiring "all consumer products placed into the stream of commerce in 
California" to meet the regulation and would encourage harmonization with BIFMA e3 and other standards wherever possible.  
There will be a significant and costly overlap between individual manufacturers completing the same analyses. We also encourage 
careful consideration of requirements for full chemical content disclosure information.  
 
 
Suggested Amendment Language: In Sections 69302.1. and 69303.1. Applicability, State of California laws are referenced 
specifically but we suggest structural harmonization with already existing federal regulations (CPSIA, etc.) so that the means used 
to determine compliance are common wherever possible. 
 
In Section 69301.6. Chemical and Product Information: The requirement listed in Section C to disclose all chemicals inside the 
product or component could be burdensome and possibly impossible in some cases. The proposed language in Line 41, should be 
the following: 
 
�Identification of intentionally-added priority chemicals in specified products, including quantities in the entire product or 
component.�  
 
If the existing language in Line 41 is retained, the specified de minimis levels as explained elsewhere do not seem to apply to all 
chemicals but only priority chemicals. What is the required reporting threshold for chemicals that are not priority chemicals? The 
required reporting threshold for non-priority chemicals should be significantly higher. 
 
hr2: 
Art_2_Label: 
Section: 69302.2 Chemicals Lists 
Page: 29 
Line: 9 
Comment: We recommend that the regulation focus on chemical and material manufacturers rather than the final product 
manufacturers since they have the bulk of the information being sought. 
Suggested Amendment Language:  
hr3: 
Art_3_Label: 
Section: 69303.2. Products Lists 
Page: 39 
Line: 26 
Comment: Section 69303.2 states that de minimis levels can be denied based on being �potentially harmful�. Everything is 
�potentially harmful�.  
Suggested Amendment Language: Determinations of potential harm should be ascertained following the process outlined in 
69302.3. 
hr4: 
Art_4_Label: 
Section: 69304. Applicability and Petition Contents 



Page: 44 
Line: 18 
Comment: External validation of prioritization process is missing or unclear. How is the presence or absence of chemicals verified? 
Suggested Amendment Language:  
hr5: 
Art_5_Label: 
Section: 69305.1 Alternatives Assessment Notifications and Tier I AA Reports 
Page: 46 
Line: 13 
Comment: The administrative process is a significant burden. We suggest a voluntary collaborative approach with industry, similar 
to EPA�s DfE Fire Retardant Partnership with BIFMA members, to replace the alternatives assessment requirements by each 
manufacturer. 
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        November 1, 2010 
 
Maziar Movassaghi, Acting Director 
Department of Toxic Substances Control 
P.O. Box 806  
Sacramento, CA 95812-0806 
 
 Re: September 2010 Proposed Regulations  
  Division 4.5, Title 22, California Code of Regulations 
  Chapter 53. Safer Consumer Products Alternatives 
 
Dear Director Movassaghi: 
 
We write on behalf of CHANGE, Californians for a Healthy and Green 
Economy.  CHANGE is a broad-based coalition of approximately 35 
environmental and environmental justice groups, health organizations, labor 
advocates, community based groups, parent organizations, and others who 
seek to fundamentally transform how chemicals are managed in order to 
protect our workers, children, public health, environment, and the economy.  
 
Thank you for the opportunity to provide comments on the Proposed 
Regulation “Safer Consumer Product Alternatives,” published for public 
comment on September 17, 2010 under California’s Green Chemistry 
Initiative and pursuant to A.B. 1879.   
  
The Proposed Safer Consumer Product Alternatives Regulation represents the 
culmination of an extensive two-year effort by DTSC to implement A.B. 
1897 and S.B. 509, landmark bills passed by the California legislature and 
signed by the Governor to implement an important component of California’s 
Green Chemistry Initiative.  CHANGE has participated in all phases of this 
multi-year effort by DTSC. We have appreciated the frequent opportunity for 
input into DTSC’s considerations and also that on some occasions our 
concerns have been at least partially addressed.  
 
We generally support the proposed regulation in the hope that it will 
constitute a step forward in California’s effort to generate a safer, more 
sustainable industrial economy in California. The proposed regulation 
contains some limitations that will prevent the program, at least for now, 
from implementing the comprehensive transformation in the chemicals 
market that we believe is necessary and appropriate. Many of these 
limitations can be remedied so as to ensure that the regulation best reflects 
the intent behind A.B. 1879 and S.B. 509, and we urge the Department to 
implement the modifications we propose herein.  
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While we believe this regulation will constitute a step forward in ensuring safer chemicals products, we 
also emphasize that the work of achieving a comprehensive chemicals policy is not over. The regulations 
implement only one of the Green Chemistry Initiative recommendations.  The Legislature, the 
Department and the administration must continue to pursue comprehensive measures to address the 
problems associated with an underperforming federal chemicals management system. We are eager to 
continue our work with the state to further the Green Chemistry Initiative to develop a robust and 
comprehensive chemicals management system in California.  
 
We recognize the enormous sheer scale of the chemicals problems that California confronts due to the 
deficiencies of the federal Toxic Substances Control Act. We also recognize the real complexities in 
doing alternatives analyses on the scale contemplated by A.B. 1879 and S.B. 509.  Yet we urge DTSC to 
implement the proposed regulation as efficiently as possible, to be forthright about lessons learned as that 
process unfolds as the Department works with the public and various stakeholders, to proactively correct 
processes that do not work, to seek assistance from the Legislature where necessary, and to commit to the 
long-term development of a chemicals policy that will eventually fulfill the promise of the Green 
Chemistry Initiative. 
 
Below, we have outlined some of our more specific concerns with the proposed regulation along with 
proposed language or other remedies that will address these concerns. We urge that this regulation be 
adopted with the changes indicated below. It is our belief that the changes we suggest would help ensure 
that the legislative intent of A.B. 1879 and S.B. 509 is met.  
 
 
1. The De Minimis Exemption Should be Eliminated or Narrowed 
 
The proposed regulation provides in Section 69301.2(24):  
 

“De minimis level” means a concentration less than or equal to the lower of: 
 1. 0.1% by weight; or 2. The lowest federal or California State public health or 
environmental regulatory threshold that applies to the chemical or the chemical/product 
combination.  

 
This provision is an improvement over earlier drafts of the regulation. It appropriately identifies certain 
chemicals for which a concentration of 0.1% is too high to exempt from the regulation. However, since 
there are very few chemicals for which the required regulatory thresholds have been set, for the vast 
majority of chemicals the effective default remains at 0.1% by weight. This broad exemption creates an 
enormous incentive for industry not to review their use of toxic chemicals, but instead to fall back on the 
old view that “dilution is the solution to pollution” as a strategy for avoiding the regulation.  This 
encourages perpetuation of the use of hazardous chemicals rather than the search for safer alternatives.  
 
We do not believe that A.B. 1879 provides express or implied authority for DTSC to establish de minimis 
levels for exempting priority chemicals or products from the need for alternatives assessments and 
response actions.  Such an exemption is far afield from the law’s intent, which is to reduce Californians’ 
exposure to hazardous chemicals by replacing chemicals harmful to our health and environment with 
continually safer alternatives.  Establishing a safe harbor for toxic chemicals ensures their continued use 



rather than their continual replacement. In order to be consistent with the statute, the proposed regulations 
should not establish a de minimis exemption from the need to perform an alternatives assessment on the 
use of a priority chemical in a priority product or to consider whether a response action may be 
appropriate. We propose deleting any references to a de minimis exemption throughout the regulation. 
 
However, while maintaining our position that there should be no de minimus exemption in the regulation, 
if there is to be a de minimis exemption, it should be narrowed in several respects. 
 
First, if the reason for the de minimis exemption is to focus DTSC or industry resources on the largest 

problems first, especially at the early stages of implementing A.B. 1879, then the exemption could be 

phased out in, for example, three years.  

Second, no de minimis exemption should be permitted for two classes of chemicals:   

(i)  Intentionally added COC’s.  Requiring alternatives analyses for intentionally added ingredients does 

not present the same burden as requiring alternatives analyses for potentially numerous adventitious 

contaminants that do not perform any industrial function and are not intentionally included by 

manufacturers.  

(ii)  Carcinogens, mutagens, reproductive toxins, PBT’s or endocrine disruptors.  These chemicals have 

impacts on human health and the environment at very low concentrations and in low amounts so that the 

presumed rationale for this exemption simply does not apply to these chemicals.  

Third, while the proposed regulation authorizes DTSC to establish a lower de minimis level on a case-by-
case basis (§ 69303.2(d), p. 39; § 69305.3(B)(3), p. 52), we believe that DTSC has placed far too high a 
burden of proof on itself when the burden should instead be on the party applying for the exemption to 
prove that the chemical is safe at the concentration by weight in which it is present. Section 69303.2(d) 
currently authorizes DTSC to specify a lower de minimis level if “reliable information identifies a 
specific lower de minimis threshold for the chemical that is based on a scientific evaluation of public 
health and environmental adverse effects.” This burden of proof is far too high and will disable DTSC 
from setting lower de minimis levels whenever there exists scientific dispute about whether the data 
reveals a “specific lower minimis threshold.” To remedy this problem, we recommend that Section 
69303.2(d)(2)(A) provide:  
 

When the Department has reliable information showing that the Priority Chemical may be 
harmful in concentrations below the de minimis level, the Department shall specify a 
lower de minimis level for the product as necessary to protect human health and the 
environment from adverse effects. 

 
Such a provision would place the onus on industry to convince DTSC that products containing priority 
chemicals are nevertheless unlikely to adversely affect human health and the environment in order to 
obtain a de minimis exemption from the regulation. 
 
Finally, whenever industry obtains a de minimis exemption based on any particular assumptions, such as 
for example those relating to the extent of use of products or industry practices including disposal or 
workplace practices, then DTSC should ensure that those assumptions continue to hold as long as the 
exemption is granted, and require industry to adhere to those assumed practices as long as the exemption 
is in effect.  Otherwise, this exemption could be granted on assumptions that become unwarranted as soon 
as the exemption is granted. 



2. The Regulation Should Accelerate Alternatives  
 Assessments and Regulation on Known “Bad Actor” Chemicals 
 
CHANGE is deeply disappointed that despite repeated recommendations from our coalition, other 
stakeholders, the author of A.B. 1879, and the Green Ribbon Science Panel, the proposed regulations fail 
to provide a “fast track” process by which to address chemicals of very high concern.  Numerous lists of 
chemicals of concern demonstrate that there is ample data on the health and environmental impacts of 
substances such as lead, cadmium, and mercury on which to base regulatory action to reduce or eradicate 
them from commercial use.  Furthermore, there is precedent in targeting such highly hazardous chemicals 
through regulation.  REACH calls for substitution of the most dangerous chemicals with viable 
alternatives, while the RoHS Directive bans these three bad actors, as well as hexavalent chromium (a 
contaminant found in drinking water sources in 52 out of 58 California counties), polybrominated 
biphenyls (PBB), and polybrominated diphenyl ethers (PBDE). 
 
An accelerated process to address known chemicals of high concern is essential to: 

 Protect public, worker, and environmental health, 
 Drive the development of safer alternatives, 
 Ensure California businesses can continue to compete in international markets where restrictions 

are being established, and 
 Secure the California public’s confidence in the Green Chemistry Initiative by demonstrating its 

ability to quickly address the most dangerous chemicals on the market. 
 
As we commented in our letter to Secretary Adams dated June 4, 2010, CHANGE supports the Green 
Ribbon Science Panel’s proposal for a fast-track process for high hazard chemicals.  We believe the 
Department could easily incorporate such a process into its draft regulations by inserting the language we 
recommended in our June 4th letter and which we repeat here: 
 

I. Expedited process for high hazard chemicals  
 

A. Priority Products containing chemicals of concern for which there is a high degree of evidence 
of health and environmental harm, as determined by the department based on the criteria in 
determining chemicals of concern, will prompt a regulatory response without having to first 
undergo a full alternatives assessment. This expedited process will ensure that harmful 
exposures are eliminated as soon as possible. For these Priority Products, one of two options 
shall be exercised:  

 
1.  If a safer alternative has already been identified for the chemical of concern in the product, 

use of the chemical of concern in the product shall be banned and the product containing the 
chemical of concern shall not be sold after one year.  

2.  If a safer alternative has not already been identified, the department may institute any other 
regulatory response, other than banning the chemical in the product, which will limit the 
chemical‟s exposure to sensitive subpopulations.  
a. In addition, the department shall require that an alternatives assessment be completed 
within 6 months of the determination that a safer alternative is unavailable.  

3.  The department shall determine if a safer alternative to the chemicals of concern in the 
product is available through one of the following means  



a. The safer alternative is currently being used in a similar product in commerce; or  
b. The chemical of concern in the product provides no technical or functional effect in the 
product; or  
c. The product containing the chemical of concern is a novelty item.  

B.  At a minimum, chemicals that are restricted in consumer products either as a result of  
     legislation or regulation shall be placed into the expedited process.  
 

 
3. The Definition of Carcinogen and Reproductive Toxin Should Be Expanded 
 
We support the expansion in this newest version of the regulation of the chemicals that will be considered 
as carcinogens and reproductive toxins beyond those chemicals listed on California’s Proposition 65 list. 
Expanding the list will capture many more chemicals of concern and will broaden the department’s 
ability to regulate the most egregious exposures in California.  
 
However, the definition of carcinogens and reproductive toxicants on page 6 of the proposed regulation 
only includes authoritative bodies that address carcinogenicity and not reproductive toxicity. Whether this 
is an oversight or an intentional decision, we recommend adding the National Toxicology Program’s 
Center for the Evaluation of Risks to Human Reproduction since this is a body considered to be 
authoritative under California’ Proposition 65 program and by the state’s qualified experts on the 
Developmental and Reproductive Toxicity Identification Committee.  
 
We suggest the following language to rectify this oversight: 
 

§ 69301.2(a)(9) on page 7 line 6 of the draft regulation add: (G) The National Toxicology 
Program‟s Center for the Evaluation of Risks to Human Reproduction. 

 
While we are heartened that the definition of carcinogenicity and reproductive toxicity has been expanded 
beyond California’s Proposition 65 listed chemicals, we are dismayed that this definition appears to be 
static. On page 36, lines 14-16, the draft regulation states that a chemical exhibiting no other hazard trait 
other than carcinogenicity or reproductive toxicity shall not be listed as a chemical of concern unless it 
meets the static definition of carcinogen or reproductive toxin on page 6. This limitation requires the 
Department to ignore any new data that may come to light under this program, chemicals that may be 
considered hazardous even if not placed on one of the recited lists or any other chemicals policy program 
being implemented. Further, by permanently restricting the definition of carcinogen and reproductive 
toxin, this regulation has further politicized scientific processes that are already overly contentious and 
politicized. Lastly, cementing this definition strips the Office of Environmental Health Hazard 
Assessment of its  



authority under Health and Safety code § 25256, which designates OEHHA as the appropriate body to 
define hazard traits and toxicological endpoints.  
 
In order to rectify this situation, we recommend the following change:  
 
 § 69301.2 (a)(9) on pages 6 and 7 of the proposed regulation, add: (H) Health and Safety  Code § 
25256.  
 
 
4. The Regulations Should Not Require that Carcinogens 
 and Reproductive Toxins May Be Designated as  
 Priority Chemicals Only if They Are On Defined Lists  
 
We are also troubled that the proposed regulation provides that chemicals exhibiting no other hazard trait 
other than carcinogenicity or reproductive toxicity shall not be listed as a priority chemical unless they 
meets the static definition of carcinogen or reproductive toxin on page 6.  This may be acceptable for the 
initial list of priority chemicals.  But it is not appropriate as a permanent restriction on priority chemicals, 
as the proposed regulation provides in Section 69302.4(b)(3)(c).  A.B. 1879 and the proposed regulation 
identify numerous factors that DTSC must consider when deciding whether a chemical should be a 
priority chemical, and the strength of the scientific evidence of hazardous properties is only one such 
factor.  Moreover, one of the stated goals of the Green Chemistry Initiative is to respond to early 
warnings of harm more effectively than does current law.  Requiring a chemical to become listed by an 
authoritative body before DTSC will designate it as a priority chemical, regardless of any other statutory 
considerations, undermines both the importance of the other prioritization factors specified by the law 
and the ability of the program to respond to early warnings of harm.   
 
This limitation applies to no other hazard traits. There is simply no valid reason that carcinogens and 
reproductive toxins should be insulated from designation as priority chemicals in this manner.  In fact, 
one could argue just the opposite since carcinogens and reproductive toxins are often especially 
hazardous. 
 
In order to rectify this situation, we recommend the following change:  
 
 Delete § 69302.4 (b)(3)(c) on page 36, lines 14-16 of the proposed regulation. 
 
 
5. The Trade Secrets and Confidential Information Provisions Permit 

 Too Much Information To Be Concealed From the Public and the Market 

 
We are very concerned with the direction the proposed regulation has taken on this issue, which is very 

different than that taken by DTSC’s June 23, 2010 draft regulation. For the many processes and decisions 

under this regulation (including alternatives analyses, numerous exemptions and eventual regulatory 

responses) to be transparent, to influence the operation of the chemicals market, to generate public 

oversight, and to gain the public’s confidence and support for the Green Chemistry Initiative, we believe 

there must be public disclosure at a minimum of the following information: (1) the specific identity of 

each priority product containing a priority chemical, (2) the specific identity of each COC and each 



alternative considered in an alternatives analysis and (3) all information about their effects on health and 

the environment.   Maintaining this information as confidential and therefore secret from the public will 

seriously undermine the effectiveness of and public confidence in California’s Green Chemistry 

Initiative.  It will also undermine the market’s ability to create incentives for development of safer 

alternatives. 

 

We understand HSC § 25257(f) to mean that information that DTSC requires to be submitted to DTSC by 

its authority under A.B. 1879 is not entitled to trade secret status, and therefore must be disclosed to the 

public, if it is a “hazardous trait submission” within the meaning of § 25257(f).  The term “hazardous trait 

submission” is not defined by A.B. 1879, and we have urged DTSC to define it in the regulations so as to 

effectuate the purposes of the statute.  The June 23, 2010 draft regulation published by DTSC did not 

define this term with specificity, but in § 69310.6 did identify particular information that would not be 

subject trade secret protection under A.B. 1879.  We generally supported that section, though we sought 

technical clarifications.  

However, in the proposed regulation, DTSC appears to have reversed course on this issue. The proposed 

regulation provides a very general definition of the term “hazard trait submission” in § 69310.6, and then 

specifies only a very limited body of information as falling within this definition.  Though the scope of 

the language of new Section 69310.6 is difficult to understand, it appears very limited.   

The Green Chemistry Initiative simply will not succeed under this approach to trade secret information. 

Very little substantive oversight by the public of the decisions made under this program will be possible.  

The market will be deprived of information it needs to operate properly. Decisions about chemicals will 

be driven into a small secret world involving solely the particular affected industry and an under-

resourced DTSC, rather than by the market and by society at large. Under these conditions, the public 

will have no basis for confidence in the decisions made by industry or the government, and the promise 

of the Green Chemistry Initiative simply will not be realized. 

 

We strongly urge DTSC to return to the strategy of taking the reasonably broad view of what information 

is a “hazardous trait submission” subject to public disclosure that it adopted under the June 23, 2010 draft 

regulation.  

 
 
6. The Regulations Should Implement the Goal of A.B. 1879  
 to “Significantly Reduce Adverse Impacts” of Chemicals 
 
A.B. 1879 instructs DTSC in HSC § 25253(a)(1) 
 

“ . . . to determine how best to limit exposure or to reduce the level of hazard posed by a 
chemical of concern . . . .” 

 



A.B. 1879 also sets forth in HSC § 25255(a) precisely what it means to “best limit” exposure or reduce 
the level of hazard.  The overarching goal of A.B. 1879 is that of: 
 

significantly reducing adverse health and environmental impacts of chemicals used in 
commerce, as well as the overall costs of those impacts to the state‟s society, by 
encouraging the redesign of consumer products, manufacturing processes, and 
approaches. 

 
In implementing A.B. 1879, then, DTSC must follow the instructions from the Legislature by adopting 
regulations that will “significantly reduc[e] health and environmental impacts.”  The Legislature did not 
direct DTSC to develop regulations that simply require alternatives assessments.  Nor did it direct DTSC 
to simply identify or act only on “significant threats” to human health and the environment.  It directed 
DTSC to “significantly reduce adverse health and environmental impacts” by encouraging redesign of 
consumer products and manufacturing, and then taking regulatory responses where necessary to 
accomplish the statute’s overarching goal. The clear language of the law thus requires significant 
reduction of adverse health and environmental impacts and not simply a determination of whether those 
impacts can be labeled “significant” in and of themselves or a response only to consumer products that 
present “significant” adverse effects.   
 
Accordingly, we urge DTSC to modify the proposed regulations in two ways to implement the 
requirement of A.B. 1879.  First, we urge DTSC to adopt the statutorily required goal of “significantly 
reducing adverse health and environmental impacts” consistently throughout the regulation, especially for 
regulatory responses. Currently, the proposed regulation adopts a variety of health and environmental 

goals in different places, none of which are well defined and none of which comport with the 

requirements of A.B. 1879.  

 

For example, § 69306.2 (b) provides that no regulatory response is required for a selected alternative 
chemical if  “[t]he selected alternative does not present a significant threat to public health or the 
environment.” Not only is “significant threat” not defined, but this provision fails to implement DTSC’s 
legal duty under A.B. 1879 to “significantly reduce adverse impacts” of chemicals in consumer products.  
This provision should be amended to read:  
 

“No regulatory response would be or is needed to significantly reduce adverse health and 
environmental impacts by the selected alternative.” 

 

§ 69306.4(b)(1)(A) (lines 4-5 on p. 70) requires DTSC, in the context of imposing end of life 

management requirements, to determine that “[t]here is significant potential for improper end-of-life 

handling or disposal practices that pose significant adverse public health or environmental impacts.” By 

this provision, DTSC is assuming a much higher burden of proof than specified by the law and is thus 

failing to implement its legal responsibility under  to “significantly reduce adverse impacts.”  This 

provision should be amended to read:   

 

“Improper end-of-life handling or disposal practices may contribute to adverse health and 
environmental impacts.” 

 



Still another phrase is used in § 69306.6(a), which provides that the Department “may” impose regulatory 
responses necessary “to limit exposure to and reduce the level of public health or environmental hazards” 
without defining what level of exposure to hazards it will seek to obtain.  Moreover, this provision gives 
DTSC simply the option to develop a regulatory response rather than the obligation to develop such 
regulatory response, again failing to implement DTSC’s legal obligation to significantly reduce adverse 
impacts. This provision should be amended to read:  

  

“In addition to the regulatory responses specified in sections 69306.1 and 69306.3 

through 69306.5, and except as provided in section 69306.2, the Department shall impose 

any of the following regulatory responses that the Department determines are necessary to 

significantly reduce adverse health and environmental impacts posed by a selected 

alternative, or a Priority Product or component for which an alternative is not selected:” 

 
Yet another approach is taken in § 69305.8(h), which suggests that Tier II-B AA Reports may contain, if 
the submitter wishes, any proposed Regulatory Response that “would best limit the exposure to, or reduce 
the level of hazards posed by” the selected priority product, without defining the phrase “best limit” and 
making such proposals optional rather than mandatory. This provision, too, contravenes the clear 
requirements of A.B. 1879. This provision should be amended to read: 
 

“Proposed Regulatory Responses.  The person submitting the AA Report shall propose 

any regulatory response(s) that would significantly reduce any adverse health and 

environmental impacts contributed to by any Priority Chemical that will be contained in 

the selected alternative or that is contained in the Priority Product, if the decision 

resulting from the Tier II AA is to retain the Priority Product.” 

 
And still another standard is set forth in relating to the de minimis exemption under § 69305.3(d)(2)(A) 
and (d)(3) (lines 40-42 on p. 51 and 10-14 on p. 52). Those provisions require DTSC to refuse to grant a 
de minimis exemption if DTSC finds that the Priority Chemical is or may be harmful in concentrations 
below the de minimis level, but only IF reliable information identifies a specific lower de minimus 
threshold.  (Section 69305.3(d)(3) does provide that DTSC may refuse to grant an exemption if aggregate 
exposures to a chemical from numerous products and not just exposures from a particular product are or 
may be harmful – and we agree with the importance of considering aggregate exposures.)  While creative, 
these provisions again fail to implement the requirement of A.B. 1879 that DTSC significantly reduce 
adverse impacts.  No de minimis exemption should be granted if DTSC finds that the de minimis 
concentration proposed by a manufacturer may contribute to an adverse impact on human health and the 
environment. 
 
Secondly, we urge DTSC to specifically define what it means to “significantly reduce adverse health and 
environmental impacts.” Without such a definition, the various interest groups will be left perpetually 
wondering what DTSC’s goal will be in each individual case, and the structure of the regulations 
unfortunately leaves it up to industrial actors in the first instance to determine for themselves what that 
goal ought to mean.  
 
We suggest the relevant standard for “adverse impacts” ought to be whether a chemical “may contribute 

to an adverse effect on human health or the environment.” Thus, a regulatory response to significantly 

reduce exposures should be required whenever a consumer product may contribute to an adverse effect 



on human health or the environment. Such a standard would be an entirely reasonable implementation of 

A.B. 1879.  Most of our environmental and human health problems today are the result of the cumulative 

impacts of numerous factors. A standard that requires that a particular chemical be shown to cause an 

impact, much less a “proven” and “significant” one, entirely on its own is simply too stringent and would 

virtually ensure that action is rarely taken to protect public health and the environment. By adopting a 

regulatory goal of addressing chemicals whenever they may be causing adverse effects, the burden of 

proof would be placed on industry to demonstrate that such effects are unlikely to occur in order to avoid 

a regulatory response, rather than on DTSC to prove such effects will occur.  This, too, is a major 

objective of the Green Chemistry Initiative that seems to have been forgotten during development of the 

proposed regulation. 

 
Accordingly, we strongly urge DTSC to adopt uniformly throughout the regulation the goal required by 
A.B. 1879, i.e., to “significantly reduce adverse health and environmental impacts,” and to define with 
specificity what this legal requirement means and where the burden of proof lies. 
 

 
7. The Regulation Should Not Exempt Chemicals of Concern  
 And Products under Consideration with No Exposure Pathway 
 
According to DTSC’s own website, “green chemistry is the innovation, design and manufacture of 
chemical products and process intended to reduce or eliminate the creation and use of materials 
hazardous to human health and the environment”  (emphasis added).  With this definition in mind, 
CHANGE is deeply concerned that chemicals of concern will be exempted from the regulatory process 
based on the claim that there is no exposure pathway by which a chemical of concern would impact 
human health or the environment.  See Sections 69302.1(a)(2) and 69303.1(a)(2).  This approach is based 
on the dubious assumption that manufacturers can guarantee that no exposure will occur to chemicals of 
concern within their products.  It opens the door to questionable containment strategies to address 
toxicity, as opposed to the design of safer alternatives. Consequently, “no exposure pathway” exemptions 
serve to put the public and environment at continued risk and discourage innovation of greener 
alternatives, the fundamental goal of A.B. 1879.    
The exemption under Section 69302.1(a)(2) of chemicals from CUC and priority chemical lists, based on 
industry demonstrations that there are no exposure pathways, is inappropriate.  In most cases, neither 
industry nor government will have sufficient information about all uses of individual chemicals to 
warrant such a finding. Moreover, where such a finding is made, the section provides no mechanism for 
ensuring that any practices or assumptions that may be relied upon in making the finding are thereafter 
maintained.  The section provides no restriction on the adoption of new uses of a chemical or methods of 
handling it in order to ensure that any finding of no exposure will remain valid in the future.  The section 
does not provide for periodic review of a finding of no exposure.  Without such enforcement 
mechanisms, the section invites simplistic, erroneous and unenforceable assumptions that will very likely 
result in chemicals of concern being permanently exempted from the regulations on dubious grounds and 
outdated assumptions. 
The exemption under Section 69303.1(a)(2) of consumer products that are or contain a COC if industry 
shows there are no exposure pathways, though somewhat narrower than the Section 69302 exemption, is 
similarly inappropriate for these same reasons.  
Accordingly we urge the following changes to the regulation:  
 Eliminate the exemptions of §§ 69302.1(a)(2) and 69303.1(a)(2).  



Nevertheless, if DTSC is determined to base an exemption from the regulations on a finding of “no 

exposure,” then we suggest creating a narrower exemption that would apply only to priority products 

containing COC’s.  Permitting a manufacturer to apply for an exemption in connection with particular 

priority products would focus the exemption on a specific COC and a specific product or product class.  

The impacts of such a narrower exemption would be much easier to assess than the overbroad exemptions 

currently contemplated by the draft proposal, and would simultaneously serve the purpose of preventing 

industry from having to comply with other aspects of the regulations where DTSC agrees that is 

unwarranted.   
We remain, however, skeptical about a focus on exposures when assessing alternatives, [as described in § 
69301.2, (32) definition of Exposure Potential Assessment and § 69305.5(c)], or in making regulatory 
decisions. Because there are between 80,000 and 100,000 chemicals in commercial use, CHANGE 
recognizes the need to prioritize chemicals of concern and products of concern that will have the greatest 
impact on human health and the environment.  Consequently, we do not object to the consideration of 
exposure as one tool in the initial prioritization of chemicals of concern on which DTSC will take action.  
We also recognize the need to institute protective mechanisms to avoid human or environmental exposure 
to toxic chemicals from the manufacture, use, and disposal of commercial products while safer alternative 
processes and substances are being identified and/or developed.   
But alternatives assessments and regulatory responses should be based instead on the hazard traits of the 
chemicals involved, and their potential to do harm if exposure were to occur. “Requiring engineered 
safety measures to control access to or limit exposure to the Priority Chemical in the product” 
[§69306.6(a)(2)(A)] should be seen solely as an interim regulatory response, while manufacturers are in 
the process of assessing and implementing green chemistry solutions.   
History shows us that despite life cycle analysis and well-intentioned strategies to prevent harm, it is not 
possible to guarantee there will be no release of toxic chemicals, even when the substances are imbedded 
within the product and are captured at the end of life.  In a nutshell, containment does not work.  
Unforeseen accidents due to human error, fires, and natural disasters; improper use of a product; and 
incorrect disposal by the public using the product are just a few examples of how contained toxins enter 
the environment.  In addition, the very manufacture of chemicals of concern exposes workers and 
potentially communities near the production facilities.  Finally, harvesting of hazardous chemicals at end 
of life also puts workers at risk and provides unintended opportunities for human or environmental 
exposure. 
Perhaps even more importantly, basing decisions on exposure risks discourages the development of truly 
safer alternatives which is the fundamental goal of the Green Chemistry Initiative and A.B. 1879.  It is 
essential that if a product contains a chemical of concern, despite assumptions that there is no exposure 
pathway, it must go through the alternative assessment or be regulated under an expedited “bad actor” 
process.  Furthermore, alternatives assessments should focus on replacement and/or total product redesign 
based on green chemistry principles and expected regulatory responses should help drive companies to 
seek safer processes and chemical products. 
 
 
8. The Timelines Are Unreasonably Long 
 
The Legislature passed A.B. 1879 and S.B. 509 in 2008 as a way to empower state agencies to make 
scientific yet timely decisions about chemical hazards in consumer products. While we appreciate the 
Department’s effort to establish clear timelines and deadlines in most areas of the regulation, we note that 



many of these timelines are far too long and will not meet the Legislature’s intent of regulating chemicals 
in a timely fashion.  
 
Chemical and Product lists 
Alternatives assessments will not begin until December 2013 since that is when chemical and product 
lists are finalized. It is unreasonable that it will take such a long time to create a list of chemicals of 
concern and prioritize them, especially when the department is relying so heavily on authoritative body 
lists. It should not take over a year to finalize a list of chemicals under consideration. Since no timeline is 
given for when a final list of priority chemicals will be adopted, we can only assume that this list will be 
adopted before 2013. Such a late timeline is unacceptable. We propose that a final list of priority 
chemicals be adopted by the end of 2011. We further propose an additional year to prioritize products so 
that alternative assessments can begin no later than December 2012.  
 
We also note that there is no requirement for these lists to be updated or a deadline by which they must be 
updated. We propose that these lists be updated at least every two years. We recommend the following 
language be added to § 69301.8: 
 

(c) The department shall, at a minimum, update the Chemical under Consideration list and 
Priority Chemical list every two years.  

 (d) The department shall, at a minimum, update the Product under Consideration list and 
 Priority Product list every two years.  
 
Public Petitions 
While we are heartened that the public may petition for chemicals or products to be added to the 
consideration or priority lists, the department has not established a timeline for reviewing the petitions 
and making a determination. § 69304.1 provides for the technical review of the petitions but does not 
establish a timeline by which this review must be completed nor does it mandate a deadline by when a 
decision is made to grant or deny the petition. We propose the following language be added to § 69304.1: 
 

(f) The technical review of the petition must be completed within 90 days of determining 
that the petition is complete unless the department requests more information as 
authorized in (c).   

 
Alternatives Assessments 
We are concerned that the process for conducting and reviewing alternatives assessments will be a drawn 
out process that will take years before any real action happens. While manufacturers are given deadlines 
by which AA Work Plans must be submitted, there are no deadlines by when AA Reports must be 
submitted. The rationale given for this is to allow for flexibility depending on the product or 
manufacturer. The department can still allow for this flexibility while also designating a maximum time 
limit for all reports. Our recommendation is that all AA reports should be submitted no later than one 
year after the AA Work Plan is submitted. If the department feels that a report can be completed in a 
shorter time frame, then the department should have the discretion to designate a shorter timeline. We 
recommend the following underlined language be added to § 69304.4 (b)(4)(A) on page 55 line 3 of the 
draft regulations: 
 



If the AA Work Plan is determined to be complete, the Department shall specify in the 
notice of completeness the dates for submitting the Tier II-A and Tier II-B AA Reports. The 
date for submittal shall be no longer than 12 months. The department may designate a 
timeline that is shorter than 12 months.  

   
Extensions 
The draft regulations allow for manufacturers to apply for several extensions when submitting 
information. While reasonable exemptions should be permitted, the timeframe for these exemptions is 
unreasonably long and will lead to manufacturers gaming the system to allow their continued use of the 
chemical of concern in their product for as long as possible. First, the regulations allow for extensions of 
AA Work Plans to be up to 90 days and extensions for AA Reports to be up to one year. We recommend 
that extensions for AA Work Plans to be no longer than 30 days and extensions for AA Reports to be no 
longer than 90 days. The following amendments should be taken to § 69305.2 (a)(3): 
 

The Department shall approve or deny in whole or in part the extension request and notify 
the person submitting the extension request of the decision, within thirty (30) days of 
receipt of the extension request. The one-time extension for an AA Work Plan shall not 
exceed ninety (90) thirty (30) days, and the one-time extension for an AA Report shall not 
exceed twelve (12) months ninety (90) days.  

 
Further, in § 69305.4 (b)(B)(2), manufacturers are given 60 days to correct a deficient AA Work Plan. If 
the Work Plan is deficient, the manufacturer should be given no more than 30 days to make the necessary 
correction. Every day of delay is a day that exposes the population unnecessarily to chemicals that the 
department has deemed to be so toxic that they are requiring alternatives to be examined. We recommend 
the regulations be amended as follows on § 69305.4 (b)(B)(2) on page 54, beginning on line 34: 

The Department shall specify in the notice of deficiency the areas of deficiency and a date, 
not to exceed sixty (60) thirty (30) days from the date of the notice of deficiency for 
submitting the  necessary information to complete the AA Work Plan. 

 
 
9. Vulnerable Populations Are Not Consistently Protected 
 
While we appreciate the inclusion of a definition of vulnerable populations in the draft regulations, we 
are concerned that it is not consistent throughout the document. For example, sensitive subpopulations are 
defined differently in the section that pertains to products of consideration than they are in the chemicals 
of consideration section.  
In order to promote consistency throughout the regulation and to ensure that all vulnerable populations 
are captured, we propose the following definition: 

I. Vulnerable Populations 
A. The term „vulnerable population‟ means a population that is subject to a disproportionate 
exposure to, or potential for a disproportionate adverse effect from exposure to, a chemical 
substance or mixture, including but not limited to— 

1.       Human infants, children, and adolescents; 
2.       Pregnant women; 
3.       Women of childbearing age; 
4.       The elderly; 



5.       Individuals with pre-existing medical conditions including compromised immune 
systems; 

6.       Workers; and 
7.       Members of any other appropriate population identified by the office or department, 

based on consideration of 
a.       socioeconomic status; 
b.      racial or ethnic background; 
c.       culturally influenced dietary or other practices or factors; or 
d.      other similar factors identified by the office or department 
 

 
10. Product Removal Notice Loophole Should Be Closed 

The proposed regulation allows a manufacturer to remove from the market a product containing a 
chemical under consideration or a priority chemical and, by so notifying DTSC, have that product 
removed from DTSC’s website, from the list of products under consideration and from the list of priority 
products (Sections 69301.2(59), (60); Section 69302.5).  We understand DTSC’s desire to avoid having 
the lists of products under consideration and priority products include products that are in fact no longer 
in commerce. And yet these provisions are open to abuse.  The central problem is what the term 
“removal” of a product means under these provisions.  It seems possible or even likely that a 
manufacturer might “remove” a product from the market under the product removal provisions, but then 
substitute a renamed, reformulated, redesigned or replacement product without notifying DTSC of the 
new product.  We believe Section 69305.1 is intended to avoid this problem by requiring manufacturers 
to provide an AA Notification if any product containing a chemical under consideration or priority 
chemical is reformulated, redesigned or replaced. But the proposed Sections 69301(59), (60) and 69302.5 
appear to permit manufacturers the option of avoiding an AA Notification by considering a product to be 
“removed” rather than “reformulated,” “redesigned,” or “replaced.” This loophole must be closed.   

The product removal provisions should ensure that manufacturers who “remove” from the market 
products containing chemicals under consideration or priority chemicals do not introduce either products 
that are simply renamed, or products that are reformulated, redesigned or replacement products without 
providing an AA Notification to DTSC under Section 69305.1. To this end, the following additional 
certification should be added to § 69301.2 (59) Definition of “Product Removal Confirmation 
Notification” as well as to Section 69301.2(60): 

(G)  A statement certifying that the manufacturer has not introduced, and does not intend 
to introduce, a renamed identical product or a reformulated, redesigned or replacement 
product that is subject to the provisions of Section 69305.1. 

 
In addition, DTSC should create a separate, essentially administrative provision by which manufacturers 
can efficiently notify the DTSC whenever the name of a product is changed so that DTSC’s lists of 
products under consideration and priority products can be kept up-to-date without awkwardly 
shoehorning the renaming of a product into either the “removal” provisions or the “reformulate, redesign 
and replacement” provisions, neither of which are currently suited to a simple renaming. Such a provision 
would have the added advantage of clarifying that renaming a product does not constitute a “removal” of 
the old product from commerce. 



 

11. Regulatory Responses  
 
CHANGE supports several of the changes in Article 6 of the proposed regulation. For example, we think 
the 12 months specified in § 69306.3 is a reasonable amount of time for a manufacturer to provide 
warning labels for a product, if required.  
 
We are pleased that DTSC will make a proposed regulatory response available on its website for public 
comment (§ 69306.8). However, whether or not the department responds to public comments is optional. 
We propose that DTSC be required to respond to public comments so that the public can better 
understand the process. This would be particularly important in the first 3-5 years of the program. 
 
Some of the timelines in the Regulatory Response article are excessively attenuated. For example, § 
69306. 2(c) gives the manufacturer or supplier three years to take the product out of commerce in 
California. We believe this is too long a period of time, especially since the shelf life of most products is 
less than two years. If a chemical has been determined to be hazardous, the public should not continue to 
be exposed for longer than 18 months.  

Section 69306.3, regarding product sales information, does not currently ensure that consumers are 
notified of the presence of a Priority Chemical in a consumer product before they purchase the 
product.  Without such notification, the marketplace cannot play a role in the transition to safer 
products.  The changes below would remedy this problem. 

Revise § 69306.3 (b) as follows: 

(b) The requirements of subsection (a) may be met by including an information sheet in the 
product packaging, printing the required information on the product packaging, printing 
the information in a prominent place in the product manual if a hard copy manual is 
packaged with the product, or posting the information in a minimum 30-point font size in 
prominent place at the point of product display sale for products that are not packaged. 
For products that are packaged, the package shall include the following statement in a 
minimum 12-point font size:  “This product contains [list of Priority Chemicals].”  

Revise § 69305.3 (c) (2) as follows: 

(2) If the size of the product precludes marking or labeling the product with all of the 
information listed in paragraph (1), the product shall be marked or labeled with as much 
of this information as the size of the product permits, including at a minimum the list of the 
priority chemicals contained in the product. 

Finally, § 69306.5(c)(1) provides that a product that contains a Priority Chemical does not need to be 
taken out of circulation if the manufacturer notifies the Department of its intent to submit a revised AA 
Report that selects an alternative that does not contain a Priority Chemical, and then (2) submits that AA 
within a year. That allows the product with the original Priority Chemical to remain on the market for a 
very long time – the year that the company is conducting the AA (plus a possible 90-day extension), plus 
the time that DTSC is evaluating the AA. At the very least, there should be a labeling requirement from 



the time that the Department notifies the company of the sales ban until the Priority Chemical is replaced 
with the safer alternative. 
 
 
12. Chemicals Affecting the Environment and Wildlife 
            Should Be Included On Initial Lists of Chemicals 
 
Restricting the initial list of chemicals of concern to carcinogens and reproductive toxins included on 
specified lists, EU-defined mutagens, and USEPA persistent, bioaccumulative toxicants (PBTs) conflicts 
with the intent of A.B. 1879. This arbitrary restriction would preclude the Safer Alternatives process from 
addressing important threats to wildlife and our ecosystem such as copper in brake pads and mobile home 
deodorizing chemicals that cause ground and surface water pollution.  Lists analogous to those in §§ 
69302.4(d) and 69301.2 (39)(B) exist for surface water aquatic life hazards, but not for other types of 
environmental toxicity problems associated with consumer products.  To ensure that the state maintains 
authority to prioritize responses to urgent environmental problems as well as human health problems, we 
recommend addition of the following language to both § 69302.4 (d) (specifying chemicals to be 
considered for the initial list of priority chemicals) and § 69301.2 (39)(B) (specifying initial definition of 
“hazard trait”):  

4.  Pollutants listed by California or the United States Environmental Protection Agency for one 
or more water bodies in California pursuant to section 303 (d) of the federal Clean Water Act, 

5. Chemicals identified as priority toxic pollutants for California pursuant to section 303(c) of the 
federal Clean Water Act and listed in section 131.38 of Title 40 of the Code of Federal 
Regulations published in the Federal Register May 18, 2000,  

6.  Chemicals determined by OEHHA to be harmful to wildlife. 

7. Chemicals that are regulated in drinking water (i.e., that have been designated a maximum 
contaminant level or action level) by either the U.S. EPA or the State of California.  

 
13. No Minimum Data Requirement to Close Data Gaps  
 

One of the critical goals of the Green Chemistry Initiative is to close the data gap by requiring industry to 

provide a basic level of hazard information about their products, and this is left virtually unaddressed by 

the proposed regulation.  While DTSC does assert the authority to require information on a case-by-case 

basis, we believe that a systematic program is required.  We understand that DTSC believes that A.B. 

1879 is not intended to provide explicit authority for DTSC to develop minimum required data sets such 

as those required under REACH.  We disagree.  Under A.B. 1879, DTSC is required to identify 

chemicals of concern to human health and the environment, and there is no other way to do that than to 

require information for chemicals in commerce.   

 

The process for identifying Chemicals of Concern in the proposed regulation prioritizes only data-rich 

chemicals; with no mechanism for requiring a minimum data set the proposed regulation virtually 

exempts chemicals for which little or no information exists.  This structure risks simply creating a 



regulatory incentive that will drive the market toward untested chemicals, many of which we will 

someday learn are themselves hazardous, in a massive exercise in regrettable substitutions. 

 

DTSC should require a minimum data set for chemicals pursuant to its obligation under A.B. 1879 to 

identify chemicals of concern.  We recognize that this is not a simple undertaking, and therefore 

recommend that DTSC should establish a process for developing such a data set within one to two years. 

 

In conclusion, we believe our suggestions will strengthen the proposed regulation and ensure that it 
fulfills the goals of A.B. 1879.  We will be happy to answer any questions and provide further or 
clarifying language on any provision or ideas that that we have suggested. 
  
Thank you, once again, for your consideration. 
 
Sincerely, 
 
 
 
 
Ansje Miller, Coordinator of CHANGE Coalition 
  
cc: Linda Adams 

Odette Madriago 
Patty Zwarts 
John Moffatt 
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Commenter: 85 
 
Mr. Jeff Woled 
Regulations Coordinator 
Department of Toxic Substances Control 
Cal EPA 
Sacramento CA 
 
Re:  Safer Consumer Product Alternatives 
Department Reference Number: R-2010-05 
 
Dear Mr. Woled: 
 
Here are my comments on the Safer Consumer Products Alternatives  
Regulations distributed for public notice by DTSC. 
 
**At page 6, line 33ff: 
The definition of carcinogens and reproductive toxicants does not  
reflect the range of compounds that would be expected to have  
carcinogenic effects or reproductive effects and does not reflect  
current science.  This definition should be written to reflect  
scientific criteria, as would be consistent with the goal of the  
Legislature to make the Green Chemistry Initiative a science-based  
program.  The lists cited are focused on environmental chemicals and  
would not be expected to encompass all those of concern in consumer  
products.  Moreover, all are behind the state of knowledge. 
 
**At page 9, line 28ff. 
The definition of de minimis levels should be written to reflect the  
meaning of "de minimis," which would be levels of no concern.  The  
levels incorporated here are often far above any de minimis level,  
reflecting a defined level of risk that may be of public health  
concern.  For example, the MCL for arsenic reflects a cancer risk  
estimated at 1 in 10,0000.  This is by no stretch of the imagination de  
minimis. 
 
**At page 11, line 27ff. 
The definition of hazard trait here makes no sense.  Part 3 defines a  
"trait" as being the same as a "chemical."   Moreover, this list of  
hazard traits does not encompass those irrefutably known to be important  
for public health, so does not seem to meet the intent of the legislation. 
 
At page 15, line 24ff, 
The definition of "public health impacts" seems too broad for the  
purpose here, which is to regulate consumer products.  Public health  
impacts under this regulation should include potential for health  
impacts on the users of products or those exposed through use or  
manufacture or disposal of a product.  Products may affect slices of the  
population to a great extent and be deserving of regulatory action  
without causing effects on the "general population."  Suppose it is a  
product that causes neurodevelopmental effects but is used by only one  
household in 1000.  This might not rise to the level of an effect on the  
general population but could still be of policy concern to the  
department.   Note how this definition interacts with the definition of  
"safer" at page 17, top of page. 
 
**At page 32 
the regulations should include neurodevelopmental effects or toxicity as  
one of the items of concern.  This is a major concern for children.  The  
neurodevelopmental effects of lead, for example, have had untold costs  
in lost potential and lost economic activity. 
 
**At page 36, line 16 ff 
the limitations on the list of chemicals of concern is not a  
scientifically valid approach.  Why would you require that chemicals  
that may be of great concern be left off the list in such an arbitrary  
way?  This is not a scientifically based approach. 



 
**At page 39, line 33ff. 
This is an important provision in the regulations that will equip the  
Department to address products as they are actually used: 
> (B) The Priority Chemical is found at or below the de minimis level in  
> numerous products  that are commonly used on a frequent basis, and  
> reliable information shows these aggregate exposures to the Priority  
> Chemical to be harmful or potentially harmful even when individual  
> product concentrations of the Priority Chemical are below the de  
> minimis level. 
 
**At page 42, line 24-31 
The department should also include the combined burdens of similar  
chemicals and products.  Different products are very likely to contain  
related but not identical chemicals that may all contribute to health  
impacts.  The regulations should be written to consider groups of  
chemicals with related chemical identities or burdens. 
 
The burden of chemical exposures in products is not likely to result  
from one or a few "really bad" ones but rather from the chronic  
accumulation of many smaller exposures.  The language as currently  
written does not seem to allow the department to consider this. 
 
**at Page 42, line 35-36. 
What is reliable information about public health exposures?  This does  
not seem to make sense.  There will be little or no information  
available about exposure to chemicals contained in consumer products  
because nobody is responsible to measure this.  The requirement for such  
information should not be mandatory.  Other metrics may show high  
potential for such exposure due to exposure traits of the products and  
chemicals, and this should be allowed to be used as a basis for actions. 
 
** At page 46, line 30-31 
The language does not seem to be sufficient to require that the  
potential for hazard traits to occur to be investigated.  It says, 
> (C) Identification of any hazard traits exhibited by the substitute  
> chemical, if another 30 chemical was substituted for the Chemical  
> under Consideration or Priority Chemical. 
But it does not seem to create any expectation that these will be  
actively investigated.  Perhaps this is found elsewhere in the  
regulations.  Chemicals do not "exhibit" their hazard traits.  They must  
be investigated.  This language should be revised to show how this will  
be done and who must do it. 
 
**At page 56, 
The elements to be included in the chemical hazard assessments include  
these but not others that are identified elsewhere in the regulation.   
This is perplexing. 
 
As a general comment, the regulations remain vague about how different  
factors will be used in making decisions and what actions will be  
required in different circumstances.   There is a lot of stuff that has  
to be analyzed and submitted, but not the text is not clear about when  
actions will be taken. 
 
As a second general comment, the regulations do not provide public  
access to much of the information that will be generated.  This is a  
substantial weakness.  It is difficult to imagine that a program of such  
complexity can operate in the public interest if it is not subject to  
public scrutiny. 
 
Thank you for your consideration of these comments and for the hard work  
of the department in advancing this work. 
 
Amy D. Kyle 
--  
 



Amy D Kyle, PhD MPH 
Associate Adjunct Professor 
School of Public Health 
University of California Berkeley 
 
Phone:  510-642-8847 
Mail: 50 University Hall, Berkeley CA  94720-7360 
 
 
 



 
 
 
 
 
 

 
1400 K Street, NW    Washington, DC  20005    tel (202) 682-4800    fax (202) 682-4854    www.rma.org 
 
November 1, 2010 
 
Mr. Jeff Woled, Regulations Coordinator 
Department of Toxic Substances Control 
P.O. Box 806 
Sacramento, CA 95812-0806 
 
 
Subject: Comments on the Proposed California Regulation for Safer Consumer Product 
Alternatives  
 

I. Introduction 
 

The Rubber Manufacturers Association (RMA) is the national trade association 

representing every major domestic tire manufacturer including:  Bridgestone Americas, Inc., 

Continental Tire the Americas, LLC; Cooper Tire & Rubber Company; The Goodyear Tire & 

Rubber Company; Michelin North America, Inc.; Pirelli North America; Toyo Tire (U.S.A.) 

Corporation and Yokohama Tire Corporation.  RMA appreciates the opportunity to offer 

comments on the proposed California Safer Consumer Product Alternatives regulation (proposed 

regulation)  Cal. Code Regs. Tit. 22, § 53 (2010).  RMA members manufacture tires that are 

available for sale or placed into the stream of commerce in the state of California. 

In summary, RMA urges the California Department of Toxic Substances Control (the 

Department) to either exempt vehicle tires from the final rule or take the time necessary to revise 

this regulation to make it feasible.   

The remainder of these comments provide detailed comments about the impact of the 

proposed regulation on the tire manufacturing industry.  These comments must be viewed in the 

context of the proposed rule as a whole.  If there are multiple potential interpretations of the 

language of the proposed rule, we have (as we must) comment on any interpretation that would 

restrict the use of tires or limit their marketability without a reasonable environmental benefit.  

Given the broad reach of the proposed rule, the vague requirements, and serious consequences on 
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the tire industry, RMA has no choice but to highlight these interpretations.  If the intent of the 

regulation is different, additional provisions restricting such broad interpretations must be added. 

 

II. How the Safer Consumer Products Alternatives SCPA Proposed Rule May 
Impact Tires 

 
The proposed regulation requires tire manufacturers to reduce risk (without a definition 

of what constitutes a significant risk) and find substitute chemicals potentially based on the mere 

presence of a carcinogen, reproductive toxicant, a mutagen or persistent bioaccumulative toxic 

chemical.  RMA has concern about the process used to evaluate chemicals in the proposed rule. 

The proposed regulation dramatically shifts the burden of proof in chemical regulation to 

manufacturers, importers and others in the retail sales chain.  The Department of Toxic 

Substances Control is required to select Chemicals of Concern (“CoC”), from which Chemicals 

under Consideration (“CuC”) are selected.  Then, a list of Priority Chemicals and products 

containing the priority chemicals (Priority Products) are selected.   

As a practical matter, any chemical that is a carcinogen, a reproductive toxicant, a 

mutagen or a persistent bioaccumulative toxic (“PBT”) chemical may be subject to regulation 

unless the manufacturer demonstrates by clear and convincing evidence to the “satisfaction” of 

the Department that there is no exposure or the chemical or product meets a very limited de 

minimis exemption.  However, for many chemicals, the de minimis level is zero and for all 

chemicals it is the lowest standard or guidance screening level.  For Priority Chemicals and 

Priority Products, manufacturers must assess the availability of an alternative that may present 

less risk and substitute such less toxic alternative.  Manufacturers are also required to take action 

to reduce risk throughout the life cycle of a consumer product. 

A. Impact on Tire Manufacturing 

 As with most consumer products available for sale in California, tires contain chemicals.  

The composition and nature of the chemicals in tires are present because they impart a function 

and the exact composition of tires cannot be modified without great care.  As a matter of good 

business practice, all RMA member tire companies make tires that are safe and take 

extraordinary efforts to ensure quality, safety, and reliability.   
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B. Impact on NHTSA Certification 

Tire manufacturers are required by law to certify to the National Highway Transportation 

Safety Administration (“NHTSA”) that every tire they manufacture meets safety, durability, and 

other standards prior to their sale to the consumer.  The composition and design of each 

manufacturer’s tires have evolved since tires were first invented through experience and constant 

evaluation by the manufacturer.  Thus, any change in the composition of tires requires a series of 

tests to ensure that the tires still meet the NHTSA safety standard.  If a substitute chemical 

required under the proposed regulation jeopardizes NHTSA’s safety standards, tire 

manufacturers may be unable to comply with both the proposed regulation and federal law. 

C. Substitution May Be Driven By Impacts At Any Point in the Lifecycle and 
Based on Activities Located Outside the State of California  

 
The proposed rule requires consideration of impacts during all lifecycle stages. Thus, an 

adverse impact (and, therefore, a requirement to substitute a chemical) may be driven by 

emissions from boilers or tire-derived fuel combustion (i.e., post-consumer (used) tires), worker 

exposures in tire manufacturing plants outside California or tire manufacturing plant emissions in 

other states, even if they are in compliance with that state’s air emission requirements.  There 

simply are no simple methods to test or evaluate how tire composition changes affect these other 

impacts. 

RMA has concern that the proposed regulation fails to address potential permitting issues 

within the State of California and in manufacturing facilities located in states other than 

California.  When the proposed regulation requires a substitution of a chemical in the tires, in 

effect, it will require tire manufacturers to change virtually every environmental permit at their 

manufacturing plants (whether the plant is in California or not), because the substitution of a new 

chemical changes the environmental profile of the manufacturing facility.  If a conflict over 

environmental permits, including Clean Air Act (CAA) permits, in other states arose because of 

the need to substitute a new chemical in the tire manufacturing process, the tire companies may 

not be able to continue manufacturing or at the very least the time needed to complete the 

substitution will need to be extended.  As written, the lifecycle requirements in the proposed 

regulation could require changes based on greenhouse gas emissions, permitted discharges or 

emissions at tire manufacturing plants in other states, at the discretion of California.   
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The proposed regulation will certainly disrupt the existing voluntary tire recycling 

programs, not only in California, but in the 49 other states.  RMA and its members continue to 

promote proper recycling of scrap tires and have developed the market infrastructure to recycle 

tires after service life.  Recycling and reuse of scrap tires has occurred without regulation 

requiring tire manufacturers to ensure end of life disposal.  Requiring tire manufacturers to fund, 

establish, and maintain an end of life management program for scrap tires in California will 

disrupt the existing infrastructure that currently recycles and reuses tires in the state. 

D. The Time Necessary to Make Changes 

Historically, when even minor changes in production process or tire composition have 

occurred, it has taken a substantial amount of time to ensure that the modified tire with a 

different composition that is produced is of high quality, safe, and reliable.  For example, when 

European regulators required the removal of polyaromatic oils from tires, the process of 

redesigning such tires involved significant time and expense.  Similarly, when the Clean Air Act 

requirements imposed certain process changes at individual plants, it took the U.S. tire 

companies years to plan for and achieve compliance, even though the formulation of the tires did 

not change.   

E. Substitution Will Trigger the Need for Additional Nonregulatory Testing 

Once a potential substitute chemical is identified under the proposed regulation, tire 

manufacturers would be required to perform extensive company-specific (i.e., nonregulatory) 

availability (supply chain) production process and tire performance and design evaluation to 

determine that the tires were still high quality, safe, and reliable.  These tests are in addition to 

the tests required to certify to NHTSA that every tire they manufacture meets safety, durability, 

and other standards prior to their sale to the consumer.   

Thus, RMA has serious concerns that the proposed regulation fails to provide adequate 

time requirements to complete a chemical substitution.  The rule does not adequately take into 

account the difference between chemicals that are added for style, attractiveness or other 

nonessential purposes and chemicals that are part complex mixtures (such as tires) and whose 

presence in the product is necessary to impart an essential function (such as the stopping 

distance, tire wear, and fuel economy of the tire).   
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F. The Proposed Rule May Interfere with Interstate Commerce 

As noted above, given the breath of the regulatory language and the lack of clear 

discernible standards for decision making, the proposed rule may require manufacturers to 

substitute one or more chemicals used in tire manufacturing outside the state.  Given the size of 

the California market, the proposed rule may interfere with the manufacturer’s ability to 

manufacture and sell tires in all 50 U.S. states.   

In summary, RMA believes that the complexity of such changes will result in a 

substantial investment of time and expense and make the proposed rule virtually impossible to 

implement.  Most of the chemicals present in tires are included because over many years the 

design process has determined that the chemical imparts a physical or chemical property to the 

tire that is essential for its function.  RMA believes that none of the presumptions in the proposed 

regulation apply to tires.  The unique nature of tires makes it virtually impossible to apply the 

proposed regulation, as written, to tires.  RMA recommends that the proposed regulation exempt 

tires. 

Each of these impacts is described in more detail below. 

 
III. The Safer Consumer Products Alternative proposed rule will not achieve its 

intended goals and will disadvantage consumers in California. 
 

A. The Proposed Rule Needs to Distinguish Products Based on their Social 
Utility 

 
Tires are a necessity in California society --- facilitating travel to work, allowing the 

movement of goods from the point of manufacture to the point of use, permitting travel and 

communication from one end of the state to another, and contributing to the California mobile 

lifestyle.  U.S. society in general and California in particular value the freedom and benefits of 

mobility.  Tires contribute significantly to that general public good. The provisions of the 

proposed rule will significantly impact and inappropriately fail to adequately consider that some 

products and chemicals are essential and others are luxuries or mere adornments. The lack of 

principled decision making criteria may result in and may well present serious obstacles to the 

widespread and affordable use and availability of tires in California and elsewhere. 
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B. Sustainability  

Voluntary sustainable product development is likely to grind to halt if the proposed rule 

is finalized as currently written, because the proposed rule is so broadly written and provides un-

checked discretion, that manufacturers will find it difficult to anticipate what characteristics are 

not sustainable.   

Historically, sustainable development is defined as development that “meets the needs of 

the present without compromising the ability of future generations to meet their own needs.” 

(United Nations Commission on Sustainable Development). While sustainability is not well 

defined, in the context of products, this general principle has often been interpreted as removing 

“toxic chemicals” from products, if cost-effective substitutes are available. A variety of forces 

provide incentives, either explicitly or indirectly, for companies to remove “toxic” chemicals 

from products. 

Individual companies have adopted sustainability policies. Company sustainability 

policies often differ from traditional environmental compliance programs in that they do not 

necessarily focus solely on complying with existing legal requirements. 

When seeking to substitute a more environmentally-friendly chemical for a “toxic” 

chemical in a product, the inherent tradeoffs in deciding what is an acceptable risk becomes 

explicit and companies and regulators must draw lines concerning which products should not be 

marketed.  Many chemicals that may be classified as “toxic” based on changing policies have 

long been used in the manufacture of products.  Increasingly, existing chemicals may be re-

classified as “toxic” based on new interpretations of existing regulatory guidance and new 

guidance that require regulators to be overly precautionary and assume “the worst.”  

The current scheme in the proposed rule is fraught with presumptions and provides 

extremely broad discretion to the California state officials.  The inevitable result is that a very 

large number of chemicals will be “under consideration” and there will be no method of 

predicting what chemicals or products will be selected as a high priority.  Markets respond well 

to clear regulatory signals, but not to uncertainty.  

C. End-of-life Management Requirements 

In addition to the many plant-specific sustainability measures adopted by tire 

manufacturers, RMA and its members have engaged in the sustainable end-of-life management 

program for tires without regulation.  Tire manufacturers for over two decades have developed a 
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voluntary post-consumer product recycling program that has resulted in approximately 90% of 

its product being recycled.1   

The proposed regulation contains End-of-Life Management Requirements that will 

interfere with these programs.  The proposed regulation will require that no later than 2 years 

after the Tier II-B Alternative Assessment report for the product or component is submitted to 

the Department, an end-of-life management program for the product or component must be 

funded, established and maintained. (§ 69306.4)(pg. 68)  Manufacturers or responsible entities 

are required to finance their stewardship programs as a general cost of doing business, through 

cost internalization by recovering costs through arrangements with their distributors and retailers.  

Id.  Based on public health issues and local costs, the Department can determine that a company 

must develop an end-of-life program for a product.  Id. 

The end-of-life management requirements in the proposed regulation are confusing.  The 

requirements imply that a product manufacturer may minimize risk by proposing product-

specific waste disposal options.  This approach is not practical and could decrease the current 

extensive level of recycling of tires. 

Waste disposal in the United States is not specific to products but rather addresses 

country-wide technologies that are robust to handle a wide range of wastes.  To the extent that 

this “end of life” program includes product take-back programs, this approach raises legal issues 

(i.e., are companies responsible for products disposed of by third parties? (e.g. consumers))  

Additionally, the time frames listed are much too short to develop a product take-back program.  

Again, RMA recommends that tires be exempt from this rule.  

 
IV. The Safer Consumer Product Alternative Is Pre-empted by Federal Laws 
 

A. The SCPA Proposed Regulation’s Enabling Statute Defers Regulation to 
Existing State and Federal Regulation 

 
The California enabling statute for the proposed regulation states that in adopting the 

SCPA, the Department "shall reference and use, to the maximum extent feasible, available 

                                                 
1 See RMA Scrap Tire Markets Internet page, available at 

<http://www.rma.org/scrap_tires/scrap_tire_markets>) and RMA, Scrap Tire Markets In The United States 9th 
Biennial Report (May 2009), available at < http://www.rma.org/getfile.cfm?ID=985&type=publication>. 
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information from other nations, governments, and authoritative bodies."2  The proposed 

regulation’s enabling statute also specifically contemplates that California should not regulate 

products that are already adequately regulated.  RMA believes that the proposed regulation gives 

unelected officials in the Department the power to usurp the legislature’s authority to determine 

which statutory scheme adequately regulates a chemical or product.   

Thus, the Department must consider the practice of NHTSA, the Environmental 

Protection Agency (EPA), and the European Union (EU).  The proposed rule, contrary to the 

enabling statute makes no attempt to tailor its rule to avoid duplicating and interfering with areas 

that are adequately regulated.   

1. EPA and TSCA 

The Toxic Substances Control Act (“TSCA”), 15 U.S.C. § 2601 et seq., enacted in 1976, 

allows regulation of new and existing chemicals based on a finding that the chemical in 

commerce may present an “unreasonable risk.” The burden is generally on EPA to demonstrate 

that a substance may present an unreasonable risk.  Absolute bans of any concentration of a 

substance in a product are still rare.3  

Nonetheless, in the last few years, EPA has been able, in effect, to “pressure” companies to 

agree “voluntarily” to cease manufacturing perfluorooctanoic acid (“PFOA”), primarily based on 

the widespread use of PFOA and its presence in human blood. EPA accomplished this without 

issuing a direct regulation or changing the underlying statute. 

 

 

 

 
2 CA Health and Safety Code § 25252 (b)(2). (available at http://www.leginfo.ca.gov/cgi-

bin/waisgate?WAISdocID=40475224274+1+0+0&WAISaction=retrieve).   

3 For example, a complete ban on the use of asbestos (even relative low risk uses) was overturned because, 
among other reasons: (a) EPA only showed that “banning some asbestos products might reduce the harm that could 
occur from the use of these products” (which was overly broad since “few indeed are the products that are so safe 
that a complete ban of them would not make the world still safer”); (b) EPA refused to calculate the risk of less 
burdensome alternatives (i.e., improved workplace controls); (c) “for some products, no substitutes were available; 
(d) EPA “explicitly reject[ed] considering the harm that may flow from the increased use of products designed to 
substitute for asbestos, even where the probable substitutes themselves are known carcinogens;” and (e) EPA 
“basically ignored the cost side of the TSCA equation” and “spending $ 200-300 million to save approximately 
seven lives (approximately $30-40 million per life) over thirteen years” was not reasonable.”Corrosion Proof 
Fittings v. EPA, 947 F.2d 1201, 1217, 1220, 1223-1229 (5th Cir. 1991). 
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2. Risk Assessment  

In general, the current risk assessment framework meets societal needs and the drastic 

change in this framework proposed by the Department is neither what was contemplated by the 

legislature nor compelled by experience.   

Literally, thousands of environmental and safety regulations and hazardous waste cleanups 

have been implemented in the U.S. using the existing risk assessment scheme.  As observed by 

Chief Justice Burger in a concurrence to a seminal worker protection risk assessment case, 

"[w]hen the administrative record reveals only scant or minimal risk of material health 

impairment, responsible administration calls for avoidance of extravagant, comprehensive 

regulation. Perfect safety is a chimera; regulation must not strangle human activity in the search 

for the impossible."4  

EPA uses the assumption that at low doses the harm is reduced on a one to one basis as 

exposure decreases to “generate what is sometimes considered an upper bound on cancer risk. 

Although the actual risk cannot be known, it is thought that it will not exceed the upper bound, 

might be lower, and could be zero.”5  

As a matter of policy, across most regulatory programs, EPA selects regulatory action that 

results in a residual risk after regulation of a risk that lies between 1 in 10,000 (a safe level) to 1 

in 1,000,000 risk level. E.g., Natural Resources Defense Council v. EPA, 824 F.2d 1146, at 

1164-65 (D.C. Cir. 1987) (unanimous en banc decision). 

EPA, in effect, has the practical burden of assembling a record containing sufficient 

scientific information and analysis to survive a reviewing court’s “hard look” review under the 

“substantial evidence” or “arbitrary and capricious” tests for judicial review of administrative 

action.”6  

3. NHTSA Safety Regulation 

The safety that NHTSA regulates is a function of many factors including, but not limited 

to, the driver performance (e.g., speed, sobriety, and other driver performance factors), driver 

maintenance of the vehicle and tires, overall vehicle design, and the performance of the tire.  As 

 
4 Industrial Union Dep’t. v. API, 448 U.S. 607 (1980). 

5 National Research Council, Science and Judgment in Risk Assessment at 65 (1994), available at 
http://www.nap.edu/openbook.php?record_id=2125&page=65 (emphasis added) (Last viewed Aug. 10, 2010). 

6 NRC, Science and Decisions: Advancing Risk Assessment at 29 (2009), available at 
http://www.nap.edu/openbook.php?record_id=12209&page=29#p20016f788960029002 (Last viewed Aug. 1, 
2010). 
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a result, NHTSA (unlike EPA or the California DTSC) regulates “actuarial” risk, i.e., NHTS 

specifies tire endurance and other laboratory tests that tire manufacturers must use to certify tire 

compliance with the NHTSA safety standards.  NHTSA’s safety standards, therefore, are 

designed to lessen actual tire failure, property damage, and injury in normal use.  These tire 

specifications are not the only factors that may impact safety.  Thus, the safety concerns are not 

regulatory risk upper bounds as in the case of environmental risks.   

However, as noted above, the chemical composition of the tire affects the physical 

attributes of a tire and its ability to stop within certain distance.  Given the overly broad range of 

factors that the proposed rule allows regulators to consider, there is almost certain to be 

situations where safety may be affected because the DTSC judgment concerning the need for risk 

reduction in one or more stages in a tire’s lifecycle.  

4. European Practice 

The California enabling statute requires a hard look at the EU experience (e.g., the 

European Union’s (“EU”) Registration, Evaluation, Authorization and Restriction of Chemicals 

(“REACH”) regulation and the use of the precautionary principle), but the record does not 

indicate that any meaningful review of the European experience has been considered.  Such a 

review indicates that the risk assessment and risk management framework in the SCPA proposed 

rule is far different than the framework used in Europe. 

Companies selling chemicals and products in Europe are required to provide health and 

safety information on existing and new chemicals to the European Chemicals Agency and 

articulate the reasons that continued use or new uses are consistent with the REACH criteria.  

Although the European approach shifts the burden of persuasion, the regulatory standard used to 

decide whether to take regulatory action or not and the nature of any action required (sometimes 

called the precautionary principle or approach) may not be as dramatically different from the 

historic approach to chemical regulation in the U.S.  

However, the European Commission states that the precautionary principle “can under no 

circumstances be used to justify the adoption of arbitrary decisions,” “must not be 

disproportionate to the desired level of protection,” and “must not aim at zero risk.”7  A 

“significant hazard” must be “identified using the scientific evidence.” The European 
 

7 Communication on Precautionary Principle / COM/2000/0001 final (February 2, 2000), available at 
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:52000DC0001:EN:HTML) (Last viewed Aug. 1, 
2010 (Text of the Communication on Precautionary Principle”). 
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Commission’s precautionary principle “presupposes that potentially dangerous effects deriving 

from a phenomenon, product or process have been identified.”8  Also, where appropriate and 

feasible, “an economic cost-benefit analysis is performed.” In many regards, the current EU 

definition of the precautionary approach to selecting environmental requirements in the face of 

uncertainty is similar to the US historic chemical regulation policy.  In a specific example, the 

European Union's risk assessment for bis (2-ethylhexyl) phthalate (DEHP) concluded that 

"[t]here is at present no need for further information and/or testing and no need for risk reduction 

measures beyond those which are already being applied for."9  Yet, the California proposed 

regulation will likely impose further regulation on DEHP, regardless of the minimal risks.  Thus, 

the proposed rule fails to follow the explicit direction of the enabling legislation. 

5. Conclusion 

In summary, the proposed rule does not reference or use, to the maximum extent feasible, 

available information from these other regulatory programs.  Instead, the serious of presumptions 

and burdens placed on a manufacturer is beyond any existing regulatory program.  RMA is not 

aware of any regulatory program or court decision which abandon the basic bedrock of U.S. law, 

i.e., that the part accused of doing harm actual caused the harm, based on a scientific cause and 

effect relationship).10  Absent a scientific foundation for this regulation and clear standards for 

decision making, there is no basis for ensuring that regulatory decisions are not arbitrary and 

capricious.   

 

 
 

8 EC Press Release, Commission adopts Communication on Precautionary Principle, IP/00/96 (February 2, 
2000), available at 
http://europa.eu/rapid/pressReleasesAction.do?reference=IP/00/96&format=HTML&aged=0&language=EN&guiLa
nguage=en (Last viewed Aug. 1, 2010) (“EC Precautionary Principle Press Release”). 

9 (European Union Risk Assessment Report for bis(2-ethylhexyl)phthalate (DEHP)  (CAS No: 117-81-7 
and EINECS No: 204-211-0) at VI (2008), available at http://www.dehp-
facts.com/upload/documents/webpage/DEHP%20RA%20report%20full.pdf).  

10 See Reference Manual on Scientific Evidence, Second Edition (Federal Judicial Center, 2000), available 
at http://www.triadcentral.org/tech/documents/Fed_Jud_Center_Paper_on_Scientific_Evidence.pdf.  As this guide to 
scientific evidence for federal judges notes the Supreme Court, in Daubert v. Merrell Dow Pharmaceuticals, Inc., 
defined science “not an encyclopedic body of knowledge about the universe. Instead, it represents a process for 
proposing and refining theoretical explanations about the world that are subject to further testing and refinement.’” 
(emphasis in original). 509 U.S. 579, 590 (1993) (quoting Brief for the American Association for the Advancement 
of Science and the National Academy of Sciences as Amici Curiae at 7–8).”  Id. at 69.  Also,  “[o]rdinarily, a key 
question to be answered in determining whether a theory or technique is scientific knowledge that will assist the trier 
of fact will be whether it can be (and has been) tested.” 509 U.S. at 593. 
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B. Federal Law May Pre-empt State Law, But Not the Reverse 

1. General 

The criteria in the proposed regulation are de facto a pre-emption of federal statutes by a 

state regulation, which is impermissible when the state regulation directly conflicts or interferes 

with the implementation of a federal statute.   

Article VI of the Constitution states the laws of the United States “shall be the supreme 

Law of the Land; . . . anything in the Constitution or laws of any State to the contrary 

notwithstanding.”11  Congressional purpose is “the ultimate touchstone” of preemption 

analysis.12  The touchstone of preemption is the need to ensure that State and local laws do not 

undermine the laws of the United States.   

Preemption can be either express or implied.  Congress may expressly preempt a State 

law by explicitly forcing out State regulation in the Federal statute at issue.13  The Clean Air Act 

(CAA), for instance, explicitly preempts all State standards “relating to the control of emissions 

from new motor vehicles ….”14  Absent express preemptive language, courts have recognized 

two types of implied preemption: field preemption and conflict preemption.   

Field preemption applies when Congress demonstrates an intent to occupy an entire field 

of regulation, in which case the States must leave all regulatory activity in that area to the 

Federal government.15   Even absent a specific conflict in provisions, some Federal regulations 

are pervasive enough to ensure that Congress’s intent that Federal regulation governs over 

States’ interests.  

Conflict preemption applies when either “compliance with both federal and state 

regulations is a physical impossibility,” or when State law “stands as an obstacle to the 

accomplishment and execution of the full purposes and objectives of Congress.”16  Courts 

 
11 U.S. Const. art. VI, cl. 2. 
12 Cipollone v. Liggett Group, Inc., 505 U.S. 504, 516 (1992). 
13 See Michigan Canners & Freezers Assn., Inc. v. Agricultural Marketing and Bargaining Bd., 467 U.S. 

461, 477 (1984) (citing Shaw v. Delta Air Lines, Inc., 463 U. S. 85, 95-96 (1983)); Boggs v. Boggs, 520 U.S. 833, 
839-41 (1997) (ERISA preempts state community-property law). 

14 42 U.S.C. § 7543(a).   
15 American Insurance Association v Garamendi, 537 U.S. 1100 (2003) (state Act conflicted with national 

policy and “stands in the way of [the President’s] diplomatic objectives.”); Fidelity Federal Savings & Loan Assn. v. 
De la Cuesta, 458 U. S. 141, 153 (1982); Rice v. Santa Fe Elevator Corp., 331 U. S. 218, 230 (1947). 

16 Crosby v. National Foreign Trade Council, 530 U.S. 363, 372-73 (2000); Florida Lime & Avocado 
Growers, Inc. v. Paul, 373 U. S. 132, 373 U. S. 142-143 (1963) (compliance with both impossible); Hines v. 
Davidowitz, 312 U. S. 52, 312 U. S. 67 (1941) (state law “stands as an obstacle to the accomplishment and execution 
of the full purposes and objectives of Congress.”). 
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examine the effect of the regulations rather than the intent to determine whether a conflict 

exists.17  Thus, if the State regulation has the “practical effect” of regulating a federally occupied 

field such as consumer safety relating to motor vehicles, the Federal regulation preempts the 

State law.18  State or local laws may be preempted under more than one of the above grounds, 

which often overlap.19 

2. The Proposed Regulation Irreconcilably Conflicts with the tire 

safety standards developed by NHTSA  

NHTSA safety regulations regulate the safety of tires.  The Safety Act, 49 U.S.C. §§ 

30103-30105 et seq., explicitly pre-empts any state law or regulation that conflicts with a 

NHTSA regulation relating to “safety.”20  The rationale, simply put, is that vehicles are a 

significant means of transportation of citizens and freight.  They travel from one state to another 

and between countries.  The absence of a uniform set of safety rules would allow one state to 

impose arbitrary requirements that could significantly impact interstate commerce.   

For example, in a recent Ninth Circuit case involving California’s air quality 

management districts, the Court determined that a California air district-enacted regulation 

limiting the amount of emissions from idling trains was preempted by the Interstate Commerce 

Commission Termination Act of 1995 (“ICCTA”).  Association of American Railroads et al v. 

South Coast Air Quality Management District, et al (No. 07-55804; Opinion dated September 

15, 2010) (“Association of American Railroads case”).   

The ICCTA is a federal law that substantially deregulated the railroad industry and 

contained a clause expressly preempting remedies provided under federal and state law.  The 

Court also noted that, as determined previously by another Court, the ICCTA preempts all state 

laws that might have the effect of managing or governing rail transportation.  Because the 

District’s rules have the force and effect of state law, and because the rules direct the railroads to 

reduce emissions and provide specific reports under threat of penalties, the Court held that the 

District rules were preempted by the ICCTA.  The Safety Act and NHTSA regulations similarly 

 
17 Engine Mfrs. Ass’n v. South Coast Air Quality Management Dist., 541 U.S. 246, 255 (2004) (finding that 

“[i]f one State or political subdivision may enact such rules, then so may any other; and the end result would undo 
Congress's carefully calibrated regulatory scheme”). 

18 Id. at 256 (“the Rule would effectively coerce manufacturers into meeting the artificially created 
demand”). 

19 See James B. Slaughter & James M. Auslander, Preemption Litigation Strategies Under Environmental 
Law, NR&E Journal, at 18 (Spring 2008). 

20 See Motor Vehicle Safety Act, 49 U.S.C. § 30101 et seq. 
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pre-empts other laws that might impact safety.  The divergent California proposed regulation of 

chemical use will certainly interfere with the NHTSA’s goal of ensuring tire safety.   

In summary, only NHTSA has authority to regulate the safety of tires.  Thus, the 

proposed regulation must be preempted because it would interfere with NHTSA’s sole authority 

to regulate safety. 

Tires are made of complex mixtures whose composition has been determined by the 

functionality of each chemical in the mixture.  It is not a simple process to change the 

composition of tires; any change could affect the stopping distance of tires, tire wear, and 

possibly other safety-related components.  Because the proposed regulation could effectually 

regulate safety through imposition of new requirements on chemicals in tires or on tires 

themselves, the Safety Act preempts the proposed SCPA regulation as it applies to tires. 

C. TSCA Will Pre-empt Many California Actions 

Contrary to the unsupported assertion in the Initial Statement of reasons, the proposed 

regulation overlaps with the jurisdiction of TSCA.  TSCA regulations and the TSCA Action 

Plans that EPA has issued specifically provide authority to identify unreasonable risks and seek 

restrictions based on these risks.   

On its face, TSCA states that, “no State or political subdivision of a State may … 

establish or continue in effect, any requirement … which is applicable to” a substance or 

mixture, or an article containing such substance or mixture,” imposed by “a rule or order under 

section 2604” (which regulates Manufacturing and processing notices) “or 2605” (which 

regulates hazardous chemical substances and mixtures),  ”(other than a rule imposing a 

requirement described in subsection (a)(6) of section 2605 ) and which is designed to protect 

against such risk unless such requirement.” 

(i) is identical to the requirement prescribed by the Administrator,  

(ii) is adopted under the authority of the Clean Air Act [42 U.S.C. 7401 et seq.] or any 

other Federal law, or  

(iii) prohibits the use of such substance or mixture in such State or political subdivision 

(other than its use in the manufacture or processing of other substances or mixtures). 

Whenever California introduced the proposed regulation conflict (as described above), 

TSCA pre-empts SCPA regulation.  For example, if substitution were required pursuant to the 

proposed regulation (particularly if  exposure is assumed), but TSCA finds that there is no 
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exposure or exposure that presents an acceptable risk, TSCA and the California proposed 

regulation would be in conflict.  Thus, the proposed regulation and TSCA could reach 

diametrically opposite conclusions about the same chemical or product. 

D. Application to the Clean Air Act, Clean Water Act and Other Manufacturing 
Plant Statutes 

 
On its face, the SCPA proposed rule could be used to limit a chemical in a tire because it 

might be discharged, emitted or disposed of at a tire plant outside California.  This provision 

would, in effect, have California law pre-empt the law of the other 49 states.  This is prohibited 

pursuant to existing law. 

For example, the Clean Water Act states that “[n]othing in this section shall restrict any 

right which any person (or class of persons) may have under any statute or common law to seek 

enforcement of any effluent standard or limitation or to seek any other relief ,21 yet the Supreme 

Court found that the clause applies only to the laws of the State in which the discharge 

originates, and not any other State that may come into contact with the effluence because the 

state law would interfere with the methods by which a Federal statute was designed to reach its 

goal.22  Moreover, such an application would violate Congress’s intent to establish clear and 

identifiable discharge standards and would lead to chaotic confrontation between sovereign 

states.23  Additionally, the Association of American Railroads case cited above explicitly found 

that even state actions consistent with the Clean Air Act can be preempted.  Thus, any decision 

by the California DTSC to ban the sale of a product manufactured outside the State based on 

 
21 33 U.S.C. § 1365(e). 
22 Int’l Paper Co. v. Ouellette, 479 U.S. 481, 494 (1987  Plaintiffs had filed a common law nuisance suit 

filed in a Vermont court under Vermont law concerning water pollution originating from New York.  The Court 
found that the application of an affected State’s law to an out-of-state source would undermine the important goals 
of efficiency and predictability of the Clean Water Act.   

In finding that the Clean Water Act preempted a non-source State’s common law, the Court stated, “[i]t 
would be extraordinary for Congress, after devising an elaborate permit system that sets clear standards, to tolerate 
common law suits that have the potential to undermine this regulatory structure.”  Id. at 497.  It is important to note 
that Court ruled in favor of preemption even where personal tort claims were at stake.  Courts have formed a 
presumption against preemption in tort cases, especially where there is no strong alternative remedy for a party.  See 
Bates v. Dow Agrosciences LLC, 544 U.S. 431(1995) (stating “If Congress had intended to deprive injured parties of 
a long available form of compensation, it surely would have expressed that intent more clearly.”); see also Silkwood 
v. Kerr-McGee Corp., 464 U.S. 238, 251 (1984).  The NHTSA and California programs do not involve tort claims, 
and thus, courts should be less hesitant to rule in favor of preemption, especially where the NHTSA Program’s 
whole structure may be undermined.   

23 Int’l Paper, 479 U.S. at 496-97.  

 15



Comments by the Rubber Manufacturers Association 

 
alleged effects outside the State is pre-empted by the federal environmental statutes that regulate 

tire manufacturing facilities. 

 
V. As drafted the Safer Consumer Product Alternative restricts interstate 

commerce. 
 

In addition to the pre-emption problems discussed in subsection IV(D), above, the SCPA 

proposed rule restricts interstate commerce because it may require a tire manufacturer to remove 

a chemical from the tire: (a) to reduce the  release of chemicals at a tire manufacturing plant in 

out of state facilities (e.g., Ohio) because these releases may be deemed to an unacceptable risk 

to workers or local residents; (b) to reduce the release of a chemical from an electric generating 

facility using tire-derived fuel outside of California; (c) to reduce the release of greenhouse gases 

outside California (even in states where the level of emission  is permissible or (d) to lessen the 

ecological impacts from the use of tires outside the U.S.  

Article I, section 8 of the Constitution authorizes Congress "To regulate Commerce with 

foreign Nations, and among the several States, and with Indian Tribes."  Historically, the 

commerce clause has been used to prevent one state from enacting laws that interfere with 

interstate commerce by: (a) protecting a domestic industry (e.g., limits on the import of food 

stuffs from out of state); (b) placing an arbitrary barrier on the import of a substance to prevent 

its entry into a state (e.g., laws imposing different requirements on the disposal of out of state 

municipal wastes in a state); or (c) imposing arbitrary barriers to interstate travel through a state 

(e..g., requirements to change railroad crews in a state or requiring different gauge railroad ties).   

As noted in the Association of American Railroads case (described above), the CAA, the 

Clean Water Act (CWA) and other statutes apply to industrial activity in a state as long as the 

statute does not unreasonably interfere with interstate commerce.  In effect, the court held that 

the District rules directing railroads to reduce emissions and provide specific reports under threat 

of penalties, would unreasonably interfere with interstate commerce. 

As currently written, the proposed regulation bars the import into California of tires made 

outside of California without any finding that tires present an unreasonable risk.  In fact, a tire 

may at least be selected as a priority product without any evidence of exposure to the public.  

This is clearly an unreasonable burden on interstate commerce.  California has no legal authority 

to regulate risks outside of California.    
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Because the regulation of Priority Chemicals in Priority Products is not based on actual 

risk or even a typical regulatory risk (see discussion below) and the degree of risk reduction is 

limited only by economical and technological feasibility, the restriction on the sale of products in 

California, in effect, impermissibly imposes its regulatory requirements on 49 other states in an 

arbitrary and capricious and unreasonable manner.   

Even if the proposed rule were limited to effects in the state of California, economically, 

California is the largest single U.S. market for vehicle tires.  As a practical matter, a regulatory 

requirements imposed by California on the method of manufacture or the composition of the tire 

will require all tires manufactured and sold in all States to meet this “California requirement.”  

Thus, on its face, the California SCPA proposed rule would, if promulgated and implemented, 

interfere significantly with interstate commerce.  Thus, on its face, the California SCPA 

proposed rule would, if promulgated and implemented, interfere significantly with interstate 

commerce.  

VI. The definition of consumer product is vague and confusing 

The proposed regulation fails to distinguish between consumer products, product 

components and complex products.  For example, the proposed regulation defines a “consumer 

product” or “product” in part to mean “a product or part of the product that is used, bought, or 

leased for use by a person for any purposes.”  (California Health and Safety Code section 

25251).  As a result, consumer products, product components and complex consumer products 

all fall within the definition of a “consumer product” in California.   

Failure to provide clarity in the definition of consumer product contravenes the clear 

mandate in the enabling act for simplified tools and ease of use to accelerate the move to safer 

alternatives.  The enabling act for the proposed rule indicates that “the department shall also 

make every feasible effort to devise simplified and accessible tools that consumer product 

manufacturers, consumer product distributors, product retailers, and consumers can use to make 

consumer product manufacturing, sales, and purchase decisions.”   

RMA has concern that the definition of consumer product will fail to provide simplified 

and accessible tools to make consumer, product manufacturing, sales, and purchasing decisions.  

The broad definition of consumer product raises questions regarding whether tires on a 

commercial vehicle such as an airplane are considered a consumer product, and whether the 

retread rubber on an airplane or commercial vehicle would be considered a consumer product?  
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RMA asks that the Department clarify the definition of consumer product and ensure that 

commercial products such as tires on an airplane are exempt from the proposed regulation. 

 

VII. RMA recommends that the final rule exempt retailers 
 

RMA strongly recommends that the final rule exempt tire retailers.  Under the proposed 

regulation, the company “responsible” for a consumer product: (i) provides chemical product 

information needed; (ii) notifies the State that their product is a Priority Product; (iii) performs 

an alternative assessment and (iv) responds to regulatory inquiries.  Parties responsible for 

submitting this information include: (i) owners of the product brand name or trademark; (ii) CA 

importers; (iii) CA distributors; (iv) retailers in CA; and (v) any other person who has a 

contractual agreement with one of these entities. (§ 69301.2(67)) (p. 16)   

Thus, the proposed regulation lists essentially all companies in the retail supply chain as 

liable.  This is redundant, costly, and is likely to increase confusion about who is responsible for 

submitting information.  The proposed regulation should allow the companies in the supply chain 

to designate one entity to respond.  Typically, this would be the manufacturer, but in the case of 

imports from outside the United States, it may not be the manufacturer. 

 As a result the proposed regulation creates a contractual relationship with each of the 

“responsible entities” and the manufacturer, and imposes joint and several liability on affected 

parties.  This contractual relationship between retailers and manufacturers is problematic for 

some RMA members that have tire retail outlets.  The joint and several liability for tire 

manufacturers and their tire retail stores could result in multiple penalties for the same essential 

action.  Additionally, it is unclear whether all responsible entities would be responsible for civil 

penalties for violations.  RMA believes that such liability is unfair.   

 Because tire retailers do not make decisions about the chemical composition of a tire, it 

does not make sense to make them responsible for reporting and analysis.  Again, RMA 

recommends that the final rule exclude retailers and place the responsibility for reporting and 

analysis with manufacturers who have knowledge and understanding of the chemicals in tires 

and their function. 
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VIII. The time frames for regulatory responses are unrealistic 

 
Under the proposed regulation, if the Department determines a safer, functionally 

equivalent and technologically and economically feasible, alternative exists; a company must 

remove the product from California commerce within 1 year.  A company can respond to the 

Department by submitting a revised Alternative Assessment report selecting an alternative 

chemical that does not contain a priority chemical and meets the requirements of the act. (§ 

69306.5) (p. 70-71). 

As discussed above, the process of reformulating a tire, obtaining regulatory permits at 

manufacturing plants and performing other non-regulatory testing far exceeds one year.  As 

written, this provision will result in a ban on the use of tires in California. 

 
IX. RMA has concern that the proposed regulation presumes that the Department 

can determine when the production of a new product is “technologically and 
economically feasible.” 

 
There is nothing in the proposed regulation that provides the criteria or methodology by 

which the “Department determines a safer, functionally equivalent and technologically and 

economically feasible” alternative exists.  Deciding whether an alternative product is safe and the 

functional equivalent of an existing product is difficult.  Here, the proposed regulation presumes 

that an agency without a product manufacturing background can determine when the production 

of a new product is “technologically and economically feasible.”  Technologically and 

economically feasibility is not defined in the proposed regulation.  However, in the Occupational 

Safety and Health Administration’s (“OSHA”) Cotton Dust decision (American Textile Mfrs. 

Institute, Inc. v. Donovan, 452 U.S. 490 (1981), available at 

http://biotech.law.lsu.edu/cases/adlaw/cotton.htm), the Supreme Court interpreted 

technologically and economically feasible as meaning reduction of the risk from cotton dust 

could be required at a cost of $2.7 billion because “nothing in” OSHA’s study “indicates that the 

cotton textile industry as a whole will be seriously threatened,” although segments of the 

industry would be put out of business.  Id. at 536.  RMA has concern that the use of these 

stringent criteria in the proposed regulation where the risk is, by definition, not necessarily 

significant is excessive, unwarranted, and unnecessary to protect human health and the 

environment.  

 19



Comments by the Rubber Manufacturers Association 

 
X. RMA recommends that the final rule set a concentration-based limit that 

exempts chemicals not intentionally added, unless the regulator demonstrates a 
significant risk. 

 
Tires may include industrial minerals that have chemicals in them that are not 

intentionally added.  For example, talc may be used or added intentionally in the manufacture of 

some tires, however the chemicals or other fibers that may be present in trace concentrations in 

the talc (e.g., asbestos) are not added intentionally and cannot be removed.  This provision places 

the burden on the tire manufacturer.  

The proposed rule does not apply to an unintentionally-added chemical or chemical 

ingredient that is not known by the producer to be present:  

 if due diligence is exercised to obtain knowledge of any chemical or chemical 
ingredient that might reasonably be expected to be present, intentionally or 
unintentionally, by taking reasonable steps to obtain and apply knowledge of:  

o the source, composition and chemicals and chemical ingredients contained 
in all raw  material and recycled feedstocks, components and processing 
agents used in the formulation or assembly of the consumer product, an 

o the manufacturing processes used to produce the product, including 
chemical reactions likely to occur during the manufacturing processes; 

 if the producer cannot reasonably be expected to know of the presence of the 
unintentionally-added chemical or chemical ingredient in the product under all the 
facts and circumstances; 

 the burden is on the producer if requested by the Department; and  
 if the producer does have knowledge of the presence of one or more unintentionally-

added chemicals in the product, the producer provides the information, upon request, 
to the Department and any known responsible entity for the product.(§ 69301) (p. 4-
5) 

 
The proposed regulation improperly equates knowledge of the presence of chemicals 

with exposure that results in a significant risk.  RMA recommends that the proposed rule should 

set a concentration-based limit that exempts chemicals not intentionally added, unless the 

regulator demonstrates a significant risk.  The limit should be product specific and the 

Department must demonstrate that the risk is significant (greater than 1 in 10,000 lifetime risk).  

Many materials used in tires are from natural sources (talc, metals, natural and renewable oils) 

whose composition varies depending on many factors that cannot be controlled by tire 

manufacturers.  As a result, it is impossible for tire manufacturers to know a 100% exact 

composition of the natural sources used in the manufacturing process.  A requirement to test each 
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natural source for its composition prior to using the material would be prohibitively expensive 

and time consuming.   

XI. Risk Issues 
 

A. The hazard trait definition contained in the proposed regulation is vague and 
provides little or no guidance as to what is or is not subject to regulation. 

 
The proposed rule contains a rebuttable presumption that if a chemical exhibits a hazard 

trait and the chemical is reasonably expected to be in products, then there is exposure and risk.  

A hazard trait is defined by the Department of Toxic Substances Control who has not yet 

promulgated a regulation to define hazard trait.  In the interim, initial hazard traits are: 

Carcinogenicity or reproductive toxicity, Mutagenicity,24 and Chemicals that have been 

determined by EPA to be persistent bioaccumulative toxic chemicals (BPT). 

RMA recommends that the Department should only evaluate the composition (nature and 

concentration) of a tire as it is received and used by the customer, not the raw materials used in 

tire manufacturing.  Additionally, we believe that the rebuttable presumption will result in the 

presumption that the consumer/public is exposed to every chemical with a hazard trait that is in 

tires.  The Department has failed to explain what would rebut the presumption that there is 

exposure if a chemical exhibits a hazard trait and is reasonably expected to be in products. The 

rebuttable presumption that the chemical or product is subject to regulation by the mere presence 

of a carcinogen, reproductive toxicant, a mutagen or a PBT, abandons risk management and 

assumes exposure and risk.  If adopted, the rebuttable presumption will require tire 

manufacturers or RMA to petition California and that petition must prove with clear and 

convincing evidence to the satisfaction of DTSC that there is no exposure.   

B. The SCPA proposed regulation is inconsistent with other environmental and 

health and safety statue that requires proof of at least risk 

The existing federal regulatory framework generally considers lifetime cancer risk levels 

of 1 in 10,000 or less to be “safe”25 and does not regulate when the risk is less than 1 in 1 

                                                 
24 Based on EU category 1A or 1B under Annex VI, part 3 of the EU regulation.  
25 Natural Resources Defense Council v. EPA, 824 F.2d 1146, at 1164-65 (D.C. Cir. 1987) (unanimous en 

banc decision, involving the Clean Air Act).  Similarly, the 1 in 10,000 risk level is considered to be a “safe” in EPA 
Superfund cleanups (40 C.F.R. § 300.430(e)(2)(i)(A)(2); EPA, National Oil Pollution and Hazardous Substances 
Contingency Plan , 55 Fed Reg. 8,666, at 8,752 (1990) (“1990 NCP). Upheld in Ohio v. EPA , 997 F.2d 9520, 1532. 
(D.C. Cir., 1993), 36 ERC 2,065, 20,075-76 and EPA drinking water standards (40 C.F.R. § 141.32(e)(45) which 
states that 0.5 ppb of PCBs in drinking water (which corresponds to the 10-4) is “safe." ( See also Drinking Water; 
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million.  However, regulatory action may be required when the life time cancer risk is between 1 

in 1 million to 1 in 10,000, based on a fact-specific balancing of factors, including costs.  For 

non-cancer effects, the federal government uses non-cancer thresholds to derive regulatory 

levels.  

The Federal government also uses the assumption that at low doses the harm reduces on a 

one to one basis as exposure decreases to “generate what is sometimes considered an upper 

bound on cancer risk. Although the actual risk cannot be known, it is thought that it will not 

exceed the upper bound, might be lower, and could be zero.”26 As noted in a seminal risk 

assessment decision,"[w]hen the administrative record reveals only scant or minimal risk of 

material health impairment, responsible administration calls for avoidance of extravagant, 

comprehensive regulation. Perfect safety is a chimera; regulation must not strangle human 

activity in the search for the impossible."27  

Similarly, the California Proposition 65 “no significant adverse risk level” is set at a 1 in 

100,000 risk level.  Even Proposition 65 only listed unbound airborne carbon black, as a 

carcinogen.  The European Commission states that the precautionary principle “can under no 

circumstances be used to justify the adoption of arbitrary decisions,” “must not be 

disproportionate to the desired level of protection,” and “must not aim at zero risk.”28  Thus, the 

existing regulatory frameworks place limits on risk reduction, particularly when the cost 

increases without a commensurate degree of risk reduction. 

The SCPA proposed rule method of determining which chemicals and products should be 

priority chemicals and priority products would result in a very large number of chemicals 

needing to be assessed.  As a result, the cost would be enormous because the universe of 

potentially impacted chemicals is so large that most products are likely to have an assessment 

triggered.  RMA recommends that the proposed regulation screen chemicals based on exposure, 

size of the exposed population, and the risk (i.e., population risk). 
                                                                                                                                                             
National Primary Drinking Water Regulations-Synthetic Organic Chemicals and Inorganic Chemicals; National 
Primary Drinking Water Regulations Implementation , 57 Fed. Reg. 31,776 (1992) (final rule)).  

26 National Research Council, Science and Judgment in Risk Assessment at 65 (1994), available at 
http://www.nap.edu/openbook.php?record_id=2125&page=65 (emphasis added) (Last viewed October 29, 2010). 

27 Industrial Union Dep’t. v. API, 448 U.S. 607 (1980). 
28 Communication on Precautionary Principle / COM/2000/0001 final (February 2, 2000), available at 

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:52000DC0001:EN:HTML) (Last viewed Aug. 1, 
2010 (Text of the Communication on Precautionary Principle”). 
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XII. Chemical Prioritization Process  

A. The Process to develop the list of priority chemicals provides no articulable 

standard for selecting priority chemicals 

1. Chemicals Under Consideration 

The Department determines Chemicals under Consideration based on consideration of: 

(1) chemical and physical properties; (2) adverse public health impacts (including impacts on 

sensitive subpopulations); (3) adverse ecological impacts; adverse environmental impacts 

(including bioaccumulation, biodegration, greenhouse gas emissions, and emission of particulate 

matter); dispersive volume information; and lifecycle exposure.  (§ 69302.3) (p. 30 -35).  RMA 

has concern that these criteria could be used to categorize every chemical in tires as a priority 

because the list includes the likelihood of particulate matter (PM) emissions, which could be 

used to prioritize tires as a priority product. 

The rule does not describe what weight is to be placed on these factors (particularly the 

impact on sensitive subpopulations).  Additionally the process fails to take into account the 

benefit of a product. Also, there appears to be no method of deciding that the chemical should be 

removed from the list of Chemicals under Consideration.  As drafted, the factors to determine 

Chemicals under Consideration are so broad that virtually every chemical or product could be 

placed on the list.  The process by which Chemicals under Consideration are based on does not 

include any sort of regulatory bright line.  Conceptually, every chemical (and product) could 

eventually be considered a Chemical under Consideration.   

 

XIII. RMA recommends that the proposed regulation include a workable definition of 

de minimis that is based on actual exposure and risk 

RMA supports the inclusion in the proposed regulation of a de minimis exemption with a 

default level of 0.1%.  However we have concerns about the de minimis exemption which states, 

“in no case, shall the de minimis exemption be allowed for chemicals, materials, or substances 

manufactured or engineered at the nanoscale, or which contain nanostructures, or are considered 

to be a nanomaterial.”  (§ 69303.2 (d) (3)) (p. 39).  This definition will result in the concentration 

that triggers the de minimis exemption being zero for many chemicals. 
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A. Potential Application to Tires 

Tires are highly engineered products that contain chemicals.  The sheer number of 

chemicals and other substances in tires will require a huge number of assessments. 

1. Application to carbon black 

Carbon black makes up roughly thirty to forty percent of the chemical composition in 

tires.  RMA recommends that carbon black in tires should be exempt from the proposed 

regulation.  We have concern that as drafted, the proposed regulation may not exempt carbon 

black.  

According to California Proposition 65, carbon black is listed as a carcinogen if it is 

inhaled and it is respirable particle size.  This engineered nanomaterial exception to the 

exemption should not be applied to carbon black, although some carbon black particles are 

nanosized (the diameter of the particle is less than 0.1 micron or 0.1 of millionth of a meter in 

diameter) during the manufacturing process, carbon black used in the manufacture of tires is not 

a nonmaterial.   

California’s rationale for not exempting nanomaterial does not apply to carbon black. 

California proposed not to allow nanomaterials to be exempt “[b]ecause nano-related materials 

operate and can be harmful or potentially harmful in such small sizes and small quantities.”29  

Also, California was concerned that existing regulatory limits were not based on nanosized 

particles. 

Carbon black particles used in the manufacture of tires are not engineered to be this size, 

it is simply that the normal process of manufacturing carbon black (a long used and not a 

nanomaterial manufacturing process) involves the temporary existence of nanoparticles.  Thus, 

the purpose of the engineered nanomaterial exception is to address new engineered particles, not 

particles which the regulatory scheme has long addressed.  

Carbon black regulatory limits are based on the carbon black (with a distribution of 

particle sizes that has always included very small particles).  Thus, unlike new, engineered 

products, regulators and regulatory reviews have always included nanosized particles and, 

therefore, the effects measured have always been based on exposure to nanosized particles.  In 

fact, National Institute Of Safety and Health’s (NIOSH) Managing the Health and Safety 

 
29 Initial Statement of Reasons, R-2010-05 at 56 
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Concerns Associated with Engineered Nanomaterials repeatedly documents that carbon black is 

much less harmful than engineered nanomaterial.  California Proposition 65 only designated 

unbound carbon black particles as a carcingogen.  In reaching this decision, California concluded 

that carbon black was bound in the rubber of tires and other products.  Thus, only unbound 

carbon black of respirable size was listed.  This determination should be incorporated into the 

proposed regulation, not be undone by it.  Nothing in the current language allows for limitations 

on the characterization of the route of exposure.  The proposed regulation exempts nanomaterial 

from any exemption.  Thus, all products that contain carbon black that is bound should be 

exempt from the proposed regulation. 

 
XIV. Priority Product Notification 

 
The de minimis exemption also does not apply if the Department has reliable information 

that shows the Priority Chemical to be harmful or potentially harmful in concentrations below 

the de minimis level.  (§ 69305.3 (d)(2)(A)) (p. 51). The Department can grant a modified de 

minimis exemption if a priority chemical is found at/below the de minimis level in numerous 

products, is “commonly used on a frequent basis” and “reliable information” shows aggregate 

exposures to be possibly harmful even at below the de minimis level.  (§ 69305.3 (d)(3)) (p. 52). 

These exceptions to the exemption would result in the de minimis exemption not applying to 

tires or the chemicals in tires. 

The burden is on the State to show that the priority chemical is harmful or potentially 

harmful in concentrations below the de minimis level.  However, the criteria used to determine 

the applicability of the exemption (i.e., prove to the “Department’s satisfaction”) are 

extraordinarily broad and vague.  RMA recommends that the final regulation specify that the 

cumulative impact of “numerous products” commonly used on a frequent basis should be based 

on average exposure and the data indicating that the same individuals are exposed on a frequent 

basis.  Additionally, reliable information should be interpreted to mean information that meets 

the normal test of scientific reliability.  There is no basis provided in the proposed regulation for 

judging the reasonableness of the Department’s decision-making. 

RMA recommends that the Department revise the factors used to identify Products under 

Consideration.  Products under Consideration are identified by evaluating various factors ranging 

from the volume placed into commerce in California, the potential to be exposed to the Priority 
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Chemical during the useful life, the end of life disposal of product, and the product uses or 

management or disposal that could result in the Priority Chemical being released into the 

environment. (§ 69303.3) (p. 40-41).  This provision brings into the decision making any 

emissions that may occur in the use of tire-derived fuel.  Application of these criteria is 

impossible to judge without a concrete methodology.  The language proposed by California is 

vague, undefined, arbitrary, capricious and subject to unequal and arbitrary application.   

 

XV. Priority Products 

RMA has concern about identifying priority products by evaluating relative degree of 

threat to public health or the environment.  Priority Products are identified by evaluating the 

“relative degree of threat . . . to public health or the environment.”  Those that pose the greatest 

threat, are most prevalently distributed in commerce and used by consumers and for which there 

is the greatest chance for consumers to be exposed to chemicals in quantities that can cause harm 

will be classified as Priority Products. (§ 69303.4) (p. 42) 

Tires are widely used in the U.S.  There is a likelihood that there may be exposure to 

chemicals in tires.  The question is whether the chemicals in tires present the greatest threat and 

are in quantities that cause harm.  The general description concerning which products are to be 

classified as Priority Products is vague and seems, at best, to place more emphasis on exposure 

than risk.  That is, risk is not mentioned (only threat) and the other factors mentioned are 

prevalence of distribution and the greatest chance for consumer exposure.  RMA recommends 

that the proposed regulation require the calculation of the average risk, denote the size of the 

population likely to be exposed and calculate the population risk (e.g., average risk times the 

population, e.g., one additional cancer in California over a life time). 

 
XVI. RMA has concern that the Alternative Assessment Work Plan fails to take into 

account that for some products there may be no chemical substance nor a 
necessary or possible redesign. 

 
Under the proposed regulation, the Alternative Assessment Work Plan must include what 

types of alternatives a company is intending to assess:  substitution, redesign using less of a 

chemical, or redesign using a different material; methodologies used to assess those alternatives; 

and outlining the approach for completion of each major Tier II AA task, including analyzing 

data, evaluating alternatives and making a final decision. (§ 69305.4) (p. 53-54).  The proposed 
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rule does not seem to contemplate that for some products; there may not be an alternative 

chemical substance that can be substituted for a chemical in the product.  Also, the proposed 

regulation suggests that the California regulators have the expertise to redesign complex 

consumer products without losing functionality or critical attributes (such as safety), degrading 

the product, or otherwise inadvertently increasing risk of exposure to certain chemicals.   

 

XVII. Additional Comments 

A. RMA does not support the requirement that products require labeling 12 

months after submitting a Tier II report. 

RMA has concern about the labeling requirements in the proposed regulation.  Under the 

proposal responsible entities are required to make product information available to consumers 

through labeling.  Labeling is required within 12 months after a responsible entity submits a Tier 

II Report.  (§ 69306.3) (p. 66-67).  The Department also can determine, based on public health 

issues, that a company must provide consumer information on selected alternatives. (§ 

69306.3(e)) (p. 67).  This provision provides that after requiring an alternative product, the 

regulator may still require labeling.  RMA recommends that the final rule should provide that an 

alternative may consist of no changes to the design of the product, but the inclusion of a warning 

label.  We also recommend that tires should be exempt from labeling requirements under the 

proposed regulation.   

B. RMA has concern that the proposed regulation provides the Department 
broad discretion to impose limitations on use or sale of a product without due 
process. 

 
The proposed regulation grants the Department broad discretion to impose regulatory 

responses it determines are necessary to limit exposure and reduce the level of hazards imposed 

by a Product or component. (§ 69306.6) (p. 71-72).  For example, the Department may impose 

any of the following regulatory responses: (1) requiring engineered safety measures to control 

access to or limit exposure to the Priority Chemical in the product; (2) placing restrictions on the 

use of the priority chemical that is contained in the product or requiring the responsible entity or 

manufacturer to initiate a green chemistry research and development project, or fund a green 

chemistry challenge grant using green chemistry principles.  As noted above, manufacturer’s 

must prove by clear and convincing evidence to the satisfaction of the Department that there is 

 27



Comments by the Rubber Manufacturers Association 

 
only a de minis risk.  The combination of burdens effectively eliminates a manufacturer right to 

petition its government and, thus, may deprive manufacturers of their ability to sell products 

without a meaningful opportunity to have a neutral and unbiased decision maker. 

Also, the proposed rule requires that the Tier II AA must be completed by, and the AA 

Work Plan and AA Report prepared by, either: 

(i) a qualified third-party assessment entity that must demonstrate, among other things, 

independence and a lack of affiliation with any responsible entity, manufacturer, consortium of 

manufacturers or trade association; OR 

(ii) a qualified in-house assessment entity.  (§ 69308) (p.79-80) 

This provision should be eliminated in its entirety as a violation of due process and a 

limitation on manufacturer’s or their trade association’s freedom to petition their government.  

The term “independent” is not well defined and the implication is that any risk assessor who has 

worked for a manufacturer or its trade association might be disqualified.  It is unprecedented to 

bar the use of a consultant in a regulatory proceeding because of a prior affiliation with a 

responsible entity.  RMA is unaware of any existing or proposed rule in the United States or any 

other democracy that bars a company the right to choose the technical expert.  It is the content of 

the scientific submission, not the prior association of the consultant that is relevant.  This attempt 

to blacklist any consultant that has every worked for industry is a thinly veiled attempt to only 

have submissions from consultants who previously worked with the State or federal government.  

Such a biased approach is a fundamental deprivation of due process. In essence, the State is 

asserting the right to require manufacturers and their trade associations to use only experts who 

agree philosophically with the State of California.  As a practical matter, this requirement would 

be very time consuming and expensive since it would significantly limit the pool of available 

consultants. 

In summary, these requirements effectively deprive manufacturers of their right to 

effectively advocate their position to the State and will as a practical matter, deprive 

manufacturers of their right to a fair hearing.  RMA recommends that the provision concerning 

independent consultants be deleted and the burdens on the manufacturers be significantly 

lessened.  In some situations (e.g., with regard to unintended chemicals in products) the burden 

of proof should be on the government.  
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C. RMA has concern that the time requirements for dispute resolution 

processes are too short. 

1. Dispute Resolution 

The proposed regulation provides companies 15 days following “notice or website 

posting” of the Department’s decision to request an informal dispute resolution process.  If a 

request for an informal dispute resolution process is not made within 15 days, than Department’s 

decision is final. (§ 69307.1) (p. 76-77).  RMA strongly believes this time frame is too short for a 

response that has significant regulatory impact.  We recommend that responsible entities have at 

least 30 days to request an informal resolution process. 

2. Informal Dispute Resolution Procedures 

If a responsible entity or manufacturer does not agree with the outcome of the informal 

dispute resolution process, they can request a review by the Director within 30 days of 

completion of the informal dispute resolution process. (§ 69307.2) (p. 77).  Again, RMA 

suggests that the time to appeal a decision of the informal dispute resolution process is too short.  

We recommend that manufacturers or responsible entities are given at least 60 days to request a 

review. 

3. Formal Petitions for Review Procedures 

Responsible parties or manufacturers must file a formal petition for review to the 

Department within 30 days of the determination, for disputes arising under sections 69306.3(e), 

39306.4(b), 69306.5, 69306.6 or 69306.7.  The Department will either grant or deny the petition 

for review within 60 days of the filing of the petition.  A final petition for review is a prerequisite 

to seeking judicial review of the Department’s decision. (§ 69307.6(e)) (p. 79).  Again, RMA 

argues that the time period for appeal is too short.  If a manufacturer or responsible entity does 

not file a petition for review within the 30 day time period, then the Department’s determination 

is considered final and is not subject to additional dispute resolution.  The 30 day time period to 

file a formal petition for review is too short considering the ramifications if the petition is not 

filed within 30 days.  
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XVIII. Confidentiality of Information 

A. Assertion of a claim of confidential information 

A company seeking confidential treatment of information in the proposed regulation must 

file a public (redacted) and private (complete) copy of the full filing, label such as “Trade 

Secret” and/or “Confidential”, and give factual and legal basis for such treatment.  The 

Department reserves the right to ask for additional information, review claims, and deny claims 

(providing 30 days for judicial review) (§ 69310.1-69310.5) (p. 87-91).  Requiring upfront 

justification for confidential treatment is very burdensome.  More importantly, TSCA has been 

implemented for 34 years and the information previously reported was reported based on an 

expectation of confidentiality.  EPA’s long-standing practice and interpretation of the statute is 

not to require the upfront substantiation of a CBI request. 

The proposed regulation requires responsible entities to submit information on the 

volume of chemicals used and the volume of production.  RMA argues that this information is 

CBI.  We have concern that if this information is not given CBI status, other tire companies 

could learn of “secret” ingredients used in one company’s production process or of production 

information which may put U.S. jobs at risk.   

B. Support of a Claim for Trade Secret Protection 

The proposed rule stipulates that for claims that information is a “Trade Secret,” a 

company must provide extensive substantiating information, including a description of the 

allegedly protected information, the period of time for which the protection is claimed, measures 

taken to safeguard the information, and the nature and extent of the harm that would be caused if 

information were made public. (§ 69310.4) (p. 88-89).  California Health and Safety Code § 

25257 of the California enabling legislation for the proposed regulation, unfortunately provides 

that the party seeking to have information designated a trade secret must provide support for the 

claim.   

However, this section of the California enabling legislation does not describe what level 

of support.  We recommend that confidentiality should be granted to Confidential Business 

Information, which is, arguably, broader than trade secrets.  That is, information on production 

of tires and other business information should be confidential (as NHTSA has determined). 
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C. Departmental Review of Trade Secret Claims 

For “Trade Secret” claims, the Department can request additional information from a 

company within a time period determined by the Department.  If the company fails to provide 

the requested information, the Department will notify the company that the information will be 

disclosed within 30 days.  Thus, the burden is on the company seeking trade secret protection to 

defend any trade secret claim brought by a requesting company if the Department denies a 

requesting company’s request for trade secret protection under § 69310.5.  During the 30 day 

time period, the company can either correct the deficiency or seek judicial relief.  RMA argues 

that the time frames for responding to the Department are too short. 

 RMA supports the provision that if the Department receives a request under the CA 

Public Records Act for disclosure of a trade secret, it must notify the “protecting” company of 

the request and, unless it was previously determined by the Department, the Department must 

decide within 60 days of the request whether such information is protected (but no sooner than 

30 days following notice to the protecting company).  We also support the provision that a 

protecting company may file an action for injunctive relief within 30 days if the Department 

determines there is insufficient justification for trade secret protection. (§ 69310.5) (p. 90) 

 

XIX. The cost of complying with the proposed regulation (as written) is enormous for 
tire companies and will have significant adverse economic impact with little 
meaningful benefit to public health or the environment 

 
The Department must consider the cost and benefits of the proposed regulation.  The 

enabling statute explicitly requires that the Department to “minimize costs and maximize 

benefits for the state’s economy.” CA Health and Safety Code § 25252 (b)(2).  The proposed 

regulation is the most aggressive program to manage chemicals in consumer products in the 

world.  Given the current economic challenges to the state of California and its business 

community, the Department must be realistic and pragmatic in assigning costly responsibilities 

that provide little or no benefit.  The proposed regulation imposes layer upon layer of additional 

cost on companies, and impedes innovation and technology transfer.   

The proposed regulation is extremely burdensome to the tire manufacturing industry.  

The cost to conduct the chemical assessments will be enormous and implementing chemical 

substitutions in tires will be extremely time consuming.  The Department has presented no 
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evidence that demonstrates that the scheme proposed by the state of California is needed or 

feasible.   

Furthermore, the tire industry is a worldwide market.  The requirements of the proposed 

rule will increase the costs of production outside of the United States.  The stringent 

requirements to demonstrate de mininis risk not from just use of the use of tires in the United 

States, but from releases outside the United States is likely to result in claims that these 

requirements violate the rules of the World Trade Organization and the North American Free 

Trade Agreement.   

Again, RMA submits that the proposed rule does not “minimize costs and maximize 

benefits for the state’s economy, creates an unfair trade practice, and is likely to lead to 

protracted and expensive international trade disputes.30  As a result, RMA urges California to 

exempt tires from the proposed regulation.   

XX. Conclusion 

The tire industry supports sustainable product production and developing methods to 

reduce the risks of exposure to chemicals used in products.  However, the proposed rule is an 

extreme departure from the norm of chemical regulation.  It grants virtually unreviewable 

authority to the Department to require substitution of chemicals in tires that may force tire 

manufacturers not to sell tires in California.  The burden of prove and the lack of discernible 

standards for decision making are likely to result in arbitrary and capricious decisions and 

enormous costs.  As written, the proposed rule is un-implementable.  The Department must 

completely revise this regulation in a manner that; (a) is consistent with the generally accepted 

approach to regulating risk in the United States, (b) minimizes costs and maximizes benefits for 

the state’s economy; (c) is protective of human health and the environment without depriving 

manufacturers of their ability to inform, educate and advocate a more reasonable approach to the 

State; and (d) does not exert extraterritorial authority over the local environmental impacts of 

manufacturing that occurs outside of the State. 

                                                 
30 It is beyond the scope of this comment to analyze in detail potential international trade disputes.  

However, the European Communities requested consultations with Brazil on the imposition of Brazil national and 
Brazil state measures that adversely affect exports of retreaded tires from the EC to the Brazilian market. World 
Trade Organization, Dispute Settlement: Dispute DS332, Brazil — Measures Affecting Imports of Retreaded 
Tyres, available at <http://www.wto.org/english/tratop_e/dispu_e/cases_e/ds332_e.htm>.  The arbitration board 
found the national Brazil's import prohibition on retreaded tyres and Brazilian State of Rio Grande do Sul laws 
regarding retread tires were inconsistent with the provisions of the WTO.   
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RMA again thanks the California Department of Toxic Substances Control for this opportunity 

to comment on the proposed regulation.  Please contact me at (202) 682-4836 if you have 

questions or require additional information.  

 
 
Respectfully Submitted, 

 

 
Sarah E. Amick 
Environmental Counsel 
Rubber Manufacturers Association 

 



 

 

Gregg Starr 
EHS Product Information Specialist 
 

Ashland Consumer Markets 
 
P. O. Box 14000, Lexington, KY 40512 
3499 Blazer Parkway, Lexington, KY 40509 
Tel: 859 357-7862, Fax: 859 357-7919 
gstarr@ashland.com  
 

November 1, 2010 
 
Maziar Movassaghi 
Acting Director 
Department of Toxic Substances Control 
California Environmental Protection Agency 
1101 I Street, 25th Floor 
Sacramento, CA 95814 
 
Via E-Mail: GCRegs@dtsc.ca.gov 
  
Re:  Regulations on Safer Consumer Product Alternatives (R-2010-05) 
 
Dear Mr. Movassaghi: 
 
Ashland Consumer Markets (ACM) appreciates the opportunity afforded to stakeholders for comment 
on the Safer Consumer Product Alternatives Regulations.  Our participation as a stakeholder in the 
informal regulatory process being conducted by your department has been primarily through 
participation as a member company in the Consumer Specialty Products Association (CSPA).  As a 
member of the CSPA, we agree and support in toto comments previously provided by CSPA and the 
forthcoming comments CSPA is providing concerning the September revision of the proposed 
regulations. 
 
In addition to the concerns expressed by the CSPA, we believe the proposed regulations, in their 
current draft form, would have an adverse effect on the future development of “greener” consumer 
products which is diametrically opposed to the intentions of the authors of SB 509 and AB1879.  For 
example, ACM recently developed a product for commercial fleets that offers increased fuel economy, 
cost reduction, and reduced emissions.  Beside the guaranteed 4% improvement in fuel economy 
experienced by many fleets (some fleets enjoyed significantly larger reductions in fuel usage), the new 
technology also allowed a much longer drain interval, thereby reducing the volume of “used” engine oil 
generated.  The investment necessary to bring this type of technological innovation to market is large 
even under the current regulatory program.  Given the breadth and ambiguity of the definition of 
“consumer product” present in DTSC’s most recent draft, the commercial lubricant products used in 
these heavy-duty fleets may be brought under the onerous, unworkable, and prohibitively expensive 
regimen of assessment your department is proposing.  The potential for additional development costs 
due to requirements in the proposed regulations would jeopardize the availability of these lubricant 
products in California, and the ability of California’s agricultural, commercial, and industrial sectors to 
move their goods to customers within and outside your state.  Is that type of impact REALLY the 
intention of the Green Chemistry Initiative and the original legislation’s authors?  We believe not. 
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Although we’ve provided only one example of the potentially detrimental environmental impacts the 
current draft would have, we believe there are many other provisions which would have similar effects 
within California.  As such, DTSC should consider and incorporate the revisions suggested by CSPA 
and the Green Chemistry Alliance into the final Safer Consumer Product Alternatives regulations.  
Doing so would allow DTSC to meet the goals and intentions of the authors of SB 509 and AB 1879, 
and have a profoundly positive impact on public health and the environment. 
  
Sincerely, 

 
 
cc:   Linda Adams, Secretary, California Environmental Protection Agency 

(ladams@calepa.ca.gov) 
Cindy Tuck, Undersecretary, California Environmental Protection Agency 

(ctuck@calepa.ca.gov) 
John Moffatt, Deputy Legislative Secretary, Office of the Governor 

(john.moffatt@gov.ca.gov) 
D. Douglas Fratz, Vice President, Scientific & Technical Affairs 
 (dfratz@cspa.org) 
Joseph French, Senior Counsel, Ashland Inc. 
Frances Lockwood, Vice President, Technology & Research, Valvoline, a Div. of Ashland Inc. 
Todd Graybeal, Vice President, Global Products, Valvoline, a Div. of Ashland Inc. 
Tom Keenan, Director, Environmental & Regulatory Programs, Ashland Inc. 
Don Gebhardt, Principal Environmental Engineer, Ashland Inc. 
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ALSTON&BIRD LLP
333 South Hope Street

16th Floor
Los Angeles, CA 90071-1410

213-576-1000
Fax:213-576-1100
www.alston.com

Atlanta • Charlotte • Dallas • Los Angeles • New York • Research Triangle • Sacramento • Silicon Valley • Ventura County • Washington, D.C.

November 1, 2010

Mr. Jeff Woled, Regulations Coordinator
Department of Toxic Substances Control
P.O. Box 806
Sacramento, California 95812

Re: Need for a Multimedia Evaluation and CEQA Compliance in
Connection with the Safer Consumer Product Alternatives
Regulations

Dear Mr. Woled:

We have reviewed the Safer Consumer Product Alternatives Regulations (the
“Proposed Regulations”, the Department of Toxic Substance Control (“DTSC”) Initial
Statement of Reasons (“ISOR”) in support of same, the report entitled Recommendation
on the Need for a Multimedia Evaluation of the Safer Consumer Product Alternatives
Regulations (the “Report”), and monitored the results of the October 27, 2010 hearing of
the California Environmental Policy Council (“CEPC”) where the determination that the
multimedia lifecycle evaluation required under Health and Safety Code section 25252.5
was not required. As indicated in our October 26, 2010 letter to the CEPC, we believe
that the Proposed Regulations will have a significant adverse impact on public health or
the environment, and that the recommendation contained in the Report and adopted by
the CEPC was unsupported.

Notwithstanding the fact that the CEPC process was rife with Bagley-Keene Act
violations and did not comport with procedural due process, overwhelming evidence and
common sense dictate that adoption of the Proposed Regulations could result in
significant adverse environmental effects. For this reason, and despite the CEPC’s
decision, DTSC must undertake further California Environmental Quality Act (“CEQA”)
analysis prior to the adoption of the Proposed Regulations.

The CEPC Process Did Not Comply With Applicable State or Federal Law

Apart from our continued concern about the DTSC and CEPC decisions being
made in the environmental context, we believe that there is evidence to support the
conclusion that the CEPC violated the Bagley-Keene Act (the “Act”) and fell short of
meeting applicable due process requirements in coming to its October 27, 2010 decision.

The Bagley Keene Act (the “Act”) is intended to ensure that the deliberations and
actions of the governing bodies of local agencies are open and public and that provision
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is made for meaningful public access to their decisionmaking. (See Cal. Govt. Code
§ 11120.) As part of that mandate, the Act prohibits “Serial Meetings”, or
communications between multiple members of state agencies, either directly, or through
intermediaries outside of public meetings. (Id. at § 11122.5(b).) Telephone calls and e-
mail correspondence fall within the purview of this prohibition. (Id.)

The manner in which the CEPC hearing was carried out suggests that serial
meetings occurred prior to the October 27, 2010 CEPC hearing. A review of the hearing
video or transcript renders it clear that a collective decision was made prior to the
hearing. A motion and a second proposing approval of the recommendation contained in
the Report were made within approximately five minutes of the hearing start time, and
before any member of DTSC or the public were given the opportunity to be heard. The
ability to come to a collective decision in such an efficient manner would have been
impossible absent noncompliance with § 11122.5(b) cited above.

The short time period allowed for the public to review the Report and prepare for
the October 27, 2010 hearing did not comport with Fourteenth Amendment due process
requirements. Additionally, the fact that public comments during the hearing were not
even considered by members of the CEPC denotes pre-determination in violation of the
same requirements. Each member of the public whose comments were not considered
was denied due process with respect to the CEPC decision.

Notwithstanding, the actions of the CEPC which place the decision delegated to
them under Health and Safety Code section 25252.5 in jeopardy and could further delay
adoption of the Proposed Regulations, we continue to have concerns about DTSC’s
decision not to undertake more thorough CEQA review prior to adoption of the Proposed
Regulations.

CEQA’s Applicability – A Three Tiered Process

Deciding whether agency action requires CEQA compliance is a three-tiered
process informed by three questions:

(1) Is there a project?

(2) If there is a project, is that project exempt?

(3) If the project is not exempt, does it have the potential to result in
significant environmental effects?

“‘Project’ includes among other things, an activity directly undertaken by a public
agency that has the potential for resulting in either a direct physical change in the
environment or a reasonably foreseeable indirect physical change in the environment…”
(CEQA Guidelines § 15378(a)(1).) Adoption of a rule or regulation can be a “project”
subject to CEQA. (Wildlife Alive v. Chickering, 18 Cal.3d 190 (1976); Plastic Pipe &
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Fittings Assn. v. California Building Standards Com., 124 Cal.App.4th 1390 (2004).) A
“project” must also be discretionary. “‘Discretionary’ means any project which requires
the exercise of judgment or deliberation…” (CEQA Guidelines § 15357.)

Once an agency determines its action is a “project,” it must then consider whether
it is covered by a CEQA exemption. If the “project” is not exempt, the agency must
prepare an Initial Study to determine whether the “project” has the potential to result in a
significant environmental effect, or move straight to preparing an Environmental Impact
Report (“EIR”). (Id. §§ 15063 and 15064.) An EIR must be prepared when an Initial
Study supports a fair argument that the “project” may have a significant environmental
effect. (CEQA Guidelines § 15064(f)(1).)

The Draft Regulations are a Project Requiring CEQA Compliance

Adoption of the Proposed Regulations is a discretionary activity being directly
undertaken by DTSC, and rulemaking does not fall outside the CEQA definition of
“project.” DTSC also has broad discretion to adopt regulations that carry out the
purposes of the statute and the public process currently being undertaken is indicative of
DTSC’s opportunity for deliberation. Finally, there is “substantial evidence” to support a
fair argument that adoption of the Proposed Regulations has the potential to result in a
direct physical change and/or a reasonably foreseeable indirect physical change to the
environment.

First, implied in the Legislature’s inclusion of Health and Safety Code section
25252.5 (multimedia life cycle evaluation) is the potential for environmental impacts.
The Legislature recognized the potential for adverse environmental impacts even if
DTSC does not. Additionally, however, history teaches that any regulation adopted to
implement California’s Green Chemistry Initiative has the potential to result in
environmental impacts. No doubt, implementation of the Proposed Regulations will
result in transitions from one chemical or product to another, triggering associated
changes in product formulations and manufacturing processes. Inherent in each such
change is the potential for significant environmental impacts.

If an alternative chemical is manufactured in California, its identification as a
preferred alternative may mean a need to increase production, which in turn could result
in the expansion of existing facilities and/or construction of new facilities. Similarly,
manufacturing any alternative could ultimately be more energy intensive, meaning
additional impacts that are not associated with its desirability as a less hazardous or
“safer” chemical. It is also feasible that alternatives could implicate biological resource
issues. For example, an alternative could be rare earth minerals located and mined in an
area of sensitive habitat. If an alternative is manufactured outside of California, imports
of the alternative would likely increase, which could mean an increase in the intensity of
emissions in goods movement corridors and additional greenhouse gas (“GHG”)
emissions associated with transport. Additionally, the preference for reduced toxicity as
the single endpoint of greatest value that is implicit in the Proposed Regulations could, in
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certain circumstances, manifest as a detriment to California’s achievement of other
important air, water and land utilization goals. Finally, there are numerous examples of
chemical substitutes breeding new and different multimedia environmental impacts than
their predecessors. Accordingly, while the safeguards imbedded in the Proposed
Regulations may reduce certain adverse environmental impacts, they might
simultaneously result in new and different and substantially more severe adverse impacts
that have not been studied.

Real world examples illustrate the relevance of the above hypotheticals, support
the determination that these and other similar types of impacts may result from adoption
of the Proposed Regulations and demonstrate that these potential adverse impacts can and
should be considered and analyzed before the Proposed Regulations are adopted.

 California Air Resources Board (“CARB”) analysis undertaken in connection
with adoption of the Low Carbon Fuel Standard (“LCFS”) recognized the
potential that increased production of biofuels as a means to compliance with the
LCFS (adopted for the protection of the environment) would be energy intensive
and could result in, among other things, new land use, biological resource, water
supply and air quality impacts associated with new manufacturing facilities,
alternative fuel formulations and increased biofuel production. (See Attachment
A, Letter from James M. Lyons, Sierra Research to the CEPC (Challenging the
science behind DTSC’s conclusions and including studies explaining that while
biofuels have benefits including increasing the security of the nation’s fuel
supply, reducing vehicle emissions and providing new income streams for
farmers, they also increase energy price volatility, food prices, lifecycle emissions
of GHGs and have other indirect environmental impacts.) See also Attachment
B, CARB Resolution 09-31.)

For this reason, CARB has prepared an extensive lifecycle analysis. (CA-
GREET, available at: http://www.arb.ca.gov/fuels/lcfs/ca_greet1.8b_dec09.xls.)
Moreover, as a prerequisite to adoption, CARB required additional staff efforts
including, but not limited to, formation of an Expert Workgroup that would
address land use and other indirect effects, developing a process for documenting
a fuel’s carbon intensity and developing air quality guidance for the siting of
biorefineries prior to implementation. (See Attachment C, Low Carbon Fuel
Standard Regulation Update (May 19, 2010).) The Proposed Regulations raise
similarly complex environmental concerns. For this reason, DTSC’s decision not
to engage in a diverse and rigorous analysis of the potential for environmental
impacts is concerning.

 EIR’s discussing the potential impacts of projects associated with production of
natural resources routinely analyze the potential that a proposed project would
displace foreign sources of the resource in question. Utilizing a set of
assumptions, this type of analysis quantifies the potential reduction in GHG
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emissions that would occur if the proposed project provides a new domestic
source of the resource in question. (See Attachment D, Final Environmental
Impact Report, Baldwin Hills Community Standards District, pp. 4.2-36-4.2-59
(October 2008)(Climate Change analysis includes an assessment of transportation
lifecycle and GHG emissions impacts.)) The reverse analysis could easily be
performed to assess the potential for increased GHG emissions where the
Proposed Regulations force increased imports of an alternative chemical. At the
very least, the potential for this type of impact must be acknowledged, disclosed
and analyzed.

 Photovoltaics are a viable alternative to fossil fuel use that have real benefits in
terms of reducing air emissions and energy usage. In addition, they are generally
considered to be benign with respect to potential environmental impacts. At the
same time, however, they do contain chemicals (e.g. arsenic and cadmium) that
could potentially be affected by the Proposed Regulations. (See Attachment A,
supra (includes studies contrasting photovoltaic benefits with the relatively
minimal environmental health and safety concerns associated with their
manufacture.)) The handling of these and other similar chemicals under the
Proposed Regulations could affect the ability to manufacture photovoltaic
components and other similarly situated products in a cost efficient manner.
While this would serve the goal of safer consumer product’s it could impede the
state’s ability to meet air quality and energy efficiency goals. The potential
environmental impacts associated with these and other competing interests must
also be considered and analyzed.

 Finally, the transition from the use in lead in a variety of products, including:
tetra-ethyl lead to MTBE in gasoline; lead to bismuth as an alloy substitute; lead
to perchlorate in airbags; and lead to cadmium in toys are all examples of
alternative formulations that have had significant direct and indirect
environmental effects of their own. (See Attachment A, supra (includes studies
and other materials that analyze and disclose some of the impacts and concerns
associated with the cited transitions.)) The Proposed Regulations contain no
information about how DTSC would address these potentially significant
multimedia impacts. The draft regulations contain no science-based criteria or
quantitative thresholds of significance that would indicate how such multimedia
impacts would be compared and valued under an alternatives analysis. Therefore,
it is critical that a multimedia analysis be performed and that potential impacts are
analyzed in a programmatic EIR, so that the potential for these and other adverse
impacts is considered, avoided and mitigated to the extent feasible.

The representations made in the Report are inconsistent with the aforementioned
examples. Moreover, the above discussion supports a conclusion in stark contrast to that
contained in the Report: the Proposed Regulations have the potential to result in adverse
environmental effects and the CEPC cannot “conclusively” determine adoption of the



Mr. Jeff Woled, Regulations Coordinator
November 1, 2010
Page 6

Proposed Regulations will not have any significant adverse impact on the environment.
(See Health and Safety Code § 25252.5.) For this reason, DTSC should have been
directed to prepare the multimedia life cycle evaluation required under the Health and
Safety Code prior to adoption of the Proposed Regulations, and should be urged to
reconsider its initial conclusions about the appropriateness of a CEQA exemption in this
instance.

The Draft Regulations are Not Exempt from CEQA

Consistent with the recommendation contained in the Report, DTSC’s notice
announcing the 45-day review and comment period for the Proposed Regulations
includes the following statement: “DTSC has found this rulemaking project to be exempt
under CEQA. A Notice of Exemption will be filed with the State Clearinghouse when
the regulations are adopted.” DTSC does not cite to an exemption, but that oversight is
irrelevant because no exemption can apply.

For the reasons discussed above, it can not “be seen with certainty that there is no
possibility” adoption may have a significant effect on the environment. (See CEQA
Guidelines § 15061(b)(3).) For similar reasons, the CEQA exemption for Actions by
Regulatory Agencies to Protect the Environment (CEQA Guidelines § 15308) cannot
apply. (See California Unions for Reliable Energy v. Mojave Desert Air Quality
Management District, 178 Cal.App.4th 1225 (2009)(District’s reliance on the exemption
contained in § 15308 judged improper where the record included substantial evidence
supporting the conclusion that there was the possibility for a significant effect on the
environment.))

DTSC’s reliance on a CEQA exemption would be judged improper by any
reviewing court in this instance. The substantial evidence test governs review of an
agency’s factual determination that a project is exempt from CEQA compliance. (San
Lorenzo Valley Community Advocates for Responsible Education v. San Lorenzo Valley
Unified School Dist., 139 Cal.App.4th 1356 (2006).) Furthermore, it is the agency that
has the burden of proof and must demonstrate that there is substantial evidence to support
its exemption finding. (See California Unions for Reliable Energy, supra, at 1245.) By
placing the concerns raised above and associated documentary evidence in the record,
any CEQA petitioner would be able to support a claim that adoption of the Proposed
Regulations could have a number of potentially significant environmental effects. In that
event, the reviewing court would be forced to set aside DTSC’s adoption of the Proposed
Regulations pending proper CEQA compliance.

The Draft Regulations Have the Potential for Significant Environmental
Impacts

Because adoption of the Proposed Regulations is a “project” and there is no
available CEQA exemption, DTSC must either prepare an Initial Study to determine the
potential for significant environmental effects or skip that step and move straight to



Mr. Jeff Woled, Regulations Coordinator
November 1, 2010
Page 7

preparing an EIR. The Initial Study process would disclose the potential impacts cited
above and possibly other evidence supporting a conclusion that adoption of the Proposed
Regulations could result in significant environmental effects. Pursuant to CEQA
Guidelines section 15064(f)(1), any time an Initial Study discloses the potential for
significant impacts, an EIR must be prepared. Thus, an EIR should be prepared prior to
adoption of the Proposed Regulations.

A Programmatic EIR is the Appropriate CEQA Compliance

While it may be the case that analysis of some of the impacts associated with
adoption of the Proposed Regulations would be “speculative” at this juncture, the fact
that some of the necessary analysis would be “speculative” does not eliminate DTSC’s
responsibility to comply with CEQA. Moreover, any determination about whether
potential impacts are speculative must be supported by substantial evidence in the
administrative record, a requirement that cannot be satisfied by cursory analysis
concluding that there is no potential for environmental impacts or reliance on an
inapplicable CEQA exemption. (See CEQA Guidelines § 15145 (speculative
determination requires “thorough investigation”.)) Most importantly, however, a
determination that analysis of some impacts would be speculative does not preclude
preparation of a programmatic EIR that contains general and qualitative discussion of
potential impacts including, but not limited to, those discussed above.

Programmatic documents prepared by CARB prior to adoption of California’s
Climate Change Scoping Plan and the SB375 Greenhouse Gas Emission Reduction
targets, actions that raised similar challenges, are helpful examples that might inform the
scope of the necessary DTSC analysis. (See Attachments E and F.) The programmatic
National Environmental Policy Act (“NEPA”) document prepared by the United States
Department of Agriculture in connection with its biotechnology regulatory program is
also informative on this point. (See Attachment G.)

Choosing not to prepare at least a programmatic CEQA document would mean
postponing CEQA review until individual projects meant to carry out the mandates of the
green chemistry statute are proposed. At that stage, DTSC will have already made its
discretionary, policy-based decisions and will have eliminated many viable options to
achieving the goal of safer consumer products. The examples above, and the concerns
industry continues to raise, render it necessary that the CEQA process be undertaken so
that the potential for environmental impacts stemming from adoption can be analyzed and
any feasible alternative provisions that might reduce or eliminate the potential for
significant environmental impacts can be considered prior to implementation of this far
reaching regulatory scheme. CEQA review is needed now, at the adoption stage, so that
DTSC can fully inform itself and the public about the programmatic choices it is making.
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The Draft Regulations Do Not Qualify as a Functional Equivalent of CEQA

Similarly, while stated nowhere in the Proposed Regulations, the ISOR, the
Report or the Public Notice announcing the availability of the Proposed Regulations,
DTSC seems to have also taken the position that the Proposed Regulations have no
potential to result in significant environmental effects and are exempt from applicable
CEQA requirements because the protections imbedded in the Proposed Regulations
render them de facto a Certified State Regulatory Program. (See Public Resources Code
§ 21080.5. See also CEQA Guidelines § 15250.) First, DTSC has not gone through the
process of having the Proposed Regulations certified by the Secretary for Resources as
being exempt from the requirements of preparing initial studies, negative declarations and
EIRs. (See CEQA Guidelines § 15251 (“List of Certified Programs”).)

Nor is it clear that the Proposed Regulations contain the necessary elements to
qualify as a Certified State Regulatory Program. Even if they arguably did, agencies that
rely on their own Certified State Regulatory Program as the functional equivalent of
CEQA still perform multimedia analysis.

The language in section 15250 does not exempt a certified regulatory program
from other applicable provisions of CEQA, and as demonstrated by the analysis
contained in Attachments E and F (cited above), agencies with certified regulatory
programs still undertake the functional equivalent of CEQA analysis where their actions
have the potential to result in significant environmental effects. For these reasons, any
argument that the Proposed Regulations are a certified regulatory program or will
ultimately be judged a certified regulatory program are irrelevant to the determination of
whether CEQA or CEQA type analysis is necessary at this juncture. Again, the
hypotheticals and examples set forth above constitute evidence of the many types of
environmental impacts that could stem from adoption of the Proposed Regulations.

Conclusion

CEQA requires that lead agencies consider, disclose and analyze potential
environmental impacts. Its very purpose is to force agencies to educate themselves about
the potential consequences of any action before making a decision. In light of the
decision not to prepare the multimedia evaluation required under the Health and Safety
Code, any decision not to effectuate proper CEQA compliance would deprive DTSC and
the public of the opportunity to consider key issues including: (1) whether there are
feasible alternatives to all or a portion of the Proposed Regulations; and (2) whether
additional provisions are necessary to ensure potential environmental impacts are
mitigated. (See CEQA Guidelines § 15002(h).) The failure to consider these issues,
cornerstones of CEQA, and the impetus for the requirements contained in Health and
Safety Code section 25252.5 could facilitate adoption of Proposed Regulations that result
in more environmental harm than good.
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For the foregoing reasons, the CEPC should postpone adoption of the Proposed
Regulations until it has fully complied with CEQA.

Sincerely,

Maureen F. Gorsen

MB:mb
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While the environmental movement has recently enjoyed great traction in the helping to get more companies of the path towards 
sustainability some of the most forward-thinking, we still have three problems: products are not designed with their end in mind; 
products are designed to be � less bad�  and not restorative or beneficial to people and the planet; and even if designers want to 
do both those things, they do not have the resources for knowing how to reformulate or redesign their products to be beneficial. So 
let� s imagine a world where all products were made with ingredients that were safe and healthy for the environment and where 
product materials were either recycled or composted. 
 
Now ask yourselves whether the state of California and the DTSC have created a regulatory program that starts to push companies 
towards redesigning for the health of the planet. 
I believe that what was intended by AB1879 was to get companies to start designing with the end in mind, to create a regulatory 
process that doesn � t start at the end of the pipe. But I  don� t believe that the regulations have accomplished that goal.  
 
The New Response:  
Encourage innovation toward better chemicals. 
The original regulatory approach (banning problematic chemicals) is fundamentally reactive.  With these new regulations, California 
has an opportunity, instead, to be proactive.  Rather than chasing problems, California should be encouraging solutions. 
The Approach: 
Use Green Chemistry as a framework for avoiding problems in advance. 
Green chemistry is a particular type of pollution prevention.  It provides a fundamental methodology for changing the intrinsic 
nature of a chemical product or process so that it is inherently of less risk to human health and the environment, according to John 
Warner of the Warner-Babcock Institute.   Green chemistry offers principles for industrial practice that minimize the creation and 
use of problematic chemicals. The regulations need work to set that expectation. 
The question: How can California create appropriate incentives to encourage green chemistry innovation? 
Support positive alternatives assessment. 
Banning bad chemicals only works if their replacements are better chemicals.  California needs to support the development and 
implementation of positive alternatives assessment methods that ensure that new chemicals innovation provides a genuine 
environmental and human health benefit in the long term. The regulations spend a lot time determining which chemicals are going 
to come under the compliance umbrella. Set a standard, like what is found in GreenScreen, for which chemicals will need to be 
replaced. Then require all chemicals receiving a red rating to be subject to an alternatives assessment. This way you � ll have 
flexibility in setting the baseline because you� ll be able to set new baselines as new information about chemicals is available, 
instead of trying to single out individual chemicals. Let companies come back to DTSC with plans on how to eliminate or substitute 
for the � red�  chemicals. Later you may want to expand to � yellow�  designations.  
Structure information to encourage private sector innovation. 
I t is not enough to ask, � Which chemicals are bad?�   We should ask, rather, � How can identify better chemicals?�   Just as 
Consumer Reports asks, for each type of product reviewed, � What attributes define product quality in this category?� , California 
should support systems that create 
a similar platform for competitive innovation in the field of green chemistry and formulation. That will happen if you start moving 
companies quickly by setting a standard that can be understood and getting quickly towards developing the alternatives.  
Encourage design for the entire life cycle. 
Problematic chemicals make their way into our bodies and the environment because they have escaped from controlled, industrial 
use into the uncontrolled spaces of our homes and ecosystems.  If materials and products are designed to retain their value as raw 
material resources, they are more likely to be recovered and recycled. My organization would be interested in helping to define the 
standard for recyclability. Clearly, the role of the state is to set a standard and then let the companies determine how to meet that 
standard. 
 
I t� s not clear that just having a lifecycle analysis done is enough if the DTSC doesn� t also set clearer expectations about what the 
state would be prefer, i.e imagine that an LCA found that all materials were harvested using unjust labor practices. Will that product 



be banned from California, even if it met all other criteria? And would the state be willing to accept a plan to eliminate those types 
of practices over a period of years. I think we should think about setting some goals or baselines if you are going to call for LCAs. 
Encourage supply chain transparency. 
Most products are not manufactured in-house. Most have complicated, multiple layers of suppliers for each component of their 
product. Let� s work to use technology to help gather the information as well as provide transparency to the process. I  believe this 
is an area where you could leverage the work of outside organizations, including my own, to help create such a system. Think of 
yourself as the IRS �  provide strict guidelines and then let others bring you the report. Audit the report and make the fines or 
other measure tough enough so that manufacturers would think twice about negatively affecting their bottom line with non-
compliance. Use your regulatory authority as a � carrot big enough to use as a stick.�  Let� s use this opportunity to encourage 
better chemistry by provide your department with a real way to reward those who follow the rules but make sure that you get 
compliance.  
 
Closing: I f the goal of California� s Safer Consumer Product Alternatives is to foster continuous innovation by the industry in the 
design and manufacture of consumer products in order to reduce the impacts of those products on Californians and their 
environment then I  think we� ve got some work in front of us.  
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SUBJECT: Draft Green Chemistry Regulation: Safer Consumer Product Alternatives  

Dear Mr. Woled, 

The Motor & Equipment Manufacturers Association (MEMA) represents nearly 650 
companies that manufacture motor vehicle parts for use in the light vehicle and heavy-duty 
original equipment and aftermarket industries.  MEMA represents its members through three 
affiliate associations:  Automotive Aftermarket Suppliers Association (AASA), Heavy Duty 
Manufacturers Association (HDMA), and Original Equipment Suppliers Association (OESA).    

Motor vehicle parts suppliers are the nation’s largest manufacturing sector, directly 
employing over 685,000 U.S. workers and contributing to over 3.2 million jobs across the 
country.  Every supplier job creates another 4.8 jobs in local and state economies.  Motor vehicle 
suppliers are the largest manufacturing employer in eight states:  Indiana; Kentucky; Michigan; 
Missouri; Ohio; Oklahoma; South Carolina; and, Tennessee and directly employ almost 25,000 
individuals in California.   

 
Suppliers account for as much as 70 percent of the value-added in the manufacture of motor 

vehicles and over 30 percent of the total $16.6 billion automotive investment in research and 
development.  The supplier industry continues to take on a greater role in the design, testing, and 
engineering of new vehicle parts and systems – a role that continues to grow over time as federal 
requirements and consumers demand cleaner, more fuel efficient advanced vehicles. 

As MEMA demonstrated through its support of the recently enacted SB 346 (Kehoe), the 
industry is committed to developing original equipment and aftermarket motor vehicle products 
that meet or exceed all applicable performance and safety requirements and seeks to anticipate 
and prevent potential adverse impacts on public health and the environment. SB 346 establishes 
an orderly and forward-looking process to phase out copper from brake friction materials.  This 
would not be possible without the brake industry’s significant efforts while meeting vehicle 
manufacturers and consumer demand for safe, long-lasting, effective brake products.  
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MEMA joins with other industry members in support of the comments submitted by Green 
Chemistry Alliance. Furthermore, MEMA wants to specifically raise the following concerns: 

 
1. The Department of Toxic Substance Control’s (DTSC) proposed “Safer Consumer 

Product Alternatives” regulation envisions an intensely bureaucratic process that is at 
odds with the goals of the initiative and the requirements of the underlying statutes, 
would impede development of “safer” products, and in industries such as ours, would 
interfere with commerce by introducing unnecessary additional complexity to the supply 
chain. 

 
2. The draft regulations are hobbled by a dysfunctional chemical and product prioritization 

process.  Health and Safety Code (HSC) § 25257.1(c) requires that the department “shall 
not duplicate or adopt conflicting regulations for product categories already regulated or 
subject to pending regulation consistent with the purposes of this article,” yet the 
corresponding exemptions are vague at best and will not achieve the purpose of this 
statutory requirement.  There are no clear regulatory criteria for assessing potential 
chemical exposures (sales and volume data are not an effective surrogate for exposure).  
There is no exemption for products where there is no reasonable or foreseeable exposure 
potential.  Chemical intermediates are included in the prioritization process despite the 
fact that they fall well outside of the scope of traditional consumer products (a fact 
recognized both by DTSC in the Initial Statement of Reasons and by the author of AB 
1879 in separate correspondence to DTSC). The definitions of “hazard trait”, “reliable 
information” and “threat”,  as well as the related definition of “adverse effect” from the 
draft hazard trait regulations of the Office of Environmental Health Hazard Assessment, 
cast such a broad net that virtually every chemically-formulated product will be subject to 
some form of regulation. 
 

3. Absent a rigorous prioritization process, the DTSC will be compelled to spend its limited 
resources on an ever expanding universe of low risk chemicals and products, and the 
regulation will yield little if anything in terms of meaningful risk reduction.  This diluted 
focus will also result in greatly expanded regulatory burdens and costs, which in light of 
California’s ongoing budget constraints will be visited back on regulated industries. 

 
4. According to DTSC staff, the proposed Alternative Assessment (AA) notification and 

Tier I AA requirements were included as an incentive for responsible entities to take 
voluntary action to reformulate their products.  In fact, the Tier I AA, which is defined as 
a strictly hazard-based assessment, would apply to any product containing one of 
thousands of listed “Chemicals Under Consideration” and must be accompanied by a 
statement describing how the proposed change to the product reduces the risk it currently 
poses to the public or the environment.  Not only would the requirements themselves 
discourage voluntary action, but also the above noted declaration effectively invites 
litigation against the responsible entity, making the risks of voluntary action much greater 
than the potential rewards.  These provisions would have the unintended effect of 
denying the California public access to product innovations that already occur on a 
voluntary basis. 

 
 
 
 



MEMA Comments on Draft Green Chemistry Regulation Re: SB 346 
Nov. 1, 2010  Page 3 

 

 

5. The regulations require third-party verification for all Tier II AAS, regardless of the 
capacity of the manufacturer (or consortium of manufacturers) and separate review and 
approval of both an AA work plan and the final report by DTSC.  In the vast majority of 
cases, third-party assessments for AAs developed in-house will only serve to delay the 
completion of alternatives assessments.  Third-party assessments will necessarily be less 
reliable than work done by in-house assessors because the number and balance of factors 
considered in product formulations cannot be fully appreciated by third-parties.  
Moreover, DTSC’s proposed imposition of rigorous accreditation criteria for third party 
assessors may limit the number of organizations willing to pursue such accreditation, in 
which case the lack of qualified third party assessment entities could become a major rate 
limiting factor in implementing the regulations.  It should also be noted that AB 1979 
does not require third-party verification. 

 
6. HSC § 25257 appropriately provides a process for protection of trade secret information, 

which is critical to the ability of manufacturers to innovate in a competitive marketplace. 
 However, the proposed regulations envision standards for justifying claims that 
substantially narrow the scope of information that could be claimed as trade secret under 
existing California law.  The department lacks the authority to impose arbitrary 
limitations on trade secret protections. 

 
The extensive oversight, third-party verification, the large number of required assessments, 

and unprecedented restrictions on protection of trade secret information contemplated in the 
proposed regulations will serve not to promote innovation and “safer” products, but to impede 
this objective.   

 
MEMA respectfully requests that DTSC undertake a substantial rewrite of the current 

proposal to address these and many other issues identified by the Green Chemistry Alliance, 
before proceeding with further review and adoption of proposed regulations. 

 
 
 

Sincerely, 
 

 
 

Ann Wilson 
Senior Vice President 
Motor & Equipment Manufacturers Association 

 

cc: Linda Adams 
 Cindy Tuck 

Maziar Movassaghi 
Odette Madriago 
Dr. Jeff Wong 
Susan Kennedy 
John Moffat 



hjones
Typewritten Text
Commenter: 92







Commenter: 93 
 
Last Name: Puk 
First Name: Billy 
Organization:  
Address: 501 Tunnel Avenue 
Address Cont'd:  
City: San Francisco 
State: CA 
ZIP Code: 94134 
E-mail Address: cpuk@recology.com
Phone:  

  

Affiliation: Individual 
hr: 
Art_1_Label: 
Section: 69301.2. Definitions 
Page: 9 
Line: 7 
Comment: On Section 69301.2(a)(20), when the definition of "Consumer Product" or "Product" covers cigarette and other 
carcinogenic related smoking devices, DTSC shall not grant any exemption to the cigarette and other carcinogenic related smoking 
devices manufacturers or responsible entities.  Not only the smoke released from the chemical compounds in the cigarette or other 
carcinogenic related smoking devices has an extensive factual link to increase the chance to have heart disease, cancer, etc. in 
human, the left-over, such as cigarette butts, are as toxic as the smoke to human health and the environment as well 
(http://www.longwood.edu/cleanva/ciglitterarticle.htm).  For example, cigarette butts were the major litter found in 2000 Coastal 
Cleanup in California (http://www.surfrider.org/a-z/cig_but.php

Suggested Amendment Language:  

).   Burned tobacco leaves (a.k.a. tobacco ash) or unburned tobacco 
leaves (a.k.a. dottle) also contain residual chemicals that could pose dangers to human health and the environment. 

 
hr6: 
Art_6_Label: 
Section: 69306.4. End-of-Life Management Requirements 
Page: 68 
Line: 41 
Comment: On Section 69306.4(a)(2)(A)(3)b. and Section 69306.4(a)(2)(D), the �third-party product stewardship organization� 
shall be a neutral party in order to �provide a financial guarantee mechanism� to fund the �sustainable end-of-life management 
program for the product.�  Such neutral party can be an escrow company or an estate trust company that has no biased interest 
on both governmental regulatory bodies and the product manufacturers, or responsible parties.  Such neutral party can eliminate 
the possibility of financial mismanagement as a result of bankruptcy of either the manufacturers, or responsible entities, and a 
disastrous financial investment from a government for its pension or other financial programs, i.e. the devastating investment of 
Lehman Brothers made by San Mateo County recently.   
Suggested Amendment Language:  
hr7: 
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Mr. Jeff Woled 
Regulations Coordinator 
Office Legislation & Regulatory Policy 
Department of Toxics Substances Control 
P.O. Box 806 
Sacramento, CA 95812-0806 
 
Re: Safer Consumer Products Alternatives Draft Regulation 
 
Dear Mr. Woled: 
 
On behalf of the American Forest & Paper Association (AF&PA), I am writing to convey our 
concerns with the proposed Safer Alternatives regulation.  AF&PA believes the proposal 
would have sweeping ramifications on virtually all forest products industry sectors that 
manufacture or sell a consumer product in California. 

 
The AF&PA is the national trade association of the forest products industry, representing 
pulp, paper, packaging and wood products manufacturers, and forest landowners.  Our 
companies make products essential for everyday life from renewable and recyclable 
resources that sustain the environment.  The forest products industry accounts for 
approximately 5 percent of the total U.S. manufacturing GDP.  Industry companies produce 
about $175 billion in products annually and employ nearly 900,000 men and women, 
exceeding employment levels in the automotive, chemicals and plastics industries.  The 
industry meets a payroll of approximately $50 billion annually and is among the top 10 
manufacturing sector employers in 48 states. In California, our industry employs over 68 
thousand people, owns and operates nearly 9 million acres of forestland, and manages more 
than 620 facilities.   
 
While our members have a paramount interest in the health and safety attributes of the 
products that they produce, we are concerned that the proposed regulation is extremely 
broad and goes well beyond what is necessary to implement the requirements of the Green 
Chemistry Initiative (GCI).  Numerous provisions in the proposal are vague and unclear as to 
their meaning and intent.  The lack of clarity will only contribute further to regulatory 
uncertainty and will make it impossible for companies to comply.   
 
Definition of Chemical 
The Department of Toxic Substances Control (DTSC) defines “chemical” as “any of the 
following: a chemical substance; a chemical mixture; nanomaterial.”  The definition of 
chemical should exclude natural products that are not chemically altered (e.g. wood, lumber, 
soil or sand). 
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Regulatory Duplication Exemption 
The DTSC authorizing statute, Section 25257.1(c) of the California Health and Safety Code, 
unequivocally states that the Department is not permitted to “supersede the regulatory 
authority of any other department or agency” nor may it “duplicate or adopt conflicting 
regulations for product categories already regulated or subject to pending regulation.” 
However, given the expansive list of health and environmental factors in the draft regulation, 
the exception is rendered meaningless.  The proposed regulation includes food packaging 
and other food-contact materials within the scope of the consumer products that are intended 
to be covered by the regulation.  Food packaging materials already are regulated throughout 
their lifecycle, primarily through a combination of the U.S. Food and Drug Administration and 
California state programs.  We therefore believe that DTSC has failed to draft the regulation 
in accordance with the authorizing statute to avoid duplication or conflicts where a product 
category is already subject to regulation consistent with the intent of the statute. It is essential 
that the Safer Alternatives regulation abide by this exemption set forth in the authorizing 
statute so as to not conflict with, impede or frustrate other regulatory schemes or systems by 
which products are currently identified and reviewed.  If a product category is regulated by a 
state and/or a federal agency for the same impact or risk as the concern that is being 
addressed under DTSC’s proposal, the product category should be automatically exempted 
from regulation.  AF&PA, as part of a food packaging coalition, has submitted separately 
extensive comments to DTSC on this issue. 
 
Prioritization Process of Chemicals and Products 
The regulations are marked by the absence of a clear, science-based procedure to support 
priority decisions.  The draft regulation does not provide a workable prioritization process and 
instead creates an exhaustive list of potential health and environmental effects that could 
encompass an extremely wide range of chemicals.  It also provides a very broad list of 
information that the Department may consider but provide no indication as to how those 
factors will be used.  Moreover, this section includes a broad statement that indicates that the 
Department is not limited to using information obtained from this process in making its 
determinations of Priority Products or Priority Chemicals.  Furthermore, the DTSC has 
significantly increased the scope of the regulation by expanding the group of authoritative 
bodies it may consult when creating the Priority Chemicals list.  The regulations target 
situations that "pose threats to public health and the environment" or that cause "adverse 
impacts to public health and the environment.”  This overly broad approach would allow the 
Department to consider anything without recourse, as there is no standard or delineation for  
this catchall provision.   
 
The proposal gives DTSC unlimited discretion as to how it picks any number of criteria by 
which a chemical or product will be designated a Priority Chemical or Priority Product.  The 
proposal falls short of the authorizing legislation directing DTSC to “establish a process to 
identify . . . chemicals of concern.”  For this program to be workable for manufacturers, 
clearer, more objective criteria must be established.   DTSC should clearly delineate how 
certain factors will be weighted  to provide a more predictable and transparent method of 
prioritizing both chemicals and products.  AF&PA recommends an approach similar to that of 
the European Union’s Registration, Authorisation and Evaluation of Chemicals (REACH) 
program, wherein the volume of a chemical in consumer products is taken into account, and 
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then the chemical is categorized as either high- or low-risk based on factors such as whether 
the chemical is: (1.) carcinogenic, mutagenic or a reproductive toxicant; and/or (2.) persistent, 
bioaccumulative and toxic and/ or there is scientific evidence of probable serious effects to 
humans or the environment.  The chemical is then regulated according to its use in consumer 
products and its potential for exposure. 
 
AF&PA supports the language in the Priority Chemical and Priority Product provisions that 
requires the DTSC to take into consideration the potential for chemical exposure and the 
potential harm resulting from such potential exposure when designating Priority Chemicals 
and Priority Products.   
 
AF&PA continues to encourage DTSC to include a specific exposure exemption that looks at 
the “reasonable and foreseeable” potential exposure concerns related to a product, rather 
than the current language that lacks clarity, stating that only products that have “no exposure 
potential” would be exempt.  Sections 69302.1 and 69303.1.   
 
Chemical and Product Information  
Section 69301.6 outlines the process for DTSC to obtain data on chemicals and products.  
DTSC should clarify its intent on the scope of data requests and establish a minimum data 
set.  Manufacturers must have a clear understanding of how much data DTSC will require.  
Without an established minimum data set, it will be impossible for manufacturers to 
understand how toxicological data will be compared and how much data will be sufficient.   
 
As currently drafted, it appears that DTSC may ask for everything listed in this section as the 
basis for a prioritization decision.  DTSC should first utilize information already available and 
then supplement this information with additional publicly available information.   Then, and 
only then, should DTSC issue targeted requests to fulfill specific information needs relative to 
making prioritization decisions.  However, nothing in H&S Code 25252 et seq authorizes 
DTSC to request the extensive information suggested in Section 69301.6.    
 
De Minimis Level  
The DTSC defines “de minimis” in the proposed regulation as “a concentration less than or 
equal to the lower of: (1) 0.1% by weight; or (2) the lowest federal or California State public 
health or environmental regulatory threshold that applies to the chemical or the 
chemical/product combination.”  AF&PA has concerns with the exemption.  First, the 
language of the definition is vague.  The de minimis level may be set at “The lowest federal or 
California State public health or environmental regulatory threshold that applies to the 
chemical or the chemical/product combination.”  These thresholds “include, but are not 
limited to” seven different existing reference databases.  When a list of potential sources is 
not limited in scope, it makes it difficult, if not impossible, for manufacturers to be on notice of 
the compliance requirements and by what standards DTSC will judge a de minimis level 
request.   
 
Second, the exemption is only available for Priority Products that contain a Priority Chemical 
at or below the de minimis threshold.  This exemption should be applicable to Products of 
Consideration and not limited solely to Priority Products. If a Priority Chemical is not going to 
present a threat to public health or the environment when present at de minimis levels in a 
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Priority Product, it will present no greater threat when used at the same level in a Product 
Under Consideration.  It would be logical to apply the de minimis exemption to both lists of 
products.  Furthermore, it would allow manufacturers to avoid burdensome assessment and 
reporting requirements when their product is not expected to pose a threat to public health or 
the environment. 
 
Third, the exemption has to be granted by DTSC by a petition process determined on a case-
by-case basis.  This will create a time-consuming and resource-consuming administrative 
burden for DTSC as well as for the manufacturers required to submit the petitions.  Whether 
a Priority Chemical is present in a Priority Product at more than 0.1% is a matter of fact, not 
interpretation.  We believe that manufacturers should be permitted to take a self-determined 
de minimis position as to the composition of products.  If DTSC must have some confirmation 
of the safety of a product, it would be far simpler to require manufacturers to report when 
Priority Products are above or below the threshold for a Priority Chemical.  It is unnecessary 
for DTSC to require industry to submit substantial amounts of burdensome paperwork for a 
substance that DTSC has acknowledged is used at a level that does not constitute a threat to 
public health or the environment.   
 
Part B of the “de minimis level” definition includes “Maximum Contaminant Levels (MCLs) 
and MCL goals” developed by EPA and “MCLs developed by the California Department of 
Public Health” and “Maximum Allowable Dose Levels (MADLs) for chemicals that cause 
reproductive toxicity developed by the California Office of Environmental Health Hazard 
Assessment.”  DTSC should eliminate references to MCLs and MADLs that are included in 
the definition of “de minimis level” since these are not relevant in the context of a consumer 
product.   Furthermore, the MCL goal for lead and arsenic are both zero.  Setting a de 
minimis limit for naturally occurring compounds at zero is not appropriate. 
 
Intentionally Added Ingredients 
AF&PA appreciates the new provisions and definitions for “intentionally added” and 
“unintentionally added” (§69301.2(a)(41) and §69301.2(a)(82)).  However, the manner in which 
these terms are used in the “Applicability” section creates problems.  Section 69301 
(Applicability) unintentionally is further narrowed to “an ingredient that is not known by the 
producer to be present in the product”.  This provision suggests that anything present in the 
product that the manufacturer knows or should have known about is subject to the regulations 
and only a substance that the manufacturer cannot reasonably be expected to know about is 
exempt.  Therefore, an exemption for unintentionally added substances only applies to 
substances that are completely unexpected rather than unintentionally added.  Although the 
exemption may be applicable in the case of tainted products or supply-chain mistakes, it is of 
little applicability to most products. 

 
The only other instance of these concepts being incorporated is the use of “intentionally 
added” is used is in Section 69301.6 (Chemical and Product Information), where the 
Department requests information to identify “intentionally-added chemicals and chemical 
ingredients in specified products”.  AF&PA’s interest in this concept was to use it together 
with the de minimis concept to exempt products from the burdens of the regulation related to 
unintentional contents.  Instead, the draft uses various forms of the term “contain” such as 
“…threat to public health and/or the environment due to the Priority Chemical contained in the 



 

5 
 

product”.  Therefore the Proposed Regulation applies to every molecule that the 
manufacturer knows or should have known is in a product, including trace level contaminants 
in water, air, etc.  We strongly urge the DTSC to a limit the applicability of the Proposed 
Regulation to only those chemicals that are intentionally added.  This is consistent with other 
California, National and International chemical regulatory policies.   
 
AF&PA appreciates the opportunity to comment on the proposed Safer Alternatives 
regulation.  If you have any questions regarding AF&PA’s position on the proposal, please 
contact me at (202) 463-2700.   
 
Sincerely, 
 
 

 
 
Paul Noe 
Vice President, Public Policy 
 
cc:  The Honorable Linda Adams, Secretary, CalEPA  

Cindy Tuck, Undersecretary, CalEPA  
Patty Zwarts, Deputy Secretary, CalEPA  
Scott Reid, Cabinet Secretary, Office of the Governor 
John Moffatt, Legislative Affairs, Office of the Governor  
Maziar Movassaghi, Acting Director, DTSC  
Jeff Wong, Chief Scientist, DTSC  
Odette Madriago, Chief Deputy, DTSC  
Hank Dempsey, Special Advisor, DTSC  

 Kathryn Lynch, Lynch & Associates 
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Art_8_Label: 
Section: 69308. Requirement for Qualified Third-Party Assessment Entities 
Page: 80 
Line: 5 
Comment: � Section 69308. Line (C) And 69308.1 Line (A) :  
� These requirements should be removed. An entity cannot comply with ISO 14040, as this is a framework standard. The 
correct standard to refer to is ISO 14044, which is a requirements standard. A company also cannot provide a certificate in writing 
that they comply with ISO 14040 or 14044. Neither ISO nor ANSI provides these certifications. Rather the company can be 
accredited by an organization such as ANSI through ISO guide 65 to perform LCAs in compliance with ISO 14044. 69308 Line (D) 
and 69308.1 (B) cover this requirement as written.  
 



 
November 1, 2010 
 
Mr. Jeff Woled, Regulations Coordinator 
Department of Toxic Substances Control 
P.O. Box 806 
Sacramento, CA 95812-0806 
 
Re:  Safer Consumer Product Alternatives – Proposed Regulations  
         R-2010-05 (September 13, 2010) 
 
Dear Mr. Woled: 
 

On behalf of TechAmerica and ITI, we are submitting the below comments for your consideration 
relative to the Department of Toxics Substances Control’s (DTSC) proposed Safer Alternatives Regulation 
of September 13, 2010 (DTSC reference number R-2010-05).  

Together, TechAmerica and ITI represent more than 1,600 members of the global electronics industry. 
While we support the objective of safer consumer products, the regulations as proposed do not 
represent an effective or workable approach to achieve this objective. We appreciate DTSC taking extra 
efforts to solicit input over the past several years, however ITI and TechAmerica are concerned that key 
recommendations we have made have not yet been adequately incorporated.  We look forward to 
continuing to work with DTSC as these rules become finalized and implemented. We believe that failing 
to get this important framework regulation right could impede technology, disincentivize ongoing 
industry product sustainability programs, and have a significant potential negative impact on the 
economy in the State.  Both ITI and TechAmerica are members of the Green Chemistry Alliance (GCA) 
and support the comments submitted by that coalition; however, we are submitting the attached 
comments that are of specific concern to the high tech industry in response for your consideration.  In 
the spirit of cooperation, we are also proposing ways that DTSC can modify the regulation to address our 
concerns. 

As detailed below, ITI and TechAmerica are concerned that the proposed regulations do not yet provide 
an adequate process for the prioritization of uses of chemicals of concern in consumer products as 
mandated by AB1879.  Moreover, given the breadth of chemicals and products potentially covered by 
this framework as it is proposed, we are concerned that the Alternative Assessment Process and 
regulatory responses are overly prescriptive and will not effectively address the diversity of products 
envisioned to be covered by the proposed regulations.  Finally, we are concerned that key elements of 
the proposed regulation are not consistent with existing chemical and product regulatory regimes. This 
could create conflicting regulatory requirements for consumer products, which, in the case of the 
electronics industry, are designed and manufactured for a global marketplace.  

Due to industry-specific market and regulatory requirements, the electronics industry actively works to 
continually improve the environmental performance of our products, including reducing chemicals of 
concern that may be contained in products. The electronics industry has been subject to the European 
Union’s Restriction on the use of Hazardous Substances (“RoHS”) Directive since 2006. The Directive 
restricts the use of six priority chemicals in the vast majority of electrical and electronic equipment sold 
in the European Union. International test standards, supply chain material declaration systems, product 
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roadmaps and research agendas have been developed to support the industry in meeting this robust 
requirement. In addition to complying with EU RoHS, the electronics industry is also subject to the 
European Union’s Restriction, Evaluation, Authorization and restriction of Chemicals (REACH) 
Regulation’s requirements for substances in articles. Because the market for consumer electronic 
products is extremely competitive, market forces will continue to play a strong role in the further 
“greening” of consumer electronics - even without additional regulation. Environmental performance 
scorecards, retailer programs, industry standards and federal procurement requirements continually 
motivate the industry to voluntarily improve the environmental performance of electronic products. The 
“greening” of electronic products will continue to occur as technology evolves and the market demands 
environmental improvement. 

TechAmerica and ITI have a number of specific recommendations that we believe will help to achieve 
our shared goals of creating a comprehensive Green Chemistry program in California that is both 
effective and workable for California industry. 

 

1) The regulations should effectively promote harmonization with, and avoid duplication of, existing 
regulatory and voluntary regimes. 

 In his signing message for SB 509 and AB 1879 Governor Schwarzenegger said:  

"To ensure that the Green Chemistry Initiative is as visionary and efficient as possible, all 
administrative agencies involved in this process, including the Department of Toxic Substances 
Control as lead agency, should take into account programs in other states, countries and 
regions, such as the European Union, to build upon their experience, data and expertise."  

However, in practice, there are no processes in place for the DTSC to take into account 
regulatory or other chemicals management regimes outside of the state and the U.S.  We are 
also concerned that the proposed regulations are inconsistent with key elements of 
international chemical and product regulatory practice and mechanisms.  TechAmerica and ITI 
believe it is critical that the DTSC build upon the existing and evolving principles and 
implementation measures that are in use in safer consumer product legislation around the 
world.  Most manufacturers of electronic products design, manufacture, distribute, and sell 
products on a global basis and do not develop separate products for sale in California or other 
jurisdictions.  Inconsistencies across jurisdictions in terms of how substances in these products 
are regulated represent a serious concern for compliance, market access and the global flow of 
commerce.  DTSC should look for consistency with existing regulations or international 
standards, such as the European Union Restriction on the use of Hazardous Substances (RoHS) 
Directive or the Globally Harmonized System of Classification and Labeling of Chemicals (GHS) 
that are achieving similar goals. DTSC should also consider how to recognize and harmonize with 
global voluntary industry initiatives that promote innovation and achieve broader 
environmental protection for California consumers.  By doing so, the Department can better 
focus on the goals of the Act - protecting the public, especially sensitive populations, from the 
hazards of chemicals in everyday products.   

 

 



We believe one way that DTSC could address this concern is as follows:  

Article 3 Section 69303.1 (a)(1): The product sold in California is regulated by one or more 
federal and/or California State regulatory programs(s) that, in combination, address the  public 
health and environmental exposures associated with the priority chemical of concern in the 
product, or it is regulated in another jurisdiction in a scope, manner and consistency that 
addresses the public health and environmental exposures of the priority chemical in the product  
in the State of California.     

Article 3 Section 69303.3 (h)(1) Products Under Consideration: Scope of international, federal 
and/or other California State regulatory programs under which the product is regulated… 

Article 3 Section 69303.3. Products under Consideration.  Add new section (i): Whether there 
are industry, consortia, public-private partnerships, or other international voluntary agreements  
that address the public health and environmental threats specified in this section posed by the 
Priority Chemical that is contained in the product. 

Article 6 Section 69306.  Add new second paragraph:  (a)(2) The Department shall review 
regulatory responses already in effect in other jurisdictions that address the potential public and 
environmental health threats posed by a COC in a priority product and give preferences to 
implementing the same regulatory responses in the State.   

 

2) The regulations should improve consistency with the Globally Harmonized System for Classification 
and Labeling of Chemicals (GHS). 

The GHS is an internationally recognized system for standardizing and harmonizing the classification 
and labelling of chemicals. It is a logical and comprehensive approach to:  

 Defining health, physical and environmental hazards of chemicals;  

 Creating classification processes that use available data on chemicals for comparison with the 
defined hazard criteria; and  

 Communicating hazard information, as well as protective measures,  on labels and Safety Data 
Sheets (SDS).  

 
If DTSC adopts regulations that differ from GHS, this could result in inconsistencies in chemical 
classifications and ultimately be a potential cause for confusion for consumers, which is counter to 
the objectives of the legislation. 
 
 
We believe one way that DTSC could address this concern is as follows: 

Article 2 Section 69302.3: delete current prioritization factors on page 31, line 1-42, page 32, lines 1-
42 and page 33, lines 1-34.  Replace with the following recommended language: 

69302.3 Chemicals Under Consideration 

The prioritization factors and endpoints that the Department may use to place chemicals on the list 
of CuC, pursuant to section 69302.2 (Chemical Lists) are based on Parts 1-4 of the Globally 



Harmonized System of Classification and Labelling of Chemicals (GHS), 3rd Edition (2009).  These 
include: 

a) Chemical and physical properties 

GHS Chapter Hazard Class 

2.2 Flammable gases 

2.3 Flammable aerosols 

2.4 Oxidizing gases 

2.5 Gases under pressure 

2.6 Flammable liquids 

2.7 Flammable solids 

2.8 Self-reactive substances and mixtures 

2.9 Pyrophoric liquids 

2.10 Pyrophoric solids 

2.11 Self-heating substances and mixtures 

2.12 
Substances and mixtures which, in contact with 
water, emit flammable gases 

2.13 Oxidizing liquids 

2.14 Oxidizing solids 

2.15 Organic peroxides 

2.16 Corrosive to metals 

 
b) Adverse public health impacts 

GHS Chapter Hazard Class 

3.1 Acute toxicity 



3.2 Skin corrosion / irritation 

3.3 Serious eye damage / eye irritation 

3.4 Respiratory or skin sensitization 

3.5 Germ cell mutagenicity 

3.6 Carcinogenicity 

3.7 Reproductive toxicity 

3.8 Specific target organ toxicity - single exposure 

3.9 Specific target organ toxicity - repeated exposure 

3.10 Aspiration hazard 

 
c) Adverse ecotoxicological/environmental impacts 

GHS Chapter Hazard Class 

4.1.1.3 Hazardous to the aquatic environment 

4.1.1.5 Bioaccumulation Potential 

4.1.16 Rapid Degrability 

5.1 Hazardous to the ozone layer 

 

3) The product prioritization process should clarify how the applicability criteria and prioritization 
factors in Article 3 pertain to complex consumer products or “articles.”  

 Products containing chemicals have different considerations than chemicals and formulated 
products.  We continue to remain concerned about the applicability of this regulatory 
framework for complex products made with hundreds of component parts, many with limited 
opportunity for exposure to the chemicals in the products.  In particular, chemicals management 
tools such as chemical assessments are primarily tailored for determining human health or 
environmental toxicity in chemicals or formulated mixtures.  Because of this, most chemicals 
management programs have recognized that these tools cannot effectively be applied wholly to 
articles.  To the extent that articles are included in chemical regulatory programs, they should be 
subject to appropriate requirements that take into account the differences between chemicals 
and articles.  The proposed regulations do not reference or adequately seek consistency with 
product-level laws such as the EU RoHS Directive, the Consumer Product Safety Act, or the 
Consumer Product Safety Improvement Act. We request that the Department provide clarity in 



the final regulation on how the applicability criteria would apply to complex articles. We further 
urge the Department to include prioritization factors that give additional guidance regarding 
how chemicals contained in “articles” would be considered under the Products Under 
Consideration process.  
 

 The regulations should include criteria consistent with the U.S. CPSIA on how to handle 
inaccessible components. We suggest that the Department include further guidance that will 
enable both the Department and manufacturers of complex products with hundreds or even 
thousands of component parts to focus in on those component parts where there are potential 
for exposures to consumers .  Because most exposure scenario models are not designed for use 
with complex “articles,” we recommend that DTSC identify a number of surrogate approaches.  
In particular, we recommend that DTSC should clarify that component parts that are 
inaccessible to consumers meet the criteria in Section 69303.1(a) Applicability  and Section 
69303.3(b)(1) Products Under Consideration.  This is consistent with the approach taken in the 
U.S. Consumer Product Safety Improvement Act (CPSIA) requirements limiting lead in children’s 
products. 

 

We believe one way that DTSC could address this concern is as follows:  

Section 69303.1 (a)(2):  There is no reasonably foreseeable exposure pathway by which the 
Priority Chemical that is contained in the product would result in exposures to consumers during 
the useful life or the end-of-life management of the product.  This criterion can be considered to 
be met for a component part of a consumer product if the consumer is not exposed to the 
component part during normal and foreseeable use of the consumer product.  

   

4) The regulations should clarify which chemicals in Priority Products require assessment.  

ITI and TechAmerica suggest that DTSC clarify throughout the regulation that Priority Products 
requirements, such as alternative assessments and regulatory responses, only apply to the Priority 
Chemical(s) uses for which the products were originally identified as Priority Products, not to the entire 
list of Priority Chemicals.  This was the intent shown on the DTSC Draft Regulatory Flow Chart dated Sept 
14, 2010, but is not clearly communicated in the text of the regulation. 

 

We believe one way that DTSC could address this concern is as follows:  

Section 69303.2 (a) (2). A list of products that, when they contain a specific Priority Chemical, will be 
designated as Priority Products, using the factors specified in section 69303.4.  The requirements for 
Priority Products will only apply to those Priority Chemical(s) uses for which they are listed as published 
on the DTSC web site, not the entire Priority Chemical list. 

 



5)   A de minimis threshold should be self implementing, which is consistent with established 
regulatory practices  

“De minimis” as a legal term is the concept that the law does not concern itself with small matters.  In 
chemicals management, a de minimis threshold means that the law does not concern itself with trace 
amounts of chemicals.  Requiring manufacturers to apply for a de minimis threshold exemption is 
counter to the spirit and intent of a de minimis threshold.  Worldwide, chemicals management 
programs and regulations such as the Global Harmonized System (GHS) for chemical reporting on 
Material Safety Data Sheets (MSDS); the EU REACH Directive for reporting of chemicals in articles and 
the Consumer Product Safety Improvement Act all incorporate a self-implementing de minimis level 
below which no action is required.  In addition, for the electronics industry, the EU RoHS Directive and 
the Electronics Product Management Methods in China (China “RoHS”) both have de minimis thresholds 
for the 6 chemicals restricted in electronic products.  We appreciate that DTSC has included this 
important concept in proposed regulations and we support the 0.1% de minimis threshold included in 
the definitions.  Establishing an actual de minimis is an important aspect of the prioritization process as 
chemicals below these thresholds represent minimal exposure or threat to human health and/or the 
environment.  

However, we believe that requiring manufacturers to “apply” for a de minimis exemption is a 
completely new application of this term and is counter to the prioritization concept of focusing 
resources, both those of the Department and of industry, on where there are significant chemical 
impacts and looking for alternatives.  The “de minimis exemption” process in the current draft requires 
manufacturers to submit a significant amount of data to demonstrate that certain chemicals are not 
present in a product, and also requires the Department to commit resources to review this data and file 
a concurrence, for each priority product.  Forcing all priority products to try to prove the negative that a 
Priority Chemical is not present is resource intensive does not achieve the objective of prioritizing 
resources on removing chemicals of concern.  In chemicals management laws and directives such as the 
CPSIA and TSCA in the US, and RoHS and REACH in the EU, the de minimis thresholds established have 
been reviewed by scientific experts and found to be levels considered generally safe.   Because these 
levels are established by experts to be safe, products below the de minimis should be outside the scope 
of the regulation.  Further, we believe that the de minimis should be self-implementing, with the 
Department performing spot-checks on manufacturer compliance as necessary.  This will allow industry 
and the Department to focus their joint resources on the main objective of the regulation, which is to 
provide the California consumer with safer products.    

 

We believe one way that DTSC could address this concern is as follows:  

Section 69301.2(a)(23) – Delete “De minimis exemption” definition 

Section 69305.3. De Minimis Exemption – Delete this section 

 

6) De minimis levels should not be set at Drinking Water MCLs 

ITI and TechAmerica are concerned with the environmental or regulatory thresholds listed in the 
definitions for “de minimis level.”  The additional thresholds listed, such as Drinking Water MCLs and 



MADLs, are exposure levels, not concentrations in products.   It does not follow that a concentration in a 
product above or below an exposure level (for example, an MCL for drinking water) will create a 
concentration in water above or below those levels.   There are many factors, such as exposure 
pathways, use of the chemical in the product (especially if the chemical is accessible and/or mobile) and 
transport mechanism of the chemical that all determine what the final exposure concentration is.   
Therefore, while the Department should review the Drinking Water MCL, MADL and other exposure 
levels to determine an appropriate de minimis threshold level, these exposure levels cannot be assumed 
to be the appropriate de minimis concentration in products.   For some chemicals, the concentration in a 
product will need to be lower, while in others, it may be allowed to be higher.   The use of the chemical 
in the priority product is the key factor here.  We encourage the Department to set a 0.1% by weight de 
minimis threshold level, consistent with international practice. The Department may determine that an 
alternative threshold may be needed for a particular priority chemical and when proposing such an 
alternative, include the supporting rationale, data and data sources for this determination.  

 

We believe one way that DTSC could address this concern is as follows:  

Section 69301.2(a)(24) –  

 (24)(A) “De minimis level” means a concentration less than or equal to the lower of:  

1. 0.1% by weight; or  

2.The lowest federal or California State public health or environmental regulatory threshold that 
applies to the chemical or chemical/product combination.   The department may determine, if 
necessary due to increased hazard or potential for exposure, that a particular chemical of 
concern may need a de minimis level lower than 0.1%.   In this case, the Department will 
propose an alternate de minimis threshold, and include on the product listing the supporting 
rationale, data and data sources for this determination.                                                                                                      

 (B) For purposes of the definition of “de minimis level”, federal and California State public health and 
environmental regulatory thresholds include, but are not limited to: (Delete this entire section from 
regulation) 

Section 69303.1(a) – edit this section to read: This article applies to all products that contain a priority 
chemical at or above the de minimis threshold, and that are reasonably expected to be placed into the 
stream of commerce as a product in California...  

Section 69303.2(d)(1). – replace with the following: The Department’s determination that a lower de 
minimis threshold is necessary, and if necessary, the lower limit for that product.  

Section 69303.2(d)(2) – Delete this section  

 

 



7)  The nanomaterial definition and consideration of nanomaterials in product prioritization are not 
clearly defined.  

 The nanomaterial definition should avoid unintentionally defining certain electronic product 
components as nanomaterials and chemicals.  ITI and TechAmerica recognize the Department’s 
intention to enable the regulation to address potential environmental and consumer exposure 
from priority uses of nanomaterials of concern, however, the definition of nanomaterial as 
currently written will include certain electronic components in the actual definition of 
nanomaterial.  We believe this is beyond the DTSC’s intended scope.  

For example, integrated circuits, which are found in all modern microprocessors and memory 
devices, would fall under the proposed definition of nanomaterial since they have transistor 
structures in the nanoscale dimensions.  These integrated circuits are created using 
conventional semiconductor manufacturing processes, and the integrated circuits are not, and 
cannot become, free, discrete nano-objects during the manufacturing, use, or disposal of the 
product. Because the proposed regulations include nanomaterials under the definition of 
“chemical,” this would also mean that these electronic product components would be defined 
as “chemicals.” We do not believe that such a reclassification was the Department’s intent and 
we respectfully request DTSC to consider the recommendations submitted by the California 
Nanotechnology Industry Network (Cal NIN) with regards to definitions and treatment of 
nanomaterials within the regulation, including allowing a de minimis exemption for 
nanomaterials.  By using the internationally agreed definition of nano-objects, instead of 
nanostructures, integrated circuits would not be defined as nanomaterials and would not be 
reclassified as chemicals.  

 As with many product sectors, there are some limited applications of nanomaterials in the 
electronics industry today and research is continuing in this area.  We recognize that the 
Department intends to use the Product Prioritization process to assess when a nanomaterial, 
which has been determined to be a priority chemical, is a priority concern in a consumer 
product.  An important factor in such a determination is the potential for the public or the 
environment to be exposed to the chemical contained in the product, including the containment 
of the chemical within product, and we commend DTSC for including this within the 
prioritization factors under Section 69303.3, Products Under Consideration.  
 
 

8) Alternatives assessments should be streamlined and should allow for implementation via industry 
consortia for complex products  

Complex products have very diverse global supply chains involving hundreds of different parts with 
thousands of different suppliers.  Removing a substance will often necessitate a re-engineering or 
redesign of a particular part or component and there are usually no “drop-in” substitutes (i.e., simply 
replacing one chemical with another) in complex products such as electronics.  A redesign of one 
component may require design changes of other components within the product, which are often made 
by different manufacturers in the supply chain.  We commend DTSC for proposing to allow industry 
consortia groups to conduct specific industry sector Alternative Assessments.  We believe that this 
approach will facilitate more complete, consistent and accurate AA than having each manufacturer in 
complex global supply chains (many of which will be outside of California) try to conduct their own AA 



assessments.  ITI and TechAmerica believe the Department should review the regulation to make sure 
industry consortia and trade organizations can participate in all the pertinent steps of the regulation and 
not just the preparation of the alternative assessments. 

The proposed Alternatives Assessments (AA) process requires a full life cycle assessment (LCA) of 
alternatives.  LCAs for complex products can be overwhelming when evaluating the impacts of all the 
parts and supply sources.  In fact, methodologies and standards for these types of products are still in 
the formatives stages and there is a growing realization that the accuracy of such assessments is not yet 
sufficient to offer a sound basis for selection.1  We also note that the very prescriptive AA process 
proposed may prove incompatible with existing industry wide standards and approaches and that the 
proposed timelines are short given the complexity of certain product categories. For these reasons, we 
recommend a more streamlined approach for alternatives assessments for complex products or 
“articles” and the ability to conduct such streamlined assessments through industry consortia.  

We encourage the Department to include language that would allow DTSC to work with an industry 
sector on an alternative approach to the Alternatives Assessment process prescribed in Article 5 as long 
as this alternative approach meets the objective of AB 1879 and SB 509.  

 

We believe one way that DTSC could address this concern is as follows:  

Section 69305.2 (a)  Insert new paragraph (3): The Department may work with a consortium of 
manufacturers or trade association on an alternative approach to the Alternatives Assessment process if 
this approach is determined to meet the objectives of AB 1879 after public notice and comment.  

 

9. Industry consortia should not be excluded from the being a Third-Party Assessment Entity 

 Section 69308 (a)(4)(A), specifically excludes industry consortia and trade associations from 
requirements for a qualified third-party assessment entity and, instead considers these organizations as 
a qualified in-house assessment entity.  In addition, Section 69305.2 (c ) (3)(A) requires all Tier II AA to 
be verified by a qualified third-party assessment entity. 

Section 69308, Requirements for Qualified Third-Party Assessment Entities should be amended to allow 
industry consortia or trade organizations to be qualified as third-party assessment entities.   

 

We believe one way that DTSC could address this concern is as follows:  

69305.2 (c ) (3)(A) should be amended as follows:  Each Tier II AA performed by, and AA Report prepared 
by, a qualified in-house  assessment entity shall may be reviewed and verified by a second lead assessor.  

                                                           
1
 Several European Union consumer organizations studied the impact of LCAs on a product’s carbon footprint and 

found that there are significant limitations to performing a LCA on complex articles.   See: 

http://www.eeb.org/EEB/index.cfm?LinkServID=6EE3D359-003A-118A-DB9E29606314AE4F&showMeta=0 

http://www.eeb.org/EEB/index.cfm?LinkServID=6EE3D359-003A-118A-DB9E29606314AE4F&showMeta=0


 

10) Pre-market registration should not be required.  

The requirement to submit an Alternatives Assessment Notification with a Tier I AA Report establishes a 
pre-market registration requirement that has no basis in the enabling Green Chemistry legislation.   

The Department has correctly interpreted the requirement in Health & Safety Code 25252 to prioritize 
chemicals of concern in consumer products as requiring a product prioritization process also.  To require 
a company to register any reformulated product before the product prioritization process is complete 
puts a regulatory requirement on products that may very well end up not being prioritized in this initial 
listing or never being prioritized. The Department justification for this in the Initial Statement of 
Reasons, that it needs to "keep an eye out for any regrettable substitutions," is contrary to the 
legislative requirement to prioritize products, not just chemicals.  This requirement will also facilitate the 
CUC and PC lists becoming an unscientific blacklist for all products, even those with no exposure 
concern.  Further, to require a company to register any reformulated products before commercialization 
discourages faster introduction of safer reformulated products, by providing an incentive for companies 
to wait until the product prioritization process is complete.  Overall, this pre-market registration is not 
authorized by the enabling legislation, and puts a burden on industry and the Department with no 
improvement in product safety.  
 

We believe one way that DTSC could address these concerns are as follows:  

Section 69305.1 (a) should be amended as follows: After a chemical has been listed as a Chemical under 
Consideration or Priority Chemical on the final lists prepared pursuant to section 69302.2, if any product 
containing that chemical is reformulated or redesigned to remove or reduce the concentration of that 
chemical, or the original product has been replaced with an alternative product, the responsible entity 
shall may provide an AA Notification to the Department before placing the reformulated, redesigned or 
replacement product into the stream of commerce in California.  

 

11) Submission of manufacturer chemical and product information should be limited to that 
information necessary for implementing the regulation and for which DTSC can assure protection of 
CBI.  

The legislation that authorized this rulemaking process recognized that the two competing interests of 
the public’s “right to know” about possible chemical exposures and industry’s need to protect 
confidential business information (“CBI”) must be balanced.  TechAmerica and ITI are concerned that 
the current proposal does not provide sufficient protections for CBI.   We urge the Department to 
ensure adequate CBI protections are in place. Further, we believe that the additional requirements that 
the Department is imposing in order for manufacturers to protect CBI are outside the scope of the law.  
ITI and TechAmerica share the concerns outlined by the Green Chemistry Alliance and support the 
limited CBI process set for in AB 1879.  

In addition, we urge the Department collect only that information which is necessary regarding a priority 
chemical contained in a consumer product and do so in a way that better enables the protection of 
manufacturer CBI. Information regarding all persons in the product supply chain, identification of all 



chemicals in a product, CBI related to market data are all beyond the scope of what is required to 
address a priority chemical in a consumer product.  

 

12) Regulatory responses are overly rigid and automatically implemented regardless of chemical, 
product, use or situation. 

 Section 69306 must specify that a product needs to contain a priority chemical to be subject to a 
regulatory response.  We also suggest, as noted above, adding language that if the product 
contains a priority chemical below the de minimis level, it is not subject to any regulatory 
response.  Additionally, there is, depending on interpretation, either no “trigger” for when a 
regulatory response is required, or the “trigger” is subjective based on the outcome of the 
alternatives assessment.   Before designing a product, manufacturers need to know precisely 
what will require a regulatory response and specifically what triggers will cause specific 
regulatory actions.  Without this certainty, manufacturers cannot plan for future product 
development, for example if a product is reformulated with a chemical that may itself become a 
chemical of concern.   

Finally, the regulatory responses, in particular the “product information” (Section 69306.3 ) and 
“end-of-life management” (Section 69306.4) are overly prescriptive.  The regulatory responses 
need to stress manufacturer flexibility; what works for one class of products may not work for 
others.  Products vary widely in use, potential exposure and size, which make labeling difficult 
and onerous to implement in broad measure.  At the very least, manufacturers should have 
labeling options including website, product manual, or other options that make sense for their 
market.  Additionally, we suggest that the Department add language to Section 69306.4 that a 
manufacturer-funded take-back program is not necessary if another EOL management program 
is in place or there is no reasonable risk of exposure from properly disposing a product.   

Section 69306.5 specifies that the Department determines that a safer alternative exists that 
does not contain a Priority Chemical and is both functionally equivalent and technologically and 
economically feasible.  However, it does not give criteria for how the Department will make this 
assessment, especially for highly complex products like electronics.  Since the law established a 
Green Ribbon Science Panel of technical experts to assist the department in implementing this 
regulation, we would like to see a provision for this panel of experts provides input to the 
decision of whether or not an alternative is feasible for as a replacement.  In addition, this 
section requires replacement of products within 1 year of notification that alternative exists.  
Based on the electronic industry with EU RoHS, 1 year is not sufficient time to redesign all 
products on the market and the transition time will need to be 3 years for complex products. 

 

We believe one way that DTSC could address this concern is as follows:  

69306.3(b) - Change to read: The requirements of subsection (a) may be met by including an 
information sheet in the product packaging, printing the required information on the product 
packaging, printing the information in a prominent place in the product manual if a hard copy 
manual is packaged with the product, posting the information in a prominent place at the point 



of sale for products that are not packaged, including the information electronically in a 
prominent place within the product's software, or posting on the manufacturer's website. 

69306.3(c) - delete 

 The California Green Chemistry proposal has the potential to cause severe disruption in the 
medical device and healthcare industry.  Unlike many other industries, medical devices and their 
accessories are highly regulated and require a rigorous design, design control and validation 
process.   These quality control measures are require significant amount of time and resources 
to complete and are audited by the FDA and their State equivalents.  Changes to product design 
require the manufacturer to repeat the quality control process and if the validation program 
fails, not to initiate the change.   We believe that the proposed regulations must exclude electric 
and electronic equipment that is associated with, incorporated to, or connected with a medical 
device.    

 

13) Due Diligence to obtain knowledge on chemicals in consumer products should focus on those 
chemicals actually contained in the consumer product  

Section 69301 ( c)(1) specifies that in order for producers to demonstrate that they have exercised due 
diligence, they must obtain information on source, composition and chemical ingredients contained in 
all raw material and recycled feedstocks, components and processing agents in the formulation or 
assembly of the consumer product In addition, the producer must obtain information on the 
manufacturing process(es) used to produce the product, including chemical reactions likely to occur 
during the manufacturing process(es).  These due diligence requirements apply to both intentionally and 
unintentionally added chemicals and chemical ingredients.  

This requirement extends beyond the mandate in AB1979 “to establish a process to identify and 
prioritize those chemicals or chemical ingredients in consumer products that might be considered a 
chemical of concern”.  Any due diligence standard should be focused on:  

- Obtaining information on those chemicals in the final consumer product and not on obtaining 
information manufacturing processes to produce the consumer product,  

- Obtaining information from the consumer product manufacturer related to an identified priority 
chemical of concern  

This would focus the supply chain on obtaining that information relevant to implementation of the 
proposed regulation. As proposed, there are not adequate provisions for the protection of confidential 
information associated with manufacturing processes and this focus would help to mitigate this concern. 
We also note that many consumer products placed in the market in California are manufactured outside 
of the State and suggest that this due diligence standard may be outside of the scope of these 
regulations.   

 

 



We believe one way that DTSC could address this concern is as follows:  

Section 69301(c)(1) – edit to read: The producer of the consumer product has exercised due diligence to 
obtain knowledge of any Priority Chemical of concern or chemical ingredient that might reasonably be 
expected to be present, intentionally or unintentionally, in the consumer product by taking reasonable 
steps to  obtain and apply knowledge of the following factors, to the extent applicable:  

(A) Source, composition and chemicals and chemical ingredients the presence of any Priority Chemical 
contained in all raw  material and recycled feedstocks that remain in the final consumer product and 
components and processing agents used in the formulation or assembly of the consumer product, and   

(B) The manufacturing process(es) used to produce the consumer product, including  chemical reactions 
likely to occur during the manufacturing process(es); 

 

14) Several timeframes in the proposed regulations are too short and do not allow industry sufficient 
time to properly complete the requirements 

ITI and TechAmerica are concerned that some of the timelines in the regulation are very short and do 
not provide sufficient time for industry to respond.  Several examples are listed in the suggested edits 
shown below, along with a rationale explaining why the time in the proposed regulation is inadequate. 

 

We believe one way that DTSC could address these concerns as follows: 

Section 69301.4 Duty to comply and Consequences of Non-Compliance.    

(a) (1) When information is requested by the Department pursuant to section 69301.6, a responsible 
entity for a product that is the subject of the request shall make the information available to the 
Department by the date requested, but no less than 30 days.  

Rationale: There is no minimum time specified in the draft regulations.  A minimum of 30 days is 
required to assemble the type of data that the department can request, but longer time frames 
would be appropriate for more complex requests. 

Section 69305.2 – Tier II Alternative Assessments: General Provisions 

(f) (2)(A)(2) A Product Removal Confirmation Notification shall be submitted no later than  ninety (90) 
days 180 days after the date the Chemical Removal Intent Notification or Product Removal Intent 
Notification was submitted;   

Rationale:  90 days is not sufficient time from notification of product removal to remove all 
products from retail and/or distribution centers.  Based on past industry experience, a minimum 
of 6 months is needed to remove products from the sales channel. 

 



Section 69307.1 Informal Dispute Resolution Procedures 

(a) For any dispute arising from a decision made by the Department pursuant to the provisions of this 
chapter, other than sections 69306.3(e), 69306.4(b), 69306.5, 69306.6, and 38 69306.7, the responsible 
entity or manufacturer may, within fifteen (15) ninety (90) days following the notice or website posting 
of the Department’s decision, request that the Department informally resolve the dispute.)  

Rationale:  15 days is not sufficient time for industry to gather data needed to support a dispute 
resolution.  Providing more time will allow for more issues to be settled informally. DTSC should 
try to encourage disputes to be settled informally to better utilize agency and industry resources 
in more productive aspects of the regulation.  We recommend a period of 90 days to file an 
informal dispute.  

Section 69307.4 Time Lines for Petitions for Review 

Within thirty (30)ninety (90) days of a responsible entity or manufacturer receiving a determination  
from the Department that section 69306.3(e), 69306.4(b), 69306.5, 69306.6, or 69306.7  applies to one 
or more of its products or selected alternative, the responsible entity or manufacturer may submit a 
petition for review to the Department to review such determination. If a petition of review is not filed 
within this time period, the Department’s determination is final and shall not be subject to additional 
dispute resolution. 

Rationale:  30 days is not sufficient time for industry to gather data needed to support a petition 
for review.  We recommend a minimum period of 90 days to file petition for review.  

Section 69306.5 Product Sales Prohibition 

(b) Effective one (1) five (5) yearafter the Department issues a notification pursuant to subsection (a), 
the product or component that is the subject of the notification shall cease to be placed into the stream 
of commerce in California, and the responsible entity or the manufacturer shall ensure that an inventory 
recall program for the product or component is implemented and completed within two (2) years after 
the notification is issued by the Department.  Manufacturers may make a request to the Department for 
additional time, with data supporting this request.   

Rationale:  1 year is not sufficient time for complex articles like electronics to be redesigned and 
ready for sale to consumers.  Based on our industry experience with EU RoHS Directive, several 
years were required when the replacement requires multiple part re-qualifications within the 
supply chain.  In addition, highly regulated sectors like medical devices which require FDA 
approval prior to re-qualification of the replacement parts or product, this time could extend 
out to 5 years.  

 

Conclusion  

TechAmerica and ITI continue to be concerned that the proposed regulations do not yet provide an 
adequate process for the prioritization of uses of chemicals of concern in consumer products as 
mandated by AB1879, and are also concerned about the overly prescriptive Alternatives Assessment 
Process and the regulatory response framework.  Finally, we are concerned that key elements of the 



proposed regulation do not take into account existing chemical and product regulatory regimes.   We 
look forward to continuing to work with the DTSC to finalize and implement these regulations in a 
manner that will focus on chemicals and products with the greatest risk.   

Thank you again for all of your hard work, if you have any questions please don’t hesitate to contact 
either Joe Gregorich @ joseph.gregorich@techamerica.org / 916-443-9088 or Chris Cleet @ 
ccleet@itic.org / 202-626-5759. 

 
Sincerely,  

 
Joe Gregorich 
Senior Director, California Government Affairs 
TechAmerica 
 
 
 
Chris Cleet 
Director of Environmental and Sustainability  
ITI 
  
 
 

About ITI The Information Technology Industry Council (ITI) represents the nation’s leading high-tech 
companies and is recognized as one of the most effective advocacy organizations for the tech industry in 
Washington and internationally. ITI helps member companies achieve their policy objectives through 
building relationships with Members of Congress, Administration officials, and foreign governments; 
organizing industry-wide consensus on policy issues; and working to enact tech-friendly government 
policies. Learn more at www.itic.org.  
 
About TechAmerica TechAmerica is the leading voice for the U.S. technology industry, which is the 
driving force behind productivity growth and jobs creation in the United States and the foundation of 
the global innovation economy. Representing approximately 1,500 member companies of all sizes from 
the public and commercial sectors of the economy, it is the industry’s largest advocacy organization and 
is dedicated to helping members’ top and bottom lines. It is also the technology industry's only 
grassroots-to-global advocacy network, with offices in state capitals around the United States, 
Washington, D.C., Europe (Brussels) and Asia (Beijing). TechAmerica was formed by the merger of AeA 
(formerly the American Electronics Association), the Cyber Security Industry Alliance (CSIA), the 
Information Technology Association of America (ITAA) and the Government Electronics & Information 
Technology Association (GEIA). Learn more at www.techamerica.org. 
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November 1, 2010 
 
Maziar Movassaghi 
Acting Director 
California Department of Toxic Substances Control 
Sacramento, CA  95812 
 
CC: Odette Madriago, Rick Brausch, Jeff Wong, Elizabeth Yelland  
 
RE: Safer Consumer Product Alternatives Draft Regulation Recommendations 
 
Dear Director Movassaghi, 
 
On behalf of the Silicon Valley Leadership Group, I am writing with regard to the Department 
of Toxic Substances Control’s (DTSC’s) Safer Consumer Product Alternatives draft regulation 
of September 17, 2010.  
 
In 2008, the Silicon Valley Leadership Group Green Chemistry Taskforce developed principles 
for green chemistry regulations. As a reminder, the Silicon Valley Leadership Group supports: 

 Science-based protocols for screening and testing; 
 Transparent and rigorous process to evaluate risk; 
 Convening of an expert science panel (e.g., the Scientific Advisory Panel); 
 Focus on priority chemicals of high concern; 
 Protecting confidential business information;  
 Maintaining security of information with high-level security encryption and password protection; 
 Determining endpoints of concern through a rigorous scientific process; 
 Allow targeted use under properly controlled and acceptable exposure scenarios;   
 Restriction as last resort. 

 
While DTSC’s latest draft regulation addresses some of the issues raised by the Silicon Valley 
Leadership Group, we still have some concerns. In our view, the latest draft regulation has 
some significant issues.  In particular: 
 

 A great deal of the language is very vague, with much still to be defined and left up to  
interpretation. 

 As currently written, the regulation negatively impacts high-tech and threatens the 
smooth and efficient functioning of the innovation economy. 

 
Leadership Group members involved in crafting the recommendations contained in this letter 
include companies from the electronics, biotechnology, pharmaceutical, chemical 
manufacturing, and supporting sectors. For more information about the Leadership Group 
please visit www.svlg.org. 
 
Our specific concerns are listed below. 
 
1. Protect confidential business information 
The procedures that DTSC shall take in safeguarding confidential business information (CBI) 
is at the discretion of the Department’s employees.  As Section 69310.3 states: 
  

(b) Each employee of the Department who has custody, access, or possession of 
confidential information shall take appropriate measures to properly safeguard such 
information and protect it against improper disclosure. 

 
No other specific details regarding procedures covering the handling, use and protection of 
CBI are given, which is disconcerting.  
 
The Leadership Group is also concerned as to the sweeping scope of the information  
 being requested by DTSC under section 69301.7(a). 
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Silicon Valley Leadership Group Recommendation 
The Leadership Group asks that DTSC immediately develop department-wide standards on safeguarding 
CBI from improper disclosure. DTSC may consider working in coordination with industry partners, including 
members of the Silicon Valley Leadership Group, to develop a secure data management system.  We 
continue to advocate for a system involving high-level encrypted security and password protection.  Specific 
procedures that will safeguard CBI must be in place prior to any request for such information from DTSC. 
This is absolutely critical to safeguard R&D, which is necessary to protect the innovation economy. 
 
We also ask that Section 69301.6(c)(1)(C) be further refined to only encompass information necessary for 
implementation of the regulation and thus the Leadership Group recommends the language be changed 
from “Identification of all intentionally added ingredients in specified consumer products, including quantities 
in the entire consumer product or consumer product component.” to: 
 

(c)(1)(C) Identification of chemicals of concern present in specified consumer products 
including quantities in the entire consumer product or consumer product component. 

 
With respect to the information requested under Section 69305.1(a), requiring an AA notification prior to the 
release of a product into commerce, this threatens the extremely confidential nature of product launches and 
updates. We propose that greater flexibility surrounding the timeline for the submission of an AA notification 
be incorporated into the regulation to reflect the sensitivity of the information being requested and suggest 
the following language for Section 69305.1(a): 
 

(a) After a chemical has been listed as a Chemical under Consideration or Priority Chemical on 
the final lists prepared pursuant to section 69302.2, if any product containing that chemical is 
reformulated or redesigned for the primary purpose of removing or reducing the concentration 
of that chemical, or the original product has been replaced with an alternative product, the 
responsible entity shall provide an AA Notification to the Department [remove “before placing 
the reformulated, redesigned, or replacement product into the stream of commerce in 
California]. The AA Notification shall include all of the following:… 

 
2. Refine labeling requirements  
The regulation currently states the following methods of complying with the labeling requirements set out in 
Section 69306.3(a): 
 

(b) The requirements of subsection (a) may be met by including an information sheet in the product 
packaging, printing the required information on the product packaging, printing the information in a 
prominent place in the product manual if a hard copy manual is packaged with the product, or posting 
the information in a prominent place at the point of sale for products that are not packaged. 

 
Additionally, the requirements under Section 69306.3 Product Information for Consumers requires that all 
products containing Priority Chemicals comply with the following: 
 

(c)(1) In addition to the requirements of subsection (a) and (b), unless precluded by the type or size of 
the product, a product subject to the requirements of subsection (a) shall be permanently marked or 
labeled with all the following information, in a manner that is easily seen, legible, and understandable to 
the consumer: 
(A) Manufacturer's name; 
(B) Brand name of the product; 
(C) A statement that the product contains a Priority Chemical; 
(D) Any safe handling procedures needed to protect public health or the environment during the useful 
life of the product and proper end-of-life disposal or management; 
(E) Identification of any end-of-life take back program for this product; and 
(F) The manufacturer's website address where the consumer can obtain additional information about 
the product, the public health and environmental threats posed by the product, and proper end-of-life 
disposal or management of the product. 

 
Silicon Valley Leadership Group Recommendation 
Many manufacturers are moving increasingly towards online manuals and providing product information in 
digital formats, which saves paper and also allows the consumer to easily access the most up-to-date  
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information.  Therefore, we propose that a “product’s software” and the “manufacturer’s website” be included 
in Section 69306.3(b) as alternate methods of complying with the labeling requirements and suggest the 
following language for Section 69306.3(b): 
 

(b) The requirements of subsection (a) may be met by including an information sheet in the 
product packaging, printing the required information on the product packaging, printing the 
information in a prominent place in the product manual, posting the information within the 
product’s software, posting the information on the manufacturer’s website, or posting the 
information in a prominent place at the point of sale for products that are not packaged. 

 
We also propose that products sold with accompanying product manuals should be exempt from the 
requirements of Section 69306.3(c)(1) and suggest the following language for Section 69306.3(c)(1): 
 

(c)(1) In addition to the requirements of subsection (a) and (b), unless precluded by the type or 
size of the product or unless the product is not sold with a product manual or unless the 
product is a consumer electronic, a product subject to the requirements of subsection (a) shall 
be permanently marked or labeled with all the following information, in a manner that is easily 
seen, legible, and understandable to the consumer. 

 
3. Refine the definition of “Consumer Product” 
Currently, “consumer product” is defined under section 25251 of the Health and Safety code as:  
 

“…a product or part of the product that is used, brought, or leased for use by a person for any purposes. 
"Consumer product" does not include any of the following: 
(1) A dangerous drug or dangerous device as defined in Section 4022 of the Business of Professions 
Code. 
(2) Dental restorative materials as defined in subdivision (b) of Section 1648.20 of the Business and 
Professions Code. 
(3) A device as defined in Section 4023 of the Business of Professions Code. 
(4) A food as defined in subdivision (a) of Section 109935. 
(5) The packaging associated with any of the items specified in paragraph (1), (2), or (3). 
(6) A pesticide as defined in Section 12753 of the Food and Agricultural Code or the Federal Insecticide, 
Fungicide and Rodenticide Act (7 U.S.C. Sec. 136 and following). 
(7) Mercury-containing lights defined as mercury-containing lamps, bulbs, tubes, or other electric devices 
that provide functional illumination. 

 
The Leadership Group is concerned with the huge scope of this definition. Without further refinement, 
products such as passenger airplanes and space shuttles could be covered under the scope of the 
regulation. 
 
Silicon Valley Leadership Group Recommendation 
The Leadership Group believes that the definition of “consumer product” in this regulation should be refined 
to target a more specific group of products.  
 
Specifically, we believe DTSC should assign highest priority to consumer products that are intended for 
regular household use (presenting a greater probability of exposure) as well as those products that are used 
by sensitive populations (posing a greater probability of toxicity).  In addition, large groups of products are 
already extensively regulated with rigorous ingredient requirements, such as cosmetics and 
pharmaceuticals. We do not believe the limited resources of the State of California should be expended 
duplicating such existing efforts. Further, we believe the Green Ribbon Science Panel has the expertise to 
help identify criteria for prioritizing consumer product categories where there are currently fewer protections, 
especially for the most vulnerable and sensitive members of the population. 
 
Therefore, we recommend that the definition of “consumer product” be focused in on those products that 
might directly impact sensitive subpopulations, as defined in Section 69301.2(a)(72). Greater specificity in 
the definition of “consumer product” would focus limited resources, help clarify to industry the priority groups 
the regulation is intended to protect and facilitate compliance. Therefore, we propose Section 69301.2(a)(20) 
read as follows: 
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(A) “Consumer product” or “Product” means any of the following: 
1. A “consumer product” as defined in Health and Safety Code section 25251; 
2. A component that meets the definition of a “consumer product” as defined in Health and 
Safety Code section 25251; 
3. A chemical that meets the definition of a “consumer product”, as defined in Health and Safety 
Code section 25251, and that is packaged, and placed into the stream of commerce in California, 
as an individual chemical. 
(B) “Consumer product does not include the following: 
1. A product that is no longer being placed into the stream of commerce by any person in 
California as of the date that it would otherwise become subject to one or more requirements of 
this chapter. 
2. A product that does not cause adverse health effects on sensitive subpopulations at de 
minimis levels. 

 
4. Refine the definition of “responsible entity” 
The current draft of the regulation defines “responsible entity” as a general term that could potentially subject 
any and all entities involved in the “supply chain”, as defined in Section 69301.2(a)(75) as well as any entity 
re-selling the priority product in a secondary market to the regulation.  
 
Silicon Valley Leadership Group Recommendation 
We propose DTSC work with industry to refine the definition of “responsible entity” in order to provide clarity 
regarding the responsible entity of the priority product to facilitate compliance. One possibility would be to 
limit the definition to the entity within the supply chain that introduces the COC into the product. This entity 
would have the knowledge surrounding the COC and would be the most likely to understand any possible 
alternatives to the COC. Another option would be to limit the definition to the final manufacturer of the 
product. This would place the onus on the final manufacturer to obtain the information necessary from within 
their supply chain to comply with the regulation. Alternatively, the definition could be restricted to the retailer, 
who would have the onus of understanding the products containing COCs that they offer for sale and 
ultimately be responsible for complying with the regulation. 
 
5. Provide fair and reasonable funding mechanisms 
The Leadership Group is concerned about the financial implications under Section 69306.4: End-of-Life 
Management Requirements.  Section 69306.4(a)(2)(D) states that “The manufacturer or responsible entity of 
the product shall provide a financial guarantee mechanism for a sustainable end-of-life management 
program for the product.” 
 
Silicon Valley Leadership Group Recommendation 
Europe’s Waste Electrical and Electronic Equipment program is funded by industry membership fees and 
producer recycling charges, the costs of which are passed on to the consumer. The Leadership Group 
recommends DTSC work with industry to develop a standardized collection fee system that would enable the 
“responsible entity” to institute a financial guarantee mechanism while remaining competitive in their 
respective markets. 
 
6. Allow manufacturer input for petitions 
The proposed regulation provides opportunity for any public or private entity to petition for inclusion of a 
chemical and/or product in the Prioritization Process. 
 
Silicon Valley Leadership Group Recommendation 
We ask that DTSC allow manufacturers to petition for exclusion of a chemical and/or a product should the 
manufacturer’s product(s) be affected by a petition for inclusion of a chemical and/or product in the 
Prioritization Process. A reciprocal petition process around the inclusion/exclusion of a chemical and/or 
product could only serve to promote R&D and innovation with the dialogue between DTSC and the affected 
parties. There is presently no mention of such a process under Section 96304.1 Technical Review of 
Petitions.   
 
7. Clarify nanotechnology language 
While DTSC has implemented a definition of “nanoscale” that aligns with our previous comments in the draft 
regulation, there is concern regarding the potential impacts of the definition of “nanomaterials” in Section 
69301.2(a)(50)(A) on our members’ products and/or processes: 
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“Nanomaterial” means any form of an intentionally engineered chemical substance or material 
that is intended to be composed of a discrete nanostructure that meets either of the following 
criteria: 

1. At least one spatial dimension of the nanostructure is at the nanoscale, or 
2. The nanostructure is larger than nanoscale in any spatial dimension, but is 1000 

nanometers or less in at least one spatial dimension, and the nanostructure exhibits one or 
more nanoscale phenomena. 

 
Nearly all modern electronics are impacted by this definition. We believe that nanomaterials should be 
treated no differently than any other COC. 
 
Silicon Valley Leadership Group Recommendation 
Products with deeply imbedded nanomaterials that pose no exposure risk under normal intended use during 
the useful life, or the end-of-life management of the product, as outlined under Section 69303.1(a)(2), will not 
be listed as a Priority Product for simply containing nanomaterials.  
 
We also urge that DTSC harmonize their definitions under nanotechnology with existing international 
standards such as ISO. 
 
8. Harmonize de minimis language with international best practice 
While DTSC's draft regulation has aligned the 0.1% de minimis value in the regulation with the 0.1% value 
used in international standards such as REACH, the Leadership Group believes the regulation undermines 
the purpose of defining a de minimis level for a COC in requiring “responsible entities” apply for a de minimis 
exemption. The de minimis concept was originally instituted in the risk assessment domain for the purpose of 
reducing costs and workloads in order to focus resources on chemicals found at greater concentrations that 
pose a greater threat. In requiring an application for a de minimis exemption undermines the intent of ever 
defining a de minimis value in the first place. 
 
Additionally, the inclusion of "Maximum Contaminant Levels" (MCL), "Public Health Goals" (PHG), and 
"Maximum Allowable Dose Levels" (MADL) as alternate de minimis values is illogical as the 0.1% de minimis 
value is relative to the product weight while the MCL, PHG, and MADL are relative to volumes of water 
contaminated and body weight that is exposed to the contaminant and are not an equitable substitution. 
 
Silicon Valley Leadership Group Recommendation 
We recommend that the existing language under Section 69305.3 be replaced with the following: 
 

(a) A responsible entity shall be exempt from the requirements of this article pertaining to Tier II 
AAs if the COC’s in the priority product are found at or below de minimis levels, as defined in 
section 69301.2(a)(24). 
(b) A responsible entity shall provide the following information when requested by the 
Department no later than one hundred eighty (180) days of the request as a record of being 
exempted under the de minimis standard: 
(1) Manufacturer name and contact information; 
(2) The name of and contact information for any responsible entity for the product, to the extent 
known to the manufacturer; 
(3) Information identifying and describing the product, including the brand name(s) under which 
the product is placed into the stream of commerce in California, and information specifically 
identifying the component, if applicable; 
(4) The source and purpose of the Priority Chemical in the product; 
(5) Information concerning any attempts taken by the manufacturer to eliminate or reduce the 
amount of the Priority Chemical in the product; 
(6) The maximum concentration at which the Priority Chemical is present in the product, and a 
listing and description of all data and other information used by the manufacturer to determine 
and substantiate this concentration; and 
(7) A list of all federal and California State regulatory thresholds, intended to protect public 
health or the environment, which are applicable to the chemical or the chemical/product 
combination. 
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We also recommend that the "de minimis level" definition in section 69301.2(a)(24) strike out section 
69301.2(a)(24)(A)(2.) and read as follows: 
 

69301.2(a)(24)(A) "De minimis level" means a concentration less than or equal to 0.1% by 
weight. 

 
We do not understand the logic regarding including MCLs, PHGs and MADLs as an alternative to the de 
minimis level.  MCLs, PHGs, and MADLs refer to the maximum allowable amount of the contaminant found 
in drinking water sources to protect public health. We do not understand the causal link between the 
presence of a given COC in a drinking water source to the release of the COC from a specific product.  
Exposure pathways and usage patterns of a specific product would need to be studied to know absolutely 
whether a user is being exposed to the contaminant via the consumer product at levels exceeding the 
MADL. The use of MCL, PHG, and MADL values could theoretically void a product containing a COC below 
the 0.1% de minimis level from a de minimis exemption simply because the COC is found in the environment 
at a MCL, PHG, or MADL level. 
 
Thank you for this opportunity to provide comments on how to improve the Green Chemistry regulations. We 
look forward to continuing to work with DTSC on this issue. If you or your staff has any questions, please feel 
free to contact me at any time. 
 
Sincerely, 
 

 
Mike Mielke 
Senior Director, Environmental Programs & Policy 
Silicon Valley Leadership Group 



 
 
 
 
 
  
 
 
 
          MICHAEL P. WALLS 
              VICE PRESIDENT 
REGULATORY & TECHNICAL AFFAIRS 
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November 1, 2010 
 
Mr. Jeff Woled, Regulations Coordinator 
Department of Toxic Substances Control 
P.O. Box 806 
Sacramento, CA 95812-0806 
 
SUBMITTED BY ELECTRONIC MAIL 
 
 
Dear Mr. Woled: 
 
The American Chemistry Council (ACC) respectfully submits the attached comments relative to 
the Department of Toxic Substances Control’s (DTSC) proposed Safer Alternatives Regulation of 
September 13, 2010 (DTSC reference number R-2010-05). ACC and its member companies 
believe that consumers deserve to have confidence that the products they buy are safe when used 
for their intended purposes. ACC members invest significant resources in product and 
environmental stewardship and share a common commitment to advancing the safe and secure 
management of chemical products and processes. We believe that health, safety, and 
environmental protection policies are most effective when they incorporate risk-based priorities 
and cost effective decision-making. It is in this spirit that we offer our comments on the proposed 
regulation. 
 
ACC has actively and constructively engaged DTSC on the Green Chemistry Initiative for over 
three years. We are an active member of the Green Chemistry Alliance (GCA) and support GCA’s 
comments on the proposed regulation. We and our GCA partners have invested considerable effort 
to provide our best thinking about an approach that meets the requirements of the authorizing 
statute and fosters a rational, predictable, science-based regulatory environment. We are 
disappointed that the proposed regulations are divorced from the vision of the legislation that was 
signed into law and that DTSC’s chosen approach, as embodied in the proposed regulation, falls 
short of achieving the critical tests of clarity, necessity, authority, and consistency with California 
law. 
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While we appreciate some aspects of the proposed regulation, on balance we believe DTSC has 
developed a proposed regulation that is confusing, goes beyond what is necessary to meet the 
intent and purpose of the authorizing statute, and, in several instances, goes beyond the authority 
provided in the statute. Portions of the proposed regulations are clearly Ultra Vires, and DTSC 
lacks the authority to adopt them. We are very concerned that the chosen approach will stifle 
competition and innovation by creating an unpredictable and burdensome regulatory environment 
for consumer product manufacturers and all parties in their supply chains. The regulation gives 
DTSC tremendous discretionary authority to modify or reverse decisions on the basis of a weak 
information reliability standard. The uncertainty of meaning and intent for much of the regulation 
means that compliance will be extremely difficult, if not impossible. The far reaching impact of 
these regulations, their enforcement, and the impact of complying with them clearly are not 
understood or appreciated by DTSC. Perhaps the only certain choice any party in a product supply 
chain facing the possibility of an alternatives analysis can make is to exit the California market. 
Yet even that decision comes with its own reporting and compliance burdens. 
 
The Initial Statement of Reasons that accompanies the proposed regulation does not answer many 
of our questions about meaning, intent, and necessity. Unless DTSC revises the proposed 
regulations and Initial Statement of Reasons, we see no way that the regulation will survive review 
by the Office of Administrative Law (OAL). More importantly, DTSC does not offer insight into 
why much of the constructive feedback and analysis offered by ACC, GCA, and other industry 
stakeholders have essentially been ignored. Indeed, DTSC’s failure to respond fully to substantive 
comments violates the Administrative Procedure Act (APA; Government Code §11346.9(a)(3)), 
which requires that DTSC respond to all substantive comments. A copy of ACC’s July 21, 2010, 
comment letter is enclosed.  
 
We also incorporate by reference comments provided on September 13, 2010, by ACC to the 
Office of Environmental Health Hazard Assessment (OEHHA) regarding its proposed framework 
for the Toxics Information Clearinghouse. As DTSC has largely adopted the framework proposed 
in OEHHA’s August 2010 discussion document, DTSC should also respond to questions and 
concerns about OEHHA’s suggested approach. We look forward to DTSC’s responses.  
 
In conclusion, ACC appreciates the degree to which DTSC has engaged all stakeholders 
throughout the regulation development process. However, we are extremely disappointed that 
DTSC has ignored many of the substantive comments and suggestions we and our GCA partners 
have provided and has chosen instead to release a proposed regulation that fails critical tests of 
clarity, necessity, consistency, and authority mandated by California law in a regulation that will 
have consequences to businesses and their employees within and well beyond the borders of 
California. We hope that our questions will motivate DTSC to re-consider some of the choices it 
has made in developing this proposed regulation and that DTSC will significantly modify and 
improve the final regulation. 
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Sincerely, 

 
Michael P. Walls 
Vice President 
Regulatory and Technical Affairs 
 
 
CC: Linda Adams, Secretary, CalEPA  

Cindy Tuck, Undersecretary, CalEPA  
Patty Zwarts, Deputy Secretary, CalEPA 
John Moffatt, Legislative Affairs, Office of the Governor  
Scott Reid, Cabinet Secretary, Office of the Governor  
Maziar Movassaghi, DTSC 
Jeff Wong, Chief Scientist, DTSC 
Odette Madriago, Chief Deputy, DTSC 
Hank Dempsey, Special Advisor, DTSC 



 

 
 

ACC COMMENTS ON THE PROPOSED DRAFT REGULATION FOR SAFER 
CONSUMER PROUDCT ALTERNATIVES (R-2010-05) 

 
November 1, 2010 

 
 
Prioritization Process for Chemicals under Consideration. The proposed regulation still fails 
to describe a systematic prioritization process for identifying “Chemicals under Consideration” 
(CuCs), and thus “Chemicals of Concern” (CoCs), as called for in the authorizing legislation. 
Instead, the proposed regulation contains more than four pages of potential prioritization factors 
with no clear indication of how they will be applied (§69302.3). The proposed regulations would 
allow DTSC unlimited discretion to arbitrarily choose any of those factors as the basis for a 
particular CuC’s designation, while ignoring other factors. Under such a system, there is no 
regulatory predictability. Manufacturers, processors, or retailers would not be able to understand 
which chemicals will have what potential regulatory consequences and costs. Everything would be 
subject to a highly discretionary and perhaps ever changing priority setting process.  
 
ACC also believes that the chemical prioritization process should initially identify those chemicals 
and chemical ingredients that are both reasonably expected to be present in consumer products 
AND that have the greatest potential to adversely impact human health and the environment.  This 
approach would appropriately focus subsequent activities on the most relevant subset of chemicals 
and chemical ingredients. For example, limiting chemicals under consideration to those uses or 
applications with substances that pose the greatest potential for human or environmental exposure 
is one method to consider. By adopting an exposure-based approach, time and resources are 
appropriately directed to chemicals in consumer products that have the greatest potential to 
adversely impact public health and/or the environment and will expedite moving to alternatives 
assessments.  
 
It is not clear how DTSC plans to use an exhaustive list of so called “prioritization factors” in a 
rational, predictable way that allows industry to plan, make investment decisions, and otherwise 
act in good faith. The prioritization process as described is confusing. It must be made more 
systematic and predictable if manufacturers are to understand the California regulatory 
environment and make appropriate product development choices. Otherwise it will fail to meet the 
clarity standards of the OAL review process. 
 
No Authority to Include Bulk Chemicals. Bulk chemicals used in manufacturing are still 
included within the scope of the proposed regulation (§69303.3(c)(6)). They should be removed. 
As we have argued in previous comments, the authorizing statute clearly states that the intent is to 
examine chemicals in consumer products. This intent is reflected in the parts of the California 
Health and Safety Code (CHSC) that describe the prioritization process (CHSC §25252(a)(1)), the 
alternatives analysis (§25253(a)(1)), and the regulatory responses (several references to “in the 
consumer product” in §25253(b)).  
 
The focus of the authorizing statute is to identify and prioritize those final consumer products 
containing chemicals of concern that pose a threat of adverse effects to public health and the 
environment. That focus clearly does not include bulk chemicals. Imposing the safer alternatives 
regulation on intermediate materials will be a strong disincentive to start, expand, or even continue 
manufacturing operations of any kind in California. Including bulk chemicals raises the prospect 
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that a consumer product regulation could be used to require changes to manufacturing processes, 
water treatment technologies, and other areas that the statute clearly did not contemplate. The 
reference to “manufacturing processes and approaches” in Guiding Principle at §69301.1(c) 
substantiates this concern and should be eliminated. In summary, DTSC has not provided a clear, 
concise rationale for interpreting the authorizing statute to include bulk chemicals, nor do we 
believe that one can be articulated. DTSC’s regulation of bulk chemicals is therefore Ultra Vires 
and must be revised so as not to exceed DTSC’s statutory authority.  
 
Finally, as a practical matter, neither manufacturers nor DTSC have the capacity to include the 
entire universe of manufacturing materials in a regulation aimed at final consumer products. 
 
“Responsible Entity” Concept Creates Confusion. The proposed regulation defines 
“responsible entities” extremely broadly to include owners or licensees of brand names, 
distributors, importers, retailers, or any entity with a contractual relationship related to the product 
of interest with any of the above (§69301.2(a)(67)). This is a significant expansion over previous 
discussion drafts. 
 
By designating multiple, diverse parties in the supply chain as “responsible entities” with a duty to 
comply, DTSC has created a confusing and unnecessary compliance environment, with significant 
potential for duplication. DTSC has also created a situation that could lead to significant supply 
chain disruptions should any single responsible entity choose to exit the market in response to a 
draft CuC list. Such action could effectively block a party from entering or maintaining a presence 
in California. DTSC should adopt a definition of “responsible entity” consistent with the definition 
of “manufacturer” in the Fair Packaging and Labeling Act (FPLA; 15 U.S.C. §§1451-1461) to 
streamline responsibility, avoid duplication, and forestall a morass of unnecessary transaction 
costs. Doing so will significantly conserve both industry’s and DTSC’s resources. DTSC should 
specifically address the FPLA definition of “manufacturer” and what policy problem it is trying to 
address in the definition of “responsible entity” that is not adequately addressed in the FPLA 
definition. 
 
Use of Consortia Should be Explicitly Encouraged. Subsection (a)(1)(B) contemplates the 
ability of responsible entities to form consortia for the purposes of developing and submitting an 
alternatives analysis (§69305.4(a)(1)(B)). Regardless of whether DTSC modifies the definition of 
“responsible entity” to be consistent with the FPLA definition, ACC recommends that DTSC 
make this option more explicit throughout the regulation, perhaps in the guiding principles 
(§69301.1). While not every entity will choose to act through a consortium, the ability to share the 
burden of compliance among multiple parties is an important option that should be preserved and 
stated more directly in the regulation.  
 
Duty to Comply Provisions Overly Broad and Inconsistent. ACC is concerned that language in 
§69301.4(c)(1) broadens the applicability of the proposed regulation beyond Priority Products 
(PPs) to “one or more of the products that the entity places into the stream of commerce in 
California.” “One or more” is too broad and confusing. There is no reason that products beyond 
those listed as PPs should be included, since PPs are the only products subject to the Article 5 
alternatives analysis process. It is extremely doubtful that DTSC would have the resources to 
administer the expanded program this language seems to contemplate. This language should be 
deleted to be consistent with the PP focus of the overall regulation and not leave any room for 
interpretation otherwise. DTSC is required pursuant to the APA to ensure that its regulations are 
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clear and internally consistent. DTSC should clarify the rationale for this language and outline 
how it intends to administer what appears to be an incredibly burdensome provision. 
 
Tier I Alternatives Assessment for Reformulation is Unnecessary. The proposed regulation 
would require responsible entities for any product (not just the PPs) that contains a CuC or a 
Priority Chemical (PC) to report and justify any reformulation or redesign occurring after the CuC 
and PC lists are finalized (§69305.1). This requirement amounts to a pre-market notification for 
consumer products, and, given the broad authority DTSC has for designating CuCs, this provision 
will affect nearly all aspects of California commerce. It will create a significant disincentive to the 
fast-moving “new and improved” nature of the consumer product business that consumers have 
come to expect. Most importantly, it will delay efforts to get even the “greenest” products on the 
market.  
 
The provision in subsection (a)(5)(B) requiring manufacturers to report on “any reduction(s) to 
adverse public health or environmental impacts” does nothing but create a large and cumbersome 
record-keeping bureaucracy. It also invites exposure to product liability lawsuits. This provision is 
completely unnecessary for DTSC to achieve any aspect of its statutory mandate and should be 
removed to adhere to APA standards for necessity. Similar language should also be removed from 
§69305.2(f)(2)(B)(3) and §69306(b)(2)(C) for the same reason. 
 
Manufacturers who choose to reformulate or remove a chemical should be able to send a simple 
chemical removal notification to DTSC that includes the effective date of the change. They would 
be out of the process, at least until the CuC list is revisited. We request DTSC’s explanation of 
how any product manufacturer could reasonably expect to be free of the requirement to develop a 
Tier I Alternatives Assessment. A sweeping paperwork provision like this only distracts from 
focusing limited resources on the greatest potential threats to human health or the environment. 
 
Tier II Flexibility Must be Maintained. ACC appreciates and supports language that allows the 
responsible entity to identify and focus only on those life cycle segments necessary for the Tier II 
alternatives assessment (§69305.4(a)(5)(A) and (B) and (a)(6)(B)). Including this language is a 
positive step that responds to widespread concerns that an alternatives analysis would be required 
to address all of the factors listed in §69302.3. The new language allows manufacturers to focus 
on critical issues and life cycle aspects and creates more efficiency in the alternatives analysis 
process. 
 
Tier II Alternatives Analysis Report Must be a Single Document. The proposed regulation 
separates the Tier II alternatives analysis into two parts (§69305.5(a)). The Tier II-A alternatives 
analysis would consist of a “Chemical Hazard Assessment” and an “Exposure Potential 
Assessment.” The Tier II-B alternatives analysis would consist of a “Multimedia Life Cycle 
Evaluation,” which would include critical considerations such as product performance, economic 
considerations, technological feasibility, and potential resource impacts. Both would be made 
public (minus information successfully defended as CBI/trade secret).  
 
ACC is concerned that DTSC appears to contemplate the two Tier II alternatives analysis reports 
having separate due dates. By separating the reports, information about the hazard and exposure 
dimensions of an alternatives analysis could be made public without the equally critical 
information about performance, useful life, economic considerations, and resource use 
consequences. All of the factors in the two Tier II alternatives analysis reports taken together are 
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critical for putting into proper context multi-dimensional alternatives choices, many of which will 
involve tradeoffs. The Tier II alternatives analysis should be a single document, not artificially 
split into separate reports that could be misunderstood and misused. 
 
Tier II Exposure Exemption Unclear. Under the proposed regulation an Exposure Potential 
Assessment “is not required if none of the alternatives being considered contain a chemical that 
exhibits a hazard trait” (Subsection (a)(2)(B)). In some respects this exemption is easy to 
understand. At the present time, alternatives that exclude carcinogens, reproductive toxins, 
mutagens, and persistent bioaccumulative substances (as defined in the final regulation) would be 
exempt, since those characteristics define “hazard trait.”  
 
ACC is concerned, however, about the impact of a final OEHHA list that replaces the CMR/PBT 
definition of “hazard trait.” The OEHHA approach includes an exhaustive list of toxicities, 
pathological observations, and other characteristics and conditions that may or may not be related 
to an adverse effect, and could even include non-adverse adaptive responses. It is likely that every 
substance, even the “greenest” of chemicals, would be captured by this list. Most notably, the 
OEHHA approach provides no means for a chemical to be classified as “non-toxic.” Unless the 
OEHHA approach is significantly improved in this regard, the Exposure Potential Assessment 
exemption would be meaningless. It is critical that “responsible entities” understand how, with 
such an enormous list of factors such as that in §69302.3, this exemption would work. DTSC 
should explain the exemption clearly in its response to our comments. 
 
Case-by-Case De minimis Exemption Process Burdensome and Unreliable. Although the 
proposed regulation now includes a de minimis provision (§69305.3), the inclusion of regulatory 
thresholds and goals cited in the definition of “de minimis level” (§69301.2(24)(B)) are risk-based 
levels that were never intended to define de minimis levels in products. For example, drinking 
water Maximum Contaminant Levels (MCLs) are based on risk and assume a drinking water 
ingestion rate of 2 liters/day. Thus the MCL is not directly relevant to a consumer product. 
Similarly, the Maximum Contaminant Level Goal (MCLG) “safe” level for a carcinogen is equal 
to zero and is stated as a goal, not a standard. It is generally recognized that a measurement of zero 
is not feasible, as limits of detection for many substances are still above zero. We would 
appreciate DTSC’s discussion of how responsible parties can demonstrate zero to DTSC’s 
satisfaction. We also note that using regulatory thresholds out of context eliminates any 
consideration of numerous exposure modifiers that would reduce the level to which an individual 
or the environment is exposed. The level of a substance in a product is not always equal to the 
level of exposure. We would appreciate DTSC’s clarification of how this fact will be considered. 
By using a risk level as a de minimis value, DTSC threatens to substantially increase the number 
of products that could be identified as priority products, which adds significant cost and 
complexity to the regulatory process for all involved and for questionable value. 
 
Further, the de minimis provision is in the form of a petition process that gives DTSC authority to 
grant or deny the exemption on a case-by-case basis. As proposed, this would establish an 
unwieldy, cumbersome, and unnecessary bureaucracy. The preferable alternative is for DTSC to 
set a de minimis threshold for each PC and leave it to manufacturers to report whether their PP 
falls above or below the threshold. Self-reporting on de minimis concentrations has been embraced 
by the United Nations and should be practiced similarly in California. 
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Also, it is troubling that there is no de minimis exemption for nanomaterials. As currently worded, 
unless it can be shown to DTSC’s satisfaction that a nanomaterial poses no potential human health 
or environmental threats, a product containing that nanomaterial (or the nanomaterial itself if it is 
the product) can quickly become a candidate for PP status, the alternatives analysis process, and 
regulatory action. DTSC must surely understand that under the definition as currently written 
(§69301.2(a)(50)), virtually every particulate material in commerce in California will have some 
particle size distribution characteristics that could result in the material being considered “nano”, 
and DTSC would be required to ascertain to its satisfaction that each and every such particulate 
material in commerce poses no threats at any point in its lifecycle in any use. This broad, 
unintended result would not further the statutory purpose of the law. It is clearly unnecessary and 
therefore violates APA standards. In addition, the definition of nanomaterials in the proposed 
regulation is out of step with virtually every other recognized definition around the world. This 
difference introduces considerable unnecessary confusion in interpretation and compliance. A 
novel definition will produce confusion, duplication, and negative impacts on commerce. ACC 
urges DTSC to adopt a definition that facilitates interstate and international commerce by 
harmonizing California’s approach with other systems, rather than one that drives toward 
commercial isolation. 
 
Definition of “Reliable Information” Misses Quality Concerns. Industry has repeatedly called 
for an information quality standard based on reliability, relevancy, and adequacy of data and other 
information. While the proposed regulation incorporates some of industry’s suggestions (i.e., 
OECD test guidelines and data quality criteria), the definition of “reliable information” 
(§69301.2(a)(66)) is actually just a list of types of information. It says nothing about how 
decisions will be made to judge and weigh information based on its reliability. The current 
definition deems reliable anything that has been “scientifically peer reviewed,” “published in peer 
reviewed literature,” “published in a final state or federal report,” or “developed, reviewed, and 
accepted by a federal or California state or local agency for compliance or other regulatory 
purposes.” By confounding data quality with process, origin, and use characteristics of 
information, the proposed regulation’s standard for reliable information is weak and compromises 
the scientific basis of the entire regulation. 
 
ACC supports a “weight of the evidence” approach for evaluating the toxicity of chemical 
substances and other scientific questions pertaining to human health and the environment. This 
approach includes a data collection step during which available credible data are sought and a data 
evaluation step during which the relevance, quality, and significance of the data are weighted. 
Since studies vary in quality and results, the full range of scientific data, including toxicological 
studies, epidemiological studies, clinical studies when available, and other pertinent data must be 
evaluated and considered. Studies may differ in their conclusions and quality. When the 
information on results and quality are all taken together, an understanding of what is known or 
unknown and with what level of confidence should result. This weight of evidence evaluation is 
the most reasonable approach to informed evaluation and decision-making.  
 
We request DTSC’s discussion of existing policy guidance and practices regarding data quality 
criteria and data quality determination processes, along with a further discussion of how those 
policies and practices would be used in taking a weight of the evidence approach to the 
implementation of this regulation. 
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Exposure Elements Essential to Identify Priorities. ACC supports language in the PC and PP 
provisions that require DTSC to consider “the potential for exposure to the chemical and the 
potential harm resulting from potential exposures,” “the frequency of use, and the concentration of 
the chemical in . . . products,” and “chemical potency” in priority setting decisions (§69302.4 and 
§69303.4). This is a significant improvement over any of the discussion drafts presented to date, 
and we support this language in the description of the process for designating both PCs and PPs. 
 
Regulatory Duplication Exemption Has Little Value. The proposed regulation contains a 
provision that exempts chemicals from consideration if they are covered by one or more California 
or federal regulations “that, in combination, address, for each life cycle segment, the same public 
health and environmental threats” listed in the regulation (§69302.1 and §69302.3). Given the 
expansive list of health and environmental factors in §69302.3, this exception is meaningless. 
DTSC has failed to meet the authorizing statute’s directive to avoid conflicts or duplication where 
a product category is already regulated or subject to pending regulation consistent with the intent 
of the statute. As drafted, this provision opens the door to costly and unnecessary regulatory 
conflict and duplication. DTSC is required under the APA to ensure that its regulations are 
consistent with and are not duplicative of existing state and/or federal laws. Failure to give actual 
effect to the regulatory duplication exemption will violate that requirement. A product category 
already regulated for health or environmental reasons should be exempt. 
 
Alternatives Analysis Work Plan Creates Compliance Confusion. Section 69305.4(a)(2)(C) 
requires the identification of the PC that led to the PP designation, as well as “any other Priority 
Chemical(s) that are, or reasonably should be, known to be in the Priority Product.” It is not clear 
how any manufacturer could comply with the “reasonably should be” standard, or even what that 
standard means.  Responsible entities need a bright line to understand compliance and to prevent 
any exposure to penalties or legal action based on ambiguity in the regulation. DTSC must clearly 
address how it intends to apply this provision. 
 
Subsection (a)(2)(3) also contains “reasonably should be known” language with regard to supply 
chain information. It is unclear how this phrase should be interpreted against language that 
requires reporting of “all responsible entities for the product,” given the inherent uncertainties 
regarding parties in the supply chain. An entity submitting an alternatives analysis can only report 
what is known. They cannot report information DTSC would like to have and which DTSC 
alleges “should” be known. This subsection must be clarified in a way that provides certainty in 
terms of its scope, intended application, and compliance impacts and adheres to APA rules 
governing the clarity of agency regulations. 
 
Alternatives Assessment Verifiers of Questionable Value. The proposed regulation requires that 
any responsible entity conducting an alternatives analysis in house pay a “verifying lead assessor” 
to ensure that the manufacturer did not misrepresent methods, data, or other information in its 
alternatives analysis (§69305.2). However, as ACC reads subsection (c)(3)(B), it appears that the 
verifying lead assessor essentially repeats, at the responsible party’s expense, the entire 
alternatives analysis, short of generating data. The regulation thus forces the entity to pay once for 
the  internal review and again for external review. In fact, California tax payers will pay yet more 
on top of the verifying step if DTSC chooses to audit the alternatives analysis (§69309). The cost 
of the verifying lead assessor would be in addition to the training, certification, and continuing 
education costs required to qualify in-house engineers, chemists, and toxicologists to lead an 
alternatives analysis process. 
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We are also concerned that the proposed regulation creates a situation where the verifying lead 
assessor’s opinions could take precedence over approaches used and conclusions reached by the 
“responsible entity.” The use of words like “proper” and “appropriate” in the verifying lead 
assessor’s role confers significant discretion, despite DTSC’s attempt to limit it in subsection 
(c)(3)(D).  
 
The effect is to transfer government authority to a non-government entity. While the verifying lead 
assessor concept may provide comfort to some, the numerous opportunities the regulation 
provides for court challenges and civil and criminal penalties obviate the need for the verifying 
lead assessor concept. The role of the verifying lead assessors should be eliminated as unnecessary 
under APA criteria. 
 
Requirement to Consider Available Alternatives Analysis Unclear. The proposed regulation 
refers to alternatives analyses “available in the public domain and posted on the Department’s 
website that identify one or more safer functionally equivalent and technologically and 
economically feasible alternative(s)” §69305.4(b)(4)(A)(2). The existence of such alternatives 
analyses will be a factor in DTSC assigning a due date to the Tier II alternatives analysis report. It 
is not clear to what extent DTSC will expect a responsible entity’s alternatives analysis report to 
respond to these assessments, or the standard of quality that DTSC will use to determine that a 
public domain alternatives analysis should be a factor. ACC does not believe that availability in 
the public domain is a sufficient criterion for including these considerations in the alternatives 
analysis process, particularly since the mere fact that an alternatives assessment is public is no 
guarantee of its quality or relevance. DTSC should clarify the expectation, consistent with APA 
requirements. 
 
Conflict of Interest Bar Criteria Are Inappropriately Restrictive. The proposed regulation 
states in Subsection (3)(A)(5) that a verifying lead assessor a can “[h]ave no economic interest in 
any entity that manufactures, or places into the stream of commerce in California, any Chemical of 
Concern, Product under Consideration, or Priority Product” (§69305.2(3)(A)(5). Should DTSC 
insist on a verifying lead assessor in the final regulation, it must provide additional interpretation 
of what this section means in practice. Otherwise, compliance will be nearly impossible.  
 
For example, it is not clear that the economic interest prohibition extends to mutual funds, 
retirement plans, and other investment instruments administered or managed by third parties. If a 
company that produces a CuC, PuC, or PP has awarded a grant or a contract to a university, are all 
employees of that university eliminated from consideration? Are consulting firms that have had or 
currently have clients who manufacture CuCs, PuCs, or PPs eliminated from consideration? Are 
state agency retirees who also participate in the California Public Employees’ Retirement System 
(CalPERS) eliminated from consideration if CalPERS has interests in companies that manufacture 
CuCs, PuCs, or PPs? The extremely broad language of the proposed regulation is ambiguous at 
best and should be clarified according to APA requirements. We suggest that in clarifying this 
section of the proposed regulation, DTSC consider the guidance on conflict of interest matters 
developed by the National Academy of Sciences.1  
 
                                                 
1 Policy and Procedures on Committee Composition and Balance and Conflicts of Interest for Committees Used in the 
Development of Reports. http://www.nationalacademies.org/coi/index.html. 
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Overarching Concerns Regarding CBI/Trade Secrets Continue. ACC and GCA have spent 
considerable time and effort responding to the CBI and trade secret protection claims in the DTSC 
discussion drafts preceding the proposed regulation. Nevertheless, the proposed regulation 
requests extremely sensitive information such as customer lists, marketing projections, distance to 
raw materials, and other information that is clearly unnecessary to carry out DTSC’s statutory 
obligation. There is no reason to put this kind of sensitive business information at risk and to add 
to what will already be a tremendous CBI management burden for DTSC and “responsible 
entities.” It is not necessary for DTSC to know information about customer lists, marketing 
projections, and distance to raw materials in order to prioritize chemicals and products for 
alternatives analysis. DTSC should explain why each piece of marketing and logistics information 
it calls for in the proposed regulation is necessary to identify priority chemical and products, and 
we further ask that DTSC eliminate all unnecessary requirements regarding the production of CBI. 
 
The proposed regulation also includes problematic language that requires parties making CBI or 
trade secret claims to provide redacted copies of documents that will be made public on DTSC’s 
website. We have held that confidentiality may be compromised by context in redacted reports and 
therefore could violate the protections provided for in the statute. The redaction requirement also 
extends to information submitted to DTSC to substantiate CBI/trade secret claims. It is troubling 
that DTSC is proposing that CBI/trade secret substantiation requirements include “estimated value 
of the information to you and your competitors,” although nowhere in California law is estimated 
dollar costs conceived of as a measure of trade secret. We also note that §69310.4 exceeds the 
statutory grant of authority of CHSC §25257 by requiring the submittal of specified types of 
information in defense of a trade secrecy claim and by requiring that the submittal be under 
penalty of perjury. The CBI/trade secret provisions must be rewritten to be consistent with existing 
legal precedent as mandated by APA criteria and to prevent extremely sensitive information from 
potentially being released into the public (and thus competitive) domain.  
 
Overall DTSC Authority to Apply Regulatory Responses at the End of an Alternatives 
Analysis. The authorizing statute authorizes DTSC to adopt regulations to establish criteria for 
identifying and prioritizing chemicals of concern and to develop criteria to evaluate chemicals in 
consumer products and their alternatives (CHSC §25252-25253(a)(1)). Additionally, the statute 
authorizes DTSC to adopt regulations that “specify the range of regulatory response that the 
department may take following the completion of the alternatives analysis” (CHSC §25253(b)). 
While this grant of authority provides DTSC with the authority to develop the range of regulatory 
responses, it might not provide DTSC with the authority to apply the regulatory responses to 
regulated parties and/or products. 
 
The legislative history raised the issue of the grant of authority in this section of the law. The 
legislative analysis of the final version of AB 1879 prepared by the Senate Committee on 
Environmental Quality on August 21, 2008, recognized that developing a range of regulatory 
responses DTSC “may” take does not actually give DTSC a grant of authority. The Committee 
Analysis notes that while the language found in §25253(b) “appears to give the department the 
authority to take listed actions, this is not explicitly and clearly stated in the bill. Usually, an 
administrative agency is given authority by the Legislature to take some action and then the 
authority to adopt regulations to implement the authority” (emphasis added).2 
 
                                                 
2 See http://www.leginfo.ca.gov/pub/07-08/bill/asm/ab_1851-1900/ab_1879_cfa_20080821_111017_sen_comm.html. 
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DTSC has apparently overlooked this legislative history. Given that Article 6 of the proposed 
regulation assumes express authority to subject regulated parties to product information disclosure 
requirements, end-of-life management requirements, product bans, and a wide range of other 
potential regulatory responses, it is our recommendation that DTSC seek a legal opinion on this 
grant of authority point and then provide stakeholders an understanding of how the Agency 
interprets its authority in light of this legislative history. 
 
DTSC Evaluation of the Economic Impacts of the Proposed Regulation. Pursuant to the APA, 
DTSC must “assess the potential for adverse economic impact on California business enterprises 
and individuals, avoiding the imposition of unnecessary or unreasonable regulations or reporting, 
recordkeeping, or compliance requirements” in adopting any regulation (Government Code 
§11346.3(a); see also §11346.2(b)(4)(C) and §11346.5(a)(7)). The authorizing statute makes clear 
that the full evaluation must occur prior to submission of finalized regulation to OAL for review, 
and it seeks to assure “that the assessment is made early in the process of initiation and 
development of a proposed adoption” of a regulation (§11346.3(a)(2)). DTSC has not yet fully 
analyzed the economic impacts on California businesses. Instead, DTSC has stated in the Notice of 
Proposed Regulations that it “is unable to quantify the economic impact on businesses” (pages 29 
and 31). DTSC was required to conduct the full evaluation early in the development of the 
proposed regulation, and in failing to do so may already be in violation of Government Code 
§11346.3. It is without question, however, that DTSC will violate the APA if it fails to fully 
evaluate the economic impacts of the regulations in its Final Statement of Reasons. We therefore 
ask that DTSC fully evaluate the economic impacts of the regulations as required by state law. 
 
DTSC Proposal of Regulatory Alternatives That Would Lessen Impacts on Small Businesses. 
Under the APA, DTSC must include within the Initial Statement of Reasons a “description of 
reasonable alternatives . . . that would lessen any adverse impact on small businesses and the 
agency’s reason for rejecting those alternatives” (Government Code §11346.2(b)(3)(B)). While 
DTSC acknowledges impacts to small businesses in the Initial Statement of Reasons, it fails to 
provide significant and independent alternatives that would lessen any adverse impact on small 
businesses. Further, DTSC made clear in the Notice of Proposed Regulations that it was “unable to 
quantify the economic impact on small businesses” (page 31), so there is no way DTSC can have 
reasonably determined which alternatives would lessen impacts on small businesses. As a result, 
DTSC has failed to sufficiently describe and consider alternatives that would lessen any adverse 
impact on small businesses and is in violation of the APA. We request that DTSC provide 
adequate regulatory alternatives. We also request that DTSC provide a more a legally adequate 
explanation of how its proposed alternatives take into account impacts on small businesses. 
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Affiliation: Trade Association 
hr: 
Art_1_Label: 
Section: 69301.2. Definitions 
Page: 5 
Line:  
Comment: 1.  Definition of "Manufacturer" 
Most major retailers in the state sell private label consumer products.  These private label products are typically made by a brand 
manufacturer or a manufacturer whose business it is to make a consumer product to sell to multiple retailers, under different 
private labels. The Proposed Regulations define the term �manufacturer" to include " [t]he person who is the owner or licensee of 
the brand name or trademark, whether or not the brand name or trademark is registered, under which a consumer product is 
placed into the stream of commerce in California".  
 
Under this definition, retailers who do not manufacture consumer products will be subject to the same requirements as actual 
manufacturers.  A retailer, wholesaler, or importer who does not manufacture consumer products but simply contracts to license the 
name on the box will be fined for failing to provide chemical information or perform alternatives assessments. It is unprecedented 
to transform a non-producer into a producer by definition rather than by function. The definition of �manufacturer� should be 
simply "[t]he producer of a consumer product". This sole definition, coupled with a provision that requires the applicable retailer, 
importer or wholesaler to provide to DTSC the identity and contact information of the producer is sufficient to serve the purpose of 
the regulatory scheme without creating undue burden for non- producers. In the event the producer is beyond the jurisdiction of 
DTSC, an added provision could provide the applicable retailer, wholesaler, or importer with two options: (1) fulfill the regulatory 
requirements in place of the producer, or (2) cease selling the product after a designated sell-through period.  
 
2. Definition of "Responsible Entity": 
This definition and its intent are unclear. It appears to create obligations for virtually any person or entity that has any connection 
to a consumer product: an owner of a license or trademark; a retailer; a California importer or distributor; or any person who is 
party to a contract with any of the other entities concerning a consumer product placed into the stream of commerce. The provision 
is further ambiguous in that it does not specifically state whether a manufacturer is a "responsible entity" and yet creates potentially 
multiple overlapping layers of responsibility for other persons and entities. Thus, the practical effect is that any one or all of the 
listed entities or persons has a duty to comply with the requirements of the Proposed Regulations and be subject to penalties for 
non-compliance, but there is uncertainty as to whether DTSC's intent to reach the party responsible for placing the consumer 
product into the stream of commerce in California is met. This definition should be strictly tailored to meet the goals of the 
regulatory scheme.  CGA suggests that the "manufacturer" and/or "distributor" be defined as the "responsible entity", consistent 
with the Fair Packaging and Labeling Act ("FPLA"), or at least that they be the first point of contact for compliance enforcement.  
 
All consumer commodities that are distributed into U.S. commerce must comply with the Federal Trade Commission�s (FTC) 
labeling requirements.  These requirements, as outlined in the FPLA, include a statement of identity, net quantity statement and 
name and place of business of the manufacturer, packer or distributor.  All of these items must appear in English on the product 
label.   
 
The Consumer Product Safety Commission (CPSC) reapplies this requirement for identification on the product label of the 
manufacturer, distributor or packer under the Federal Hazardous Substances Act for commodities that meet the CPSC definition of a 
�hazardous substance� (i.e. toxic, irritant, corrosive, flammable, sensitizing, etc.).  In addition, this framework also applies to 
importers, as long as the product meets the definition of a �consumer commodity� under FPLA � the label must display the 
name of the manufacturer, distributor or packer.  Therefore, this requirement extends to imports.   In addition, it seems to be a 
needlessly complicated method of reaching the same result as FTC/CPSC language.  Industry is not only familiar with, but has been 
operating under, the FTC/CPSC language for years.  Creating uniqueness with the Green Chemistry Regulations is not only 
unnecessary, but also creates confusion that only serves to detract from its goal.  We feel the FTC/CPSC labeling requirements will 
adequately �cast the net� in cases of enforcement to include the entity responsible for distribution of the commodity into U.S. 
commerce, thus are sufficient for the proposed regulations in California.  If needed, that responsible entity can go back to domestic 
or foreign suppliers to address DTSC needs. 
 
3. Definition of "Consumer Product" 
Section 25251 of the California Health and Safety Code clearly defines "consumer product."   Reference to section 25251 in the 
definition of "consumer product" alone is clear, unambiguous and consistent with existing law and should stand alone. Adding to the 



definition "a component" of a consumer product "that meets the definition of a consumer product" is ambiguous and precludes 
practical detection by a retailer of what the consumer product is that is being regulated; hence, the inability to comply with the 
Proposed Regulations. Likewise, excluding from the definition of consumer product, any product that is "...no longer placed in the 
stream of commerce by any person as of the date it would be subject to one or more requirements..." precludes practical detection 
by a retailer who would have no way of discerning whether the product was or was not being placed into the stream of commerce 
by any person. 
 
Section 69301.4 - Duty to Comply and Consequences of Non-Compliance 
The obligations of each entity in this regulatory scheme remain unclear. Retailers, if they are not producers, are incapable of 
complying with requirements to perform an Alternatives Assessment (AA) or provide detailed information about the products they 
sell. An average retailer for instance, stocks over 30,000 different products at any given time.  Retailers would typically not have 
access to chemical content or manufacturing specifications, or know with certainty that the producer is in compliance with the 
regulations, even if the producer has a contractual obligation to comply.  But, this section imposes a duty upon the retailer to 
provide DTSC with such information and the retailer is ultimately responsible for compliance. 
 
Product and Chemical Information 
Each step of the chemical and product listing scheme places an obligation on the non-producer retailer to provide detailed 
information to DTSC upon request. In order to do this, the retailer would be required to obtain the information from the 
manufacturer to then turn that over to DTSC.  The retailer may be exempt from these requirements if DTSC informs the retailer 
that the information has already been provided by another source, such as the manufacturer or another retailer. However, there is 
nothing in the Proposed Regulations that requires DTSC to inform other retailers that the requested information has already been 
provided to DTSC through another source. A provision should be added to alleviate the burden on retailers of duplicative and costly 
information gathering.  
 
The retailer may be exempt from these requirements if the retailer notifies DTSC within 30 days after the compliance date for the 
pertinent brand name product that the retailer has ceased selling the product. This 30 day period will be nearly impossible to meet 
due to inventory and operational issues and thus, CGA requests the period be changed to 90 days with the option for one 30 day 
extension thereafter. As for a private label product, a retailer may be exempt from these requirements if the retailer can provide 
documentation to DTSC that the product is no longer being placed into the stream of commerce in California "by any person." 
69301.4(e)(2).  If this option were chosen, a retailer could only provide documentation to DTSC that its own company was no 
longer selling a private label product. It would not have the ability to provide the requested information that the product was not 
being placed in the stream of commerce "by any person." This provision should be revised and a sell through period of 90 days with 
the option for one 30 day extension should be included. 
 
Alternatives Assessment 
Because a retailer who sells private label product is defined as a "manufacturer" under the Proposed Regulations, the non-producer 
retailer is required to conduct AAs. The private label retailer may designate the responsibility to conduct AAs to the manufacturer of 
the retailer's private label product(s), but the retailer is ultimately responsible for compliance. This obligation will create substantial 
cost and regulatory burden to the retail sector of the industry that is not even engaged in the production of product, and operates 
on a very slim profit margin from its sales.  
 
The ultimate burden for AAs should rest with the producer of the product, who has a limited amount product line and can spread 
the cost across the entities it supplies, rather than a retailer with a variety of products from multiple private label manufacturers. In 
many cases, a retailer will source from a specialized company that has already made such investments and that has spare 
production capacity. Traditionally, a large national brand manufacturer may enter into an agreement whereby the specialized 
manufacturer supplies the goods, or a retailer will enter into an agreement with a brand or specialized manufacturer to provide 
product already made by that manufacturer but with the retailer�s name on it. 
 
We recommend inclusion of permissive language stating that retailers and producers retain the right to make contractual 
agreements regarding the responsibility for Green Chemistry compliance.  This will address concerns regarding the �responsible 
entity� for conducting the AAs for private label products. 
 
Violations  
Although there is a 90 day provision requiring Notice by DTSC and an opportunity to remedy any non-compliance prior to a listing 
on the Failure to Comply List, (Section 69301.4 (f)(2), the penalties provision does not provide  a notice and cure provision before 
penalties are imposed, but instead says the consequences are in addition to those described in 69301.4 (f)(2) and fines and 
penalties set forth in the Health and Safety Code (Hazardous Waste laws) shall apply for any failure to comply with any of the 
requirements of the chapter. Thus, this provision should be amended to include a Notice and Cure provision for any violation of the 
chapter. 
 
In addition, the section should be revised to differentiate between negligent and intentional conduct and to provide for mitigation of 
consequences, fines and penalties for good faith effort to comply resulting in negligent, unintentional or inadvertent conduct. 
 
Suggested Amendment Language:  
hr2: 
Art_2_Label: 
Section:  



Page:  
Line:  
Comment:  
Suggested Amendment Language:  
hr3: 
Art_3_Label: 
Section: 69303.2. Products Lists 
Page:  
Line:  
Comment: Sections 69303.2 Products Lists and 69303.5- Priority Product Notification 
Section 69303.2 requires DTSC to prepare and publish a proposed Priority Product List and section 69303.5 requires each 
responsible entity to notify DTSC that its product is a Priority Product. Retailers will not have sufficient information to comply unless 
these provisions are amended to require DTSC or the producer of the product to provide adequate information regarding the 
Priority Product. DTSC should provide as much information as possible about a Priority Product. The type of product and brand 
name and are insufficient forms of notification.  The regulations should require the following information be supplied to retailers in 
order to properly identify and manage Priority Products: 
 
PRODUCT IDENTIFICATION:  
&#61607; Include an accurate and complete description of the product and any codes used to identify the product, e.g. lot/unit 
numbers, expiration date, serial numbers, catalog numbers, model numbers, and UPC codes. 
&#61607; Consider including a copy of the product label with the recall notification. This could be helpful for retailers and 
distributors in identifying and removing the recalled product. 
 
DESCRIPTION OF THE PROBLEM:  
&#61607; Identify the problem and any potential health hazard(s) associated with it. 
 
The notification language in section 69303.5 is too broad and retailers, even if defined as "responsible entity" will not likely be able 
to identify Priority Products.  Since DTSC will work primarily with manufactures (producers) throughout the process, appropriate 
notification of Green Chemistry related determinations and mandates must be provided by manufacturers to retailers in order for 
the process to be effective.  Retailers will be unable to check websites without proper product identification. 
 
Without adequate notice to senior-level retail managers, the appropriate parties will not be notified of recalls, �stop sale� 
deadlines, and other important requirements or determinations.  Other areas which require additional clarification include the �stop 
sale� mandates of sections 69306.2 and 69306.5 and the regulatory response notification requirements of 69306.9 which fail to 
require sufficient identification of Products to retailers.  
  
To ensure adequate and effective notification to retailers, CGA suggests manufactures should be required to provide notice by 
certified mail to the corporate category manager or other manager for the product at the retailer headquarters or principal place of 
business for that retailer, so that it can be received in a place where there is someone who is responsible for decision making. 
Essentially, this process will create consistent retailer notification requirements for important mandates and determination.  If 
proper notice is not provided, the retailer should be insulated from penalties for non-compliance with the regulatory requirements.   
 
Suggested Amendment Language:  
hr4: 
Art_4_Label: 
Section:  
Page:  
Line:  
Comment:  
Suggested Amendment Language:  
hr5: 
Art_5_Label: 
Section:  
Page:  
Line:  
Comment:  
Suggested Amendment Language:  
hr6: 
Art_6_Label: 
Section: 69306.2. No Regulatory Response Required 
Page:  
Line:  
Comment: Sections 69306.2; 69306.5 � Sales Bans and Recalls 
Several proposed sections call for sales bans under certain circumstances. The sales bans established by the Proposed Regulations 
are triggered by different events and determinations about which retailers are not necessarily notified, and over which they have no 
control. However, retailers are required to comply, even if the manufacturer fails to notify them. 
 



Once a sales ban is implemented, retailers are left with unsalable inventory, which must be disposed of, returned to the 
manufacturer, or sold outside of California.  Sales ban procedures and deadlines should be consistent, and more-precisely drafted.   
Retailers and distributors who sell products despite a sales ban should not be subject to penalties if the manufacturer fails to notify 
the retailer.  When a sales ban is implemented, the manufacturer should be required to buy back existing retailer inventory.  
 
As a method of reducing the Priority Products inventory to be managed at the retail level or recalled, once a product is added to the 
Priority Products List, CGA recommends that the producer be required to stop sale and retailers should not be able to continue to 
order the products. 
 
Retailer Liability for Manufacturer Malfeasance 
Retailers necessarily rely upon vendor agreements and statements by the manufacturers as to the safety of their products and their 
compliance with state laws. Retailers are incapable of determining the accuracy of these statements. If a manufacturer provides a 
retailer or distributor with written representations concerning product or manufacturer compliance with the Green Chemistry 
Regulations, retailers and distributors should be allowed to rely upon such representations until informed by the manufacturer or 
DTSC that the representations are incorrect, and thus be relieved of any consequences for resulting non-compliance.  All deadlines 
for retailers should be based upon notice to the retailer by either the manufacturer or DTSC.   
 
 
Sections 69306.4 � End-of-Life Management  
Other than provisions 69306.4 (a) and (a)(1), this section is extremely onerous and seems largely unnecessary in light of the 
existing Hazardous Waste Control laws that provide for proper end of life management for a vast array of consumer products which 
become hazardous waste. Although it is not entirely clear, it appears that all products subject to this section would otherwise be 
characterized as hazardous waste under the Chapter 6.5 of the Health & Safety Code Sections 25000 et. seq. This section creates 
extremely detailed and costly management and reporting requirements for products that are otherwise regulated under California's 
comprehensive hazardous waste laws. We believe this section will produce prohibitive labor and financial burdens for business in 
this state. In order to limit some of those burdens, we believe this section needs to be amended to specify that nothing in these 
regulations requires a distributor, importer or retailer to participate in a product stewardship program (whether through take-back 
or otherwise).  It should specifically state that it shall be the manufacturer�s responsibility to negotiate with such persons if the 
manufacturer wishes to utilize their services in order to fulfill the take-back/product stewardship required of the manufacturer in the 
regulations. 
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November 1, 2010 

California Department of Toxic Substances Control 
Office of Legislation & Regulatory Policy 
Jeff Woled, MS 22A 
P.O. Box 806 
Sacramento, CA 95812 

RE:   SAFER CONSUMER PRODUCT ALTERNATIVES (SCPA) 
Department Reference Number: R-2010-05  
Office of Administrative Law Notice File Number: Z-2010-0908-01 

 
To Whom It May Concern: 
 
On behalf of the American Apparel & Footwear Association (AAFA) – the national trade 
association of the apparel and footwear industries, and their suppliers – I am submitting 
these comments relating to the above-captioned item, in which the DTSC is proposing to 
adopt regulations, by January 1, 2011, that would establish a process to evaluate, report 
on, and manage the use of chemicals of concern in consumer products sold in California. 
 
AAFA’s members include numerous companies that design, manufacture, distribute, 
and sell apparel and footwear in California. Collectively, they employ thousands of 
people throughout California  
 
At the outset, we wish to stress – as we did in comments to the Department in 
November 2009 – our association’s support for the broad goals of green chemistry 
initiatives to develop tools that will assist companies in their ongoing efforts to ensure 
that they make and market safe consumer products, and to ensure that consumers are 
aware of and have confidence in these efforts. Toward that end, we believe it is 
appropriate to identify, minimize, and eliminate (where feasible) risks associated with 
substances that present documented health and safety hazards.   
 
It is with this in mind that we wish to convey our very strong concerns with the above-
captioned proposed regulation.   
 
In general, we believe this proposal establishes a complicated, costly, and burdensome 
approach that focuses considerable attention and scarce resources on compliance with 
requirements that are confusing, overreaching and, in large part, unnecessary.   This 
proposal’s overall lack of clarity and certainty will compound the compliance costs as 
small businesses and companies retain costly legal advisors to help assess and manage 
their new responsibilities.  While ensuring compliance is an important part of any 
product safety and chemical management regime, we believe this rule has gone too far 

hjones
Typewritten Text
Commenter: 101



 

2 
 

in emphasizing compliance at the expense of more important efforts that contribute 
directly toward the design and production of safe products.  
 
We are also disappointed that the regulation appears to be moving – especially 
compared to the Straw Proposal that was advanced during 2009 – away from the goal of 
a simple regulatory framework that maximizes product safety and public health while 
minimizing disruptions to businesses.   
 
These concerns are magnified given the quickly approaching implementation date of 
January 1, 2011.   That date, which is just two months after the comment deadline, 
provides little time for companies to learn and understand new rules; incorporate 
compliance procedures to implement those new rules into design protocols and legal 
reviews; and teach such rules to supply chain partners in a manner that they easily 
understand.  Moreover, when layered with other state and federal rules and approaches, 
we believe this proposal will further complicate an already difficult regulatory 
environment, raising expenses to business while eroding public confidence.  At the end 
of the day, we question whether the resulting benefits to public safety and health, if any, 
which are envisioned by this proposal, will offset these costs. 
 
Our comments herein supplement those filed by the Green Chemistry Alliance (GCA), to 
which we belong.  
 
Specific comments on the rules follow: 
 
1. Lack of Harmonization with Federal and State Approaches (§69302.1, 
(§69303.1) 
 
In the sections related to the establishment of chemicals of concern and products of 
concerns the proposed regulations appear to provide an exemption for products and 
chemicals that are already regulated by other federal and state regimes.   Yet this 
exemption is conditioned by the need for a determination and undermined by the 
notion that such regimes need to parallel the life cycle analysis approach of the SCPA.  
We note further that the summary of the rule1 specifically states that there is no 
comparable federal or state regulation, which would appear to foreclose the ability for 
the exemption of any chemicals or products.  Further complicating this are the repeated 
references throughout the rule to other state, federal, and international regulatory 
activities.2    
 
Our hope is that the Department can use the opportunity of this rule making to support 
a globally harmonized chemical management regime, rather than carve out a new 

                                                 
1 Safer Consumer Product Alternatives Department Reference Number: R-2010-05 Page 28 
 
2 We note that references to other federal agencies fail to include references to the Consumer Product 
Safety Commission, an odd omission since a key purpose of this new regulation is consumer product 
safety. 
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approach that is specific to California.  Given the role of California in world commerce, 
we would strongly recommend this approach. 
 
Recommendation:  Provide a simple and clear way for chemicals and products to be 
exempt from SCPA regulations if those chemicals or products are already regulated by 
federal or CA state regulation for health or environmental reasons.   State at the outset a 
number of rules that already exist that the SCPA will recognize and which will cover 
existing products.   
 
2. Unclear De Minimis Approach (§69305.3) 
 
While we are pleased that the Department has included a de minimis provision, it is 
unclear how this provision can effectively work.   
 
One of industry’s central advocacy objectives has been the inclusion of a robust de 
minimis exemption to the burdensome AA process.  Although the draft regulation now 
includes a de minimis provision, it is in the form a petition process that gives the 
Department authority to grant or deny the exemption on a case-by-case. A simpler and 
more predictable approach would be for Department to set a de minimis threshold for 
each Priority Chemical and Priority Product and leave it to manufacturers to report 
whether their Priority Product falls above or below the threshold.  This approach makes 
sense from a practical standpoint as well.  The time to make full evaluation of a chemical 
or product’s risk is during the point where it is being assessed for inclusion as a priority 
chemical, and thus whether products containing such chemicals are priority products.  
Central to that analysis of risk is whether the chemical is even present in amounts that 
are great enough to even warrant attention.  It does not make sense to reserve this 
analysis to an ad hoc petition process.   
 
Moreover, the use of nano materials and processes has been completely excluded from 
de minimis provisions.  Nano materials and production techniques offer incredible 
promise, including the ability to substitute for other materials where there have been 
demonstrated health concerns.  Such a de jure exclusion from de minimis provisions 
appears to be without factual basis and raises concerns over the Department’s approach 
to other responsibilities under this regulation that will require scientific and technical 
analysis.  Should specific applications of certain nano processes and materials prove to 
be an issue, we would expect the Department to follow the procedures outlined in other 
parts of the proposed regulation to cover those circumstances.   Any de jure exclusion 
before then seems unwarranted.  
 
Recommendation:  Include de minimis analysis as an automatic factor in the decision 
making over listing of priority chemicals and products.  Permit companies to self report 
whether their products meet that de minimis level.  Remove all references that would 
exclude nano materials from de minimis consideration.  Treat any concerns over nano 
technologies in a manner consistent with the rest of the proposed regulation.  
 
3. Need for Gradual Approach and Prioritization of Risk (§69302.3) 
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Rather than establish clear, simple, and workable priorities for the development of 
chemicals of concern, the draft regulations identify an exhaustive list of potential risk 
factors that could end up covering all chemicals.  While we appreciate the Department’s 
desire to be comprehensive, this approach appears to abandon any sense of priority.  It 
opens the door for the companies involved in non-risky chemicals and products to 
spend scarce time and resources engaged in activities to prove that their chemicals and 
products are safe.  This also means that the Department and other product safety 
officials will be similarly consumed, spending equal time on very dangerous products 
that they spend on products that present no risk.     
 
Recommendation:  The Department should greatly streamline the prioritization 
process, focusing only on those chemicals and substances that present documented 
risks.  
 
4. Alternative Assessment (AA) Presents Enormous Costs (§69305) 
 
We have several concerns related to the two tier Alternative Assessment (AA) 
procedures.  The basic purpose behind the AA seems to be to provide manufacturers a 
pathway toward reformulation when a priority product contains a priority chemical.  Yet 
the system created by the draft regulations is burdensome, costly, and difficult to follow.   
Specific concerns include: 
 

1. A costly mandate for third-party auditing by California-based firms; 
 

2. Release of information on alternative assessment that may be misleading; and 
 

3. Requirements that appear to undermine the development of the priority products 
list (by requiring AA for all products, not just priority products, that contain 
chemicals under consideration or priority chemicals). 

 
A simpler approach would be to enable manufacturers who choose to reformulate or 
remove a chemical to simply send a chemical removal notification to the Department 
that includes the effective date of the change.  Such a system would also give the 
Department a simpler workload so they can easily understand and trace industry 
reactions to the publication of various lists. 
 
Recommendation:  Streamline the AA process to remove excessive costs and permit 
simple reporting on reformulation.  
 
5. Exposure Elements Essential to Robust Priority Designations 
(§69302.4, §69303.4) 
 
Critical to any chemical management regime is an analysis of the exposure or actual risk 
of a chemical or substance.  Chemicals are often used in amounts or manners that do 
not present risk because exposure is limited or the amount of chemical used is tool small 
to cause harm.  Thus, we are pleased to see language in the Priority Chemical and 
Priority Product provisions that require the Department to consider “the potential for 
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exposure to the chemical and the potential harm resulting from potential exposures,” 
“the frequency of use, and the concentration of the chemical in . . . products,” and 
“chemical potency” in priority setting decisions.  This is a significant improvement over 
previous drafts of this regulation. 
 
Recommendation:  Retain a robust exposure analysis and ensure that all decisions are 
based on that analysis. 
 
6. Need for Continuing and Increased Protection of Confidential 
Business Information (CBI) (§69310) 
 
We remain deeply concerned that the SCPA contains inadequate provisions to protect 
Confidential Business Information (CBI) in Article 10 (§69310).  We recognize that there 
are several provisions that permit companies to claim that information is of a sensitive 
nature and that it must be kept confidential.   Yet those same provisions also require the 
public filing of redacted information, even when the non-redacted portions would end 
up divulging confidential information through context.  Moreover, these provisions 
contain troubling requirements for companies to justify why they believe information is 
confidential.   We believe such substantiation requirements are wholly unnecessary and 
far exceed other requirements that exist in California law. 
 
Recommendation:  The CBI provisions must be rewritten to be consistent with existing 
legal precedent to prevent extremely sensitive information from potentially being 
released into the public (and thus competitive) domain. 
 
7. Maximize Transparency and Predictability To Facilitate Compliance 
and the Publication of Accurate Information (§69304.1) (§69302) (§69303) 
(§69301.8) 
 
We are pleased that the Department will publish lists on its website for public review 
and comment.  We believe increased transparency, provided companies have full 
opportunities to prevent disclosure of confidential business information, is an important 
ingredient in ensuring public confidence in the process.  With that in mind, we would 
expect the Department to fully take into account industry comments on such lists since 
the companies would be in the best position to know what risk factors are presented by 
any chemicals in their products, as well as the products themselves.    
 
Article 4 establishes a petition process to add new products and chemicals to the lists of 
Chemicals of Concern.  We believe that such petitions should provide an opportunity for 
all stakeholders, including industry, to comment and be notified of decisions.  It does 
not appear from our reading of §69304.1 that parties other than petitioners will be 
involved in this process.  We believe this is an oversight that should be remedied in any 
final regulation. 
 
Article 1 (§69301.8) lays out timelines for implementation.   Specifically, that schedule 
states: 
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June 1 2011  Proposed Initial List of Chemicals Under Consideration 
March 1 2012  Final Initial List of Chemicals Under Consideration 
July 1 2012  Proposed Initial List of Priority Chemicals 
March 1 2013  Proposed Initial List of Products Under Consideration 
September 1 2013 Proposed Initial List of Priority Products 
December 1 2013 Final List of Priority Products 
 
We applaud the Department for publishing such a timeline.  We would expect that if any 
dates slip that the timeline will be adjusted accordingly with public confirmation.  
Moreover, we ask that the Department clarify when such lists will have legal effect, 
particularly the Proposed Final List of Priority Products.   We also believe two important 
steps have been omitted from the timeline:  Publication of the Final List of Priority 
Chemicals and Publication of Final List of Products Under Consideration.   These two 
steps are important to ensuring full predictability in the process.    Similarly, we also 
believe there should be longer time in the later stages of the process.  The timeline 
envisions 21 months between publication of the initial chemicals list to the publication 
of the initial products list, yet only 9 months between publication of proposed and final 
product lists.  We believe that is insufficient time to explore risk and exposure issues 
associated with chemicals in products.  Moreover, there needs to be sufficient time to 
allow companies to phase out and eliminate problem chemicals.   
 
Recommendation:  Ensure that industry stakeholders have full opportunity to offer 
comments, and have such comments considered, in all decisions related to petitions 
(§69304.1) and proposed listing of priority chemicals and products (§69302) (§69303)  
 
Conclusion 
 
We appreciate the opportunity to comment on these rules and the Department’s 
consideration to these comments.  For further information, please contact me at 
slamar@apparelandfootwear.org or 703-797-9041. 
 
Sincerely, 
 

 
Stephen Lamar 
Executive Vice President 
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United Airlines San Francisco Maintenance Center 
800 S. Airport Blvd 
Bldg. 49 – SFOMP 
San Francisco International Airport 
San Francisco  CA  94128 
Steven F. Sulgit 
       November 1, 2010 
 
California Department of Toxic Substances Control 
Office of Legislation & Regulatory Policy 
Jeff Woled, MS 22A 
P.O. Box 806 
Sacramento, CA 95812 

Re: Proposed Safer Consumer Product Alternatives Regulation  

Dear California Department of Toxic Substances Control:  
 
United Air Lines, Inc. (United) is pleased to have this opportunity to comment on the 
proposed Safer Consumer Product Alternatives regulations (Proposed Regulations) that 
were issued by the Department of Toxic Substances Control (DTSC) on September 17, 
2010.  
 
It is not clear at this time which products may be considered for the lists of Priority 
Chemicals and Priority Products developed by the DTSC, therefore we are providing 
these comments in case the DTSC were to consider inclusion of materials used for 
aircraft maintenance or used in operating aircraft (referred herein as Aviation Products).  
 
For flight safety reasons, Aviation Products are highly regulated by the Federal Aviation 
Administration (“FAA”).  Such materials require certification for use by the FAA and/or 
require approval by FAA through the process of obtaining approval from FAA for 
required operations and maintenance plans.  Due to the unique nature of these materials 
and the fact that aviation is highly regulated by the FAA, we ask the DTSC to amend the 
Proposed Regulations to incorporate the issues raised in the comments below.    
 

1. Other Regulatory Programs 
First, as a preliminary matter, aviation law under the Federal Aviation Act, preempts state 
or local agencies from regulating aviation operations.  While the process the DTSC 
proposes would result in a separate rule-making process for the specific regulations that 
are developed (the Regulatory Response) it is possible to get through the many months or 
years of review and associated costs in development of an alternatives assessment only to 
have the Regulatory Response prohibited or significantly limited due to preemption under 
the Federal Aviation Act.   



 
 

 
 

Therefore we request that early in the review process -during the consideration of Priority 
Products - that there be consideration of the likelihood of regulatory preemption such that 
unnecessary costs will be avoided.  This will also assist with a more efficient regulatory 
process. 
In addition to the fundamental preemption issues, there are other considerations 
associated with the FAA regulation of Aviation Products.  According to the Proposed 
Regulations, an exemption can be requested if the DTSC’s regulatory response would 
conflict with a requirement of another California or federal regulatory program or an 
international trade agreement such that compliance with both requirements could not 
reasonably be expected.  However, this exemption appears to apply only to the 
Regulatory Response (and not to the initial burdensome process of undergoing an 
alternatives assessment) and it appears to only apply to regulatory programs that address 
the same public health and environmental threats as the Proposed Regulations are 
considering when developing the Priority Chemical and Priority Products list.  
Therefore, we recommend the inclusion of the exemption regarding conflicting 
regulatory programs early in the regulatory process - during the development of the 
Priority Product list.  In addition, we recommend that this exemption be broadened to 
consider regulatory programs that may not be regulating the products in the same way but 
that will result in another complex regulatory process.  In regard to Aviation Products, 
this would be the complex and lengthy FAA approval process. 
 
              2.     Safety Considerations 
 
It is not clear whether considerations of safety factors anticipated in the Proposed 
Regulations would only reflect the health and safety aspects in the handling of the 
products or would also focus on the safety functions the products themselves are intended 
to provide.  For example, an alternative product could have the impact of reducing safety 
for the equipment and/or use it is intended to perform.  In the context of Aviation 
Products, it is imperative that potential impacts on flight safety be considered as well. 
 
 We recommend the explicit inclusion of safety factors (which includes a consideration of 
the broader safety functions the products themselves are intended to provide) be required 
in the analysis of product function and performance under section 69305.5(d)(1) of the 
Proposed Regulations in the Multimedia Life Cycle Evaluation of the alternatives 
assessment. 
 
              3.     Economic Considerations 
 
As part of the Multimedia Life Cycle Evaluation required by the Proposed Regulations, 
economic impacts must be considered, including impacts to jobs, costs of doing business 
and the costs of goods to consumers. According to the Proposed Regulations, “economic 
impacts” include the following:  

• Capital investment;  
• Cost for resources; 
• Energy costs; 
• Non-compliance liability; 



 
 

 
 

• Operations and maintenance costs; 
• Waste disposal and treatment costs; and  
• Other relevant financial investments or liabilities not listed above.  

We believe there are other important economic considerations that may not be captured 
by this list. Depending upon the potential Regulatory Response  (and the associated 
potential for preemption), there are additional economic impacts that should be 
considered if the use of an Aviation Product were to be impacted. These additional 
impacts are related to the alternative product and include the following: 

• Cost difference for the product purchaser in buying the alternate 
product;  

• Costs to test the product and ensure it will satisfy strict safety 
considerations (these may be borne by the manufacturer but also borne 
by the user who wants to ensure safety); 

• Costs related to testing the effectiveness of the materials. The product 
may not be as effective or it may require several years of use before 
effectiveness can be determined. This could result in having to 
implement additional procedures to conduct more frequent inspections 
and perhaps having to re-apply or re-use the product more frequently; 

• Additional costs related to obtaining necessary approvals/certifications 
required of other regulatory programs (in particular, FAA approval for 
the use of the product); and 

• Additional costs associated with storing/handling of the materials. 
Also, the last factor in the definition of “economic impacts”—“other relevant financial 
investments or liabilities not listed above”—may be intended to serve as a “catch all”.  
However, the use of the word “investment” in this factor narrows its scope.  We also 
recommend broadening the language in the last factor to address “other relevant financial 
investments, liabilities, or impacts
 

 not listed above.” 

We appreciate the opportunity to provide these comments.  Should you have any 
questions about these comments please contact me at (650) 634 7209, or by e-mail at 
steve.sulgit@united.com 
 
Sincerely yours, 
 

 
Steven F Sulgit  
Manager of Environmental Compliance 
United Airlines San Francisco Maintenance Center 
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November 1, 2010 
 
Maziar Movassaghi, 
Acting Director 
Department of Toxic Substances Control 
California Environmental Protection Agency 
1101 I Street, 25th Floor 
Sacramento, CA 95814 
 

Re: Safer Consumer Product Alternatives  
 
Dear Mr. Movassaghi: 
 
The California Manufacturers & Technology Association (CMTA) appreciates the opportunity to 
comment on the draft regulations, Safer Consumer Product Alternatives, released on September 
13, 2010.    
 
CMTA is a trade association with the mission to improve and preserve a strong business climate 
for California's small and large manufacturers, processors and technology-based companies.  
California manufacturers employ 1.3 million Californians and contribute billions of dollars to the 
state's economy.  CMTA membership includes over 750 businesses representing chemical, 
aerospace, high-tech, biotech, pulp and paper, glass, oil, steel and others.  CMTA lobbies 
the state legislature and regulatory agencies to promote policies on issues such as the one before 
us today to assure the continued viability of California's manufacturing community. 
 
We support regulations that protect human health and the environment while maintaining a 
healthy and vibrant economy.  The draft regulations do not pass that test. They will make nearly 
all chemicals and products more expensive in the state, discourage new manufacturing 
investment and expansion, stymie innovation and be overly burdensome to implement for both 
regulated industries and the agency.  
 
The current structure for the regulations is seriously flawed.  It lacks clarity, does not narrow the 
scope of chemicals or products captured in the program and makes no effort to clarify how the 
four pages of health hazards traits will be used to prioritize items of concern.  And the validity of 
a number of the health hazard traits listed are still of questionable scientific validity. Essentially, 
no decisions have been made.  Every hazard trait known to man has been included. 
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CMTA was a founder, active member and contributor to the Green Chemistry Alliance (GCA).  
While we agree with the dozens of GCA recommendations to fix these regulations, CMTA urges 
that DTSC reverse course entirely and start again with regulations using the approach you 
proposed in June 2009.  This would provide more opportunity to reach a reasonable regulation 
that would accomplish your environmental goals with minimal negative impact on the economy.    
 
In recent years the California legislature has delegated broad new authority to environmental 
agencies on a variety of topics.  The sweeping green chemistry initiative is one of these, and has 
overwhelming implications for the economy. Agency officials should be taking extreme care to 
demonstrate to California employers and investors that rigorous scientific and economic analysis 
will guide implementation. A “trust us” approach as reflected in this draft regulation is 
insufficient and does not provide confidence that this massive grant of authority to the agency 
was appropriate. 
 
Thank you for considering these comments. 
 
Sincerely, 

 
Mike Rogge 
Policy Director, Environmental Quality 



 
 

 

 
November 1, 2010 
 
Jeff Woled, Regulations Coordinator, Regulations Section 
Department of Toxic Substances Control 
PO Box 806 
Sacramento, CA 95812-0806 
Submitted via e-mail:  gcregs@dtsc.ca.gov  

 
Subject: Comments on Proposed Rulemaking for Safer Consumer Product Alternatives 
 
Dear Mr. Woled: 
 
The California Product Stewardship Council (CPSC) appreciates the opportunity to comment on the 
latest draft of the proposed regulations for safer consumer product alternatives. These rules are the key 
to the success of the Green Chemistry Initiative conducted by Cal/EPA. We supported the passage of 
AB 1879 and SB 509 because they put into statute for the first time the authority for the executive 
branch scientists to protect Californians from harmful chemicals in consumer products by giving the 
authority for DTSC to require product take-back.  Previously, DTSC only was able to ban products from 
disposal without providing any plan or sustainable funding source for its management at End-Of-Life 
(EOL).  These “bans without plans” did not solve pollution problems but put unfunded mandates on 
local governments without the resources to respond. 
 
CPSC commends DTSC for addressing many of our previous comments into this version of the draft 
regulations.  However, we believe that just two important but very minor improvements are essential to 
making this an effective program. CPSC asks that the following two edits clarify the regulations: 
 
End of life management requirements clarifications.  

a) Section 69306.4 (a)(2) (E) 2. should be revised to delete the phrase “for recycling” because 
some end of life management programs might not recycle all collected products: 

“2. The amount of products recovered for recycling over the same two-year period, by
 total tonnage.” 

 
b) Section 69306.4(a)(7) should be revised to include DTSC established program performance 

measures:   
“7. Program performance measures established by DTSC for:” 

 
We appreciate your consideration of these edits in the next draft of the regulations. 
 
Sincerely, 

 
 
Heidi Sanborn, Executive Director 

hjones
Typewritten Text
Commenter: 104



I 555 WEsT Frrrrr Srn¡¡r MoRRISoN & FoERSTER LrP

MORRISON I FOE RSTE R
| ^ - - l-os ANcrrrs NEv YoRK, sAN FRANcIsco,

c¡rrronnr¡. eoo:_3-ro24 l:iiì:;å:ii,Ti"i'å"*,,...
Trr¡prroN¡ zt3.89z.5zoo NoRTHERN vIRGINIA, DENVER,

Fecsrurrr:2ry.892.5454 
SAcRAMENT.'vaLNUrcRrEK

TOKYO, LONDON, BRUSSELS,

WWW.MOFO.COM BEI'ING, SHANGHAI, HONG KONG

November 1,2010 Writers' Direct Contacts

Phsiao@mofo.com
213.892.5731
WTarantino@mofo.com
475.268.6358

Víø Electroníc Delívery and U.S. Maíl

California Department of Toxic Substances Control
Office of Legislation and Regulatory Policy
Jeff Woled,MS 22A
P.O. Box 806
Sacramento, CA95812

Re: Comments on Proposed Regulation for Safer Consumer Product Altematives

Dear Mr. Woled:

On behalf of Morrison & Foerster LLP, we respectfully submit comments on the Proposed
Regulation for Safer Consumer Product Altematives ("Proposed Regulation"). Morrison &
Foerster represents clients affected by the regulations, including consumer product
manufacfurers, retailers, and other stakeholders. We appreciate the Department of Toxic
Substances Control's ("DTSC") efforts to promulgate regulations to implement the statutory
framework. However, the regulation as proposed will have far reaching, negative impacts on
countless businesses in California and beyond, without achieving a corresponding,
proportionate benefit to public health and the environment. Accordingly, we submit the
comments below in an effort to help DTSC modiff the proposal to create a workable
regulation.

Morrison & Foerster has participated in the Green Chemistry Alliance and supports the
comments that it has submitted on the Proposed Regulation. As you know, California's
Green Chemistry Initiative was supported by a diverse goup of stakeholders. Those
stakeholders believed that the DTSC should continue its work with a broad coalition of
interested parties to adopt feasible and practical regulations to implement the statutory
imperatives. While the DTSC has made substantial progress in developing a regulation that
lawfully fulfills the stated statutory intent, it is clear that more work is necessary to reach this
goal.

Definition of "Manufacturer" and "Responsible Entitv"

Many of the definitions in the Proposed Regulation depart from existing national and
international norms found in environmental, consumer product, and chemical regulatory
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regimes. However, the definitions of "responsible entity''and "manufacturer" are

particularly unworkable and will create unnecessarily complicated and duplicative
compliance obligations.

The Proposed Regulation defines "manufacturer" to include "the owner or licensee of the

brand name or trademark ... under which a consumer product is placed into the stream of
coÍrmerce in California." (Section 69301 .2($@7)(B).) The definition would include
retailers that sell consumer products under their private labels. Although the product may
carry the retailer's label, the retailer - in most cases - does not manufacture the product and

will not have ready access to the product formulation and may not have the means to
determine whether the product even contains a Chemical under Consideration or Priority
Chemical. The Proposed Regulation should be revised to acknowledge the retailers' unique
position in the market and not treat retailers identically to manufacturers. To remedy this
problem, we propose that the definition of "manufacturer" be limited to "the producer of a
consumer product" as stated in Section 69301 .2(Q(a7)(,\) and subsection (B) be removed.

The "Responsible Entitv" Problem

The Proposed Regulation imposes compliance obligations on every "responsible entity,"
including manufacturers, trademark owners or licensees, California importers, California
distributors, and retailers. (Section 69301 .2(a)(67).) Each of these entities has independent
and identical compliance obligations for consumer products. We urge DTSC to narrow the
scope of the responsible entity to include the entity identified on the product label in
accordance with the FTC's Fair Packaging and Labeling Act. See 16 C.F.R. $ 500 et seq.

The California Air Resources Board has adopted this approach and we believe it is a fair and

workable alternative. See 17 CCR $ 9a508(a)(127).

The Proposed Regulations also create ambiguity surrounding the identity of the Responsible
Entity and the duties and costs imposed upon that entity. For example, the Proposed

Regulations require the Responsible Entity for a product that is listed as a Priority Product, or
a person acting on behalf of or in lieu of the Responsible Entity, to perform a Tier II AA for
the product. (Section 69305.2(a)(1).)

DTSC's definition of Responsible Entity presents significant due process concerns,

especially when there are numerous entities affiliated with a product, each of whom fit the
broad regulatory definition. The entity targeted by DTSC as a Responsible Entity for
information requests or Alternatives Assessments will bear a disproportionate share of the

burden and expense associated with compliance. The other potentially responsible entities,
often identically or similarly situated (i.e. other retailers or trademark licensees), will both
benefit from a potential "free rider" effect, and be disadvantaged by inability to control or
participate in the regulatory process for a particular consumer product or chemical. Absent
an extensive notice and comment process for every segment of the regulatory process,
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excluded entities may justifiablybe able to comment that the alternatives analysis and the
resulting regulatory response should not be legally binding upon them, as they were excluded
from the regulatory process.

To address this potential burden, DTSC should promulgate revised regulations to provide a

more equitable, fair, and well defined process for selection of the Responsible Entity.

I)efinition of "Place into the stream of commerce in California"

The Proposed Regulation "applies to all consumer products placed into the stream of
commerce in California." (Section 69301(b)(1).) "Placed into the stream of commerce in
California" is defined very broadly to include all sales, offers of sale, distribution, and
transfers of control to a Califomia consumer, including transactions made over the intemet.
(Section 69301.2(aX53).) This definition is overly broad and would capture resales (i.e.
through unauthorized importation or shipment to California), or even incidental sales by
individuals. We propose that the regulation include an exemption for de minimis and
incidental sales. Many regulations include exemptions for small quantities that do not rise to
the level the regulation intends to restrict. For example, the Resource Conservation and
Recovery Act has minimal compliance obligations for Conditionally Exempt Small Quantity
Generators because the amount of waste they produce is not likely to pose a significant threat
to human health or the environment . See 40 CFR $ 261.5.

Pefition for Removal of a Chemical or Product from the Prioritv Lists

Article 4 provides a process for any person to petition DTSC to evaluate a chemical or
product for inclusion in the pnontization process. (Sections 69304-69304.1.) An equivalent
process should be available to petition DTSC to remove a chemical or product from the
priority lists.

The Proposed Regulation applies to "all consumer products placed into the stream of
coÍrmerce in California." (Section 69301.) As DTSC has recognized,the universe of
potentially regulated chemicals and products is massive. Allowing petitions to remove
chemicals or products from the priority lists would aid DTSC in prioritizing products that
pose public health and environmental threats and are most prevalent in consumer products
available in the marketplace. Petitions to remove chemicals or products would provide
DTSC with the scientific data and rationale for removing specific chemicals or products from
the priority lists, thereby limiting the lists to those chemicals and products of greatest

concern. We again propose that DTSC include a provision to petition for removal of a
chemical or product in its final regulation that mirrors Article 4, and that describes what
scientific data and analysis benchmarks DTSC would use to support a decision to remove
specific chemicals or products from the priority lists, thereby limiting the lists to those
chemicals and products of greatest concern. DTSC should also expressly authorize that such
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petitions could be brought on an industry-wide basis, so that each manufacturer need not
participate in a separate regulatory process.

The Proposed Regulation states that "fa]fter granting a petition, the Department will evaluate
and, if applicable, prioritize the chemical andlor the product in accordance with the
pnontization process in articles 2 andlor 3." (Section 69304.1(e).) We suggest that DTSC
clarify that granting a petition under Article 4 does not result in the chemical or product
being placed on the lists of Chemicals under Consideration and/or Products under
Consideration, but rather simply implies that DTSC will consider whether to designate the
chemicals andlor products as "under Consideration."

Applicability Determination Where Exposure Pathways Are Absent

The Proposed Regulations provided that the DTSC will not include in the chemical or
product pnontization a chemical or product for which DTSC determines that there is no
exposure pathway through which the chemical might pose a threat to public health or the
environment in California (1) during the useful life or (2) the end-of-life management of the
chemical or any product containing the chemical. (Section 69302.I(a)(2).)

DTSC should revise the existing Proposed Regulation to clarify what scientific factors would
support the "no exposure pathway''determination. We reconìmend that DTSC look to the
experience of the federal Consumer Product Safety Commission and the confusion caused

for both the agency regulators and the regulated community when this determination was left
so vague as to promote inconsistent or unclear determinations. For a wide variety of use

scenarios, the chemicals in a product are only subject to an available exposure pathway
during very short and infrequent times, with little actual dermal or environmental contact.
For just one example, the components of an electronic product or their solder may be
available only in the rare scenario of maintenance that would expose that part, or the
accidental removal of a protective cover. There are countless other situations of little to
virtually no exposure that could be categorically identified and the specific product excluded
from further consideration if sufficient clarity is provided by DTSC in its regulations.

Thus, the "no exposure pathway" standard should be clarified to provide sufficient guidance
to both the agency and the regulated community. First, DTSC should add additional terms to
the regulation to exempt chemicals if there is no pathway created through reasonably

þreseeable use of the chemical or products containing the chemical. Second, the term "or"
should be removed, and replaced by dividing the two exceptions into two separate

subdivisions. tn this way, chemicals that pose a risk in an end-of-productlife exposure
scenario can be address in a parallel but separate manner. The exposure scenarios for
chemicals during their useful life are far more varied and significantly different that those at
the end of life management of the product or of the chemical. Unless the regulation is
modified, there would be the potential to assert that all chemicals have some exposure
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pathway at the end of life, which would render the exception meaningless. Waste chemical
storage, treatment, and disposal are closely regulated under other statutory authorities. The
exception should be clarified to reserve for regulation those situations where there is a
significant risk presented under the existing cradle to grave regulatory program.

The "no exposure pathway'' exception is a critical part of the Proposed Regulations. DTSC
should separate and more clearly define those exceptions to make them effective and to carry
out the statutory intent.

De Minimis Exemption

The Proposed Regulation provides for a de minimis exemption if DTSC grants an
application, which must be submitted within 60 days after aproduct has been listed as a

Priority Product. (Section 69305.3.) The request must include information about the
manufacturer, the product, the Priority Chemical in the product, any efforts to reduce or
remove the Priority Chemical, and all federal and state regulatory thresholds regarding the
Priority Chemical. (Section 69305.3(a).) DTSC then may grant or deny the request or seek

additional information. (Section 69305.3(c).)

The proposed process creates uncertainty and confusion. Manufacturers and other
responsible entities have no guidance in the regulations regarding whether their products will
qualify for the de mínimis exemption. Moreover, DTSC staff, with its already taxed
resources, will have no bright-line standard by which to prioritize the chemicals that appear
in the most significant concentrations for regulation.

The prior version of the draft regulations provided a more workable standard. Under the
prior draft, a de minimis exemption was provided if the Priority Product contains no more
than}J%o of the Chemical of Concern or Priority Chemical that is the basis for the product's
listing. DTSC should refer to the safe-harbor standards in Proposition 65 to study the
necessity for a fixed concentration in allowing manufacturers and other regulated
stakeholders to have a minimum amount of predictability in the applicability of the
regulations. To promote the efficient prioritization of risks and the viability and workability
of the regulations,the de minimis exemption be restored to the initial bright-line standard in
the draft regulation, but justification for a lower standard should be tethered to identifiable
scientific standards. To the extent the 0.lYo threshold would be lowered by DTSC for a
particular product or application, the regulation should permit de minimis exemption requests
to be made on an industry-wide or product-wide basis.

Early Chemical Substitutions

Requiring an Alternatives Analysis Notification, including a Tier I Alternatives Analysis
Report or comparable informatíon,prior to reducing or removing a chemicalthathas been
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listed as a Chemical under Consideration or a Priority Chemical from a consumer product
(Section 69305.1) discourages innovation and paralyzes companies that may want to
reformulate their products for reasons that are entirely unrelated to this regulatory program.
This provision has no legitimate function in the pnontization process, and will likely prevent
manufacturers who are in the process of redesigning or reformulating consumer products
from doing so, simply to avoid the regulatory burden of documenting the quantitative and
qualitative public health and environmental benefits to DTSC.

The early chemical substitutions process does not comply with the purpose of the proposed

regulation. The stated purpose of the pnoitization process is to "identify and give priority to
those chemicals, and the consumer products that contain them, that pose the greatest public
health and environmental threats, are most prevalently distributed in commerce and used by
consumers, and for which there is the greatest potential for consumers or environmental
receptors to be exposed to the chemical in quantities that can result in public health or
environmental harm." (Section 69301.1(d).) The early chemical substitutions process

imposes requirements on manufacturers from the point a chemical is listed as a Chemical
under Consideration. (Section 69305.1(a).) It is the equivalent of a global product
registration system, and is a barrier to the free flow of commerce in California and beyond.

To avoid the disincentive to innovation created by the early chemical substitutions process,

the Proposed Regulation should only require an Alternatives Analysis Notification prior to
reformulating or redesigning Priority Products, or removing Chemicals of Concern - not
Chemicals under Consideration, which have not yet been evaluated to determine their
potential health and environmental threats, distribution in commerce, or likelihood of
exposure. Indeed, requiring manufacturers to provide detailed environmental and public
health impact information for such reformulations will likelybe impossible for many
Chemicals under Consideration. Alternatively, the exemption provided for manufacturers
who have submitted a Chemical Removal Confirmation Notification (Section 69305.1(c))
could be expanded by eliminating the requirement that no other chemical, Chemical under
Consideration, or Priority Chemical may be added to the product or component (Section
6e301 .2(a)(16)).

Extensions for Tier II AA Work Plans

The Proposed Regulation provides for a "one-time" extension not to exceed 90 days for an

AA Work Plan and not to exceed 12 months for an AA Report. (Section 69305.2(bX3).)
There is no reasonable or rational basis for this rule. The DTSC and regulated parties will
inevitably face situations where fuither extensions are appropriate for reasons beyond either
party's reasonable control, such as the lack of data or anticipation of pending new data. This
rule should be revised to provide DTSC with additional discretion regarding such extensions.

Data Requests
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Section 69301.6(e) allows DTSC to request information either by sending requests directly to
an individual responsible entity or by posting information call-ins on its website. The
information call-ins posted on the website "apply to all responsible entities, or
manufacturers, of a specific chemical or product or group of chemicals or products."
(Section 69301.6(e)(2).) The portion of this provision that allows DTSC to require
manufacturers or other responsible entities to respond to information call-ins on its website is
unlawful and should be eliminated. AB 1879 did not grant DTSC the authority to require
submission of this information. DTSC may only gather information to the extent it is
legitimately related to prioritization factors. Moreover, the regulated community is faced
with significant uncertainty as to the scope of information that maybe requested, as the
Proposed Regulation attempts to reserve DTSC's ability to make additional, open-ended
unspecifi ed information requests. (Section 693 0 1 . 6(aX2).)

The Proposed Regulation unreasonably requires manufacturers to monitor DTSC's website
for information requests. It is unreasonable to impose the burden of constantly monitoring
the DTSC website on manufacturers or other responsible entities. Furthermore, to hold
manufacturers or other entities liable for noncompliance without ensuring proper notice to
the regulated entity raises significant due process concerns.

Product Sales Prohibition

As one of its possible Regulatory Responses, DTSC may prohibit sales of a consumer
product in California if it determines that"a safer alternative exists that does not contain a

Priority Chemical and is both functionally equivalent and technologically and economically
feasible." (Section 69306.5.) Prohibiting the sale of a consumer product is a serious action,
and we are concerned about the methodology DTSC will use to determine functional
equivalency and technological and economic feasibility. For example, multiple factors could
influence whether a specific manufacturer can "feasibly" implement an alternative. For
example, an altemative may exist but another entity may own exclusive rights to
manufacture or market a particular formulation. Or, an altemative that DTSC prefers may be
more difficult to acquire, or less functionally efficient as the original formulation. These are

only a few examples of the types of determinations that should be analyzed by the DTSC.

Requlatory Responses Outside of DTSC Expertise

DTSC's entire regulatory history has been based upon the handling, treatment, disposal, and
remediation of hazardous waste. The broad set of proposed regulatory responses is largely
outside of DTSC's existing expertise. There are complex cost-benefit considerations,
economic modeling and feasibility studies to be performed before products and their
manufacturing methods are restricted or banned. The Proposed Regulation only superficially
addresses a protocol for the careful consideration of these factors in developing a regulatory
response.
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While the Proposed Regulation gives DTSC tremendous power and discretion, it does not
properly and clearly constrain that power and discretion with clear guidelines and limitations.
The result is regulations that have substantial due process and administrative process flaws.
If DTSC does not perform careful diligence, the unexpected consequences of its regulatory
actions may lead to capricious action that causes more harm than good. DTSC should
withdraw its proposed regulations regarding its regulatory response, and reissue a revised,
more thorough and detailed process for further public review and comment.

Regulatorv Duplication and Preemption

The Proposed Regulation does not comport with the statutory directive in AB 1879 to "avoid
regulatory duplication and actions that would supersede the authority of other departments or
agencies." Health and Safety Code section 25251.1. Section 25271.1 requires DTSC to
exempt chemical and products that are already regulated. In direct contrast to this statutory
provision, the Proposed Regulation requires the regulated community to prove with "clear
and convincing evidence" to DTSC's satisfaction that a consumer product is already
adequately regulated by the federal, state, or international government, and gives DTSC the

absolute discretion to ignore federal law if it believes that federal law does not adequately
address potential public health and environmental threats. (Section 69302.1(a)(1).) Notably,
DTSC may similarly reject a requested de minimis exemption if DTSC has "reliable
information" that the chemical is "potentially harmful" in concentrations below the de

minimis level.r (Section 69305.3(d)(2XA).) In other words, DTSC will have exclusive
administrative authority to accept and reject the national and international laws and

regulatory thresholds currently governing chemical exposure, effectively becoming a global
arbiter of consumer product safety.

The Proposed Regulation directly conflicts with section25257.l; the discretionary
exemption is illusory, and it ignores preemptive federal laws. For example, the Toxic
Substances Control Act ("TSCA"), 15 U.S.C. $ 2601 et seq. (1976), the Federal Hazardous
Substances Act ("FHSA"), 15 U.S.C. $ 1261 et seq., the Consumer Product Safety Act, as

amended, ("CPSA"), 15 U.S.C. $ 2051 et seq. (2008), and the Federal Food, Drug and

Cosmetic Act ("FFDCA"), 21 U.S.C. $ 301 e/ seq. and their regulations specifically address

many of the chemicals and products that would likelybe regulated by DTSC under the

Proposed Regulation, and expressly preempt conflicting standards for consumer products.
See, e.g.,15 U.S.C. $ 2051(bx3)(authorizing CPSC "to develop uniform standards for
consumer products and to minimize conflicting State and local regulations"); see also 15

U.S.C. 126l (expressly preempting non-identical state or local regulation of the relevant
substances). As a state administrative agency, DTSC cannot arbitrarily reserve the right to
ignore federal laws.

I Practically, tltts de minimis exemption is meaningless as thçre is rarely evidence of absolute safety at low-level
th¡eshold doses.
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To be consistent with section25257.l and principles of preemption, the Proposed Regulation
should exempt chemical/product combinations entirely if the chemical or product is subject
to regulation by an international, federal or other California regulatory program. California's
regulations must also recognize and respect existing standards, and not impose inconsistent
or duplicative requirements that are subject to DTSC's administrative discretion.

The Legislature did not grant DTSC the unchecked authority to regulate consumer products
if it can identify any possible multimedia or lifecycle impact on public health and the
environment. Because the Proposed Regulation inherently expands the scope of the statute

that it purports to implement, it is inconsistent with that statute, and DTSC lacks authority to
adopt it. Government Code sections 11342.1 and 11342.2; Western Oil and Gas Assoc. v.

Air Resources Board,37 Cal.3rd 502,509 (198a); Preston v. State Board of Equalizatíon,Z5
Cal. th 197,219 (2001); People, ex rel., Dept. of Alcoholic Beverage Control v. Míller
Brewing Co.,l04 Cal.App.4th 1189, Il99 (2002).

Moreover, it is indisputable that the Proposed Regulation reaches far beyond California's
borders to regulate the global supply chain of nearly every major consumer product
company. This broad reach will likely have significant implications on interstate coÍtmerce
and intemational trade. As currently drafted, the Proposed Regulation likely exceeds the
statutory and constitutional limits on Califomia's regulatory authority. First, California law
is presumed "not to have 'extraterritorial' effect unless specifically provided by the
Legislature or 'such intention is clearly expressed or reasonably to be inferred' from the
language of the act or from its pu{pose, subject matter or history." Opinion of the Attorney
General No. 87-207 ,70 Op. Atty Gen. Cal. 187,1987 Cal. AG LEXIS 24, quotingNorth
Alaskn Salmon Co. v. Pillsbury, 174 CaL I,4 (1916) (internal quotation omitted). Second,

"[a] state cannot regulate or proscribe activities conducted in another state or supervise the
internal affairs of another state in any way, even though the welfare of its citizens may be

affected . . . ." Archibaldv. Cinerama Hawaiian Hotels, Inc.,73 Cal. App. 3d 152,159
(1977). Finally, the Proposed Regulation includes requirements that would unduly burden
interstate coÍìmerce, and may stand as an obstacle to Congress's purpose in enacting TSCA,
the CPSA, as amended, the FFDCA, the FHSA, and the other federal statutes that govern

consumer products, chemicals and chemical exposures and management. We urge DTSC to
expressly acknowledge the existing federal authority governing consumer products and

chemical management and provide for an appropriate exemption that does not give DTSC
the authority to create conflicting and duplicative standards.

By casting an unjustifiably wide regulatory dragnet, and including draconian regulatory
responses ranging from California-specific formulations and risk communication to product
sales bans, the Proposed Regulation could pose a Technical Barrier to Trade, as that term is
defined in the Agreement on the Technical Barriers to Trade ("TBT Agreement"), to which
the U.S. is a party. Both federal and state governments of signatory pafües have an
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obligation to ensure that their regulations do not constitute TBTs. Even assuming that the

Proposed Regulation is not a TBT, the enactment requires notification to the World Trade

Organrzation through the National Institutes of Standards and Technology, the U.S. enquiry
point, and a meaningfully opportunity for Member States to comment. TBT Agreement

section 2.9. We believe that the NIST acknowledged these potential impacts and their
notification obligation, but failed to provide a proper notification until October 26,2010,
three busíness days before the comment period closed. At a minimum, we would hope that

DTSC extends the comment period so that the WTO Member States and their respective

stakeholders may have the opportunity to comment on the Proposed Regulation, as required

by U.S. law. TBT Agreement section 2.9.

Recommendations

Given the broad sweep of the Proposed Regulation and the potential landmark precedent it
will set for other regulatory agencies, it is especially important that DTSC "measure twice
and cut once" in adopting these regulations. Moreover, as an administrative matter, the

transaction costs for DTSC will in increase in some measure correspondingly with a program
that has inherent flaws to its workability and practicality. Accordingly, DTSC would be well
served to correct and improve its Proposed Regulation, and resubmit those revised

regulations for additional public review and comment. The short additional time necessary

to get the regulatory program right will pay significant dividends for the future. We join
with the other significant stakeholders who have worked with DTSC in the past to ask that

the agency continue these efforts that have, to date, yielded productive results.

Morrison & Foerster thanks DTSC for the opportunity to submit these comments.

Sincerely,

,"ffi:Ì/*
Euü9u,U[tivr¡

William F. Tarantino
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Comment: Over the past three years, Unilever, a global consumer products company with manufacturing facilities in California in 
City of Industry, Sunnyvale, and Stockton, has been participating in the California Green Chemistry Initiative through our industry 
trade associations, including the Grocery Manufacturers Association (GMA), Personal Care Products Council (PCPC), American 
Cleaning Institute (ACI), the industry coalition known as the Green Chemistry Alliance (GCA), and more recently with the Consumer 
Specialty Products Association (CSPA).   
 
We support the comments which these concerns are sending in separately, but there are several additional comments which we 
would like to make. 
 
Introduction 
 
For years, Unilever and our trade association representatives have lobbied in support of bi-partisan measures to create a science 
based framework for chemicals management.  This was true in 2008 with the passage of AB 1879 (Feuer, 2008) and SB 509 
(Simitian, 2008).  The driving force behind industry�s efforts has been a broad based desire for state regulators, rather than 
legislators, to exercise their expert scientific and engineering judgment and experience when determining appropriate regulatory 
actions affecting chemicals of concern in consumer products.   
 
The GCA, with Unilever�s support,  has subsequently advocated the crafting of regulations to enable the DTSC to fully and 
successfully implement AB 1879 and SB 509, which would in turn enhance public health and environmental protection, promote 
innovation while still respecting confidential business information, and further the principles of sustainable development.  In a 
proactive fashion and in response to DTSC�s requests for comments, GCA stakeholders have invested countless hours over the last 
several years developing regulatory text and comments for implementing the regulation.  This work has been the result of a focused 
and proactive effort by a broad array of individuals from coast to coast with science, engineering, toxicology, R&D, manufacturing 
and legal backgrounds and possessing significant expertise in state, national and international chemical management policy.   
 
Unilever was hopeful that the regulation would be forward-looking in order to identify, prioritize, evaluate and regulate the highest 
priority chemicals of concern in high priority consumer products; promote truly safer alternatives on the basis of comparative multi-
media life cycle evaluations; consist of a comprehensive set of regulatory concepts that are within the authority of and fully satisfy 
the substance of the enacting legislation; allow for a clear and timely implementation in an orderly and economically responsible 
manner; and provide clarity regarding compliance and enforcement.   
 
Despite our best efforts to provide feedback and solutions, Unilever is disappointed with the draft regulation:  it is far too 
bureaucratic, expensive for both the state and manufacturers to implement, and will likely result in a loss of innovative, �greener� 
products due to resources being diverted to completing the cumbersome requirements for the proposed alternatives assessment 
process.   The proposal fails to place judgment and decision making in the state scientists� hands.  Rather, it pushes many 
decisions and outcomes off on to the regulated community with scarce involvement from regulators unless it is to bring the hammer 
down on stakeholders who believe they are compliant with the law.  The required use of third party assessors/verifiers will likely 
slow the entire process, since such assessors will probably not have the full understanding of the consumer product innovation 
process needed to make proper assessments.    
 
The regulation proposed by DTSC has also  
 -expanded the scope of the regulations from everyday consumer products on store shelves to intermediate and bulk 
chemicals in the workplace;  
 -increased public participation and oversight at every step that will stifle the very innovation the regulation is supposed to 
promote;  
 -required costly and unnecessary third party certification; and  
  



All of these actions will have to be done on selected chemicals or products even in the absence of a showing of true hazard to 
public health or the environment and with total disregard to the economic viability of the regulated entities and the state�s 
economy.  
 
With the publication of the draft regulation on September 13, 2010, the overall scope and details of the regulation have expanded 
dramatically from earlier versions; industry is left with a regulatory proposal that is potentially a compliance nightmare and that may 
have seriously detrimental impacts on California�s economy, without benefitting public health and the environment. 
 
Despite countless conversations highlighting the issues, DTSC hasn't recognized that the regulated community can only act as 
quickly as the regulators can put systems in place to perform their regulatory functions (the more complicated and unclear the 
regulation, the slower the progress.)  The proposal before us for comment will not stimulate product innovation, growth, and green 
job creation in California, as much of the manufacturers� resources will be pulled away from innovation to focus on compliance 
activities. 
 
Given the current economic challenges to the state and business community, DTSC must be realistic and pragmatic in assigning 
costly responsibilities that provide little or no benefit.  At a time when California needs desperately to kick-start its economy by 
creating jobs, the proposed regulation imposes layer upon layer of additional cost on companies, impedes innovation and 
technology transfer, and will ultimately drive product development out of the state when California can least afford it.  The 
proposed regulation fails to address these components in a clear and consistent manner that would provide the ability for the 
regulated community to implement and comply with the requirements in the regulation.   
 
In conclusion, Unilever, as both marketers and manufacturers of consumer products in California, believes that the regulations in 
their current form will have adverse ramifications for virtually all industry sectors that manufacture or sell consumer products in 
California � disrupting commerce and blocking innovative technologies, without  accomplishing the major goals of the regulation.   
 
 
General Comments 
 
Unilever is concerned that the scope of the current proposal is overly broad and fails to focus on consumer products that present 
the greatest risk to human health and the environment.  This is partially attributed to a very broad definition of �consumer 
product� that could conceivably include not only finished traditional consumer products, but individual chemicals and component 
parts as well.   
 
One immediate concern is that there is an overriding notion that safer chemicals automatically equate to safer products.  While 
using less toxic chemicals is a contributing factor, formulating any consumer product is considerably more complex and requires 
significantly greater technical, engineering, and manufacturing skills than just switching the ingredients to �safer alternatives�.  
For example, microbiological safety is a critically important factor in assessing the safety of a formulation; Unilever carefully 
assesses the hygienic safety throughout the life cycle of making, marketing, and disposing of the product.  Microbiological concerns 
are thus important during the sourcing, processing, manufacture, transport, and storage of consumer products.   If the product is 
not adequately preserved the acute health consequences to the consumer using it can be severe, since microbiological growth can 
occur very quickly in a product.   Reputable consumer product companies recognize this and factor it into the design of safer 
products, via the use of preservatives, obtaining cleaner raw materials, and maintaining high manufacturing hygienic standards.   
The regulation must include microbiological safety as part of the factors leading to safer products for consumers. 
 
DTSC should also take steps to harmonize the definitions, provided in the draft regulation, with those definitions already in place in 
various U.S. and international regulations.  Having definitions which are specific, unique, and only applicable only to California 
creates unnecessary burdens on manufacturers. 
 
Labor Code Listing  
 
The term �hazard trait� is currently defined in the draft regulations to include carcinogens and reproductive toxicants contained 
on the Proposition 65 list, but it fails to specifically exclude chemicals added pursuant to the Labor Code references.  DTSC has said 
it will be ultimately guided by the outcome of litigation currently pending on this issue.  While presumably DTSC has concerns 
regarding workplace safety � thus the reason for the Labor Code reference � such concerns are better left to Cal-OSHA, which is 
tasked with overseeing the health and welfare of workers within the state.  As such, DTSC should exclude any reference to the 
Labor Code in the regulations or subsequent guidance.  The term is also defined to include reproductive toxicity and mutagenicity 
� but these speak to potential toxicity and are not toxic end points themselves, and so should not be listed as hazard traits.  
 
 
De Minimis 
 
While Unilever agrees with DTSC�s setting the de minimis ingredient level at 0.1% by weight as a compromise level, because it  is  
consistent with a majority of  existing state, federal and international regulations, including the European Union�s R.E.A.C.H. 
framework, the regulations go on to define �safe� de minimis levels by referencing threshold levels in existing regulations that 
are not directly relevant to consumer products.  For example, DTSC references Maximum Contaminant Levels (MCLs) under the 
Safe Drinking Water Act � which are based on drinking water ingestion and exposure levels � that are not consistent with public 
exposure to consumer products.   Such standards simply are not feasible for products which are not to be ingested. 



 
DTSC retains the unconstrained ability to lower a de minimis level or disregard it completely (such as with nanomaterials) without 
justifying why or identifying the criteria used in making this decision.  Specifically, the regulations allow DTSC to unilaterally (1) 
deny a de minimis exemption request, (2) stipulate a new de minimis level, or (3) determine that �aggregate exposure� of a 
chemical from multiple products, even if significantly below the de minimis level, is harmful.  While DTSC was ostensibly hoping to 
build flexibility into the regulations to allow it to address chemical concerns on a case-by-case basis, these �exceptions� utterly 
erode the utility of the de minimis exemption for businesses.   Any exception to the 0.1% level should be based on appropriate, 
scientifically valid, risk assessments using appropriate exposure scenarios. 
 
The Proposed Regulations also continue to contemplate situations where �0� is an appropriate de minimis level.  �0� is a 
technically impossible to measure regulatory standard that provides no additional benefit to public health and the environment.  In 
a situation where DTSC scientists believe 0.1% is not appropriate as a de minimis concentration, they should calculate an 
alternative threshold concentration�either higher or lower.  Experience in the European Classification and Labeling system (EC No. 
1272/2008) is that for 85% of the over 3300 chemicals with classified hazards the de minimis is 0.1%; for the remaining 15% the 
EU has determined a different level�sometimes lower and sometimes higher. 
 
The regulations should therefore include guidance on how DTSC would calculate and determine an alternative de minimis level.  
These de minimis calculations should be clearly stated and readily demonstrable.  
 
Responsible Entity  
 
The proposed regulations define the term �responsible entity� broadly to include multiple entities up and down the supply chain.  
There are several issues.   
 
Firstly, it is very likely that DTSC will be flooded with duplicate information.  With each entity individually saddled with a duty to 
comply with the data call-in requirements of the regulations, it is almost a certainty that DTSC will receive duplicate information 
since no entity will want to rely on another for their compliance.   
 
Secondly, it increases the likelihood that both the supply chain and the marketplace will be disrupted.  If a company designated as a 
�responsible entity� (including the owner or licensee of a brand name or trademark, importer, distributor, retailer or contractual 
affiliate thereof) decides to avoid the regulatory obligations by ceasing its operations in regard to California products, the entire 
supply chain is disrupted; and that disruption could ultimately prevent a product from entering the stream of commerce in 
California.   
 
Thirdly, the regulations don�t address what will happen if DTSC receives conflicting data from various entities.  With each entity 
forced to comply with data submission requirements, it is possible that disparities could emerge in the data submitted.     
 
To avoid these problems, DTSC should limit the definition of �responsible entity� to one discrete segment of the supply chain; or 
alternatively, utilize the Fair Packaging & Labeling Act definition of a responsible entity, which many laws currently incorporate by 
reference, in lieu of the current definition.  
 
Reliable Information  
 
It is critical that scientific information used in making decisions in the Green Chemistry program be of the highest quality: it should 
be reliable, relevant, and reproducible.  The proposed regulations are far too inclusive, holding that information from a wide variety 
of sources is deemed reliable without proper assessment of the quality of the research and analyses.  While those sources might be 
relevant to when considering weight of evidence concerns in priority decision-making, an entirely separate process is necessary to 
ensure that the information used is reliable.   
 
Unilever strongly recommends that DTSC utilize the globally accepted method for rating the quality and reliability of scientific 
studies developed by the Organization for Economic Cooperation and Development (OECD).   The OECD methodology is already 
used in U.S. and OECD chemical High Production Volume programs, as well as in the R.E.A.C.H. regulation, for determining data 
quality, reliability, and reproducibility.  Specifically, the OECD methodology calls for using data generated according to valid 
accepted testing protocols in which the test parameters documented are based on specific testing guidelines or in which all 
parameters described are comparable to a guideline method.  The guideline is published as Chapter 3 in the OECD's Manual for 
Investigation of HPV studies.  http://www.oecd.org/document/7/0,2340,en_2649_34379_1947463_1_1_1_1,00.html
 

  

Unilever strongly emphasizes, in assuring the safest products possible for the intended use, the development and use of reliable, 
scientific data in ensuring that its products are the safe.  For this reason, cosmetic ingredients are stringently assessed according to 
strict scientific protocols for adverse human health and safety impacts.   We want to ensure that our safety assessments are based 
on the highest quality data.  The Cosmetic Ingredient Review (CIR) Expert Panel is an independent, industry-funded panel of 
scientific experts, with U.S. Food and Drug Administration officials participating as liaison members, that regularly assesses the 
safety of numerous cosmetic ingredients and publishes its findings.  Similarly, FDA has the authority to take regulatory action if it 
determines that a cosmetic is adulterated or misbranded, which helps ensure that cosmetics are among the safest consumer 
products on the market.  Given the strict scientific protocols followed by CIR, and the participation of federal FDA officials in the 
safety review process, the Council recommends that DTSC (1) acknowledge CIR as an authoritative body of reliable information, 
and (2) consider CIR�s robust safety studies/findings prior to designating any priority chemicals or products.  



 
Intentionally Added  
 
Unilever has concerns over the potential manner in which DTSC will apply the concepts of �intentionally� and �unintentionally� 
added in a manner that will have render them virtually useless for industry.  In the �Applicability� section, the term 
�unintentionally-added� is significantly narrowed to �an ingredient that is not known by the producer to be present in the 
product�.  This suggests that any chemical present in a product that the manufacturer knows or should have known about is 
subject to the regulations, and only a substance that the manufacturer cannot reasonably be expected to know about is exempt. 
Therefore, an exemption for unintentionally added substances only applies to substances that are utterly unexpected, and 
consequently won�t apply to most consumer products.    
 
Unilever takes great care to understand everything about its products, including knowledge and assessment of the impact of low 
levels of contaminants which could come from various sources, including the water supply and other natural sources.  The proposed 
regulation states that, if we find out any of the specified chemicals are present as contaminants, regardless of the level in the 
product, the contaminant, for all intents and purposes, would be treated as if it were intentionally added. 
 
The provisions for unintentionally added chemicals and de mininis chemicals should work together to exempt many consumer 
products from these onerous regulations.  Unfortunately, the regulations seem to apply to every molecule that is known or should 
have been known to be in a product, including trace level contaminants.  For personal care products, the �intentionally-added� 
qualifier for ingredients would not only be consistent with the scope and definition of �ingredient� in the California Safe Cosmetics 
Act, but it would reflect the longstanding policy of the Food and Drug Administration, which excludes from the labeling requirement 
those incidental ingredients that do not provide a functional benefit in the finished product. 
 
DTSC should therefore limit the applicability of the proposed regulations to only those chemicals that are intentionally added, which 
would be consistent with other California, national, and international chemical regulatory policies.  
 
Nanomaterials 
 
The proposed regulations set forth a new definition for �Nanomaterial�, defining it as any form of an engineered chemical, 
substance or material that is composed of a discrete nanostructure, which has one or more dimensions at the nanoscale, and define 
�Nanoscale� as one or more dimensions on the order of 1000 nanometers (nm) or less.  
 
The establishment of an upper limit of 1000 nm without any lower limit or other narrowing criteria is wholly inconsistent with the 
scientific principles and practices recognized by national and international authorities.  In fact, most domestic and international 
regulatory bodies have set the nanoscale range at 100 nm or less, including the federal inter-agency National Nanotechnology 
Initiative which consists of 25 different federal agencies conducting nanotech-related activities. Many of these definitions are based 
on ISO Technical Standard 27687 � a standard that has been thoroughly vetted in a multi-stakeholder, multinational process.  
Moreover, given the extensive amount of time and effort dedicated to harmonizing nanotechnology nomenclature and standards at 
the global level in the hopes of developing uniform regulations for that industry, it would be counter-productive for California to 
introduce a new nanoscale range that does not conform to emerging standards.  
 
In the interest of a establishing a single, clear, universally-recognized definition, a 100 nm maximum upper limit should be adopted 
in these regulations.  
 
 
 
Conclusion  
 
Unilever has serious reservations about the viability of the draft regulation in delivering on the goals of the legislation.  All the issues 
noted by Unilever and by many other interested parties discuss many serious obstacles which call into question the viability of the 
green chemistry program.  While we appreciate that DTSC faces a statutory deadline for issuing these regulations, it is critical that 
DTSC construct a program that is workable from the onset, with a narrowly drawn scope and requirements that are not cost-
prohibitive.  To that end, we urge DTSC to give serious review and consideration to these comments as it prepares to craft its 
formal proposed regulation. 
 
Unilever still supports the initial goals of the legislation and will continue to work toward a regulation which will accomplish them in 
a manner which does in fact lead to innovative, safer products for consumers. 
 
 
 
 
 
Suggested Amendment Language:  
hr2: 
Art_2_Label: 
Section: 69302. General 
Page:  



Line:  
Comment: Chemicals of Concern 
 
 
The process for identification of candidate chemicals of concern should be a dynamic, on-going process with the most severe 
hazards being considered first and additional hazards considered based on resources available to DTSC and related agencies over 
time. 
 
There is a distinct and continuing lack of due process afforded to companies that must comply with the mandates in the proposed 
regulations.  Companies face immediate and irreparable economic damage as soon as a chemical is listed by DTSC as a chemical of 
concern, even before companies have the opportunity to defend the chemical�s safety in use.  The proposed regulations also (a) 
increase the risk that legitimate trade secret and confidential business information are publicly disclosed, which could causing 
permanent harm to companies; (b) give DTSC uncontested �pre-market approval� authority over new chemicals and products 
coming into commerce in California; and (c) provide DTSC with virtually unfettered discretionary authority to modify or reverse any 
of its findings under these regulations, which appear to be well beyond the scope of the underlying law and, in many cases, 
DTSC�s jurisdiction.  
 
 
 
 
Regulatory Duplication 
 
Unilever supports the decision by DTSC to exclude any product already regulated by another government entity.  If a product 
category is regulated by a federal agency for the same impact or risk as the concern that is being addressed under DTSC�s 
proposal, however, the product category should be automatically exempt from regulation.  DTSC should thus not have to make an 
affirmative determination on a case-by-case basis for the exemption to apply.  Otherwise, this would destroy the utility of the 
exemption, deprive industry of any regulatory certainty, and unnecessarily sap the resources and funds DTSC could utilize more 
effectively elsewhere in the Green Chemistry program.  Filing for the exemption should result in immediate relief from these 
regulations, unless DTSC subsequently finds that the other agency�s regulation is not duplicative.   
 
Moreover, where another agency or department has the authority to regulate (even if it chooses not to) should be sufficient to 
justify an exemption.  If an exemption is not granted in this instance, and DTSC decides to regulate, it could potentially lead to 
overlapping regulations by different authorities, particularly if the other agency decides to regulate at some time in the future.  This 
will result in a great deal of confusion for the regulated community.   
 
When the concept of regulatory duplication is considered within the context of the personal care product industry, it is clear that 
cosmetics and over-the-counter (OTC) drugs, which are regulated by the U.S. Food and Drug Administration (FDA), should be 
exempt from these regulations.  Cosmetic ingredients, which companies report to FDA, are specifically evaluated for human health 
effects and approved for use (e.g., color additives).  Likewise, OTC drug products, including sunscreens and anti-microbial products, 
must conform to monographs issued by FDA.  Each monograph applies to a specific drug category and prescribes detailed 
conditions to which the drug product must conform in order to be legally marketed, including active ingredients, labeling 
statements, warning statements, and so on.  Active ingredients that are included in a monograph undergo an extensive review for 
human health effects by experts in what is known as the OTC Drug Review.  And further, as with all human drugs, OTC drugs 
undergo an environmental assessment by FDA.      
 
In addition, certain personal care products are regulated by the California Air Resources Board, which considers potential 
environmental and human health concerns when developing clean air standards for the state, under their consumer product 
regulations.    
 
Unilever also concludes that food contact materials are already subject to comprehensive regulatory programs through both state 
and federal regulations. These categories therefore should be also excluded from the scope of the regulation.    
 
Chemical Prioritization 
 
Rather than set forth a workable prioritization process, the proposed regulations contemplate creating two separate ongoing lists � 
a Chemical Under Consideration list and a Priority Chemicals list � that together would be deemed to constitute Chemicals of 
Concern.  In reality every chemicals listed would be considered chemicals of concern.  While the previous �draft� regulations 
promoted a more sensible step-by-step screening process for winnowing down Chemicals Under Consideration to develop a list of 
the chemicals of concern, the proposed regulations have done away with this in favor of a far more complex approach.  Chemicals 
Under Consideration are no longer simply �under consideration� as priority chemicals, but have actual regulatory compliance 
burdens attached to them.    
 
Given that Chemicals Under Consideration are to be publicly listed before any standardized safety review is conducted, the potential 
for harm to manufacturers becomes even more acute.  Presumably, DTSC hopes that publishing the Chemicals Under Consideration 
list will put companies on notice that they are utilizing a Chemical of Concern, thus giving companies time to reduce or eliminate the 
use of that chemical before it is deemed a Priority Chemical.  This logic, however, ignores the fact that publicly listing a chemical as 



a Chemical Under Consideration, without the benefit of a rigorous safety and risk assessment review, sends a distinct signal to the 
market and can cause immediate and irreparable damage to a company and its products.          
 
The proposed regulations go on to create an exhaustive list of prioritization criteria with no clear instruction on how they will be 
applied.  There is no indication whether certain factors might carry more weight than others, whether all factors would be 
considered equal, or whether some combination of factors might give rise to a prioritization.  DTSC also appears to have unlimited 
discretion to pick and choose any of those criteria in designating a Chemical Under Consideration.  
 
The statute mandates that DTSC identify and prioritize chemicals of concern and prioritize the uses of the chemicals of concern in 
products that should then become the subject of an Alternatives Assessment.  Given the thousands of chemicals in California and 
the hundreds of thousands of different products and millions of components in products in California, there has been broad 
agreement since the very first stakeholder workshop that a step-wise approach to this prioritization was the only sensible way to 
screen and identify those chemical and product combinations that pose the greatest public health and environmental threats as a 
result of exposure to the chemical at levels that can result in human or environmental harm.  DTSC should take an initial step in 
chemical prioritization to identify �Chemicals Under Consideration� based on information available to the department and publish 
those with the reasoning that led the department to it�s conclusions.  We also recommended that the department conduct public 
notice and comment, allowing stakeholders to provide additional information to allow the department to move forward to the next 
step of Identifying Chemicals of Concern.   
  
In this concept, the Chemicals Under Consideration list plays several roles.  Firstly it plays a role in providing a notice which allows 
the department to gain valuable information from the public that may not be available to the Department and help it to better 
inform its Chemical of Concern decisions.  Secondly is its role as a queue for future Chemical of Concern decisions, allowing the 
department to propose and finalize Chemicals of Concern in concert with available resources.  Finally, the appearance of a Chemical 
in the Consideration list plays the role of sending a signal of regulatory concern to the market place.  Companies making and using 
a Chemical under Consideration will be aware of this status and can consider its implication as they make product design, 
manufacturing, and formulation decisions in the normal course of business. 
  
The Proposed Regulation, in including �finalized� Chemicals under Consideration as priority chemicals, dramatically shifts some of 
those roles.  This Chemicals under Consideration list continues to enable the department to gain additional information for priority 
setting.  However, including finalized Chemicals under Consideration as Chemicals of Concern for the purposes of the regulation will 
dramatically increase the impact of those decisions, placing any products that �contain� the chemical in immediate regulatory 
jeopardy.  A permanent and ever growing Chemical under Consideration list will emerge that has significant economy wide effects.  
Any chemicals on that finalized list have major regulatory obligations and burdens throughout the balance of the regulation and will 
encounter them forever, even though they may never be important enough to be finalized as Priority Chemicals�.  These burdens 
are placed on chemicals that the Department has not yet established meet the requirements for being Priority Chemicals.  This is 
unnecessary, unauthorized and needlessly burdensome. 
  
 
Suggested Amendment Language: Unilever wants DTSC to go back to the original concept�separating Chemicals under 
Consideration and Chemicals of Concern.  Chemicals under Consideration should be just that�under consideration.  The Priority 
Chemical term should be eliminated and returned to its previous Chemical of Concern name.  No regulatory compliance burdens 
should be imposed on chemicals that are being considered for Chemicals of Concern.  
 
Unilever recommends that DTSC return to the step-by-step approach outlined in the intial draft regulations.  The proposed 
regulations should also clearly indicate how the prioritization factors will be weighed, assessed, and applied.  We also recommend 
that any prioritization focus on risk, including the potential for exposure to consumers, and emphasize chemicals present in 
commerce at the highest volumes and which present the greatest exposure.  Finally, to the extent DTSC populates its Chemicals 
Under Consideration list from existing chemicals lists (e.g., Prop 65), the exclusions and exemptions contained in those lists should 
carry forward into the green chemistry regulations to ensure harmonization among all of California�s regulations. 
 
 
 
 
hr3: 
Art_3_Label: 
Section: 69303. General 
Page:  
Line:  
Comment: Product Prioritization  
 
In identifying and prioritizing products, DTSC will rely heavily on sales and volume information to approximate potential exposure to 
a chemical of concern in a consumer product.  Wherever possible, published data should be used to provide quantitative exposure 
information for an entire product category.  When such information does exist or is being developed, DTSC should first rely on and 
give preference to that relevant quantitative exposure data.     
 
It is critical that any exposure scenarios stem from �reasonable and foreseeable use� of a chemical or product.  This is a critical 
point: without a �reasonable and foreseeable� standard, DTSC creates a zero exposure standard that is virtually impossible to 



meet.  There must be a reasonableness standard included in the regulations to which a manufacturer can reliably demonstrate 
mechanisms and formulations that effectively prevent exposure to a Chemical of Concern, and thereby be granted an exemption for 
that particular product.  Moreover, including a �reasonable and foreseeable� criterion in the proposed regulations would 
harmonize the regulations with federal consumer product regulations.  For example, the Consumer Product Safety Act, Consumer 
Product Safety Improvement Act, and the Federal Hazardous Substances Act, among others, all contain reasonable and foreseeable 
as a key determinant in assessing exposure.     
 
There is also a lack of clarity regarding the balancing of prioritization factors.  The products prioritization process also will consider 
whether workers come into contact with a product in the workplace environment, including the business, retail, and service sector, 
in determining priority.  Such provisions are particularly troubling given that products used in an �intermediate manufacturing 
process�, even though not present in significant volumes in a finished product, are not exempt.  Since workplace hazards are 
already addressed under OSHA�s hazardous communication standard, this provision should be stricken from the draft regulations 
to avoid intruding on OSHA/Cal-OSHA�s jurisdiction.  For the same reason, the definition of �sensitive subpopulation� should be 
revised to specifically state that workers are excluded.     
 
Suggested Amendment Language:  
hr4: 
Art_4_Label: 
Section: 69304. Applicability and Petition Contents 
Page:  
Line:  
Comment:  
Petition Process 
 
 
The petition process is one where specific chemicals can be nominated by external parties for inclusion as a Priority Chemical.  We 
are concerned that the provisions not only fail to clearly provide for requests to remove chemicals/products from priority lists, but 
also that manufacturers of implicated chemicals/consumer products do not have any opportunity to provide necessary input on any 
chemical/product being petitioned prior to DTSC making a final �denied/approved� determination.  The process must work both 
ways and be fully open to public comment. 
 
 
Suggested Amendment Language:  
hr5: 
Art_5_Label: 
Section: 69305.1 Alternatives Assessment Notifications and Tier I AA Reports 
Page:  
Line:  
Comment: Alternatives Assessments-General Comments 
 
The Alternatives Assessment, the heart of the green chemistry program, is intended to evaluate toxicity of �Chemicals of 
Concern� contained in �Products of Concern� and identify alternatives that may make consumer products safer. Unfortunately, 
the alternative analysis process is so burdensome that it creates an automatic bias against any ingredient that might conceivably be 
listed as a Chemical of Concern.  
 
Unilever supports DTSC in allowing manufacturers to generate an Alternatives Assessment in-house, but DTSC negates this sensible 
approach by requiring a third-party to certify it.  The fact that the work plan and report have to be certified by a qualified or 
accredited 3rd party adds an unnecessary layer of bureaucracy to an already onerous process. It will be costly and cause delays in 
completing the Alternatives Assessment.  Furthermore, currently there is not an adequate supply of 3rd parties to accomplish this 
work.  
 
Unilever is opposed to third party verifiers for this purpose, as they will ikely not have an in-depth appreciation and understanding 
of the product development science and engineering used in the manufacture of consumer products.   An R&D scientist must 
consider a variety of factors in the selection of chemical ingredients for a consumer product, including, as mentioned previously, any 
microbiological issues.  Hazard traits of an individual chemical and life cycle analysis are only pieces of the equation.  Chemical 
ingredients often serve multiple functions in a consumer product formulation rather than provide a single benefit.  Therefore, an 
Alternative Assessment is a broad process that must evaluate a number of holistic considerations for any potential chemical 
alternative, including impact on product performance, potential interaction with other formula components, useful life, cost 
effectiveness, availability, commercial feasibility, consumer preference, and obviously human, microbiological, and environmental 
safety.  Manufacturers invest significant R&D resources to find the right targeted balance of chemical ingredients for consumer 
product formulations.  It is unreasonable to expect Lead Assessors of third party verification firms to fully appreciate the intricate 
R&D science invested in consumer product formulations or share the in-depth understanding of consumer behavior and preferences 
to adequately verify that a Tier II Alternative Assessment is �complete.� 
 
Additionally, requiring third party verification for every Tier II AA will be costly and hinder timeframes for completion of the AA 
given our understanding of the finite supply of Lead Assessors/third parties to accomplish this work.  Given the concerns by other 



stakeholders regarding the timeframes associated with the green chemistry processes, the verification steps will only serve to delay 
the process further for no benefit.   
 
 
Tier I Alternative Assessments 
 
Once a chemical is listed as a Chemical Under Consideration or a Priority Chemical, if any product containing that chemical is 
redesigned or reformulated to remove or reduce the concentration of the chemical, the responsible entity must provide DTSC with 
an Alternatives Assessment Notification and (Tier I) Report.    
 
Notwithstanding that this additional layer of bureaucracy will frustrate the stated goal of the regulations, namely to bring safer 
products to the market sooner, it also establishes DTSC as the sole gatekeeper to the California market.  In its Initial Statement of 
Reasons, DTSC stated that the Tier I notification process is necessary for DTSC to prevent any �regrettable substitution� of 
chemicals.  That is, if a responsible entity wants to replace a chemical of concern in a product, it must notify DTSC, and presumably 
DTSC must approve, what the substitute chemical is first.  The draft regulations also provide that if a manufacturer reformulates or 
redesigns a consumer product to remove a chemical that has been listed as a chemical under consideration or a chemical of 
concern, it has to provide substantial information about the reformulated or redesigned product even if it no longer contains a 
chemical of concern.  This process is indicative of a market �pre-approval� system, with DTSC as the final arbiter of a product�s 
composition.     
 
 
Tier II Alternative Assessments 
 
Unilever supports the inclusion of language that allows responsible entities to choose which life cycle segments and information 
elements are necessary to evaluate a Priority Product against potential alternatives.  This flexibility is critical to reducing the burden 
of what will already be a difficult and time consuming process.  
 
As part of the Tier II process, DTSC will look at a number of factors, including consumer product exposure assessment.  It is not 
clear whether DTSC, at the present time, has the capabilities or resources to assess exposure with regard to consumer products 
given the quantitative analysis needed to make priority setting decisions.   DTSC must work closely with industry experts in 
developing this capability more fully.   
 
Suggested Amendment Language: DTSC should also establish quality criteria for the performance of alternatives assessment 
verification by certified third parties, including grievance and dispute resolution procedures for parties who believe their alternatives 
assessments have been improperly denied verification. 
 
DTSC should require third party verification only in limited situations and not for every Tier II AA report, when the report has been 
prepared by an accredited in-house Lead Assessor.  Accredited in-house Lead Assessors are better positioned to understand the 
subjective Alternative Assessment applied to a Priority Chemical/Priority Product. 
 
The Tier I Alternatives Assessment should be dropped completely or modified to include just a notification to DTSC that the product 
with the chemical in question has been reformulated. 
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November 1, 2010 
 
 
 
Jeff Woled, MS 22A 
California Department of Toxic Substances Control 
Office of Legislation & Regulatory Policy 
P.O. Box 806 
Sacramento, CA 95812-0806 
 
Dear Mr. Woled: 
 
COMMENTS REGARDING THE GREEN CHEMISTRY PROPOSED REGULATION 
FOR SAFER CONSUMER PRODUCTS 
 
The Los Angeles County Integrated Waste Management Task Force (Task Force) 
commends the Department of Toxic Substances Control (DTSC) for developing the 
proposed Regulation for Safer Consumer Products (Regulations) and for adequately 
involving the affected stakeholders in the process.  The Regulations are an integral part 
of California’s Green Chemistry Initiative (Initiative), and the Task Force would like to 
offer the following regarding the “End-of-Life Management” regulatory response as it 
relates to solid waste. 
 
Pursuant to Chapter 3.67 of the Los Angeles County Code and the California Integrated 
Waste Management Act of 1989 (AB 939, as amended), the Task Force is responsible 
for coordinating the development of all major solid waste planning documents prepared 
for the County of Los Angeles and the 88 cities in Los Angeles County with a combined 
population in excess of ten million.  Consistent with these responsibilities, and to ensure 
a coordinated and cost-effective and environmentally-sound solid waste management 
system in Los Angeles County, the Task Force also addresses issues impacting the 
system on a County-wide basis.  The Task Force membership includes representatives 
of the League of California Cities-Los Angeles County Division, the County of 
Los Angeles Board of Supervisors, the City of Los Angeles, the waste management 
industry, environmental groups, the public, and a number of other governmental 
agencies. 
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Department of Toxic Substances Control  
November 1, 2010 
Page 2 
 
 
The Task Force applauds the transparency with which DTSC has acted throughout the  
Initiative and scientific foundations upon which these Regulations have been developed.  
The Task Force is always eager to aid in the development of solid waste management 
policies that are protective of public health, the environment, and natural resources as 
well as the economic wellbeing of Los Angeles County entities.  The fact that Green 
Chemistry “represents a major paradigm shift that focuses on environmental protection 
at the design stage of product and manufacturing processes,” (as stated in the Initial 
Statement of Reasons, R-2010-05) is monumental; comprehensively regulating all 
consumer products and identifying chemicals and products of concern is a lofty and far-
reaching goal.  Thankfully, the alternatives analysis process laid out in the Regulations 
attempts to ensure all consumer products, chemicals, and their alternatives will be 
“benign-by-design” to humanity and the environment.  Currently, local governments are 
shouldered with the responsibility of collecting or managing certain dangerous or 
hazardous waste-stream items (typically the result of a “cradle-to-grave” mentality and 
approach to waste management).  The life-cycle thinking and “cradle-to-cradle” 
approach of Green Chemistry comes full circle and allows for the necessary shift in 
focus from managing wastes at the product’s end-of-life stage to “designing chemicals, 
processes and goods that have fewer or no adverse effects throughout their lifecycle”. 
Thus, these Regulations will likely relieve local governments and the general taxpaying 
public of both the need and responsibility to manage certain wastes, instead making the 
direct benefactors (the product producers and consumers) directly responsible.   
 
The Task Force has previously commented on the “End-of-Life Management 
Requirements” section of both the Straw Proposal and First Draft of these proposed 
Regulations and is pleased to see the incorporation of most recommendations into the 
proposed Regulations.  However, the Task Force respectfully request that the proposed 
regulation be expanded to provide for DTSC, at its discretion, to stipulate certain 
conditions, such as either a minimum or ultimate collection rate, upon the product 
stewardship program and plan.  Specifically, § 69306.4(a)(2)(C) should be expanded to 
read: 
 

“The product stewardship program and plan for collecting and, if applicable, 
recycling the product shall be developed in consultation with California retailers 
and potential collection sites and may include conditions specified by the 
department, such as minimum and ultimate collection rates.” 

 



Department of Toxic Substances Control  
November 1, 2010 
Page 3 
 
 
 
Again, we appreciate DTSC’s consideration of our comments in the development of the 
Regulation for Safer Consumer Products.  We look forward to better and safer 
consumer products being available and producers taking responsibility for the products 
they place into the stream of California commerce.  If you have any questions, please 
contact Mr. Mike Mohajer at (909) 592-1147. 
 
Sincerely, 

 
 
 

Margaret Clark, Vice-Chair 
Los Angeles County Solid Waste Management Committee/ 
Integrated Waste Management Task Force and 
Council Member, City of Rosemead 
 
MS:ts 
P:\eppub\ENGPLAN\TASK FORCE\Letters\DTSC Green Chem Reg 11-01-10.doc 
 
cc: Maziar Movassaghi, Acting Director, Department of Toxic Substances Control 
 Linda S. Adams, Secretary of the California Environmental Protection Agency 
 Each Member of the County of Los Angeles Board of Supervisors 

Each City Mayor in the County of Los Angeles 
California State Association of Counties 
League of California Cities 
League of California Cities, Los Angeles County Division 
California Product Stewardship Council 
Southern California Association of Governments 
San Gabriel Valley Council of Governments 
South Bay Cities Council of Governments 
Gateway Cities Council of Governments 
Each City Recycling Coordinator in Los Angeles County 
Each Member of the Los Angeles County Integrated Waste Management Task Force 
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November 1, 2010 
 

Mr. Jeff Woled, Regulations Coordinator 
Department of Toxic Substances Control 
P.O. Box 806 
Sacramento, CA 95812-0806 
 
Re:  Safer Consumer Product Alternatives – Proposed Regulations  
         R-2010-05 (September 13, 2010) 
 
Dear Mr. Woled: 
 
On behalf of the Green Chemistry Alliance (―GCA‖), we respectfully submit 
the following comments relative to the Department of Toxics Substances 
Control‘s (DTSC or department) Safer Consumer Product Alternatives 
Regulation (―regulation‖) of September 13, 2010.   
 
While GCA and its members appreciate the complicated nature of drafting 
the Safer Consumer Product Alternatives regulation, we are incredibly 
dismayed with the proposal that is before us for consideration.  Rather than 
narrowing the list of outstanding issues, the overall scope and details of the 
regulation of September 13, 2010 have expanded dramatically leaving a 
regulatory proposal that is completely unworkable and that will have 
seriously detrimental impacts on California‘s economy, public health and the 
environment.  This expanded regulatory scope leaves DTSC without the 
ability to articulate a meaningful basis for exempting this regulation from 
environmental review.  
 
For years, GCA stakeholders have lobbied in support of bi-partisan 
measures to create a science based framework for chemicals management.  
This was particularly evident in 2008 with the passage of AB 1879 (Feuer, 
2008) and SB 509 (Simitian, 2008), the enabling legislation for the 
regulation.  The driving force behind industry‘s efforts has been a broad 
based desire for state scientists, rather than legislators, to exercise their 
expert scientific and engineering judgment and experience when determining 
appropriate regulatory actions affecting chemicals of concern in consumer 
products. 
 
GCA has strongly advocated for crafting regulations that enable the DTSC to 
fully and successfully implement the enabling legislation, which would in turn 
enhance public health and environmental protection, promote innovation 
while still respecting confidential business information, and further the 
principles of sustainable development.  In a proactive fashion and in 
response to DTSC‘s requests for comments, GCA stakeholders have 
invested countless hours over the last two years developing regulatory text 
(June 24, 2009, incorporated by reference) and comments for drafting 
implementing the regulation (May 27, 2010; November 9, 2009; and July 22, 
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2010; incorporated by reference).   This work has been the result of a focused and proactive 
effort by a broad array of individuals from coast to coast with science, engineering, toxicology, 
R&D, manufacturing and legal backgrounds and possessing significant expertise in state, 
national and international chemical management policy.   

 
When GCA began this process and called upon experts to become engaged, we were hopeful 
that the regulation would be forward looking to identify, prioritize, evaluate and regulate the 
highest priority chemicals of concern in high priority consumer products; promote truly safer 
alternatives on the basis of comparative multi-media life-cycle evaluation; consist of a 
comprehensive set of regulatory concepts that are within the authority of and fully satisfy the 
substance of the enacting legislation; allow for a clear and timely implementation in an orderly 
and economically responsible manner; and provide clarity regarding compliance and 
enforcement  (May 27, 2010).  What we have before us accomplishes none of these goals. 
 
In the current and foreseeable economic climate, California must adopt balanced regulations 
that focus on the highest risk exposures to substances in consumer products sold or used in the 
state.  Nowhere else in the world is there a regulatory process to manage chemicals in 
consumer products as aggressively as that which is being proposed.  The Green Ribbon 
Science Panel upon reviewing earlier draft proposals cautioned against trying to do too much 
too soon.     
 
The proposed regulation has not heeded the Panel‘s recommendation to take it slow; rather, the 
scope of the regulations has been expanded from everyday consumer products on store 
shelves to intermediate and bulk chemicals in the workplace; increased public participation and 
oversight at every step that will without question stifle the very innovation the regulation is 
supposed to promote; required costly and unnecessary third party certification; and 
circumvented  protections against access to legitimate confidential business information and 
trade secrets.  And all of this occurs in the absence of a science-based showing of true hazard 
to public health or the environment and with total disregard to the economic viability of the 
regulated entities and the state‘s economy. Such provisions will only serve to impede progress 
rather than stimulate it.   Most unfortunate of all, the proposed regulation would have 
questionable value in improving the safety of consumer products in California.    
 
Despite countless conversations highlighting the issues, the proposal fails to recognize that the 
regulated community can only act as quickly as the regulators can put systems in place to 
perform their regulatory functions (the more complicated and unclear the regulation, the slower 
the progress.)  The proposal will not stimulate product innovation, growth, and green job 
creation in California; rather, it applies last century‘s command and control regulatory regime to 
what was to be a 21st century approach to consumer products.  The only alternative products 
resulting in larger number in less time will be lawsuits.  
 
Given the current economic challenges to the state and its business community, the regulation 
must be realistic and pragmatic rather than assigning costly responsibilities that provide little or 
no benefit.  At a time when California needs desperately to kick-start its economy by creating 
jobs, the proposed regulation imposes layer upon layer of additional cost on companies, 
impedes innovation and technology transfer, and will ultimately drive product development out 
of the state when California can least afford it.  This is not the scenario the Governor enunciated 
during the signing ceremony for AB 1879 and SB 508.  The proposed regulation fails to address 
these components in a clear and consistent manner that would enable the regulated community 
to comply with the requirements in the regulation.  Moreover, much of what is proposed is well 
beyond the authority provided to the department under the provisions of AB 1879, SB 509 and 
federal laws and regulation. 
 



 

While GCA appreciates the opportunity to have engaged DTSC on numerous occasions and 
provided detailed comments and solutions (June 24, 2009; November 9, 2009; May 27, 2010; 
and July 22, 2010, incorporated by reference), we are highly dismayed with the department‘s 
proposed regulations which fall far short of adequately addressing the concerns raised by GCA.  
These proposed regulations if adopted will have very serious and detrimental impacts on the 
regulated community and the state‘s economy.  In this regard, GCA respectfully submits the 
following comments and related concerns regarding the Safer Consumer Product Alternatives 
Regulation (September 13, 2010).  
 
For further information or questions regarding the Green Chemistry Alliance, its members, or the 
attached comments contact John Ulrich (916) 989-9692 or Dawn Koepke (916) 930-1993.  You 
may also visit the Green Chemistry Alliance website www.greenchemistryalliance.org.  
 
Sincerely, 
 
 
 
 
 
 
John Ulrich       Dawn Sanders Koepke  
Co-Chair       Co-Chair  
Chemical Industry Council of California   McHugh & Associates 
 

 
 
 

 
CC: The Honorable Linda Adams, Secretary, CalEPA  

Cindy Tuck, Undersecretary, CalEPA  
Patty Zwarts, Deputy Secretary, CalEPA  
Scott Reid, Cabinet Secretary, Office of the Governor  
John Moffatt, Legislative Affairs, Office of the Governor  
Maziar Movassaghi, Acting Director, DTSC  
Jeff Wong, Chief Scientist, DTSC 
Odette Madriago, Chief Deputy, DTSC 
Hank Dempsey, Special Advisor, DTSC 

 
 

Encl:  GCA Regulatory Proposal – June 24, 2009 
GCA Straw 2 Comment Letter – November 9, 2009 
GCA Goal Post Letter – May 27, 2010 
GCA Draft Regulation Comment Letter – July 22, 2010 
GCA OEHHA Draft Hazard Trait Regulation Comment Letter – September 13, 2010 

  GCA letter to CA Environmental Policy Council (EPC) – November 26, 2010 
 

http://www.greenchemistryalliance.org/
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GCA Comment – Final, 2010-11-01 

Guide to GCA Comments  

regarding  
Proposed Safer Consumer Product Alternative Regulations 

(R-2010-05; September 2010) 
 

 
PROLOGUE 
 

 The regulations are inconsistent with the underlying statutes. 
 

 The regulations contain numerous provisions that are either counterproductive or 
inefficient to the achievement of the statutes‘ purposes. 

 
 The draft regulations undermine the goals of green chemistry. 

 
 

 
ARTICLE 1 – GENERAL 
 
§ 69301 – Purpose and Applicability 
 

 Subdivision (b)(1) expands the scope of the green chemistry law, and contradicts the 
department‘s mandate to propose regulations which minimize its costs and maximize its 
benefits for the state‘s economy. 

 
 Subdivision (b)(2) unnecessarily duplicates the green chemistry law and creates the 

potential for confusion. 
 

 Subdivision (b)(3) expands the scope of the green chemistry law, and contradicts its 
purpose to regulate consumer products used in California. 

 
 Subdivision (c), in Its Entirety, Is Inconsistent with the Green Chemistry Law and 

Contradicts Other Existing Law. 
 

 Subdivision (c), and Each of Its Subparts, Fail To Meet the Necessity Standard for 
Proposed Regulations. 

 
 Subdivision (c)(1) and (c)(2) Are Unclear and Appear To Be in Conflict. 

 
 
§ 69301.1 – Guiding Principles 
 

 Section 69301.1 Is Unnecessary and Goes Far Beyond the Department‘s Authority to 
Implement the Green Chemistry Law. 
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§ 69301.2 – Definitions 
 

 Bioaccumulation & Persistence 
 

 Carcinogen or Reproductive Toxin 
 

 Chemical, Chemical Substance, Chemical Mixture 
 

 Chemical Hazard Assessment 
 

 Chemical/Product Removal Notifications & Tier I AA Notifications 
 

 De Minimis 
 

 Economic Impacts 
 

 Financial Guarantee 
 

 Functionally Equivalent 
 

 Hazard Traits 
 

 Intentionally Added Chemical or Chemical Ingredient 
 

 Intermediate Manufacturing Materials & Processes 
 

 Multimedia 
 

 Nanomaterials 
 

 Place into the Stream of Commerce 
 

 Product Stewardship 
 

 Reliable Information 
 

 Responsible entity 
 

 Unreasonable Compliance Options for Non-Manufacturer Responsible Entities 
 

 Safer 
 

 Sensitive Subpopulations 
 

 Threat 
 

 Trade Secret 
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§ 69301.4 – Duty to Comply and Consequences of Non-compliance 
 
 
§ 69301.5 – Information Submission and Retention Requirements 
 
 
§ 69301.6 – Chemical and Product Information 
 

 The Department Lacks the Authority to Request Data From Manufacturers 
 

 Fails to Provide Clarity and Certainty  
 

 The Department Has Not Shown Why the Suggested Information is Necessary For 
Prioritization 

 
 Lacks Necessity 

 
 
 
ARTICLE 2 & 3 – CHEMICAL/PRODUCT PRIORITIZATION PROCESS 
 
§ 69302 – Chemical Prioritization Process  
 
 
§§ 69302.1 and 69303.1 – Applicability: Duplication  
 

 The Proposed Regulation Attempts to Supersede Other Agency Authorities and/or 
Duplicate Existing Regulations 

 
 Particular Concerns Associated with Intermediate Manufacturing Materials & Processes 

 
 
§§ 69302.1 and 69303.1 – Applicability: “Reasonable & Foreseeable” Exposure  
  
 
§ 69302.1 and 69303.1 – Applicability: Science Based Decisions  
 
 
§§ 69302.2 and 69303.2 – Chemicals/Products Lists: Hazard & Exposure Info  
 
 
§ 69302.3 – Chemicals Under Consideration 
 

 Subdivisions (a) Through (g), and Many of Their Subparts, Are Unclear and Fail To Meet 
the Necessity Standard for Proposed Regulations. 

 
 Subdivision (b)(25) and (d)(5) are unclear. 
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Using Regulatory Duplication as a Priority Factor Is Inappropriate 
 
 
 
ARTICLE 3 – PRODUCT PRIORITIZATION PROCESS 
 
§ 69303.1 – Applicability: Intermediate Manufacturing Materials & Processes 
 
 
§ 69303.2 - Product Lists 
 

 Subdivision 69303.2(d) Fails To Meet the Necessity Standard for Proposed Regulations. 
 

 Subdivision 69303.2(d)(3) Goes Beyond the Department‘s Authority to Implement the 
Green Chemistry Law. 

 
 Subdivision 69303.2(e) Is Inconsistent with the Green Chemistry Law, Contradicts Other 

Existing Law and Fails To Meet the Necessity Standard for Proposed Regulations. 
 
 
§ 69303.3 – Products under Consideration: Exposure  
 

 Intermediate Manufacturing Materials & Processes 
 

 Fails To Meet the Necessity Standard for Proposed Regulations. 
 

 Subdivision (c)(5) Is Inconsistent With, and Exceeds the Department‘s Authority Under, 
the Green Chemistry Law. 

 
 
§ 69303.4 – Priority Products  
 

 § 69303.4 Fails To Meet the Necessity Standard for Proposed Regulations. 
 
 
ARTICLE 4 – PETITION FOR INCLUSION OF A CHEMICAL OR 
PRODUCT IN THE PRIORITIZATION PROCESS 
 

 § 69304 – Applicability and Petition Contents  
 
 
 
ARTICLE 5 – ALTERNATIVES ASSESSMENTS 
 

 § 69305 – Alternatives Assessments  
  
 § 69305.3 – De Minimis Level (0.1%) & Exposure 
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ARTICLE 6 – REGULATORY RESPONSES 
 

 No clarity that Regulatory Responses must be proportional to the degree of 
risk 

 
 § 69306.2 – No Regulatory Response Required 

 
 

 § 69306.3 – Product Information to Consumers 
 
 

 § 69306.4 – End-of-Life Management Requirements 
 
 

 § 69306.5 – Product Sales Prohibition 
 
 

 § 69306.6 – Other Regulatory Responses 
 
 

 § 69306.9 – Regulatory Response Report and Notifications 
 
 
ARTICLE 7 – DISPUTE RESOLUTION PROCESSES 
 
 
ARTICLE 8 – ACCREDITATION AND QUALIFICATION 
REQUIREMENTS FOR PERFORMANCE OF ALTERNATIVES 
ASSESSMENTS 
 
§§ 69308, 69308.1, and 69308.2 – Requirements for Qualified Third-Party 
Assessment Entities, In-House Assessment Entities, and Designated Accrediting 
Bodies 
 

 Article 8, and Each of Its Subparts, Fail To Meet the Necessity Standard for Proposed 
Regulations. 

 
 Subdivision (a)(4)(A) Exceeds the Department‘s Authority, Conflicts With Other Law and 

Is Unclear. 
 
 
§ 69308.2 - Requirements for Designated Accrediting Bodies 
 

 Subdivision (g)(2) Conflicts With Substantive and Procedural Due Process Protections 
and Is Unclear. 
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§ 69308.3 – Lead Assessor Accreditation  
 
 
 
ARTICLE 10 – CONFIDENTIALITY OF INFORMATION  
 
GCA Asserts Article 10 Is Not Necessary and Should be Struck In Its Entirety 
 
 
§ 69310 – Confidential Business Information 
 
 
§ 69310.1 – Assertion of A Claim of Confidential Business Information 
 

 The Duplicative Portions of This Section Are Unnecessary 
 

 Portions of This Section Are Inconsistent and Expand the Scope of the Underlying Law 
 
 
§ 69310.2 – Marking and Indexing of Documents 
 

 The Duplicative Portion of This Section Is Unnecessary 
 

 The Portion of This Section Is Inconsistent and Expands the Scope of the Underlying 
Law 

 
 The Requirement for a Claims Index Threatens the Security of Trade Secrets 

 
 
§ 69310.4 – Support of a Claim of Trade Secrets Protection  
 

 A Portion of § 69310.4 Lacks Clarity 
 

 Requiring Extensive Substantiating Information Within Ten Days Is Infeasible, 
Unnecessary, and Inconsistent with Existing Law 

 
 Significant Portions of § 69310.4, Requiring Substantiating Information, Are 

Unnecessary and Inconsistent with the Statutory Definition of a Trade Secret 
 
 
§ 69310.5 – Departmental Review of Trade Secret Claims 
 

 Subdivision (a) of § 69310.5 Is Inconsistent With Underlying Law 
 

 Subdivision (b) of § 69310.5 Duplicates § 25257 and Is Unnecessary 
 
 
§ 69310.6 – Hazard and Trait Submission 
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 The Portion of § 69310.6 That Duplicates Existing Law Is Unnecessary 
 

 The Balance of § 69310.6 Is Inconsistent With the Underlying Law 
 
 
Summary of Comments on Article 10 
 
 
 
ARTICLE 11 – SMALL BUSINESSES    
 

 Article 11, and Each of Its Subparts, Fail To Meet the Necessity Standard for Proposed 
Regulations. 

 
 
 
OTHER ISSUES OF SIGNIFICANCE 
 

 An Effective, Less Burdensome Alternative to the Proposed Action Exists  
 

 The Proposed Action Constitutes a Technical Barrier to Trade 
 

 The Department is Obligated to Comply with CEQA 
 
 
CONCLUSION 
 
 
 
EXHIBITS 

 
1)  GCA Regulatory Proposal – June 24, 2009 

 
2) GCA Straw 2 Comment Letter – November 9, 2009 

 
3) GCA ―Goal Post‖ Letter – May 27, 2010 

 
4) GCA Draft Regulation Comment Letter – July 22, 2010 

 
5) GCA OEHHA Pre-Draft Hazard Trait Regulation Comment Letter –  

 September 13, 2 
 

6) GCA letter to CA Environmental Policy Council (EPC) – November 26, 2010  
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PROLOGUE 
 
After careful review and consideration, The Green Chemistry Alliance (GCA) has conclusively 
determined that the draft regulations do not promote our shared goals for numerous reasons. 
The regulation is fundamentally inconsistent with the underlying statutes. It contains numerous 
provisions that are either counterproductive or inefficient to the achievement of the shared 
goals. And, most ironically, it undermines the goals of green chemistry.  We discuss each of 
these three issues in this section.  More detailed analysis is provided in the comments that 
follow. 
 

1. The regulations are inconsistent with the underlying statutes 
 AB 1879 calls for the adoption of regulations to identify and prioritize chemicals in 

consumer products.  Health & Safety Code (H&S Code) § 25252(a).  The proposed 
regulations go well beyond the regulation of chemicals in everyday consumer 
products, which are the focus of nearly every presentation by DTSC.   These 
regulations if adopted would encompass such complex items as buildings, vehicles 
of all shapes and sizes, aircraft, and even tank car quantities of chemical raw 
materials and intermediates. 

 
 The statute requires that the department not duplicate or adopt regulations for 

product categories subject to other similarly intentioned regulations.  H&S Code § 
25257.1(c).  The flow chart developed to summarize the conclusions of the Green 
Chemistry Initiative Final Report also shows exemptions for chemicals and products 
―regulated by others.‖  However, the proposed regulations will not provide 
exemptions as contemplated by the flow chart or the statute.  Clear exemptions must 
be included to implement the statutory requirement.  

 
 AB 1879 calls for the protection of trade secrets, consistent with provisions in the 

Government and Evidence Codes.  H&S Code § 25257.  However, the draft 
regulations provide for trade secret protection that is less protective than provided for 
in current California law.  The department does not have the authority to erode the 
trade secret protections set forth in California statute.    See discussion re: Article 10, 
p. 54. 

 
 

2. The regulations contain numerous provisions which are counterproductive 
and/or inefficient to the achievement of the statutes’ purposes 

 
 It was the intent of the Legislature that the regulations be structured to allow 

maximum use of information from other nations and other states to leverage work 
already completed and to minimize costs.  H&S Code § 25252(b)(2).  
Notwithstanding this clear direction, most of the definitions and applicability of terms 
in the draft regulations that are also used in federal and international protocols 
deviate from the accepted international and federal definitions and standards (e.g., 
the definitions of bioaccumulation, chemical, chemical hazard assessment, de 
minimis, nanomaterials, reliable information, reasonable and foreseeable in product 
safety laws, and responsible entity).  An inconsistent regulatory program will make 
the sharing and comparing of information among California, national and 
international agencies difficult and inefficient because California refuses to ―speak 
the same language.‖ 
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 Prioritization of risks is a critical element of the statute.  See, H&S Code § 25252(a).   

A number of provisions in the regulations are counter-productive to establishing an 
efficient prioritization process.  For example: 1) there is no exemption for products 
where the reasonable or foreseeable risk of exposure is low or even inconsequential 
thus sweeping a large number of low-risk products into the regulatory universe; and 
2) the definitions of ―hazard trait,‖ ―reliable information‖ and ―threat,‖ and the related 
definition of ―adverse effect‖ in the OEHHA draft regulations, cast the net so broadly 
that virtually every chemically-formulated product will be subject to some form of 
regulation. This latter point will result in significant regulatory and economic 
uncertainty for those potentially subject to the regulation. 

 
 The regulations require mandatory third-party verification for all Tier II alternatives 

assessments.  While appropriate in some instances, third party involvement in all 
cases is not justified.    GCA supports the use of third parties under certain 
circumstances, however, the provision to subject all Tier II assessments to third 
party review is unnecessary in light of the department‘s direct role in reviewing 
alternatives assessment work plans and reports,.  Third-party assessments will 
increase the bureaucracy and delay the completion of alternatives assessments. In 
the case of particularly complex assessment, third-party assessments are also likely 
to be less reliable than work done by in-house assessors who intimately understand 
the full range of factors that must be considered.  Third-parties simply cannot 
duplicate the in-house expertise necessary to conduct complex assessments. 
Significantly, it must be noted that AB 1879 neither addresses nor mandates third-
party verification. 

 
 
3. The draft regulations undermine the goals of green chemistry 
 

 The Green Chemistry Initiative Final Report envisioned a process in which the 
universe of chemicals would be prioritized in a two-step process—by identifying 
―Chemicals under Consideration‖ from the entire universe of chemicals and then 
further identifying a subset of ―Chemicals of Concern.‖ Consumer products that 
contained this narrower category of ―Chemicals of Concern.‖ would then enter the 
assessment process The draft regulation ignores this prioritization process and 
subject consumer products containing one or more of the much broader set of 
“Chemicals under Consideration” to burdensome regulatory requirements.  This 
destroys the prioritization process, which was a foundational element of the product 
evaluation process and subjects potentially low-risk products to the same level of 
scrutiny as potentially high-risk products.  Without effective prioritization, the goal of 
addressing the highest risks first is lost. 

 
 Green Chemistry envisions that chemists will play a fundamental role in reducing 

risks by synthesizing new safer chemicals and designing products that are more 
benign. Regulations that promote innovation and target regulatory activities to where 
they are most needed will spur innovation.  The draft regulations, which feature 
extensive oversight, third-party verification, a much larger number of required 
assessments, and unprecedented restrictions on protection of trade secret 
information, will stifle innovation rather than promote it.    
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GCA and its members have worked diligently with other stakeholders for more than two years to 
promote the Green Chemistry Initiative and the associated regulations.  Our goal has been to 
help develop a set of regulations that would identify the highest priority chemicals of concern, 
focus on consumer products using the chemicals of concern that present the greatest risks, and 
promote safer alternatives by challenging and bringing out the best in our research chemists.   
 
Unfortunately in the roughly 8-week interval between the time the discussion draft regulation 
were released (June 23, 2010) and the more recent official notice of the formally Proposed 
Regulations (September 13, 2010) the language in the proposed regulation has been altered so 
significantly that it is now fundamentally unworkable.   The proposed regulation undermines the 
chemical and product prioritization process such that resources will not be focused where real 
risk reductions may be possible.  Instead, the focus will be expanded to encompass a larger 
number of chemicals and products, many of which will offer marginal risk reduction possibilities, 
but with significant costs to the department and the regulated community.     
 

# # # 
 
 
 
ARTICLE 1 - GENERAL 
 
§ 69301 - Purpose and Applicability 
 
Subdivision (b)(1) expands the scope of the green chemistry law, and contradicts the 
department‘s mandate to propose regulations which minimize its costs and maximize its 
benefits for the state‘s economy:  Section 69301(b)(1) declares the scope of the proposed 
regulations to include all consumer products placed into the stream of commerce in California.  
However, Health and Safety Code § 25257.1 limits the department‘s authority by proscribing 
regulation of product categories that are already regulated, or subject to pending regulation 
consistent with the purposes of the green chemistry law.  Thus, the proposed language exceeds 
the authority given the department by statute.  Moreover, to the extent subdivision (b)(1) 
includes consumer products that are already regulated it is inconsistent with Health and Safety 
Code § 25252(b)(2), which requires the department to minimize costs and maximize benefits for 
the state‘s economy when adopting regulations to implement AB 1879 and SB 509 (―the green 
chemistry law‖).  Finally, the Initial Statement of Reasons (―ISOR‖) provided by the department 
as justification for adopting this subdivision fails to explain the problem, administrative 
requirement, or other condition or circumstance which it is intended to address, or explain why it 
is necessary to encompass consumer products that are already subject to regulation to 
accomplish the purpose of the green chemistry law.   
 
For the reasons above, subdivision (b)(1) fails to meet the authority, consistency and necessity 
standards set out in Government Code § 11349.1 and 1 CCR §10. 
 
 
Subdivision (b)(2) unnecessarily duplicates the green chemistry law and creates the potential for 
confusion:  This subdivision does nothing more than exempt consumer products, and parts of 
consumer products, that are already specifically exempted from the definition of consumer 
product in Health and Safety Code § 25251.  Moreover, the proposed language creates the 
potential for confusion because it uses different terms than § 25251.  To the extent the use of 
those terms is intended to make the statutory exemptions more clear or specific, the ISOR 
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completely fails to explain the reasons or necessity for doing so.  The statutory exemptions 
speak for themselves and there is no need for them to be repeated in the regulation. 
 
For the reasons above, subdivision (b)(2) fails to meet the nonduplication, clarity and necessity 
standards set out in Government Code § 11349.1 and 1 CCR §10. 
 
 
Subdivision (b)(3) expands the scope of the green chemistry law, and contradicts its purpose to 
regulate consumer products used in California:  On its face, § 69301(b)(3) appears to limit the 
scope of the proposed regulations by excluding consumer products manufactured, stored or 
transported in California solely for use outside of the state.  Such a limitation is appropriate and 
consistent with the Commerce Clause of the federal Constitution, which precludes California 
from regulating foreign or interstate commerce.  In effect, however, subdivision (b)(3) 
establishes a presumption, albeit implicitly, that any product present in California is within the 
California stream of commerce and, therefore, subject to the proposed regulations.  Subdivision 
(b)(3) goes further, explicitly, and imposes a burden on the ―manufacturer‖ of the product to 
establish that it is manufactured, stored or transported solely for use outside of California.  
Manufacturer is defined elsewhere in the proposed regulations, in § 69301.2(a)(47), to include 
the producer of a consumer product or the person who owns or licenses the brand name or 
trademark of the consumer product.  
 
Subdivision (b)(3) runs afoul of Government Code § 11349.1 for several reasons, not the least  
of which is the fact department has no authority under the green chemistry law to establish a 
presumption or allocate the burden of proof with respect to the intended use of products within 
California but destined for interstate or foreign commerce.  Even if the department has authority 
to make such a rule, it cannot use that authority to regulate a manufacturer, brand owner or 
trademark owner who has no presence in California and has no responsibility for the presence 
of a product within California.  As noted above, such a rule is inconsistent with the limits on the 
state‘s authority established by the Commerce Clause, not to mention inconsistent with the 
green chemistry law itself, the purpose of which is to identify and limit exposure to chemicals of 
concern in consumer products ―used‖ in California, as defined by Health and Safety Code § 
25251(e).  
 
Finally, the ISOR fails to explain the necessity of this provision to implement the green 
chemistry law.  Reduced to its essence, the ISOR does nothing more than restate what the 
provision does and then conclude that the provision is necessary to do what it does.  Such a 
tautology in no way explains the problem, administrative requirement, or other condition or 
circumstance which it is intended to address, much less why it is necessary to do so.    
 
For the reasons above, subdivision (b)(3) fails to meet the authority, consistency and necessity 
standards set out in Government Code § 11349.1.   
 
 
Subdivision (c), in Its Entirety, Is Inconsistent with the Green Chemistry Law and Contradicts 
Other Existing Law:  Taken as a whole, the provisions of subdivision (c) exempt from regulation 
consumer products which only contain unintentionally added chemicals or chemical ingredients 
if the producer of the product:  (1) exercises due diligence to identify the presence of such 
ingredients by taking reasonable steps to become knowledgeable about the source, 
composition and types of chemicals used to make the product, and about the manufacturing 
process itself, including likely chemical reactions during that process; and (2) the producer 
cannot reasonably be expected to know of the presence of the unintentionally added chemical 
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or chemical ingredient under all of the facts and circumstances.  Subdivision (c) is inconsistent 
with the green chemistry law, specifically Health and Safety Code § 25257.1, which precludes 
the department from superseding the regulatory authority of any other department or agency, or 
adopting duplicative or conflicting regulations for already regulated products.  In particular, 
California‘s Proposition 65 initiative passed by the voters already regulates the presence of 
naturally occurring or unintentionally added chemicals or chemical ingredients in consumer 
products.  Even more, subdivision (c) conflicts with Proposition 65 because it would make the 
presence of any naturally occurring or unintentionally added chemical or chemical ingredient 
actionable under the proposed regulations even though no action would be required under 
Proposition 65.  Finally, to the extent subdivision (c) regulates chemicals or chemical ingredients 
that are the subject of Proposition 65 but would require no action under that law, the regulation 
is inconsistent with Health and Safety Code § 25252(b)(2), which requires the department to 
minimize costs and maximize benefits for the state‘s economy when adopting regulations to 
implement the green chemistry law.   
 
For the reasons above, subdivision (c) fails to meet the consistency standard set out in 
Government Code § 11349.1.   
 
 
Subdivision (c), and Each of Its Subparts, Fail To Meet the Necessity Standard for Proposed 
Regulations:  With respect to the provisions of § 69301(c), the ISOR does nothing more than 
describe what the individual provisions do, in large part by simply restating the provisions 
themselves.  However, to demonstrate the necessity of these provisions the ISOR must explain 
the problem, administrative requirement, or other condition or circumstance which each 
provision is intended to address, and explain why the provision is necessary to do so.  In this 
instance, as is true in many instances throughout the ISOR, the explanation provided by the 
ISOR is not just insufficient, it is completely nonexistent. 
 
The reasons for excepting non-intentionally-added ingredients are obvious, to focus application 
of the green chemistry law on real risks and product design that can be addressed.  However, it 
is not obvious why the benefit of such an exception is then conditioned with virtually impossible 
hurdles.  Certainly, no necessity is demonstrated in the ISOR for imposing the limiting 
conditions set out in subdivision (c). 
 
For the reasons above, subdivision (c) and each of its subparts fails to meet the necessity 
standard set out in Government Code § 11349.1 and 1 CCR §10.   
 
 
Subdivision (c)(1) and (c)(2) Are Unclear and Appear To Be in Conflict:  Subdivision (c)(1) 
specifies the first of four conditions that must be met for a product which includes unintentionally 
added chemicals or chemical ingredients to be exempt from the proposed regulations. 
Specifically, it requires the ―producer‖ of the product to exercise ―due diligence‖ to identify the 
presence of such ingredients in the product by taking ―reasonable steps‖ to become 
knowledgeable about the source, composition and types of chemicals used to make the 
product, and about the manufacturing process itself, including likely chemical reactions during 
that process.  Although ―producer‖ is defined elsewhere in the regulations, ―reasonable steps‖ 
and ―due diligence‖ are both left undefined.  As a result, producers who are subject to the 
regulation are left in the dark about what actions are necessary to meet the requirements of this 
provision.   
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Subdivision (c)(2) specifies the second of the four conditions that must be met for a product 
which includes naturally occurring or other unintentionally added chemicals or chemical 
ingredients to be exempt from the proposed regulations.  It requires that the producer cannot 
reasonably be expected to know of the presence of the unintentionally added chemical or 
chemical ingredient in the product under all of the facts and circumstances.  What is unclear is 
how a producer can possibly satisfy subdivision (c)(1) but not satisfy subdivision (c)(2).   
 
For the reasons above, subdivisions (c)(1) and (c)(2) fail to meet the clarity and consistency 
standards set out in Government Code § 11349.1.   
 
 
§ 69301.1 - Guiding Principles 
 
§ 69301.1 Is Unnecessary and Goes Far Beyond the Department‘s Authority to Implement the 
Green Chemistry Law:  This section would establish guiding principles the department and 
those who fall under the regulation must follow to comply with its provisions.  The green 
chemistry law does not provide authority for the department to adopt such principles, much less 
impose them on those it regulates.  Moreover, as elsewhere, the ISOR utterly fails to explain the 
necessity for any one of its requirements.   
 
For the reasons above, § 69301.1 and each of its subparts fail to meet the authority and 
necessity standards set out in Government Code § 11349.1.   
 
 
§ 69301.2 - Definitions 
 
GCA is concerned that having a set of new California-only definitions as proposed under the 
regulation is inefficient, duplicative, and will make it unnecessarily difficult to leverage existing 
information.  DTSC should harmonize as much as possible with existing international and 
national definitions that are already in place and use under other chemical and product 
regulations (i.e., OECD, EPA, GHS, TSCA, etc.). 
 
 
Bioaccumulation & Persistence 
 
In § 69301.2, the definitions for ―bioaccumulation‖ and ―persistence‖ are not consistent with 
nationally and internationally accepted definitions.  Besides ignoring the statutory mandate to 
incorporate existing approaches, novel definitions will make implementation of the regulations 
more complex and will slow it down as the department attempts to translate all of the extensive 
information, teachings and actions from global programs into a California-unique approach.  
GCA suggests that the Proposed Regulation definitions be deleted and changed to be based on 
definitions in the following: 

 EPA policy statement entitled ‗Category for Persistent, Bioaccumulative, and Toxic New 
Chemical Substances‘ (64 Fed. Reg. 60194; Nov. 4, 1999). 

 
 
Chemical, Chemical Substance, Chemical Mixture 
 
In § 69301.2, the term ―chemical‖ is defined as chemical substances, chemical mixtures, and 
nanomaterials.  Separately, chemical mixtures are defined as a mixture or solution of two or 
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more chemical substances.  This is confusing and circular, does not properly distinguish the 
situation in the real world and will create substantial issues in implementation.  The definition of 
―chemical mixture‖ should be written to distinguish intentionally engineered and manufactured 
formulations from blends of distinct chemical substances that might occur naturally or as a result 
of standard processing of industrial chemicals.  More specifically, DTSC should revise the 
definition to exclude ―chemical mixtures‖ from the definition of chemical.  Doing so would avoid 
undermining the proposed regulation‘s step-wise architecture of first focusing on chemicals and 
then moving on to products (mixtures and articles) that contain particular chemicals. 
 
Commonly recognized products, such as paints, are carefully engineered and manufactured 
―chemical mixtures‖ designed to have certain performance characteristics.  On the other hand, 
―chemicals‖ are individual substances defined by a Chemical Abstract Services (―CAS‖) number.  
There are many mixtures that are defined by TSCA as chemical substances because these 
mixtures are a result of nature and/or standard chemical processing reactions.  These mixtures 
are assigned a single CAS number for listing on the TSCA Inventory.  
 
To assure that products are regulated as the products that they are (rather than chemicals), the 
DTSC regulatory definition for chemical should align with the federal approach and adopt the 
TSCA definition or could include chemical mixtures, but only when such chemical mixtures have 
a CAS number. 
 
As recommended in prior GCA comments submitted on July 22, 2010, GCA urges DTSC to 
include the following language consistent with TSCA: 
 

(A) Except as provided in subparagraph (B), the term "chemical substance" means any 
organic or inorganic substance of a particular molecular identity, including:— 

 
(i) any combination of such substances occurring in whole or in part as a result of a 

chemical reaction or occurring in nature, and 
(ii) any element or uncombined radical. 
 

(B) Such term does not include— 
(I)  any mixture, 
(ii) any pesticide (as defined in the Federal Insecticide, Fungicide, and Rodenticide Act 

[7 U.S.C. §§ 136 et seq.]) when manufactured, processed, or distributed in 
commerce for use as a pesticide, 

(iii)  tobacco or any tobacco product, 
(iv) any source material, special nuclear material, or byproduct material (as such terms 

are defined in the Atomic Energy Act of 1954 [42 U.S.C. §§ 2011 et seq.] and 
regulations issued under such Act), 

(v) any article the sale of which is subject to the tax imposed by § 4181 of the Internal 
Revenue Code of 1954 [1986] [26 U.S.C. § 4181] (determined without regard to any 
exemptions from such tax provided by § 4182 or 4221 [26 U.S.C. § 4182 or 4221] or 
any other provision of such Code), and 

(vi) any food, food additive, drug, cosmetic, or device (as such terms are defined in 
Section 201 of the Federal Food, Drug, and Cosmetic Act [21 U.S.C. § 321]) when 
manufactured, processed, or distributed in commerce for use as a food, food 
additive, drug, cosmetic, or device. 

 
The term "food" as used in clause (vi) of this subparagraph includes poultry and poultry 
products (as defined in Sections 4(e) and 4(f) of the Poultry Products Inspection Act [21 U.S.C. 
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Section 453(e) and 4(f)]), meat and meat food products (as defined in Section 1(j) of the Federal 
Meat Inspection Act [21 U.S.C. Section 601(j)]), and eggs and egg products (as defined in 
Section 4 of the Egg Products Inspection Act [21 U.S.C. § 1033]). 
 
The term "mixture" means any combination of two or more chemical substances if the 
combination does not occur in nature and is not, in whole or in part, the result of a chemical 
reaction; except that such term does include any combination which occurs, in whole or in part, 
as a result of a chemical reaction if none of the chemical substances comprising the 
combination is a new chemical substance and if the combination could have been manufactured 
for commercial purposes without a chemical reaction at the time the chemical substances 
comprising the combination were combined. 
 
 
Subdivision (a)(10)(c) Exceeds the Departments Authority Under the Green Chemistry Law:  
Subdivision (a)(10)(c) would include ―nanomaterial‖ within the definition of chemical 
notwithstanding that the green chemistry law provides no authority for the department to 
regulate nanomaterial other than to the extent such material can be considered a chemical or 
chemical ingredient.  In fact, the term nanomaterial cannot be found in either SB 509 or AB 
1789.     
 
For the reasons above, subdivision (a)(10)(c) fails to meet the authority standard set out in 
Government Code § 11349.1.   
 
 
Chemical Hazard Assessment 
 
Section 69301.2(a)(12) defines ‖chemical hazard assessment‖ as an approach to assessment 
of pertinent hazards of the chemical of concern in the priority product in comparison to the 
alternatives.  This is a critical component in Alternative Analysis.  Unfortunately, the regulation is 
employing a term that is used nationally by EPA and internationally by OECD, the EU, Japan 
and others to describe the approach for consolidating and assessing all of the hazard 
information on a single chemical.  Use of this term in the Green Chemistry context is confusing 
and unclear.  To avoid confusion and to be more descriptive and clear, we recommend using a 
term such as ―comparative hazard assessment.‖ 
 
 
Chemical/Product Removal Notifications & Tier I AA Notifications 
  
In § 69301.2 and § 69305.1, the department would require any manufacturer of a consumer 
product containing a Chemical of Concern (either a Priority Chemical or a Chemical Under 
Consideration) to comply with burdensome reporting requirements, including Chemical/Product 
Removal Notifications or Tier I AA Notifications and Reports, prior to placing redesigned 
products on the market or removing products from California commerce.  The Removal 
Notifications are doubly burdensome in requiring submission first of an Intent Notification and 
then a Confirmation Notification.  They will truly stifle innovation and present a significant hurdle 
to doing business with California consumers. These provisions are completely counter to the 
stated purpose of the Safer Consumer Product Alternatives regulations, namely to bring safer 
products to the market quickly and efficiently.  The purpose of these requirements seems to be 
solely to educate the department regarding product design; the department‘s conceptual flow 
chart shows this as a dead-end of information to be collected and posted, not cycling back to 
any critical decision-making process.  The Initial Statement of Reasons states, ―The AA 
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Notification is necessary so that DTSC can keep an eye out for any regrettable substitutions.‖  
In doing this, the department puts itself in the position of being the gatekeeper and scorekeeper 
for any change to any product coming on the market in California.  This establishes a de facto 
pre-market registration system for products in California, a completely unjustified burden that is 
unnecessary, unauthorized and unworkable.  In particular, the Tier I AA notification process in § 
69305.1 discourages companies from reformulating products containing a Chemical of Concern 
until it is identified by the state as a Priority Product containing Priority Chemicals.  This will 
freeze innovation in California. Due to paperwork and market delay burdens that have very real 
effects on the cost of doing business, the state will be the last place to see introductions of safer 
and more sustainable products. 
 
Sections § 69301.2, § 69305.1 and § 69305.3 should be amended so these are voluntary 
submission processes, unrelated to the timing of product introductions into California commerce 
and the department should provide incentives for participation so that safer products are 
brought to the market quickly.   
 
GCA recommends that the Removal Notification be a single voluntary submission.  If the 
department needs to develop its knowledge base in the arena of product development, it should 
find a more effective approach.  Also, the scope of these provisions should be limited to 
Chemicals of Concern1  in Priority Products.  If a manufacturer removes a Chemical of Concern 
from a Priority Product and does not replace it with a Chemical of Concern, there should be no 
further regulatory requirements. 
 
 
De Minimis 
 
GCA has consistently advocated for the inclusion of a de minimis threshold in the implementing 
regulation (June 24, 2009; November 9, 2009; May 27, 2010; and July 22, 2010).  GCA 
supports the inclusion in these proposed regulations of a de minimis exemption with a default 
level of 0.1%. This is consistent with numerous state, federal and global regulations, including 
the European Union‘s implementation of the Globally Harmonized System (GHS) for product 
classification.  In addition to applying a default threshold of 0.1% by weight, the EU GHS 
establishes chemical-specific thresholds that may be lower or higher than 0.1% based on sound 
science and reliable information.  The Proposed Regulation gives DTSC the authority to adopt a 
similar approach. 
 
However, the remainder of the definition is a presentation of ―safe‖ levels in existing regulations 
that are inherently based on risk, use, application, and to some extent policy.  To make those 
other regulatory thresholds relevant to these regulations, DTSC would need to establish the 
appropriate intake or exposure level (as the SCPA threshold), taking into consideration the facts 
of the specific public health regulation.  For example, drinking water MCLs are based on risk 
and assume a drinking water ingestion rate of 2 liters/day.  Thus the MCL level is not directly 
relevant to a consumer product.  Nor are the thresholds from other cited regulations consistent 
with the exposure that results from contact with a consumer product, with the exception of 
Proposition 65 MADL‘s.  An additional concern is that the MCLG ―safe‖ level for a carcinogen is 
equal to zero and is stated as a goal, not a standard.  Thus, the direct re-application of 

                                                        

1   Note:  GCA strongly recommends the term “Priority Chemical” be eliminated and restored to its previous 
identifier, namely, “Chemical of Concern.”  It is in this context and this context only that the above GCA 
recommendation references “Chemical of Concern” rather than “Priority Chemical.” 
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thresholds from the regulations cited in this section is not consistent or appropriate for SCPA. 
The current approach fails to connect the scientifically appropriate levels to designated 
products.  If DTSC wants to re-apply the science in these regulations, we suggest that they be 
clarified and re-applied to SCPA on the basis of intake levels to be scientifically consistent with 
the other regulations. 
 
The Proposed Regulations also continue to contemplate situations where ―0‖ is an appropriate 
de minimis.  Zero (―0‖) is a technically impossible to measure regulatory standard that provides 
no additional benefit to public health and the environment.  As described below, the inability for 
a manufacturer to seek a de minimis exemption for nanomaterials is especially problematic.  In 
a situation where DTSC scientists believe 0.1% is not appropriate as a de minimis 
concentration, they should calculate an alternative threshold concentration—either higher or 
lower – considering detection limits (which are not the same as zero) and taking into account 
the ability to reliably and accurately measure the analyte in the product matrix using 
commercially available analytical equipment and methodologies.  Experience in the European 
Classification and Labeling system (EC No. 1272/2008) is that for 85% of the over 3300 
chemicals with classified hazards the de minimis is 0.1%; for the remaining 15% the EU has 
determined a different level—sometimes lower and sometimes higher. 
 
In § 69305.3, a notification to the department is required to apply the de minimis exemption to a 
Priority Product.  This requirement is unnecessary, unauthorized and bureaucratically 
burdensome.  The de minimis exemption should be self-implementing, requiring no submission 
to the department.  For compliance and enforcement reasons, manufacturers could be required 
to maintain records supporting their actions.   
 
Finally, as outlined in the proposed regulation, the de minimis seems only to apply to Priority 
Products.  That is appropriate, but there are other items to which the de minimis should also 
apply--Chemical/Product Removal Notifications, and Tier I AA Notifications.  While GCA does 
not believe that there is a necessity for, nor is there authorization for supporting the burden 
imposed by any of these, it would be appropriate to include the de minimis in determining when 
they are required. 
 
The reason for establishing a de minimis level is obvious, to focus application of the green 
chemistry law on real risks and product design that can be addressed.  Moreover, the reason for 
setting 0.1% as the de minimis standard is also obvious.  It is the standard that is virtually 
established universally in regulatory programs around the world and certainly in those programs 
with features similar to the California green chemistry law.  However, the necessity for selecting 
standards unrelated to such programs as the mandated exceptions to the de minimis standard 
is non existent.  As noted above, such standards are unrelated to the anticipated exposures 
resulting from use of consumer products.  Certainly, no explanation or rationale is given setting 
out the standards to be imposed as exceptions to the 0.1% de minimis standard. 
 
For the reasons above, subdivision (a) (24) fails to meet the necessity standard set out in 
Government Code § 11349.1. 
 
 
Economic Impacts 
 
Subdivision (a)(27) Is Unclear and Duplicative:  Subdivision (a)(27) defines ―economic impacts‖ 
as an increase or decrease in jobs or businesses, the costs of doing business, the cost of goods 
to consumers, or other economic impacts including, but not limited to, economic impacts 
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specified in § 69305.5(d)(4).  This definition is unclear because it defines economic impacts 
using the term itself.  It is also unclear because it is made completely open ended by use of the 
phrase ―including, but not limited to‖ and provides no criteria by which one might understand its 
limits.  Finally, it is duplicative because the same term is defined elsewhere in the regulations, § 
69305.5(d)(4). 
 
For the reasons above, subdivision (a)(10)(c) fails to meet the standards for clarity and non-
duplication set out in Government Code § 11349.1.   
 
 
Financial Guarantee 
 
The definition included in the Proposed Regulations fails to explain what DTSC plans to require 
for a financial guarantee.  It is unclear from this definition how the regulated community would 
determine how much guarantee is needed, for how long the guarantee would be needed, as 
well as what mechanisms would be acceptable to satisfy the financial guarantee responsibility.  
Many financial institutions are becoming uncomfortable issuing the letters of credit or 
guarantees due to the vagueness of the obligations such as the one suggested in the Proposed 
Regulations.  This concept of requiring a financial guarantee should be eliminated from the 
Proposed Regulations, both in the definition and in the requirements for an end of life 
management program in Section 69306.4. 
 
 
Functionally Equivalent 
 
There is an inconsistency in the regulation relating to judging comparative product performance.  
In § 69301.1(c) Guiding Principles, the goal of the program is stated as ―…encouraging the 
redesign of consumer products and manufacturing processes and approaches, while 
maintaining or enhancing product function and performance.‖  However, in § 69301.2(36) an 
inconsistent view for judging performance ―functionally equivalent‖ is introduced that considers 
performance adequate when it ―substantially satisfies the intended performance and 
functionality of the original product.‖  This latter approach is carried through the balance of the 
regulation.  GCA objects to this second definition in the strongest possible terms.  Alternatives 
must be developed that ―meet or exceed‖ current function and performance, not ―substantially 
satisfy‖ the current function and performance.  Californians will not accept products that perform 
worse or ―almost as good.‖  GCA requests that these provisions be made consistent by 
changing the terms from ―substantially satisfies‖ to ―meets or exceeds‖ in the definition for 
functionally equivalent. 
 
 
Hazard Traits 
 
Hazard trait is defined to include carcinogens and reproductive toxicants contained on the 
Proposition 65 list.  GCA argues the definition should exclude those chemical entities added 
pursuant to the Labor Code mechanism.  Additionally, endocrine disruption and mutagenicity 
are mechanisms of potential toxicity, not toxic end-points themselves, and thus not hazard traits.  
True hazard traits should be measurable by recognized, validated tests. 
 
On October 1, 2009, DTSC published a ―Straw Proposal‖ for the implementation of the GCI.  
This proposal established a series of hazard categories for the evaluation of chemicals of 
concern.  These criteria were: (1) acute toxicity, (2) eye irritation, (3) genetic toxicity and 
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mutagenicity, (4) reproductive toxicity, (5) carcinogenicity, (6) endocrine disruption, (7) 
respiratory sensitization, (8) skin sensitization, (9) bioaccumulation, (10) acute aquatic toxicity, 
and (11) hazards to the ozone layer.  GCA provided detailed comments critiquing this proposal 
(November 9, 2009).  But in general, these criteria follow the internationally accepted system of 
nomenclature on hazard traits used by EPA, the OECD and in REACH.   
 
However, in § 69301.2(a)(39) and § 69302.3, the Proposed Regulation unfortunately 
incorporates a uniquely California system and approach to hazard traits proposed by OEHHA in 
its pre-draft regulation.  GCA and its stakeholders filed extensive comments critiquing this 
proposal (September 13, 2010, incorporated by reference).  The proposed system is completely 
unnecessary—it ignores national and international approaches to identifying hazard traits, to 
determining the reliability of information and to classifying levels of hazard.  The entire proposed 
system should be scrapped and California should adopt approaches in concert with national and 
internationally accepted systems.  Not doing so will dramatically slow progress on advancing 
Green Chemistry in California.  Just to cite one example—by March 2011, the hazard, use and 
exposure information on over 4,000 high volume chemicals plus CMR‘s and high ecotoxicity 
chemicals submitted in the first phase of REACH will be publicly available.  This will provide 
hundreds of thousands of toxicology and exposure studies.  All of these studies will be 
presented in the internationally accepted approaches noted above.  Because OEHHA‘s 
proposed system ignores those approaches, Californians will have to wait years before the 
REACH information is converted to this California-unique system.  Why would the department 
accept this tragic waste of time and money, disregarding the statutory mandate to make use of 
existing systems, and foreclose any chance of fully achieving the goals of the Green Chemistry 
Initiative?  Doing so is absolutely inconsistent with the authorizing statute‘s mandate to utilize 
information generated in other systems. 
 
 
Intentionally Added Chemical or Chemical Ingredient 
 
GCA appreciates that the definitions of intentionally added and unintentionally added are in line 
with the recommendations we provided in our previous comments. § 69301.2(a)(41) and § 
69301.2(a)(82).  However, the manner in which these terms are used in the ―Applicability‖ 
section create confusion and problems.  In § 69301 (Applicability) unintentionally is further 
narrowed to ―an ingredient that is not known by the producer to be present in the product‖.  This 
provision suggests that anything present in the product that the manufacturer knows or should 
have known about is subject to the regulations and only a substance that the manufacturer 
cannot reasonably be expected to know about is exempt.  Therefore, an exemption for 
unintentionally added substances only applies to substances that are completely unexpected 
surprises.  Although the exemption may be applicable in the case of tainted products or supply 
chain mistakes, it is of little applicability to most products, for example, those incorporating 
natural materials or recycled content. 
 
The only other instance of these concepts being incorporated is the use of ―intentionally added‖ 
as used is in § 69301.6 (Chemical and Product Information) where the department requests 
information to identify ―intentionally-added chemicals and chemical ingredients in specified 
products.‖ The GCA‘s interest in this concept was to use it together with the de minimis concept 
to exempt products from the burdens of the regulation related to unintentional constituents that 
pose less potential risk than intentionally added ingredients.  Instead, the draft uses various 
forms of the term ―contain‖ such as ―…threat to public health and/or the environment due to the.  
Priority Chemical contained in the product‖. Therefore the Proposed Regulation applies to every 
molecule that manufacturers know or should have known is in a product, including trace level 
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contaminants from water, air, etc.  As outlined in GCA‘s comment letter dated July 22, 2010, 
GCA urges the department to limit the applicability of the proposed regulation to only those 
chemicals that are intentionally added above the relevant de minimis amount. 
 
 
Intermediate Manufacturing Materials & Processes 
 
Section 69301.2(a)(42) provides the following two-part definition of ―intermediate manufacturing 
process‖. 

 
A.  The primary processing of raw materials into industrial materials, and 
 
B.  The secondary processing of industrial raw materials including, formulating, casting 

and molding, forming, separating, conditioning, further refining, assembling and 
finishing processes to manufacture consumer products. 

 
The terms ―raw materials‖, ―industrial materials‖, and ―industrial raw materials‖ are particularly 
ambiguous in an integrated manufacturing site where one facility‘s industrial material is or 
becomes another facility‘s raw material or industrial raw material.  

 
 

Multimedia 
 
Missed in the regulation‘s development is that which is contained in the "multimedia" section, 
DTSC must show that their regulations do not cause a  "significant adverse impact on the public 
health or the environment."   This provision is intended to insure against regrettable substitution.  
GCA commented regarding this provision and our comments are incorporated by reference and 
attached to these comments as Exhibit 6.  
 
The Legislature clearly intended for the regulations to be subject to a multimedia analysis and 
the exception provided in subsection (f) is extremely narrow.  The evidence in the record makes 
clear that the California Environmental Policy Council‘s (EPC) ―conclusive finding of no 
significant impact‖ is not supported (See Exhibit 6, GCA letter to EPC dated October 26, 2010, 
and incorporated by reference herein).  Furthermore, the process that was followed to make that 
finding is highly suspect, and evidences that the Bagley-Keene Act and legal requirements of 
fairness and procedural due process were violated.  In addition, these regulations constitute a 
project that is discretionary and has a host of reasonably foreseeable direct and indirect 
physical changes in the environment that could result in a potential significant impact on the 
environment.  Thus, DTSC had a legal obligation to perform a programmatic EIR to inform itself 
of these impacts, so as to better craft regulations that avoid, minimize or mitigate them.  These 
issues are addressed in more detail the Alston & Bird LLP letters dated October 26, 2010 and 
November 1, 2010, and incorporated by reference herein.   
 
 
Nanomaterials 
 
Despite the ability for a manufacturer to claim a de minimis exemption, the inability for a 
manufacturer to seek such an exemption for nanomaterials is especially problematic.  Virtually 
every granular material in commerce in California will have some portion of particle size that 
would result in the material being considered ―nano‖ under the definition as currently written.  
Additionally, the current definition used for nanomaterials (―…the nanostructure is larger than 
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nanoscale in any spatial dimension, but is 1000 nanometers or less in at least one spatial 
dimension…” [emphasis added]) is out of step with virtually every other recognized definition 
around the world.  This difference introduces considerable, and unnecessary, confusion in 
interpretation and compliance.  We would encourage the DTSC to look for a more harmonized 
definition that facilitates interstate and international commerce rather than one that drives 
California towards commercial isolation.  Most definitions in place currently are based on the 
ISO Technical Standard 27687 which defines nanoscale as approximately 1-100 nm and 
nanomaterials as those with one, two or three dimensions in the nanoscale.  The merits and 
limitations of the ISO definition have been thoroughly vetted in a multi-stakeholder process, 
which has resulted in the ISO definition serving as the basis for most regulatory definitions 
currently under consideration. 
 
The California Nano-Industry Network (CalNIN) has been working with DTSC to craft proposed 
amending language that is both responsive to DTSC concerns and still consistent with emerging 
international standards.  GCA urges serious consideration of the recommendations forthcoming 
from this Network, which has been the primary industry vehicle for interaction on nano-related 
matters in California. 
 
 
Place into the Stream of Commerce 
 
Subdivision (a)(53) Goes Beyond the Department‘s Authority Under the Green Chemistry Law 
and Is Inconsistent with the Commerce and Due Process Clauses of the Constitution:  
Subdivision (a)(53) defines ―place into the stream of commerce‖ to include transferring 
ownership or control over a consumer product ―without maintaining sufficient control . . . to 
prevent the use of the consumer product by a California consumer.‖  This definition expands the 
scope of the regulations to include persons and transactions that occur outside of California, 
notwithstanding that they may not intend for the consumer goods to be sold in California.  The 
department has no authority to impose such responsibility under the green chemistry law, and to 
do so is inconsistent with the Commerce and Due Process clauses of the Constitution.  
 
For the reasons above, subdivision (a)(53) fails to meet the standards for authority and 
consistency set out in Government Code § 11349.1.   
 
 
Product Stewardship 
 
Subdivision (a)(61) Is Unclear:  Subdivision (a)(61) defines ―product stewardship‖ and declares 
the ―primary responsibility lies with the product producer, or manufacturer, who makes the 
product design and marketing decisions.‖  This subdivision is unclear because one cannot 
determine whether the producer or manufacturer has primary responsibility, nor can one 
determine what that responsibility entails.   
 
For the reasons above, subdivision (a)(53) fails to meet the standard for clarity set out in 
Government Code § 11349.1.   
 
 
Reliable Information 
 
It is critical that scientific information used in making decisions in the Green Chemistry program 
be of high quality—it must be reliable, relevant and adequate.  GCA‘s comments of July 22, 
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2010 made clear for example, that information from peer-reviewed studies alone is absolutely 
not a sufficient criterion for reliability.  In the Proposed Regulation, information from any one of a 
wide variety of sources is defined as de facto reliable.  While we agree that information from all 
of those sources may be appropriate to consider using a weight of evidence approach to make 
priority decisions, an entirely separate process is necessary to ensure that the information used 
is reliable.  
 
The need for a mechanism to judge the reliability of studies is widely recognized by federal 
agencies and international bodies responsible for protecting public health and safety.  They 
generally recognize that regulating chemicals and products that contain them must be done 
from a firm base of evidence. As a result, the Organization for Economic Cooperation and 
Development (OECD) has developed a globally accepted method for rating the quality and 
reliability of studies.  This methodology is used in the US and OECD HPV programs and in the 
REACH regulation for determining data quality and reliability.  As mentioned earlier, hundreds of 
thousands of studies of over 4000 chemicals being submitted to REACH by December 1, 2010 
will be rated according to this approach.  It is published as Chapter 3 in the OECD's Manual for 
Investigation of HPV studies. 
 http://www.oecd.org/document/7/0,2340,en_2649_34379_1947463_1_1_1_1,00.html  
 
The Proposed Regulation ignores this internationally accepted system and GCA‘s comments of 
July 22, 2010, recommending that California incorporate this approach into the Green Chemistry 
Initiative.  The OECD‘s guidelines for testing are noted in the proposed regulation, and OECD‘s 
guidelines along with other study protocols, are appropriately listed as one of many other 
information sources.  However, the OECD approach for judging information quality and reliability 
has not been referenced in the DTSC‘s proposed regulations.  We find this exclusion disturbing.   
 
GCA recommends that the department provide separate definitions for (1) ―Information Sources‖ 
to include all sources listed in the proposed regulation and for (2) ―Reliable Information‖ based 
on the OECD Manual: 
 

"Reliable information” is from studies or data generated according to valid 
accepted testing protocols in which the test parameters documented are based 
on specific testing guidelines or in which all parameters described are 
comparable to a guideline method. Where such studies or data are not available, 
the results from accepted models and quantitative structure activity relationship 
("QSAR") approaches validated in keeping with OECD principles of validation for 
regulatory purposes may be considered.  The methodology used by the 
Organization for Economic Cooperation and Development (OECD) in Chapter 3 
of the Manual for Investigation of HPV Chemicals (OECD Secretariat, July 2007) 
shall be used for the determination of reliable studies.” 
http://www.oecd.org/document/7/0,2340,en_2649_34379_1947463_1_1_1_1,00.html 

 
 
Subdivision (a)(66) Is Unclear:  Subdivision (a)(66) defines ―reliable information‖ as data, 
studies and other information that have been scientifically peer reviewed, or generated using 
―established federal guidelines including, but not limited to,‖ a specified list.  This definition is 
unclear because use of the phrase ―including, but not limited to‖ makes it completely open 
ended by and provides no criteria by which one might understand its limits. 
 
For the reasons above, subdivision (a)(66) fails to meet the standard for clarity set out in 
Government Code § 11349.1.   

http://www.oecd.org/document/7/0,2340,en_2649_34379_1947463_1_1_1_1,00.html
http://www.oecd.org/document/7/0,2340,en_2649_34379_1947463_1_1_1_1,00.html
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Responsible entity 
 
In previous comments (November 9, 2009; May 27, 2010; and July 22, 2010) GCA urged the 
department to use the provisions of the federal Fair Packaging & Labeling Act (FPLA) that 
mandates there be a single responsible entity in lieu of the current definition in the proposed 
regulation.  This would provide uniformity in requirements and consistency with the application 
by other regulatory agencies (e.g., the Federal Trade Commission (FTC), the Food & Drug 
Administration (FDA), the Consumer Product Safety Commission (CPSC), as well as the 
California Air Resources Board (ARB)).  All consumer commodities that are legally distributed in 
US commerce must comply with the FPLA labeling requirements or even more stringent 
requirements under other Federal regulatory schemes (i.e. FSA). These requirements include a 
statement of identity, net quantity statement and name and place of business of the 
manufacturer, packer or distributor.  All of these items must appear in English on the product 
label, so if a product is imported from China for example, the entity that is receiving the 
shipment must assure there is US-compliant labeling which identifies on the label that the 
product is  ―manufactured for…….‖ or ―distributed by……‖.  Because FPLA focuses on the 
product, retailers are only responsible for the products they package (e.g. store-made 
packages, such as at the meat counter) or products specifically manufactured for the retailer 
(i.e. private label).  This framework also applies to importers, as long as the product meets the 
definition of a ―consumer commodity‖ under FPLA – the label must display the name of the 
manufacturer, distributor or packer. This requirement takes care of imports because the entity 
packaging the commodity into US-compliant labeling will be identified as ―manufactured for…‖ 
or ―distributed by….‖  
 
The problem with the ―responsible entity‖ definition in the Proposed Regulation is that it is 
unnecessary and needlessly complicates the scope of those entities with a duty to comply and 
creates an uncertain regulatory environment. By rendering multiple parties along the supply 
chain as ―responsible entities‖ with a duty to comply, DTSC has created a complicated web of 
compliance and fertile ground for duplication and litigation.  The uncertainty inherent in the 
proposed ―responsible entity‖ definition could conceivably lead to miscommunication among the 
expansive set of entities responsible for a priority product, at best slowing the compliance 
process and worse, potentially resulting in failure to comply. 
 
GCA understands DTSC‘s need to adequately ensure the capability for enforcement to include 
the entity responsible for distribution of the Priority Chemical/Priority Product in California 
commerce.  We are of the opinion that the FPLA labeling requirements will adequately serve 
this need.  California‘s Air Resources Board has effectively utilized the entity identified on the 
product label in accordance with the FPLA requirements in their active enforcement of the 
Consumer and Commercial Products VOC regulation, thus establishing a successful precedent 
in California.  If a manufacturer or distributor (as identified on the product label) is not willing to 
assume the duty to comply because the product has been distributed in California without the 
manufacturer or distributor‘s knowledge, those parties should have the opportunity to first review 
the situation and, if needed, demonstrate to DTSC that the product entered California 
commerce by means outside of their direct control.  For example, a manufacture or distributor 
(as identified on the product label) routinely tracks manufacture and distribution of consumer 
products by a code that appears on the product.  Such a code can often confirm for a 
manufacturer/distributor if the product entered California through approved distribution channels 
or if the product entered California by some alternate channel.  If the latter, DTSC then has a 
clear picture which entity is responsible from an enforcement standpoint. 
Unreasonable Compliance Options for Non-Manufacturer Responsible Entities:  In addition to 
our concerns articulated above regarding the ―responsible entity‖ definition, are the unworkable 
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compliance options available to non-manufacturer responsible entities in § 69301.4.  
Specifically, it appears that a retailer who sells a product facing an alternatives assessment 
would be forced to pull that product from its shelves in order to avoid being subject to Article 5 
requirements.  While this is not our understanding of the department‘s intent, the language must 
be changed to ensure that that the department‘s intent is actually provided in the language of 
the regulations. 
 
For example, in subsection (c)(1), the language provides that a retailer may comply with Article 
5 by ―ensuring‖ that its requirements are ―fulfilled‖ for the product ―within the required timeline‖ 
by another person.  How could a retailer reasonably make such a guarantee to the department?  
Whether or not the complex and resource-intensive requirements of Article 5 are actually met 
within the required timeline will be largely dependent upon a manufacturer or other responsible 
entity‘s ability to do so.  This is not something that can be reasonably guaranteed by a retailer 
who simply sells the product, especially if such assurances must be made prior to an alternative 
assessment process even beginning.  Thus, the means for a non-manufacturer responsible 
entity to avoid an Article 5 alternatives assessment in subsection (c)(1) is not practical or 
workable. 
 
Second, the department states in subsection (c)(2) that ―a responsible entity will not be held 
responsible for complying with one or more applicable requirements of Article 5‖ if the 
requirement ―has been fulfilled to the Department‘s satisfaction‖ by another entity.  This, 
however, only provides relief to a retailer after-the-fact; or in other words, once the alternatives 
assessment process has actually been completed.  What, then, is a retailer to do prior to this 
point if they are not willing to make assurances to the department, pursuant to subsection (c)(1), 
that cannot be reasonably made to begin with? 
 
Unfortunately, it appears that a non-manufacturer responsibility entity would have to resort to 
subsection (e)(1) in order to avoid carrying out its own alternatives assessment on a product 
that it does not manufacture in the first place.  The language in this subsection provides that a 
retailer will ―not be held responsible for complying with the requirements‖ of Article 5 if the 
retailer has ―ceased to place the product into the stream of commerce in California.‖  The net 
effect of this language would be a de facto sales ban of any consumer product that is subject to 
an Article 5 alternatives assessment until that assessment is complete, which could take years.  
We suspect that some retailers will be pressured to take this action for any product containing a 
Chemical of Concern, even before DTSC has made determination that they chemical in any 
consumer product application is actually a ―priority‖ to be teed up for an alternatives analysis. 
This situation is completely unacceptable.  It would significantly and unnecessarily disrupt 
commerce in California and does not reflect what we understand to be the intent of the 
department. 
 
To ensure that the language better reflects the department‘s intent, it must be redrafted so that 
a non-manufacturer responsible entity can simply rely on the fact that another entity ―will be 
entering‖ the Article 5 process.  This is a much more practical solution than requiring a retailer to 
―ensure‖ that another entity ―fulfills‖ the Article 5 process to the department‘s satisfaction. 
  
 
To address both issues, we strongly urge DTSC to prioritize the approach to ―responsible entity‖ 
and consider the entity identified by FTC requirements on the product label as the initial point of 
contact.  In many situations, this entity owns the brand name or trademark and would want to 
assume the duty to comply to preserve brand equity and reputation. 
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Subdivision (a)(67) Goes Beyond the Department‘s Authority Under the Green Chemistry Law 
and Is Inconsistent with the Commerce and Due Process Clauses of the Constitution: 
Subdivision (a)(67)(E) defines ―responsible entity‖ to include a ―person who is party to a 
contractual agreement . . . concerning a consumer product that is placed into the stream of 
commerce in California, unless that contractual agreement specifically states that the consumer 
product shall not be placed into the stream of commerce in California.‖  This definition expands 
the scope of the regulations to include persons and transactions that occur outside of California, 
notwithstanding that they may not intend for the consumer goods to be sold in California.  The 
department has no authority to impose such responsibility under the green chemistry law, and to 
do so is inconsistent with the Commerce and Due Process clauses of the Constitution.  
 
For the reasons above, subdivision (a)(67) fails to meet the standards for authority and 
consistency set out in Government Code § 11349.1.   
 
 
Safer 
 
Subdivision (a)(69) Is Unclear:  Subdivision (a)(69) defines ―safer‖ to mean a ―demonstrated net 
reduction of projected public health and environmental impacts.‖  This definition is unclear 
because the term ―demonstrate‖ is not defined.  Although it is clear there must be something 
more than just a net reduction of projected impacts, one has no way of knowing from the 
definition what more is required to be ―safer.‖ 
 
For the reasons above, subdivision (a)(66) fails to meet the standard for clarity set out in 
Government Code § 11349.1.   
 
 
Sensitive Subpopulations 
 
Subdivision (a)(72) Is Unclear, Inconsistent and Goes Beyond the Authority of the Department:   
Subdivision (a)(72) defines ―sensitive subpopulations‖ to include ―individuals with a history of 
serious illness.‖  This definition is unclear because it could include anyone who has been sick in 
the past.  Moreover, individuals with a history of serious illness do not have common risk traits 
as do women and children, the two groups specified in Health and Safety Code § 25252(a)(3).  
Thus, it is beyond the authority of the department and inconsistent with the green chemistry law 
to include such individuals as a sensitive subpopulation. 
 
For the reasons above, subdivision (a)(72) fails to meet the standards for authority, clarity and 
consistency set out in Government Code § 11349.1.   
 
 
Threat 
 
In the definitions section, ―threat‖ is defined as "the potential to cause an adverse effect".  
Adverse effect is not defined here, but is most unfortunately defined in OEHHA draft regulations 
as "a biochemical change, functional impairment, or pathologic lesion that negatively affects the 
performance of the whole organism, or reduces an organism's ability to respond to an additional 
environmental challenge.‖ 
 
OEHHA‘s pre-regulatory draft document defines ―adverse effect‖ in words that are very broad 
and without context in terms of how to use the definition to characterize chemicals‘ hazard traits. 
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The clause “reducing an organism’s ability to respond to an additional environmental challenge” 
could extend the scope of effects observed in animals or humans to effects beyond commonly 
measured toxicity endpoints. What would be encompassed by this part of the definition is 
unclear. Notwithstanding the first part of the definition, this overly broad phrase could be 
interpreted such that any detected perturbation, even adaptive changes, could be classified as 
an ―adverse effect.‖ Doing so would contradict broadly accepted scientific principles.  For 
example, in its landmark report, Toxicity Testing in the 21st Century: A Vision and a Strategy, 
the National Research Council is clear that a perturbation and an adverse effect are not 
necessarily the same thing: 
 

“The consequences of a biologic perturbation depend on the magnitude of the 
perturbation, which is related to the dose, the timing and duration of the 
perturbation, and the susceptibility of the host. Accordingly, at low doses, many 
biological systems may function normally within their homeostatic limits. At 
somewhat higher doses, clear biological responses occur. They may be 
successfully handled with adaptation, although some susceptible people may 
respond. A more intense or persistent perturbation may overwhelm the capacity 
of the system to adapt and lead to tissue injury and possibly to adverse health 
effects.”2  

 
An adverse effect is not any known biochemical or chemical change, or even any known or 
measurable precursor along a biochemical pathway that could lead to some degree of 
perturbation. In the absence of further clarification of intent and applicability, we recommend 
striking “or reduces an organism’s ability to respond to an additional environmental challenge” 
from the definition. 
 
 
Trade Secret 
 
Subdivision (a)(81) Is Unnecessarily Duplicative:  Subdivision (a)(81) defines ―trade secret.‖  
Trade secret is already defined by § 3426.1(d) of the Civil Code, thus it is unnecessary and 
duplicative to set out the same definition of trade secret here. 
 
For the reasons above, subdivision (a)(31) fails to meet the standards for necessity and non-
duplication set out in Government Code § 11349.1.   
 
 
§ 69301.4  Duty to Comply and Consequences of Non-compliance:  See also: 
Unreasonable Compliance Options for Non-Manufacturer Responsible Entities   
 
 
 
 
§ 69301.5 - Information Submission and Retention Requirements 
 
Subdivision (b)(5) Is Unnecessary and Goes Beyond the Authority of the Department:  
Subdivision (b)(5) requires that various documents required to be submitted to the department 
under the regulations must be certified under penalty of perjury.  A required element of the 
                                                        

2 National Research Council. 2007. Toxicity Testing in the 21st Century: A Vision and a Strategy. Page 48. 
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certification is that ―life cycle thinking and green chemistry principles were considered‖ in 
carrying out the duties imposed by the regulation.  However, the ISOR fails to explain what 
objective is served by requiring such a certification and, further, fails to explain why it is 
necessary for that objective to be served.  Even if the ISOR had specifically addressed this 
certification requirement as it is required to do, the department has no authority to adopt such 
principles or require that they be followed, as noted in the comments to § 69301.1, above.  
 
For the reasons above, § 69301.5 fails to meet the standards for necessity and authority set out 
in Government Code § 11349.1 and 1 CCR §10.   
 
 
§ 69301.6 – Chemical and Product information 
 
The Department Lacks the Authority to Request Data From Manufacturers:  The department 
lacks the authority to require the data described in § 69301.6(c)(1).  The authority provided 
DTSC under AB 1879 does not include the authority to require the submission of data by 
manufacturers.  See H&S Code §§ 25252, 35253 and 58012.  DTSC has been directed to 
obtain the information necessary for prioritization from existing sources.  Although DTSC is not 
limited to existing sources, nowhere in § 25252 and § 25253 does the statute expressly 
authorize DTSC to require manufacturers to provide the information.  Section 25252(b)(3) 
provides that although DTSC must make maximum use of information already available from 
government agencies, they are ―not required‖ to reference and use only that information.  
However, the type of information the department proposes to request from manufacturers (i.e., a 
description of sales locations, or targeted customer bases) is unrelated to the prioritization 
factors specified in § 25252(a)(1-3).  Section 25252(a)(1 - 3) instructs DTSC to prioritize 
chemicals and products based on specific factors, including volume in commerce in the state, 
potential for exposure to the chemical in a consumer product, and potential effects on sensitive 
subpopulations.   
 
Section 69301.6(c)(1) also incorporates by reference the data set out in § 69302.3 and § 
69303.3.  Both of these provisions include, for example, with respect to dispersive volume 
information, projected annual sales by volume and/or mass, annual regional distributions by 
volume and/or mass, marketing and customer targeted volumes and/or mass, volume and/or 
mass of the chemical in current use, annual estimated volume and/or mass of the chemical 
used in products and components, and controlled distribution systems, if any. This exhaustive 
list of information requested by DTSC goes well beyond what is required to prioritize chemicals 
or products based on the volume of the chemical in commerce in the state, exposures to the 
chemical in a consumer products, and potential effects on sensitive subpopulations.  H&S Code 
§ 25252(a)(1-3).   
 
The Legislature implied that some information may be submitted by manufacturers, but did not 
make this mandatory or the only source.  See H&S Code § 25257(a) offering manufacturers CBI 
protections for information provided to the department.  The statute therefore lacks express 
authority to require manufacturers to provide the detailed data outlined by the department in § 
69301.6(c)(1).  The Legislature has in the past seen it as necessary to grant that express 
authority for information gathering from industry, as with DTSC‘s collection of fate and transport 
information under AB 289 (H&S Code § 57019).  Where there may be overlap between 
information requested by DTSC under the Green Chemistry regulations and information that 
may be requested of manufacturers under AB 289, DTSC must comply with the procedures set 
forth in AB 289.  The AB 289 procedures include making reasonable attempts to: 1) 
electronically post the information, 2) conduct a search for the information from public sources, 
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3) contact all manufacturers, 4) consult with all manufacturers to determine what, if any, 
information needs to be developed to evaluate the fate and transport of the chemicals, and (5) 
make reasonable attempts to consult with all manufacturers to evaluate the technical feasibility 
of developing the information requested by the agency.  H&S Code § 57019(c)(1-5).    
Moreover, the department‘s authority to require information from manufacturers is limited to the 
data (such as fate and transport information) outlined in H&S Code § 57019(d)(3)(A-C), and this 
data is unrelated to the prioritization factors outlined in H&S Code § 25252(a)(1-3).   
 
 
§ 69301.6(c)(1) – GCA Asserts Subsection Lacks Clarity 
 
In § 69301.6(c) the department outlines the type of data that DTSC proposes manufacturers be 
required to provide, but also reserves the ability to request additional undisclosed information by 
including the phrase "but not limited to.‖  This vague reference to potential additional information 
that the department may request fails to provide clarity and certainty required by the 
Administrative Procedures Act (APA).  See also, Tidewater Marine Western, Inc. v. Bradshaw, 
14 Cal. 4th 557, 568-69 (1996).  It is impossible to know what data DTSC might request, how to 
comply and whether that which might be required is reasonable.  As a result of this vagueness 
the regulated community forfeits its ability to participate fully in the regulatory development 
process.  The regulated community is not provided an opportunity to comment on whether the 
information DTSC is considering is appropriate, or even available.   
 
The Department Has Not Shown Why the Suggested Information is Necessary For 
Prioritization:  In addition to the data requested outlined above, § 69301.6(c)(1)(D) also requires 
the manufacturer to provide the volume of units sold in California, a description of sales 
locations, the intended use of the product, targeted customer bases, and a description of end-
of-life management program, if any. Again, that information goes well beyond what is needed to 
establish the volume of the chemical in commerce, the potential for exposure, and the potential 
effects on sensitive subpopulations.  § 25252(a)(1-3).  Furthermore, much of the data being 
requested is trade secret information.  
 
Although DTSC has in conversations with GCA tried to assure our members that the information 
would be protected from disclosure, the more this type of trade secret information is provided to 
DTSC, the greater the potential for inadvertent disclosures.  The risk of release coupled with the 
burden of substantiating all of the information and potentially having to defend it first to DTSC, 
then possibly in court, is an unnecessary and enormous burden.  Requesting unnecessary 
detailed information and the resulting need to protect the confidential business information (CBI) 
adds to the already massive paperwork burden of this regulation and will potentially cause the 
process outlined in Article 10 to collapse under its own weight.  
 
In the Initial Statement of Reasons (ISOR), DTSC states that the information requested in § 
69301.6 will ―enable DTSC to have a sound and robust process for identifying and prioritizing 
Chemical of Concerns and consumer products that contain Priority Chemicals.‖  The ISOR goes 
on to say that the information is necessary ―to ensure that decisions made by DTSC in carrying 
out its responsibilities under Chapter 53 and Health and Safety Code § 25252 are fully informed 
and based on sound science and other relevant information.‖  Turning to the ISOR for § 
69301.6(c)(1), the DTSC states that this information is necessary ―to enable DTSC to 
appropriately identify and prioritize chemicals and consumer products‖ then goes on to just 
describe the information categories in the regulatory section.  Again, nothing in the ISOR 
describes why marketing plan information, end-of-life management program information, or 
sales locations in California are required to prioritize chemicals and products.   
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In summary, there is no necessity for the detailed information requested by DTSC set forth in § 
69301.6.  DTSC fails to set out in the Initial Statement of Reasons the necessity for the specific 
provisions of § 69301.6. The Initial Statement of Reasons contains a very general assertion that 
the information is necessary to have a robust process, but nothing is mentioned with respect to 
any of the specified items of information that are required. 
 
 
§ 69301.6 - GCA Asserts Subsection Lacks Necessity 
 
Further, the items set out in § 69301.6 go into much more detail than [this clause seems at odds 
with the prior paragraph “nothing is mentioned…”] is needed to prioritize chemicals and 
products on the basis of the volume of the chemical in commerce in this state, the potential 
exposure to the chemical in the consumer product, and the potential effects on sensitive 
subpopulations, including infants and children.  H&S Code § 25252(a)(1-3).  Compounding the 
concern GCA has with the lack of necessity for the detailed information is the fact that much of 
the data being requested are classic examples of trade secret information (i.e., sales data, 
targeted customers, locations of facilities and outlets, etc.).  Although DTSC has in 
conversations with GCA tried to assure our members that the information would be protected 
from disclosure, the more this type of trade secret information is provided to DTSC, the greater 
the potential for inadvertent disclosures.  The risk of release coupled with the burden of 
substantiating all of the information and potentially having to defend it first to DTSC, then 
possibly in court, is an unnecessary and enormous burden.  Requesting unnecessary detailed 
information and the resulting need to protect the confidential business information (CBI) will 
potentially cause the process outlined in Article 10 to collapse under its own weight.  
 
 
 
ARTICLE 2 & 3 - CHEMICAL PRIORITIZATION PROCESS 
 
§ 69302 – Chemical Prioritization Process 
 
In the Proposed Regulation on Chemical Prioritization Process (§ 69302), the original concept—
using a stepwise process to identify ―Chemicals Under Consideration,‖ and after public notice 
and comment, further focusing that into a set of identified ―Chemicals of Concern”—has been 
discarded.  Instead, two separate ongoing lists would be developed ―Chemicals Under 
Consideration‖ and ―Priority Chemicals‖ and all chemicals on both of these lists would be 
identified as ―Chemicals of Concern.‖  This is a perversion of the prioritization process and, 
together with other provisions and requirements, imposes a massive regulatory burden on every 
physical item in California commerce. 
 
The statute mandates that DTSC identify and prioritize Chemicals of Concern and prioritize the 
uses of the Chemicals of Concern in products that should then become the subject of an 
Alternatives Assessment.  Given the thousands of chemicals in California and the hundreds of 
thousands of different products and millions of components in products in California, there has 
been broad agreement since the very first stakeholder workshop that a step-wise approach to 
this prioritization was the only sensible way to screen and identify those chemical and product 
combinations that pose the greatest public health and environmental threats as a result of 
exposure to the chemical at levels that can result in human or environmental harm.  In previous 
submissions incorporated by reference (November 9, 2009; May 27, 2010; and July 22, 2010)  
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GCA has consistently supported this concept.  For instance, we recommended that DTSC 
should take an initial step in chemical prioritization to identify ―Chemicals under Consideration‖ 
based on information available to the department and publish those with the reasoning that led 
the department to its conclusions.  We also recommended that the department conduct public 
notice and comment, allowing stakeholders to provide additional information to allow the 
department to move forward to the next step of Identifying ―Chemicals of Concern”.  
 
In this concept, the ―Chemicals under Consideration‖ list plays several roles.  First is the role in 
a notice and comment context that allows the department to gain valuable information from the 
public that may not be available to the department and help to better inform its ―Chemical of 
Concern‖ decisions.  Second, is its role as a queue for future ―Chemical of Concern‖ decisions, 
allowing the department to propose and finalize ―Chemicals of Concern” in concert with 
available resources.  Finally, the appearance of a chemical on the ―Consideration‖ list plays the 
role of sending a signal of regulatory concern to the marketplace.  Companies making and using 
a ―Chemical under Consideration” will be aware of this status and can consider its implication as 
they make product design, manufacturing, and formulation decisions in the normal course of 
business. 
 
The Proposed Regulation, by including ―finalized‖ ―Chemicals under Consideration‖ as ―Priority 
Chemicals,‖ dramatically shifts some of those roles.  This new ―Chemicals under Consideration‖ 
list continues to enable the department to gain additional information for priority setting.  
However, including finalized ―Chemicals under Consideration” as ―Chemicals of Concern‖ for the 
purposes of the regulation will dramatically increase the impact of those decisions, placing any 
products that ―contain‖ the chemical in immediate regulatory jeopardy.  A permanent and ever 
growing ―Chemical under Consideration” list will emerge that has significant economy wide 
effects.  Any chemicals on that finalized list have major regulatory obligations and burdens 
throughout the balance of the regulation and will encounter them forever, even though they may 
never be important enough to be finalized as ―Priority Chemicals.‖  These burdens are placed 
on chemicals that the department has not yet established meet the requirements for being 
―Priority Chemicals.‖  This is unnecessary, unauthorized and needlessly burdensome. 
 
GCA objects to this approach in the strongest possible terms and asks the department to return 
to the original concept—separating ―Chemicals under Consideration” and ―Chemicals of 
Concern.‖  “Chemicals under Consideration” should be just that—under consideration.  
The “Priority Chemical” term should be eliminated and returned to its previous named ―Chemical 
of Concern.”  No regulatory compliance burdens should be imposed on chemicals identified as 
―Chemicals under Consideration. 
 
 
§ 69302.1 & § 69303.1 – Applicability; Duplication 
 
Additionally, § 25257.1(c) of the statute provides that the department ―shall not duplicate or 
adopt conflicting regulations for product categories already regulated or subject to pending 
regulation consistent with the purposes of this article.‖  However, the language in the 
Applicability sections of the Proposed Regulation does not reflect the direction to DTSC 
provided for in statute.  The purpose of the article is to protect human health and the 
environment.  If a product category is regulated by a federal agency for the same public health 
or environmental risk as the concern that is being addressed under DTSC‘s Regulation, the 
product category should be automatically exempted from regulation.  Instead, these sections 
require every aspect of a life cycle to be addressed even if the hazard trait that has triggered 
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prioritization of the chemical and use of that chemical in the product does not have an impact at 
a particular stage of the life cycle.   
 
For instance, if mercury has been prioritized as a Chemical of Concern because it is a 
Persistent, Bioaccumulative and Toxic Chemical (PBT), and therefore may have negative 
impacts on the environment if not properly disposed of; and electronic devices have been 
prioritized due to the potential issues of disposal at end-of-life; then the fact that California has a 
ban on landfill disposal of mercury containing products as well as the electronics recycling law 
should be sufficient to exempt the subject electronic devices containing mercury from this 
regulation.   
 
Unfortunately, the Applicability sections of the Regulation fail to provide the clear exemption 
contemplated by the statute.  Where another agency or department has the authority to regulate 
something (even if they choose to not do so) should be sufficient to justify an exemption. If not 
granted, and DTSC were to regulate, this would lead to overlapping authorities should the other 
governmental entity decide to do so at some time in the future. This would cause confusion in 
the marketplace.  This concept should also apply in situations where a regulatory authority has 
undertaken efforts to address a risk, even if it has not completed regulatory actions.  Finally, 
regulatory duplication should also consider international laws and regulations that may already 
address the purpose of the Proposed Regulations.  
 
The department has failed to clearly articulate how the approach in the draft regulation provides 
for a higher degree of protection for health and the environment that would be sufficient to 
warrant duplicating, conflicting with and superseding the regulatory authority of any other 
department or agency (i.e. CPSA and EPA).   
 
The Proposed Regulation Attempts to Supersede Other Agency Authorities and/or Duplicate 
Existing Regulations; AB 1879 requires DTSC in preparing the Safer Consumer Product 
Alternatives Regulation (―Proposed Regulation‖) to avoid regulatory duplication and actions that 
would supersede the authority of other departments or agencies.  Section 69302.1(a) provides 
that this article applies to all chemicals that exhibit a hazard trait and are reasonably expected to 
be contained in products placed into the stream of commerce in California, unless the 
department makes a determination pursuant to paragraphs (1) and/or (2).  Paragraph (1) is 
included ostensibly to implement subdivisions (b) and (c) of Health and Safety Code § 25257.1.  
Those subdivisions provide as follows: 
 

(b)  This article does not authorize the department to supersede the regulatory 
authority of any other department or agency. 
 
(c)  The department shall not duplicate or adopt conflicting regulations for product 
categories already regulated or subject to pending regulation consistent with the 
purposes of this article.   

 
In fact, § 69302.1(a)(1) of the regulations is inconsistent with § 25257.1, a statutory provision 
expressly listed as one of the statutes being implemented, interpreted, or made specific. 
 
As subdivision (a) of § 69302.1 begins, ―chemicals that exhibit a hazard trait and are expected 
to be contained in products are initially selected for consideration.‖  This is consistent with 
Health and Safety Code § 25252(a).  The thrust of the balance of the green chemistry 
regulations is to then determine whether a particular chemical, because of its ―hazard trait‖ and 
presence in a consumer product, should be classified as a chemical of concern (priority 
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chemical) and whether for any of the products in which the chemical is contained, it is present in 
high volumes, results in the chemical being exposed to Californians, and in particular to 
sensitive subpopulations at levels of concern for public health or the environment.  All of this 
hinges on the hazard trait and the potential exposure pathways identified in the department‘s 
rationale for including a chemical on either the Chemical Under Consideration or Priority 
Chemical Lists. 
  
If the particular chemical is determined to be a Chemical of Concern and present in a Priority 
Product, the manufacturer of that product is then obligated to conduct an alternatives 
assessment.  Following that assessment, various regulatory responses may be imposed.  
Those responses may range from no action, reformulation, additional labeling, restrictions of 
use, to sale prohibitions.  The regulatory responses imposed, again, are imposed because of 
the hazard trait and exposure pathway. 
  
It is those regulatory responses that the Legislature specifically enjoined the department from 
superseding, duplicating, or conflicting with regulatory authority set out in other regulatory 
programs.  Accordingly, the regulation, to be consistent with § 25257.1, must exempt chemicals 
at the outset if the chemical or product is subject to regulation by an international, federal or 
other California regulatory program because the particular hazard trait poses a risk to public 
health or the environment by virtue of its presence in the products flowing into the stream of 
commerce in California.  Many products are manufactured for worldwide distribution and 
therefore must comply with international regulations as well as California specific ones.  
California‘s regulations must also recognize these restrictions and not impose inconsistent or 
duplicative requirements. 
 
Section 69302.1(a)(1) of the regulations unfortunately fails to implement the explicit provisions 
of § 25257.1 and instead imposes an impossible exemption standard.  It provides that, ―This 
exemption shall not apply if, after taking into consideration the combined effect of all applicable 
federal and/or other California State regulatory programs, the department determines that there 
are significant gaps for one or more life cycle segments, between the combined public health 
and environmental threats that are addressed by these programs and the public health and 
environmental threats addressed by Article 14 of Chapter 6.5 of Division 20 of the Health and 
Safety Code and this chapter.‖  The effect of this language is to implicitly repeal the provisions 
of § 25257.1, prohibiting the department from superseding, duplicating or conflicting with other 
regulatory programs.   
 
Moreover, the department appears to misread specific provisions in the green chemistry law.  
Section 25252 requires the department to establish a process to identify and prioritize chemicals 
in consumer products that may be considered as Chemicals of Concern.  The identification and 
prioritization process is to include ―(1) the volume of the chemical in commerce in this state;  (2) 
the potential for exposure to the chemical in the consumer product; and  (3) potential effects on 
sensitive subpopulations, including infants and children.‖  Nowhere does § 25252 require 
chemicals to be identified and prioritized as Chemicals of Concern based on all life cycle 
segments. 
 
Apparently, the department mistakenly construes § 25252.5 to justify its interpretation.  This 
section, however, relates to a review of the regulations by other boards and departments within 
the California Environmental Protection Agency, the State Department of Public Health, the 
State and Consumer Services Agency, the Department of Homeland Security, the Department 
of Industrial Relations, and other state agencies with responsibility for regulating chemicals and 
consumer products.  Those entities are authorized to undertake a ―multi-media life cycle 
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evaluation‖ in reviewing the regulations.  That section does not authorize the department to 
expand its reach and regulate every life cycle segment of a chemical or product.  
  
The department‘s attempt to confer authority upon itself is made all the more apparent by 
restricting the exemption for regulation by other federal or California state programs if a gap 
exists for one or more life cycle segments addressed by ―this chapter.‖  H&S Code § 25252.  By 
requiring every life cycle segment identified in these regulations as having to be addressed by a 
federal or other California state program before a chemical is exempt, the department is 
attempting to bootstrap itself into unlimited authority.  Because DTSC begins to regulate during 
the prioritization process for chemicals and products, not at the end of the alternatives 
assessment, streamlining to avoid regulatory duplication and superseding authorities must be 
evaluated and dealt with early on in the process.  Nothing in the prioritization process suggests 
that every life cycle aspect must be reviewed.  GCA holds that the question of whether or not 
there is regulatory duplication should only focus on those hazard traits and/or exposure 
pathways that are the basis for prioritization.   
 
For example, the regulation requires a comparison of existing chemicals with alternatives.  This 
comparison, according to the regulations, is to be based on a life cycle evaluation.  Hence, this 
chapter, referring to the regulations in total, includes life cycle segments.  By referring in § 
69302.1(a)(1) to ―this chapter,‖ the department seeks to justify its refusal to grant an exemption 
unless every life cycle segment contained in ―this chapter‖ is subject to regulation by another 
federal or California state program.   
  
A regulation that expands the scope of the statute that it implements, interprets, or makes 
specific is inherently inconsistent with that statute and the department lacks authority to adopt it.  
Government Code § 11342.1, and § 11342.2.  Western Oil and Gas Assoc. v. Air Resources 
Board, 37 Cal.3rd 502, 509 (9184); Preston v. State Board of Equalization, 25 Cal.4th 197, 219 
(2001); People, ex rel., Dept. of Alcoholic Beverage Control v. Miller Brewing Co., 104 
Cal.App.4th 1189, 1199 (2002). 
 
 
Particular Concerns Associated with Intermediate Manufacturing Materials & Processes:  
 
The previous comments regarding the regulatory duplication created by the Applicability 
sections (§ 69302.1 and § 69303.1) of Articles 2 and 3, apply with special import to intermediate 
manufacturing materials.  Although intermediates were expressly excluded in DTSC's detailed 
regulatory outline (April 15, 2010), they are again included in the proposed regulations.  GCA 
has argued that this is entirely unnecessary and inappropriate. 
 
Furthermore, DTSC has no authority over the regulation of intermediates outside of California; 
thereby creating a competitively disproportionate and increasingly onerous regulatory burden on 
California-based businesses.  There is no necessity for this expanded regulatory authority as 
the mandates of the legislation can be fulfilled without subjecting intermediates to additional 
regulation. 

 
GCA strongly urges the department make clear in intentions in § 69303.3(c)6 and treturn to the 
conceptual language which was first presented in the April 2010 detailed outline. 
 
 
 
§ 69302.1 and § 69303.1 – Applicability: “Reasonable & Foreseeable” Exposure  
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As currently drafted, the language in § 69302.1 (a)(2) and § 69303.1 (a)(2) establishing 
exemptions for products and chemicals for which there are ―no exposure pathways‖ will not 
provide any relief to any product manufacturer, given the absolute nature of this language.  
When describing exposure, the absence of the qualifying phrase ―reasonable and foreseeable 
use‖, leads GCA to conclude that the existence of an improbable scenario or combination of 
circumstances (which might only theoretically result in exposure) would prohibit the product from 
being exempted.  No one can ever prove a negative, and the lack of qualification puts both 
DTSC and consumer product manufacturers in an untenable position.   
 
While the GCA appreciates the inclusion of use and abuse testing elements in these sections, 
this language does not appropriately apply this exemption to real world exposure scenarios.  
Within the Regulations, there must be a reasonable standard to which a manufacturer can 
reliably demonstrate mechanisms and formulations that prevent exposure to a ―Chemical of 
Concern‖ and seek exemptions for preventing exposure. 
 
As the GCA stated in our earlier comments on July 22nd, consumer products are regulated 
under various federal statutes, including: the Consumer Product Safety Act (CPSA), the Federal 
Hazardous Substances Act (FHSA), and the comprehensive Consumer Product Safety 
Improvement Act (CPSIA) signed into law in 2008.  These frameworks of regulation rely on the 
concept of a ―reasonable and foreseeable‖ criterion to evaluate whether or not a product will 
expose a consumer to a chemical.  Specifically, the U.S. Consumer Product Safety Commission 
(CPSC), in August 2009, once again endorsed the reasonable and foreseeable exposure 
criterion in regulation through the ―Children‘s Products Containing Lead; Interpretative 
Regulations on Inaccessible Component Parts‖ (16 CFR Part 1500).  Specifically the 
Regulations stipulate: 
 

―Use and abuse tests are appropriate for evaluating whether lead-containing 
component parts of a product become accessible to a child during normal and 
reasonably foreseeable use and abuse of the product by a child. The purpose 
of the tests is to simulate use and damage or abuse of a product by children and 
to expose potential hazards that might result from use and abuse -16 CFR 
1500.50 –1500.53.‖ [Emphasis Added] 

 
Specifically, the regulations cited above provide for ―normal and reasonably foreseeable use 
and abuse‖ testing to determine which products could expose a product element to the user.  
The GCA appreciates that DTSC has attempted to include this concept of use and abuse testing 
in subsection (c) as a part of product assessment methodologies for exposure. However, GCA 
asserts that DTSC must make ―reasonable and foreseeable‖ exposure the key determinant for 
applicability and exposure testing in subsections (a)(2) and (c). 
 
Recommendations: The GCA requests that the department address the issues above by 
amending the Regulations to reflect the language stipulated below for the sections in question; 
per our previous comments on the Draft Regulations: 
 

§ 69302.1(a)(2): There are no reasonably foreseeable exposure pathways by 
which the chemical might pose a threat to public health or the environment 
in California.  
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§ 69303.1(a)(2): There are no reasonably foreseeable exposure pathways by 
which the priority chemical, that is contained in the consumer product 
might pose a threat to public health or the environment in California.  
 
§ 69303.1(c): the evidence must include, to the extent applicable, the 
results of any normal and reasonably foreseeable use and abuse tests, 
including … 

 
 
§ 69302.1 & § 69303.1 – Applicability: Science Based Decisions 
 
Articles 2 and 3 provide that priority decisions will be based on comparison of quantitative 
hazard and exposure to identify the most important chemicals of concern and priority products.  
Specifically, the Guiding Principles and the Chemical and Product Priority articles, state: 
 

“Chemical and consumer product prioritization processes should seek to identify 
and give priority to those chemicals, and the consumer products that contain 
them, that pose the greatest public health and environmental threats, are most 
prevalently distributed in commerce and used by consumers, and for which 
there is the greatest potential for consumers or environmental receptors to 
be exposed to the chemical in quantities that can result in public health or 
environmental harm.―(emphasis added) 

 
The Prioritization sections go on to state that information on ―…the frequency of use, and the 
concentration of the chemical in those products‖ must be used in priority setting decisions. 
 
GCA supports these provisions and their rigorous application in selecting Chemicals of Concern 
and Priority Products in which they are used.  These current provisions are an improvement 
from the earlier Draft Regulation, which GCA critiqued (July 22, 2010) as problematic to 
successful implementation of the law and we appreciate that the department has responded to 
that concern. 
 
The three factors in the Principle (greatest threats, prevalent distribution and use by consumers, 
and greatest potential for exposure at levels that can result in harm) are drawn from the 
mandates of the statute and appropriate boundaries for decision making in this area. 
 
Some provisions in these sections indicate that the department should consider qualitative 
exposure information (e.g. presence in products, occurrence of public health exposures, and 
breadth of use).  We agree that these are appropriate to consider.  However, presence does not 
equate to significance, thus quantitative information demonstrating exposures at levels of 
concern should be the primary driving factor in priority setting decisions.  Product concentration 
and frequency of use are among the critical factors necessary in quantitatively determining 
exposure to chemicals in products. 
 
Following these principles will help to assure that the department will quantitatively compare the 
hazards of chemicals and their exposures through products in setting priorities. Implementation 
of this law is not about dealing with everything, it‘s about identifying those situations that will 
make a real difference in improving public health and the environment.  The only way to do that 
is to make judgments about the greatest threats by looking closely at actual hazard and 
exposure levels to determine whether or not there is a concern. 
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GCA supported AB 1879 and SB 509 as a means to place decisions about product safety in the 
hands of DTSC scientists.  We believe that the current language provides workable direction for 
making such decisions in a scientifically credible and defensible manner. 
 
 
§ 69302.2 & § 69303.2: -Chemicals/Products Lists: Hazard & Exposure Information 
 
The regulation should encourage submission of hazard and exposure information during the 
Chemical and Product priority setting processes. 
 
As part of responding to Department notices of proposed Chemicals and/or Products Lists, 
manufacturers or consortia of manufacturers should be encouraged to provide information on a 
chemical‘s hazards and its reasonable and foreseeable exposures to humans or to the 
environment as a result of use and disposal of the product(s) in which it is used.  Such 
information would document the known hazards of the chemical and the anticipated exposures 
from reasonable and foreseeable uses of the consumer product(s) and would indicate how 
expected exposures compare to the chemical‘s health and/or environmental hazard threshold 
level. This information could also indicate anticipated exposures to sensitive sub-populations, 
information on expected aggregate exposures to the chemical from multiple products and on 
available control measures.  It would be appropriate for the department to consider such 
information in finalizing Chemicals and Products Lists. 
 
Recommendation: GCA recommends the following including the following language, which 
would provide DTSC information on real expected exposures and comparisons to the hazard of 
Chemicals of Concern to assist in finalizing priorities: 
 

69302.2 (Insert new paragraph before (c) at page 30, line 29) In responding to 
Department notices of proposed Chemical Lists, manufacturers or consortia of 
manufacturers may provide information on a chemical‘s hazard and its reasonable and 
foreseeable exposures to humans or to the environment through the product(s) in which 
it is used.  Such information would document the known hazards of the chemical and 
the anticipated exposures from reasonable and foreseeable uses of the consumer 
product(s) and would indicate how expected exposures compare to the chemical‘s 
health and/or environmental hazard threshold level. This information may also indicate 
anticipated exposures to sensitive sub-populations, aggregate exposures to the 
chemical from multiple products, as well as a description of available control measures.  
Such information shall be taken into consideration by the department in finalizing the 
Chemicals Lists.   
  
69303.2 (Insert new paragraph before (c) at page 38, line 11) In responding to 
Department notices of proposed Products Lists, manufacturers or consortia of 
manufacturers may provide information on a chemical‘s hazard and its reasonable and 
foreseeable exposures to humans or to the environment through the product(s) in which 
it is used.  Such information would document the known hazards of the chemical and 
the anticipated exposures from reasonable and foreseeable uses of the consumer 
product(s) and would indicate how expected exposures compare to the chemical‘s 
health and/or environmental hazard threshold level. This information may also indicate 
anticipated exposures to sensitive sub-populations, aggregate exposures to the 
chemical from multiple products, as well as a description of available control measures.  
Such information shall be taken into consideration by the department in finalizing the 
Products lists.  
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§ 69302.3 - Chemicals Under Consideration 
 
Subdivisions (a) Through (g), and Many of Their Subparts, Are Unclear and Fail To Meet the 
Necessity Standard for Proposed Regulations:  These subdivisions set out a lengthy list of 
prioritization factors the department may consider to place chemicals on the list of chemicals 
under consideration pursuant to § 69303.2.  While they include a seemingly exhaustive list of 
more than one hundred specific factors in various categories, they also liberally incorporate the 
phrase ―including, but not limited to‖ throughout and, as a result, make unclear what else may 
be included within their scope.  Further, while the ISOR includes a few sentences which 
generally explain the purpose of establishing prioritization factors, and a few other sentences 
which explain why the various categories of factors are useful in making such determinations, 
for the most part it provides only an explanation of the meaning of the factor listed and makes 
no effort to explain its purpose or necessity to prioritize chemicals of concern.    
 
For the reasons above, § 69302.3(a), and each of its subparts, fails to meet the clarity and 
necessity standards set out in Government Code § 11349.1 and 1 CCR §10.   
 
Subdivision (b)(25) and (d)(5) are unclear:  These subdivisions are part of different sections 
listing specific adverse public health impacts and specific adverse environmental impacts that 
may be considered as a prioritization factor.  Subdivision (b)(25) specifically includes ―hazard 
traits not listed above that relate to adverse impacts on human health‖ while subdivision (d)(5) 
includes ―other adverse impacts to the environment, not specifically identified.‖  As explained by 
the ISOR, one purpose of the language in (b)(25) is to allow consideration of hazard traits that 
are not currently detectable but which may be detectable through future advancements in 
science and technology.  Similarly, the ISOR explains the purpose of (d)(5) is to allow the 
department to consider future information on chemicals that is not presently known or 
researched at this time.  Nothing could be less clear than a regulation which allows 
consideration of future criteria that are not presently known and, by definition, cannot possibly 
be known.  If future advances in science and technology allow determination of additional 
adverse public health impacts, or adverse environmental impacts, the department should 
amend its regulations at that time.   
  
For the reasons above, subdivisions (b)(25) and (d)(5) fail to meet the standard for clarity set 
out in Government Code § 11349.1.   
 
Using Regulatory Duplication as a Priority Factor Is Inappropriate:  In § 69302.3(h) and § 
69303.3(h), the department incorporates regulatory duplication into the consideration of which 
chemicals will be prioritized and whether a product will be prioritized.  The evaluations 
contemplated by these sections are inappropriate, inconsistent, and beyond the scope of what 
was contemplated in H&S Code § 25257.1.  It appears that DTSC has attempted to make 
regulatory duplication a prioritization factor rather than the exemption called for in the underlying 
statute.  H&S Code § 25257.1 requires DTSC to exclude any chemical or product from 
consideration that is already regulated or the authority to do so has already been delegated to 
another agency. 
 
The DTSC‘s evaluation should be focused on which hazard trait caused the listing of the 
chemical and the potential exposure pathway of concern related to the product.  DTSC seems 
to suggest that regulatory duplication would only eliminate the chemical or product when other 
regulations ―address, for each life cycle, segment, the same public health and environmental 
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threats addressed by Article 14 of Chapter 6.5 of Division 20 of the Health and Safety Code and 
this chapter.‖  Section 69303.3(h)(2).  As stated above, this is inappropriate, inconsistent, and 
beyond the scope of authority provided to the department in H&S Code § 25257.1.  GCA 
recommends that regulatory duplication be a clear ―in or out‖ exemption where the chemical is 
already regulated or the product is already regulated for the same concern that caused DTSC to 
consider listing the chemical or product.  
 
 
 
ARTICLE 3 – PRODUCT PRIORITIZATION PROCESS 
 
§ 69303.1 & § 69303.3(c)(6)  – Intermediate Manufacturing Materials & Processes 
See comments p.38 above 
 
 
§ 69303.2 - Product Lists 
 
Subdivision 69303.2(d) Fails To Meet the Necessity Standard for Proposed Regulations:  The 
discussion of subdivision (d) in the ISOR does little more than restate the terms of the proposed 
regulations.  The ISOR makes no effort to describe the purpose of each provision, or to explain 
why each provision is required to carry out its described purpose.  
  
For the reasons above, subdivision (d) fails to meet the necessity standard set out in 
Government Code § 11349.1 and 1 CCR §10.   
 
Subdivision 69303.2(d)(3) Goes Beyond the Department‘s Authority to Implement the Green 
Chemistry Law:  Subdivision 69303.2 sets out the process the department will use to identify 
products under consideration and priority products.  Subdivision (d) describes the requirements 
for the department to determine when a product may be exempt from listing because it contains 
only a de minimis level of a priority chemical.  Subdivision (d)(3) precludes the department from 
making such a determination for ―chemicals, materials, or substances manufactured or 
engineered at the nanoscale or which contain nanostructures, or are considered to be 
nanomaterial.‖  Subdivision (d)(3) goes beyond the departments authority because the green 
chemistry law provides no basis to regulate nanomaterial other than to the extent such material 
can be considered a chemical or chemical ingredient.  In fact, the term nanomaterial cannot be 
found in either SB 509 or AB 1879. 
 
For the reasons above, subdivision (d)(3) fails to meet the authority standard set out in 
Government Code § 11349.1.   
 
Subdivision 69303.2(e) Is Inconsistent with the Green Chemistry Law, Contradicts Other 
Existing Law and Fails To Meet the Necessity Standard for Proposed Regulations:  Subdivision 
(e) states that a product shall not be considered a Product under Consideration or a Priority 
Product and, therefore, a Tier II AA shall not be required ―if the product does not contain any 
known or detectable amount‖ of a priority chemical.  Conversely, if a product does contain a 
known or detectable amount of a priority chemical a product will be listed and a Tier II AA shall 
be required.  However, subdivision (e) is inconsistent with the green chemistry law, specifically 
Health and Safety Code § 25257.1, which precludes the department from superseding the 
regulatory authority of any other department or agency, or adopting duplicative or conflicting 
regulations for already regulated products.  In particular, California‘s Proposition 65 initiative 
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passed by the voters already regulates the presence of naturally occurring or unintentionally 
added chemicals or chemical ingredients in consumer products.  Subdivision (e) conflicts with 
Proposition 65 because it would require a Tier II AA whenever a priority chemical is present in a 
product, whether or not the chemical is naturally occurring or unintentionally added.  Moreover, 
to the extent subdivision (e) regulates chemicals or chemical ingredients that are the subject of 
Proposition 65 but would require no action under that law, the regulation is inconsistent with 
Health and Safety Code § 25252(b)(2), which requires the department to minimize costs and 
maximize benefits for the state‘s economy when adopting regulations to implement the green 
chemistry law.  Finally, the discussion of subdivision (e) in the ISOR does nothing more than 
restate the terms of the proposal.  The ISOR makes no effort to describe the purpose of the 
provision, or to explain why each provision is required to carry out its described purpose.  
 
For the reasons above, subdivision (e) fails to meet the authority, consistency and necessity 
standards set out in Government Code § 11349.1 and 1 CCR §10.   
 
 
§ 69303.3 – Products under Consideration: Exposure  
 
Under § 69303.3(a), the designation of ―Products under Consideration” appears to rely strongly 
on sales and volume data to approximate exposure to a chemical of concern in a consumer 
product.  While in some cases, this might be the only data available to make such 
determinations; in other cases there will likely be published data or studies that provide 
exposure information that are quantitative sentinel exposure scenarios representative for an 
entire product category.  In the cases where this data exist or are being developed for a 
category, DTSC should first give preference to that relevant quantitative exposure data.  
Specifically under subsection (e) of this section, DTSC must be able to rely on and give 
preference to quantitative sentinel exposure scenarios for a product.  
 
In § 69303.3(b) above, the lack of a standard for what is deemed an exposure scenario to 
determine lack of exposure is a serious flaw in the Proposed Regulation.  It is critical that 
exposure pathways result from ―reasonable and foreseeable use‖ of the product.  Otherwise 
there is no standard by which to determine whether there may be an unforeseeable action that 
might result in exposure and prohibit the chemical from being exempted from the green 
chemistry process.   
 
Recommendation: The GCA requests that the department address the issues above by 
amending the Regulation to reflect the language stipulated below for the sections in question; 
per our previous comments on the Draft Regulation: 
 

§ 69303.3(b) reasonable and foreseeable potential for the public or the 
environment to be exposed to the Chemical of Concern contained in the 
product, during use and disposal of the product.3 
 

 
§ 69303.3 - Products Under Consideration 
 

                                                        

3  Note:  GCA strongly recommends the term ―Priority Chemical‖ be eliminated and restored to its previous identifier, 
namely, ―Chemical of Concern.‖  It is in this context and this context only that the above GCA recommendation 
references ―Chemical of Concern‖ rather than ―Priority Chemical.‖ 
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§ 69303.3 Fails To Meet the Necessity Standard for Proposed Regulations:  This section sets 
out a lengthy list of prioritization factors the department may consider to place products that 
contain a priority chemical on the list of Products under Consideration pursuant to § 69303.2.  
While the ISOR includes a few introductory sentences which generally explain the purpose for 
establishing prioritization factors, and a few other sentences which explain why the various 
categories of factors are useful in making such determinations, for the most part it only repeats 
the individual provisions of the regulation and makes no effort to explain how the specific 
category of information required will be used to implement the green chemistry law, or why it is 
required to do so.  Despite the lengthy list of required information, § 69303.3 also makes liberal 
use of the phrase ―including, but not limited to‖ and, as a result, it is unclear what else may be 
included within the scope of information. 
 
For the reasons above, § 69302.3(a), and each of its subparts, fails to meet the clarity and 
necessity standards set out in Government Code § 11349.1 and 1 CCR §10.   
 
Subdivision (c)(5) Is Inconsistent With, and Exceeds the Department‘s Authority Under, the 
Green Chemistry Law:  Subdivision (c)(5) includes information regarding exposure to workers in 
the workplace among the types of information that may be considered when placing a product 
on the Product of Concern list.  However, Health and Safety Code § 25257.1 limits the 
department‘s authority by proscribing regulation of product categories that are already 
regulated, or subject to pending regulation consistent with the purposes of the green chemistry 
law.  Here, the proposed language exceeds the authority given the department because 
workplace exposures are already regulated by the Department of Occupational Safety and 
Health.  Not only is this duplication prohibited by § 25257.1, it is also inconsistent with § 
25252(b)(2), which requires the department to minimize costs and maximize benefits for the 
state‘s economy when adopting regulations to implement AB 1789 and SB 509 (―the green 
chemistry law‖).     
 
For the reasons above, subdivision (c)(5) fails to meet the authority and consistency standards 
set out in Government Code § 11349.1. 
 
 
§ 69303.4 - Priority Products 
 
§ 69303.4 Fails To Meet the Necessity Standard for Proposed Regulations:  Section 69303.4 
sets out factors the department may consider to identify and designate Priority Products from 
the list of Products under Consideration.  With respect to this section, the ISOR simply 
paraphrases the individual provisions of the regulation and makes no effort to describe how 
each category of information will be used to implement a particular requirement of the green 
chemistry law, or why it is required to do so.   
 
For the reasons above, § 69302.3(a), and each of its subparts, fails to meet the clarity and 
necessity standards set out in Government Code § 11349.1 and 1 CCR §10. 
 
 
 
ARTICLE 4 – PETITION FOR INCLUSION OF A CHEMICAL OR 
PRODUCT IN THE PRIORITIZATION PROCESS 
 
§ 69304 – Petition Process 
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While GCA supports the inclusion of a petition process, we are concerned that the provisions 
not only fail to clearly provide for requests to remove chemicals/products from priority lists, but 
also that manufacturers of implicated chemicals/consumer products do not have any opportunity 
to provide necessary input on any chemical/product being petitioned prior to DTSC making a 
final ―denied/approved‖ determination.  The process must work both ways and be fully open to 
public comment. 
 
 
 
ARTICLE 5 – ALTERNATIVES ASSESSMENT 
 
§ 69305 – Alternatives Assessments  
 
GCA does not support the unnecessary, unauthorized, and burdensome requirements of Tier 1 
Alternatives Assessments (AA) Notifications/Reporting requirements currently proposed in these 
regulations.  As discussed earlier, this should be amended to a voluntary submission processes, 
unrelated to the timing of product introductions in to California commerce and the department 
should provide incentives for participation so that safer products are brought to the market 
quickly. 
 
First is a concern with the Green Screen being cited as the baseline for use in the "chemical 
hazard assessment" (GCA would prefer the term to be ―comparative hazard assessment‖).  
There are a variety of useful tools available for AA that include sections on comparative hazard 
assessments—besides the Green Screen there are EPA‘s Design for the Environment case 
studies and predecessor Cleaner Technologies Substitutes Assessment, the NSF/GCI Greener 
Chemical Products and Processes Standard, Tim Malloy‘s Multi-Criteria Decision Analyses 
submitted to GRSP, the iSustain Green Chemistry Index, the Lowell Center for Sustainable 
Production AA Framework, and others.  Any of these tools provide examples of the simple 
framework appropriate for comparative hazard assessment between a Chemical of Concern 
and possible Alternatives.  The Green Screen Tool should not be singled out as a ―standard‖.   
 
GCA is also concerned that because the Green Screen is not publicly vetted by California 
stakeholders, it is not appropriate to be cited for regulatory compliance purposes.  It is not a 
fixed process, but a tool that has evolved over time and presumably will continue to evolve in 
the future.  It is GCA's understanding that Clean Production Action is not bound by a regulatory 
process by which the regulated community will have an opportunity to provide input to the 
criteria and approach should Clean Production Action decide to make changes to the framework 
and criteria in the Green Screen. As noted above, GCA appreciates and strongly supports the 
inclusion of language in the rest of the AA that allows responsible entities flexibility in using 
different tools and methodologies and flexibility in focusing on the pertinent factors/key criteria 
most relevant to the analysis and recommends that the same flexibility be provided for this 
portion.  
 
Further, regarding Alternatives Assessments (AA) specifically authorized in statute, the 
proposed regulation separates the Assessment (Tier II AA) into two distinct parts.  The Tier II-A 
AA consists of a ―Chemical Hazard Assessment‖ and an ―Exposure Potential Assessment.‖  The 
Tier II-B AA is a ―Multimedia Life Cycle Evaluation,‖ which, beyond typical life-cycle 
considerations, includes critical considerations such as product performance, economic 
considerations, technological feasibility, and potential resource impacts from changes to 
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manufacturing systems.  Both parts of the Tier II AA are to be made public (minus information 
successfully defended as CBI/trade secret). 
 
Altogether, the conduct of an Alternative Assessment will be a very large, difficult and complex 
task.  Each particular Alternatives Assessment will be a unique situation with a unique Chemical 
of Concern and Priority Product paring.  GCA appreciates and strongly supports the inclusion of 
language that allows responsible entities flexibility in using different tools and methodologies 
and flexibility in focusing on the pertinent factors/key criteria most relevant to the particular 
Chemical of Concern/Priority Product in evaluating the potential alternatives.  This flexibility is 
critical to reducing the burden of what will be a difficult and time-consuming process in any 
case.  
 
However, GCA has a number of significant problems with the Alternatives Assessment and the 
Tier II approach.  First, the draft regulation, § 69305.5(a)(2)(B), states that the Exposure 
Potential Assessment ―is not required if none of the alternatives being considered contain a 
chemical that exhibits a hazard trait.‖ However, GCA is deeply concerned as it questions how 
the regulations will be interpreted and implemented after OEHHA promulgates its list of hazard 
traits pursuant to SB 509.  The OEHHA approach includes an exhaustive list of toxicities, 
pathological observations, and other characteristics and conditions potentially related to an 
adverse effect.  It is not clear that any substance, even the most benign chemicals, would 
escape this list, since all chemicals exhibit a hazard trait at some level of exposure.  Most 
notably, the OEHHA approach provides no means for a chemical to be classified as ―non-toxic‖.  
It does not allow non-toxic to exist in the context of the Green Chemistry Initiative.  Unless the 
OEHHA approach is significantly improved in this regard, the Exposure Potential Assessment 
exemption is meaningless. 
 
Second, a number of factors (product function and performance which includes function and 
performance, useful life, functional equivalency, technological and economic feasibility, plus 
economic impact) are included in what is called Multimedia Life Cycle Evaluation, § 69305.5(d).  
These factors are not life cycle inputs in the traditional sense and are not included in any LCA 
methodologies.  They are separate and extremely important evaluation factors that should 
be considered separate and apart from life cycle factors. 
 
Third, there is an inconsistency in the regulation relating to judging product performance.  As 
discussed with regard to the definition of ―functionally equivalent,‖ § 69301.2(36) is inconsistent 
in judging performance.  GCA objects to this second definition in the strongest possible terms.   
 
Fourth, it appears that DTSC contemplates the two reports will be submitted separately on 
different due dates.  The word ―dates‖ is used frequently in connection with submission 
deadlines for the entire Tier II AA report.  By separating the reports, information about the 
hazard and exposure dimensions of an AA could be made public without any information about 
performance, useful life, economic considerations, and resource use consequences that are 
critical for putting multi-dimensional alternatives choices into proper context.  Without the 
information currently partitioned into the Tier II-B AA, public information will be incomplete.  The 
Tier II AA should be a single document, not artificially split into separate submissions that can 
be misleading and misused.  Real world R&D considers all these factors simultaneously in the 
product development process, usually by means of a series of screening steps, with each step 
involving a more detailed level of investigation and analysis of the factors for all alternatives and 
each step selecting alternatives to go forward and discarding alternatives that do not meet the 
criteria.  
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§ 69305.3 – De Minimis Level (0.1%) & Exposure 
 
As stipulated in § 69301.2 a de minimis level of 0.1% is appropriate and consistent with REACH 
(See REACH Legislation, Article 7) and should be applied to all chemicals of concern in a 
product, by weight.  However, as noted above, the inclusion of other regulatory exposure levels; 
as automatic triggers for a lower de minimis level, it is inappropriate. See also, GCA comments 
on Article 1 Definitions: p. 20. 
 
Additionally, under § 69305.3, conditions are stipulated whereby the department may deny a de 
minimis exemption request § 69305.3(d)(2)(A), stipulate a new de minimis level § 69305.3(d) 
(2)(B)1., or also determine that aggregate exposure across products, below a de minimis level, 
could be harmful § 69305.3(d)(3).  Under each of these subsections it must be clearly stipulated 
that DTSC must have quantifiable exposure information to substantiate the denial of a de 
minimis exemption or the establishment of a new de minimis level. 
 
Recommendation:  Amend § 69305.3(d) as follows: 
 

(d) When the department has quantifiable and reliable information to 
support a conclusion, the department may set a lower de minimis level 
under the following circumstances: 

 
As outlined in the regulation, the de minimis seems only to apply to Priority Products.  While 
GCA believes it necessary and appropriate that it apply to Priority Products, we believe that any 
product containing a chemical concern below the de minimis threshold should be exempted 
from these regulations. 
 
Additionally, in § 69305.3 a notification to the department is required to apply the de minimis 
exemption to a ―Priority Product.‖  This requirement is unnecessary, unauthorized and 
bureaucratically burdensome.  The de minimis exemption should be self-implementing, requiring 
no submission to the department.  For compliance and enforcement reasons, manufacturers 
could be required to maintain records supporting their actions. 
 
 
Article 5, and Each of Its Subparts, Fail To Meet the Necessity Standard for Proposed 
Regulations:  Article 5 sets out the process and requirements to conduct alternatives 
assessments for consumer products listed as Priority Products.  In its discussion of Article 5, the 
ISOR states generally that its provisions are necessary to provide consistency in the work 
products submitted and to allow for comparison of data collected but does not explain why 
alternatives assessments of specific products need to be consistent and comparable with 
different assessments of different products.  Again without reference to any particular 
provisions, the ISOR also asserts that elements of Article 5 are crucial to identify data gaps for 
products that contain Priority Chemicals, but fails to explain why such gaps must be identified.  
Even where the ISOR references specific provisions of Article 5, the discussion never goes 
beyond general statements and conclusions, none of which demonstrate the necessity of the 
regulation.  Such general and conclusory statements undermine the purpose of the 
Administrative Procedure Act to provide interested parties a meaningful opportunity to review 
and comment on proposed regulations.  Such an egregious substantive and procedural defect 
in the adoption process can only be remedied by elimination of the proposed provisions, or 
amendment to the ISOR and a further opportunity for public review and comment.  
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For the reasons above, Article 5, and each of its subparts, fail to meet the necessity standard 
set out in Government Code § 11349.1 and 1 CCR §10.   
 
 
§ 69305.1 - Alternatives Assessment Notifications and Tier I AA Reports 
 
§ 69305.1 Is Unnecessary and Inconsistent With the Green Chemistry Law:  Section 69305.1 
requires responsible entities to provide an AA Notification, including a Tier I AA report, before 
discontinuing a product containing a Chemical under Consideration or Priority Chemical and 
replacing it with a reformulated, redesigned or replacement product.  The ISOR explains that 
this section is necessary to allow a responsible entity to reformulate or redesign a product 
without first performing a Tier II AA.  However, the Tier II AA process does not apply at all to 
products which contain a Chemical under Consideration, and only applies to products which 
contain a Priority Chemical if the product has been designated a Priority Product.  Thus, 
subdivision (a) is not necessary to accomplish the department‘s stated purpose.  Moreover, 
requiring a Tier I AA report before a product can be reformulated creates a costly and stigmatic 
barrier to reformulation and is inconsistent with the purpose of the Green Chemistry Law to 
promote safer alternatives.  
 
For the reasons above, § 69305.1 fails to meet the clarity and necessity standards set out in 
Government Code § 11349.1 and 1 CCR §10.   
 
 
§ 69305.2 - Tier II Alternatives Assessments: General Provisions 
 
Subdivision (c)(3)(A) Is Unclear and Inconsistent With the Green Chemistry Law:  Subdivision 
(c)(3)(A) requires a Tier II AA to be reviewed and verified by a second lead assessor.  The 
regulations already require a Tier II AA report to be prepared by a qualified and accredited lead 
assessor.  Imposing a second layer of review on the work product of lead assessors who have 
already demonstrated to the department that they are qualified and accredited to perform such 
work will significantly increase the cost of the Tier II AA process for little, if any, benefit.  The 
increased costs of the redundant review will slow the pace of product reformulation and, 
therefore, is inconsistent with the purpose of the Green Chemistry Law to promote safer 
alternatives.  
 
Subdivision (c)(3)(A)(5) requires that a verifying lead assessor ―[h]ave no economic interest in 
any entity that manufactures, or places into the stream of commerce in California, any Chemical 
of Concern, Product under Consideration, or Priority Product.‖  This provision is unclear 
because ―economic interest‖ is undefined. 
 
For the reasons above, § 69305.1 fails to meet the standard for clarity set out in Government 
Code § 11349.1 and 1 CCR §10.   
 
 
§ 69305.6 - Tier II Alternatives Assessments Reports 
 
Subdivision (b)(7)(B) Is Unnecessary and Exceeds the Department‘s Authority Under the Green 
Chemistry Law:  Subdivision (a)(7)(B) requires a Tier II AA reports to include a copy of the 
contractual agreement between the preparer of the AA Report and the verifying lead assessor.  
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The ISOR provides no discussion of the rationale for this provision, nor could it because the 
department has no authority under the green chemistry law to require such information.  
 
For the reasons above, § 69305.1 fails to meet the standard for necessity and authority set out 
in Government Code § 11349.1 and 1 CCR §10.   
 
 
 
ARTICLE 6 – REGULATORY RESPONSE 
 
§ 69306. - Applicability 
 
No Clarity that Regulatory Responses Must be Proportional to the Degree of Risk:  This section 
lays out regulatory responses that the department may take after the submission of a Tier II AA 
and after public notice and comment on it‘s proposed response.  The options discussed in the 
regulation mirror those listed in the statute.  GCA is concerned that there is no sense of 
proportion to suggest why different responses may or may not be selected.  GCA holds that it is 
critically important that the department‘s response must be proportional to the degree of risk 
posed by the selected alternative.  Where there is not an objective risk, no regulatory response 
should be required. End of Life Management requirements or Product Sales Prohibitions or 
Other Regulatory Responses should only be undertaken where there is a demonstrable 
objective risk that must be managed and can be successfully managed with those options. 
 
 
§ 69306.2 - No Regulatory Response Required 
 
This section provides a series of unreasonable criteria, all of which must be met, before a 
finding of no regulatory response is made relating to a selected ―alternative consumer product‖.  
This section fails to consider many likely factors, including: 
 

         A product could contain a Chemical of Concern above detectable levels, or even 
above 0.1%, and still not present a significant impact on public health or the environment 
in the intended uses. 

         There is no reason to believe that Alternative Products will have lower impacts than 
Priority Products for all uses. 

 
 
§ 69306.3 - Product Information to Consumers 
 
If a manufacturer does not ―select an alternative‖ for a Priority Product, then consumers must be 
informed regarding the Priority Product and its inclusion of Chemical(s) of Concern.  This 
requirement once again presupposes that all Priority Products for all uses will be found to have 
significant public health or environmental impacts.  The requirement for labeling in subsection 
(c) is especially unreasonable, and should be entirely eliminated. 
 
 
§ 69306.4 - End-of-Life Management Requirements 
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Regarding End of Life Management, the proposed regulation as a regulatory response goes 
beyond the scope of statute and is overly burdensome in that it mandates take back programs.  
Additional methodologies for addressing end-of-life concerns must be included. 
 
Mandatory take-back programs are not warranted for all products.  This should be decided on a 
case-by-case basis as other alternatives could have lower environmental, health or safety 
impacts.  Furthermore, take-back programs can have unintended consequences resulting from 
disposal of otherwise useful product. 
 
Based on the current very broad definition of "consumer product," this section should be revised 
to clearly state exemptions for industrial and commercial products, including chemical 
intermediates.  These products already are already subject to or a part of business-to-business 
(B2B) hazardous waste/recycling arrangements.  
 
 
§ 69306.5 - Product Sales Prohibition 
 
This section should provide further information regarding how DTSC would ―determine… that a 
safer alternative exists‖ and thereby order that the product ―shall not be made available for use 
in California.‖  It is important that such an extreme regulatory measure be implemented only 
under circumstances where significant impacts to public health or the environment can be 
minimized without other adverse effects.  A proposal for this regulatory action should be subject 
to full notice and public comment.  In addition, as noted earlier, mandatory take-back programs 
are not warranted for all products.  This should be decided on a case-by-case basis.  Other 
regulatory or risk mitigation alternatives could have lower environmental, health or safety 
impacts. 
 
 
§ 69306.6 - Other Regulatory Responses 
 
The statements that, ―The Department may apply any…regulatory responses to any scenario‖ 
provides grossly excessive discretion to the department to apply regulatory measures where 
they may not be warranted under any reasonable interpretation of good public policy.  This 
section should be revised to allow the department to choose the regulatory option that will 
eliminate or reduce significant risks or impacts without creating other adverse public health, 
environmental or economic impacts.  In addition, all proposals for this regulatory action under 
this section should be subject to full notice and public comment.   
 
 
§ 69306.9 - Regulatory Response Report and Notifications 
 
The requirement that manufacturers subject to any regulatory action ―notify retailers who sell the 
product or component in California,‖ is excessive and unwarranted for many if not all regulatory 
actions.  This requirement should be implemented only for specific types of regulatory actions 
where retailer action is needed. 
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ARTICLE 6 - REGULATORY RESPONSE 
 
Article 6, and Each of Its Subparts, Fail To Meet the Necessity Standard for Proposed 
Regulations:  Article 6 sets out the range of regulatory responses which the department may 
impose on a Priority Product after the Tier II AA process is completed.  In its discussion of 
Article 6, the ISOR states generally that its provisions are necessary ―to specify the regulatory 
responses regimen that implement Health and Safety Code § 25253(b), and ―to clarify, 
implement, and make specific the provisions of [that section].‖  Throughout its discussion of 
Article 6, the ISOR does little more than simply repeat the requirements of each provision and 
state that it is necessary to do what it does.  Such general and conclusory statements fail to 
demonstrate the necessity of the provisions of Article 6 and deny interested parties a 
meaningful opportunity to review and comment on the regulations proposed.  Such an 
egregious substantive and procedural defect in the adoption process can only be remedied by 
elimination of the proposed provisions, or amendment to the ISOR and a further opportunity for 
public review and comment.  
 
For the reasons above, Article 6, and each of its subparts, fail to meet the necessity standard 
set out in Government Code § 11349.1 and 1 CCR §10.   
 
 
§ 69306.4 - End of Life Management Requirements 
 
Subdivision 69306.4(a)(2)(A)(2)(d) Is Unnecessary, Unclear and Exceeds the Department‘s 
Authority Under the Green Chemistry Law:  Subdivision 69306.4(a)(2)(A)(2)(d) requires a 
responsible entity‘s Product Stewardship Plan to identify the Plan‘s ―fair share‖ of orphan 
products, which the ISOR explains are ―products whose manufacturers or responsible entities 
are no longer in existence.‖  To justify this provision, the ISOR asserts that, ―[n]ot taking [orphan 
products] into consideration could compromise the success of a Product Stewardship Plan.‖  
Nowhere does the ISOR explain why a responsible entity‘s Product Stewardship Plan should 
include products that are not the responsible entity‘s own products.  Moreover, the ISOR could 
not do so because the department has no authority under the green chemistry law to impose the 
financial or other burden for orphan products on an entity that is not responsible for the product.  
Finally, this subdivision is unclear because ―fair share‖ is undefined and, therefore, it is 
impossible for a responsible entity‘s to determine what its fair share might be.  
 
For the reasons above, § 69305.1 fails to meet the authority, clarity and necessity standards set 
out in Government Code § 11349.1 and 1 CCR §10.   
 
 
Subdivision 69306.4(a)(2)(A)(3)(a) Is Unnecessary and Exceeds the Department‘s Authority 
Under the Green Chemistry Law:  Subdivision 69306.4(a)(2)(A)(3)(a) requires a manufacturer or 
responsible entity to pay for implementation of a Product Stewardship Plan as a ―general cost of 
doing business, through cost internalization or by recovering costs through arrangements with 
their distributors and retailers.‖  In effect, this provision seeks to prohibit a plan that would 
impose its cost to implement on the consumers who purchase the product subject to the plan.  
To justify this provision, the ISOR states it is ―necessary to assess the planning and 
assumptions under which the plan is being developed.‖  Nowhere does the ISOR explain why 
consumers should not bear the burden of a Product Stewardship Plan required by the 
department for a product they purchase.  Moreover, the ISOR could not do so because the 
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department has no authority under the green chemistry law to preclude such a method of 
financing.   
 
For the reasons above, subdivision 69306.4(a)(2)(A)(3)(a) fails to meet the authority and 
necessity standards set out in Government Code § 11349.1 and 1 CCR §10. 
 
 
 
ARTICLE 7 – DISPUTE RESOLUTION 
 
Dispute resolution should clarify what steps are required to achieve a stay of regulatory 
requirements while disputes are being addressed administratively.  While the dispute resolution 
process outlined has merit, we recommend that a step to provide an outside review be provided 
before the manufacturer is forced to seek judicial review. 
 
 
 
ARTICLE 8 - ACCREDITATION AND QUALIFICATION REQUIREMENTS 
FOR PERFORMANCE OF ALTERNATIVES ASSESSMENTS 
 
§ 69308, § 69308.1,& § 69308.2 – Rquirements Third Party and In-Houese 
Assessors, and designated accrediting bodies 
 
GCA is unequivocally opposed to mandatory third party verifiers, as they do not have an in-
depth appreciation and understanding of the product development science and engineering 
used in the manufacture of consumer products.  A Research and Development (R&D) scientist 
must consider a variety of factors in the selection of chemical ingredients for a consumer 
product.  Hazard traits of an individual chemical and life cycle analysis are only pieces of the 
equation.  Chemical ingredients often serve multiple functions in a consumer product 
formulation rather than provide a single benefit.  Therefore, Alternative Assessment is a broad 
process that must evaluate a number of holistic considerations for any potential chemical 
alternative, including impact on product performance, potential interaction with other formula 
components, useful life, cost effectiveness, availability, commercial feasibility and consumer 
preference.  Manufacturers invest significant R&D resources to find the right targeted balance of 
chemical ingredients for consumer product formulations.  It is unreasonable to expect Lead 
Assessors of third party verification firms to fully appreciate the intricate R&D science invested 
in consumer product formulations or share the in-depth understanding of consumer behavior 
and preferences to adequately verify that a Tier II Alternative Assessment is ―complete.‖ 
 
Additionally, requiring third party verification for every Tier II AA will be costly and hinder 
timeframes for completion of the AA given our understanding of the finite supply of Lead 
Assessors/third parties to accomplish this work.  Given the concerns by other stakeholders 
regarding the timeframes associated with the green chemistry processes, the verification steps 
will only serve to delay the process further for no benefit.   
 
For those instances when third party assistance is either voluntarily sought by the manufacturer 
or where the company clearly lacks the in-house expertise to conduct the assessment, DTSC 
should establish quality criteria for the performance of alternatives assessment verification by 
certified third parties, including grievance and dispute resolution procedures for parties who 
believe their alternatives assessments have been improperly denied verification. 
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GCA has argued vigorously that DTSC should require third party verification in limited situations 
and not for every Tier II AA report, when the report has been prepared by an accredited in-
house Lead Assessor.  As discussed, accredited in-house Lead Assessors are better positioned 
to understand the subjective Alternative Assessment applied to a Chemical of Concern/Priority 
Product.4 
 
As it relates to Lead Assessors, under the proposed regulation in § 69305.2(c)(3)(A)5 the 
verifying lead assessor must, ―Have no economic interest in any entity that manufactures, or 
places into the stream of commerce in California, any CUC, Product under Consideration, or 
Priority Product.‖  This is an impossibly low threshold in this era of mutual funds and other broad 
and sophisticated economic investments wherein a verifying lead assessor may not easily or 
readily determine if s/he has any economic interest in any particular entity.  At the very least, 
this threshold must be raised to some reasonable limit above zero.  Furthermore, it should apply 
only to those specific entities for which that verifying lead assessor is performing assessments, 
not to ―any entity.‖  The requirement to demonstrate “independence and lack of affiliation with 
any responsible entity, manufacturer, consortium of manufacturers, or trade association” 
inappropriately excludes those individuals who have the potential to bring the most valuable 
expertise to the task. 
 
Article 8, and Each of Its Subparts, Fail To Meet the Necessity Standard for Proposed 
Regulations:  Article 8 sets out the process and requirements to obtain certification by the 
department as a qualified third party assessment entity, qualified in-house assessment entity, 
accrediting body, or lead assessor.  In its discussion of Article 8, the ISOR states generally that 
its provisions are necessary to ensure the reliability and integrity of assessments required to be 
performed by the regulation.  However, the ISOR utterly fails to describe the problem, 
administrative requirement, or other condition or circumstance which each provision is intended 
to address, much less why it is required to do so.  The ISOR‘s failure to demonstrate the 
necessity of any provision of Article 8, as with the other provisions where the ISOR is similarly 
defective, undermines the purpose of the Administrative Procedure Act to provide interested 
parties a meaningful opportunity to review and comment on proposed regulations.  Such an 
egregious substantive and procedural defect in the adoption process can only be remedied by 
elimination of the proposed provisions, or amendment to the ISOR and a further opportunity for 
public review and comment.  
 
For the reasons above, Article 8, and each of its subparts, fail to meet the necessity standard 
set out in Government Code § 11349.1 and 1 CCR §10.   
 
Subdivision (a)(4)(A) Exceeds the Department‘s Authority, Conflicts With Other Law and Is 
Unclear:  Subdivision (a)(4)(A) requires that an applicant for certification as a Qualified Third 
Party Assessment Entity must submit information to demonstrate ―[i]ndependence and lack of 
affiliation with any responsible entity, manufacturer, consortium of manufacturers, or trade 
association.‖  This provision exceeds the department‘s authority because there is no basis to 
use trade association membership as the basis for precluding participation in process 
established by the department to implement the green chemistry law.  Moreover, such an 
overbroad restriction violates the First Amendment right of such participants to freely associate.  
Finally, this provision is unclear because neither ―independence‖ nor ―lack of affiliation‖ are 

                                                        

4  Note:  GCA strongly recommends the term “Priority Chemical” be eliminated and restored to its previous 
identifier, namely, “Chemical of Concern.”  It is in this context and this context only that the above GCA 
recommendation references ―Chemical of Concern‖ rather than ―Priority Chemical.‖ 
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defined and, as a result, potential participants have no way to know to determine what is 
required in order to participate, or to determine whether issuance or denial of an application is 
justified.   
 
For the reasons above, subdivision (a)(4)(A) fails to meet the authority, consistency and 
necessity standards set out in Government Code § 11349.1 and 1 CCR §10.   
 
 
§ 69308.2 - Requirements for Designated Accrediting Bodies 
 
Subdivision (g)(2) Conflicts With Substantive and Procedural Due Process Protections and Is 
Unclear:  Subdivision (g)(2) provides for the department to revoke a designation as an 
accrediting body if ―a substantial number‖ of individuals accredited by the body as lead 
assessors are found to be in violation of the green chemistry regulations.  The term ―substantial 
number‖ is not defined by the regulations and, as a result, the proposed standard is unclear.  
For example, if 10 individuals accredited by a body are found to be in violation of the 
regulations, but the body has accredited more than 1000 individuals, the number found in 
violation probably should not be considered substantial.  However, if 2 individuals accredited by 
a body are found in violation and they are the only ones accredited by that body, that may be a 
substantial number.  Moreover, a standard that considers only the number of individuals found 
in violation, and not their proportion to the total number certified or the reason for the violation, 
fails to satisfy substantive and procedural due process requirements guaranteed by the state 
and federal Constitutions before a license, privilege or permit may be revoked.        
 
For the reasons above, subdivision (g(2) fails to meet the standards for clarity and consistency 
set out in Government Code § 11349.1.   
 
 
§ 69308.3 - Lead Assessor Accreditation Requirements for Qualified Third-Party 
Assessment Entities 
 
It is not clear why the department seeks separate accreditation of Lead Assessors, which 
appears to be required prior to seeking Assessment Entity status.  Furthermore, it is difficult to 
imagine any person, or even small group of persons, who would have the broad skills and 
knowledge required to conduct assessments across the extremely broad spectrum of products, 
chemicals and impacts that would need to be assessed in AAs as envisioned by this regulation. 
 
 
 
Article 10 - - CONFIDENTIALITY OF INFORMATION 
 
Introduction 
 
The following comments, submitted in response to the proposed regulations relating to the 
protection of trade secrets, should be viewed in the context of the value and critical importance 
that businesses properly place on trade secret information.  Trade secrets are among a 
business‘ most valuable assets; as valuable (or in some cases more valuable) than hard assets 
such as manufacturing equipment and facilities. 
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Moreover, trade secrets provide enormous societal and environmental benefits.  Without trade 
secret protection, the incentive to innovate, to develop better products and even safer products, 
would be greatly diminished.  If, for example, competitors could gain access to new formulations 
and new products as soon as they are developed, businesses could not justify expending 
millions and even billions of dollars in researching and developing better products.  These 
expenditures can be justified by the expectation that new formulas, new products, will result in 
increased sales, providing a return on the research and development investment.   
 
For the expectations of the Green Chemistry Initiative to be met, innovation has to be 
incentivized, research and development has to be rewarded in the marketplace.  That can occur 
only if manufacturers‘ trade secrets are protected. 
 
Accordingly, the regulations in Article 10 are viewed with a critical eye, and any diminution of 
trade secret protection is condemned.  The survivability of manufacturers doing business in 
California and the success of green chemistry depends on protecting trade secrets to the full 
extent of the law. 
 
 
GCA Asserts Article 10 Is Not Necessary and Should be Struck In Its Entirety 
 
Article 10 is fundamentally unnecessary; it is generally duplicative of the statutes that it is 
intended to implement, interpret, or make specific.  Where the regulations do not duplicate the 
underlying statutes, they are either inconsistent with the statutes or they expand the scope of 
the statute.  Article 10 fails to meet the statutory standards set out in Government Code § 
11342.1, § 11342.2, and § 11349.1. 
 
The principle statute that Article 10 is intended to implement, interpret, or make specific is 
Health and Safety Code § 25257, the portion of AB 1879 dealing specifically with trade secrets.  
This section sets out a detailed process for claiming protection for a trade secret, for supporting 
the claim, and for DTSC determining whether the trade secret is to be protected.  This section 
provides: 
 

 A person submitting information may, at the time of submission, identify information 
as a trade secret.  Subdivision (a). 

 

 That person shall support the claim upon the written request of the department.  
Subdivision (a). 

 

 The information claimed to be a trade secret is not to be released to the public 
unless a request for its release is made, the department provides at least 30 days‘ 
notice of the request to the person submitting the information, the department 
determines that the information is not a trade secret and the submitter has not filed a 
lawsuit challenging the decision within 30 days after the department notifies the 
submitter of its decision.  Subdivisions (a) and (d). 

 

 Information pertaining to hazard traits for chemicals cannot be protected.  
Subdivision (f). 

 
Civil Code § 3426.1(d) defines a trade secret as information that derives economic value, actual 
or potential, from not being generally known and that is the subject of reasonable efforts to 
maintain its secrecy.  
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When Article 10 is shorn of its invalid excesses, it does no more than provide that support for a 
trade secret claim should satisfy the components of the statutory definition of a trade secret, and 
to do so pursuant to the process set out in AB 1879.  As such, Article 10 is unnecessary.  
Further, the Initial Statement of Reasons (ISOR) prepared by DTSC provides no basis for 
concluding that Article 10 is necessary.  The ISOR principally describes the regulatory 
provisions, stating that the provisions are necessary to make it easier for DTSC to process 
claims for trade secret protection and to handle requests for disclosure with greater efficiency. 
 
 
§ 69310 - Confidential Business Information 
 
Section 69310 solely provides that DTSC shall comply with the existing laws pertaining to 
nondisclosure of confidential information, and that it will use existing laws to determine what is 
confidential information.  DTSC is obligated to follow existing law; it has no authority to ignore 
that law.  While it is reassuring to know that DTSC will follow existing law, it is not necessary to 
state it. 
 
 
 
§ 69310.1 - Assertion of A Claim of Confidential Business information 
 
The Duplicative Portions of This Section Are Unnecessary:  In § 69310.1, DTSC begins by 
following the dictates of existing law, requiring a person who wishes to claim information as 
confidential information to identify the portion of the information that is subject to the trade 
secret claim.  That is set out explicitly in Health and Safety Code § 25257.  Accordingly, that 
portion of this section is unnecessary.   
 
Portions of This Section Are Inconsistent and Expand the Scope of the Underlying Law:  Section 
69310.1 goes beyond requiring the submitter to identify the portion of the information that is a 
trade secret and requires it to specify the statutory authority constituting the basis for the trade 
secret claim, to provide a claims index as required in § 69310.2, and to provide supporting 
information required by § 69310.4.  The latter section sets out 12 specific requirements for 
supporting a claim that certain information is a trade secret. 
 
This requirement in § 69310.1 to provide substantial justification for a claim at the time of 
submission is inconsistent with the express provision of Health and Safety Code § 25257.  That 
section, as noted above, does not require a person making a trade secret claim to provide 
support for the claim until DTSC has made a written request.    
 
In addition, § 69310.1 provides that a person who makes a trade secret claim shall, at the time 
of submission, provide the department with a redacted copy of the document being submitted in 
which the trade secret information is excluded.  Nothing in Health and Safety Code § 25257, the 
Public Records Act, the Civil Code defining a trade secret, or any other provision of law, 
requires a person submitting information to provide a redacted copy that can be made available 
in full to the public. This portion of § 69310.1 expands the scope of the underlying statutes and, 
as such, is invalid. 
 
 
§ 69310.2 Marking and Indexing of Documents 
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The Duplicative Portion of This Section Is Unnecessary:  Subdivision (a) of § 69310.2 again 
requires a person who submits information, claiming that some portion of the information is 
trade secret, shall asset that claim at the time of submission.  As noted above, this is already 
required by Health and Safety Code § 25257; it simply duplicates it, and as such, it is 
unnecessary. 
 
The Portion of This Section Is Inconsistent and Expands the Scope of the Underlying Law:  
Subdivision (b) of § 69310.2 requires that a person who asserts a claim of confidential 
information shall provide at the time of submission a separate claims index summarizing the 
kind of confidential information for which the claim is made, the factual or legal basis for the 
claim, and the place in the submitted document where the confidential information was originally 
located.  This subdivision of § 69310.2 also provides that the claims index shall be made 
available in full to the public.   
 
As noted above, with respect to the requirement in the preceding section that a redacted copy of 
the submitted information be provided at the time of submission, no provision in any existing law 
authorizes DTSC to require a person submitting information to include a claims index.  As such, 
this portion of § 69310.2 is inconsistent and expands the scope of the underlying law. 
 
 
The Requirement for a Claims Index Threatens the Security of Trade Secrets:  The California 
Public records Act provides that ―Any reasonably segregable portion of a record shall be 
available for inspection by any person requesting the record after deletion of the portions that 
are exempted by law.‖  Government Code § 6253(a).  Hence, it is recognized that if trade secret 
information can be segregated from a document, that the balance of the document will be 
provided to the public upon request made consistently with the provisions of the Public Records 
Act.  If the segregation is handled properly, the portion made available to the public should not 
diminish the protection afforded to the trade secret information.  While someone obtaining 
information released in this form might speculate about the type of information released or even 
its context, the goal of segregation should be to provide no clues that would diminish the 
protection.   
 
Despite the explicit provisions of Government Code § 6253, requiring segregation to assure full 
protection of the trade secret information, § 69310.2 undermines the purpose and specific 
language of the Public Records Act.  It does so by requiring the person submitting the 
information to describe the type of information that has been excluded and to indicate the 
specific location in the document where the information was originally located.   
 
A description of the information, together with the specific context of that information, provides 
insights (particularly to competitors) that threaten the protection of the trade secret information.  
As a consequence, this provision of § 69310.2 not only violates the purpose of the Public 
Records Act, but it is bad public policy.  It threatens to cause substantial harm to companies 
which are motivated to develop new formulations and new products.  It threatens substantial 
harm to society and the environment by diminishing the incentive for companies to innovate.  It 
threatens substantial harm to the purposes and goals of the Green Chemistry Initiative, and as a 
consequence, it is inconsistent with the purposes of AB 1879. 
 
 
§ 69310.4 - Support of a Claim of Trade Secrets Protection  
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Section 69310.4 requires a person who asserts a trade secret claim to support that claim within 
ten days of a request for support and to meet 12 requirements to support the claim.  A portion of 
this section is ambiguous, lacking clarity; a portion is unrealistic and contrary to specific 
provisions in Health and Safety Code § 25257, and significant portions are unnecessary and 
inconsistent with the statutory definition of a trade secret. 
 
 
A Portion of § 69310.4 Lacks Clarity:  Subdivision (a) provides that a person asserting a trade 
secret claim ―and receives a request from the department to support trade secret claims shall, at 
the time of submission, or within ten (10) days of receipt of a request for support, provide 
substantiating information.‖  The lack of clarity arises from the inclusion of the phrase ―at the 
time of submission.‖  The introductory part of the section refers to the receipt of a request from 
the department to support the trade secret claim.  Hence, the two choices of providing 
information at the time of submission or within ten days of receipt of a request create uncertainty 
as to what is intended.  It would appear that it is impossible to submit the substantiating 
information at the time of submission of the trade secret information if the person asserting the 
trade secret claim has already received a request from the department.  This needs to be 
rewritten to make clear what the department has in mind. 
 
 
Requiring Extensive Substantiating Information Within Ten Days Is Infeasible, Unnecessary, 
and Inconsistent with Existing Law:  DTSC has set out substantial information that it requires to 
support a trade secret claim.  While much of that information is challenged in the following 
comments, the requirement that substantiating information be provided within ten days is 
infeasible.  Under virtually any scenario, it would take more time than ten days for a company 
having received a request for support, to route it to the appropriate staff, to gather information 
from several departments within the business to address the substantiation requirements, and 
to obtain legal review to enable either the general counsel or an executive to certify as required 
in paragraph 12 of subdivision (a). 
 
Moreover, it is unnecessary to impose such a limited amount of time on a person making a 
trade secret claim.  Two circumstances exist where substantiating information needs to be 
provided.  The first is where the department makes a request for the information prior to having 
received a request for release of the information.  In that circumstance, the department is under 
no time pressure to obtain supporting information, and it can afford the person asserting a trade 
secret claim more time to comply with the request.   
 
The second circumstance in which the department may request support for a trade secret claim 
is after a request has been made pursuant to the Public Records Act for the release of 
information.  Health and Safety Code § 25257 provides that the department shall make a 
decision within 60 days after receiving a request for the release of information, having provided 
30 days to the person submitting the information to provide substantiation for the claim.  Hence, 
under the most stringent set of circumstances, in which the statute imposes a time limit, the 
person submitting the claim shall have at least 30 days to respond to such a request. 
 
The requirement that supporting information be provided within ten days should be substantially 
revised.  It is infeasible; it is unnecessary; it is inconsistent with the specific provision of the 
underlying law. 
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Significant Portions of § 69310.4, Requiring Substantiating Information, Are Unnecessary and 
Inconsistent with the Statutory Definition of a Trade Secret:  The first two paragraphs under 
subdivision (a) requiring the identity of a person making a claim in a description of the 
information for which a trade secret protection is claimed are basic to any response for 
supporting information.  As such, it is unnecessary to provide that. 
 
Paragraph 3 is anything but basic.  It requires the period of time for which trade secret 
protection is claimed and the justification for that period.  Nothing in § 25257, the Public 
Records Act, or the definition of trade secret hints at a trade secret having a limited life.  Trade 
secrets, unlike patents and copyrights, are to be protected indefinitely.  They are to be protected 
for as long as they meet the statutory definition of a trade secret.  They are to be protected for 
as long as they provide economic value and reasonable steps are made to maintain the secrecy 
of the information.  This paragraph exceeds the scope of the underlying law and, as a 
consequence, is invalid.   
 
Paragraph 3 is also unnecessary.  Nothing in the regulation addresses how DTSC is to handle a 
trade secret claim as a result of any response made to the requirement of paragraph 3.  It is 
simply a requirement for information that has no purpose and is, therefore, unnecessary.   
 
Paragraphs 4, 5 and 6 relate to the extent to which information is known by employees involved 
with the business and to those outside the business, whether such individuals are bound by 
nondisclosure agreements, and the measures taken to restrict access to the information and to 
safeguard it.  While these requirements relate to the portion of the trade secret definition 
―subject of the efforts that are reasonable under the circumstances to maintain its secrecy,‖ they 
add nothing toward implementing, interpreting, or making specific the statutory definition of a 
trade secret.  The requirements set out in these three paragraphs may or may not be relevant to 
the reasonable steps taken to maintain the secrecy of all trade secrets.  They add nothing 
beyond what is required within the definition of a trade secret and they serve only to create 
confusion in circumstances where they are not relevant. 
 
Paragraph 9, DTSC asserts, is also related to the reasonableness of the efforts to maintain 
secrecy.  It requires information about the relative ease or difficulty with which the information 
could be properly acquired or duplicated by others.  In fact, it has nothing to do with the 
reasonableness of the efforts to maintain secrecy.  Nor is it inherent within the statutory 
definition of a trade secret.  Accordingly, it is irrelevant to the determination whether information 
is a trade secret or not and, as such, it is unnecessary. 
 
Also, as noted above, this provision has no relationship to the definition of a trade secret.  In 
fact, the implementation of this provision could be inconsistent with the definition of a trade 
secret.  For example, the definition of a trade secret states that the information derives 
independent economic value from not being generally known to the public.  Information can still 
be a trade secret even if it has been acquired or duplicated by limited other entities.  The test is 
whether it still derives economic value and not whether it is known by anyone else. 
 
Because paragraph 9 is ambiguous, unnecessary, and inconsistent with the definition of a trade 
secret, it should be stricken. 
 
Moreover, the implication of paragraph 9 raises confusion and, as such, lacks clarity.  The 
implication of this requirement is that DTSC, in making a decision whether to substantiate a 
trade secret claim, may exercise discretion and deny a claim if in its judgment someone, such 
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as a competitor, might be able to acquire or duplicate the information.  That introduces 
substantial uncertainty into the decision process.   
 
Paragraphs 7, 8, and 11 call for the estimated value of the trade secret information, the 
estimated amount of effort or money expended in developing the information, and a description 
and nature of the extent of harm that would be caused if the information were released.  These 
requirements are included, according to the Initial Statement of Reasons, to determine whether 
information has independent economic value.  Once again, these requirements are ambiguous, 
creating a lack of clarity, and are unnecessary and inconsistent with the statutory definition of a 
trade secret. 
 
By requiring the estimated value of the information and the amount of effort or money expended 
in developing the information, the regulation raises the inference that DTSC will apply a sliding 
scale in deciding whether information is a trade secret or not.  If the information has great value 
and was derived after expending substantial sums of money in conducting research, then the 
information is more likely to be a trade secret.  On the other hand, if the value of the information 
is relatively small, then it may not be determined to be a trade secret.  Similarly, if the 
information was developed in a ―Eureka!‖ moment, for example, with little expenditure, then 
again the department may determine that it is not a trade secret.  Nothing is set out in the 
regulations describing how the department would make decisions about trade secret claims 
having different economic value and having different costs to obtain it.  Accordingly, these 
requirements lack clarity. 
 
In addition, the fact that the department provides no process for making decisions about trade 
secret claims means that the information required by paragraphs 7 and 8 are unnecessary.  The 
statutory definition of a trade secret is, does the information derive economic value.  If yes, it 
has satisfied that prong for being a trade secret.  It is not necessary to know how much value.  
In fact, that, in and of itself, is probably trade secret information and the problem is simply 
compounded by asking for trade secret information to justify trade secret information.  Certainly 
nothing in the statutory definition of a trade secret references the cost in developing the 
information.  Hence, it adds nothing to determining whether information is a trade secret or not.  
As such, it is also unnecessary.   
 
Much of what has been said with respect to paragraphs 7 and 8 is also applicable to paragraph 
11.  That paragraph, as noted above, requires a description of the nature and extent of harm 
that would be caused if the trade secret information was made public.   
 
Again, the department creates ambiguity and uncertainty by including this as a required 
component of substantiating information.  Resulting harm from unlawful misappropriation is not 
an element of the statutory definition of a trade secret.  Yet, requiring this information implies 
that the department would consider that in making its decision to support a trade secret claim or 
not.  Although the department has not explained how it would use this information, the 
implication is that it is a relevant factor.  If harm is great, is the information more likely to be a 
trade secret than if the harm is relatively slight?  The ambiguity and uncertainty renders this 
provision invalid for lacking clarity. 
 
Further, paragraph 11, as noted, is irrelevant to the statutory definition of a trade secret.  
Lacking any relevancy for deciding whether information is a trade secret or not, this requirement 
is unnecessary. 
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Finally, since nothing in the definition of a trade secret refers to the harm caused by a 
misappropriation of information, this requirement is inconsistent with that statutory definition.  As 
such, it is invalid. 
 
 
§ 69310.5 Departmental Review of Trade Secret Claims 
 
Section 69310.5 describes the process that DTSC intends to follow in determining whether a 
trade secret claim is substantiated or not in two different circumstances.  The first circumstance 
is prior to any request for the release of the information having been made and the department 
initiates on its own such a determination.  The second circumstance is following a request for 
release of the information and the process that DTSC will follow in making a determination in 
response to that request.   
 
Subdivision (a) of § 69310.5 Is Inconsistent With Underlying Law:  Subdivision (a) of § 69310.5 
essentially provides that DTSC, after asking a person to support a trade secret claim, will 
determine whether that claim is substantiated or not.  If not, it will provide notice to the person 
submitting the information and will not release the information to the public for 30 days or for 
any time extended by order of a court.  Subdivision (a) is inconsistent with Health and Safety 
Code § 25257.  The statute provides that information shall be released to the public only in 
accordance with subdivision (d) of that section.  Subdivision (d) sets out the process that the 
department is to follow after receiving a request for the release of information.  In other words, 
no information claimed as a trade secret is to be made public until first there is a request for the 
release of that information.  Hence, DTSC cannot, as it proposes to do in subdivision (a), 
release information claimed as a trade secret solely because it decides that the claim has not be 
adequately substantiated.   
 
In addition, subdivision (a) of § 69310.5 provides that DTSC will not release information claimed 
as a trade secret for 30 days after notifying the person submitting the information or to such time 
as extended by an order of the court.  In other words, DTSC is providing in this regulatory 
provision that it will release information after 30 days unless the person submitting the 
information has not only filed a lawsuit, but obtained an order from the court enjoining DTSC 
from releasing it.  In contrast, subdivision (d) of § 25257 provides that the department may not 
release the information if, within the 30 days, the person submitting the information files a 
lawsuit for declaratory judgment or preliminary injunction.  Section 25257 does not require the 
entry of an order preventing the department from releasing the information.  
  
Subdivision (a) of § 69310.5 is inconsistent with the section that it is intended to implement, 
interpret, or make specific, Health and Safety Code § 25257, in two significant aspects.  As a 
consequence, it is invalid and should be stricken. 
 
 
Subdivision (b) of § 69310.5 Duplicates § 25257 and Is Unnecessary:  As noted above, the 
second part of § 69310.5, set out in subdivision (b), deals with the circumstance when the 
department receives a Public Records Act request for the release of trade secret information.  
The provisions set out in subdivision (b) simply reiterate the process set out in Health and 
Safety Code § 25257 and the Public Records Act.  It adds nothing toward implementing, 
interpreting, or making specific either of those existing statutory provisions.  As such, 
subdivision (b) of this section is unnecessary and should be stricken. 
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§ 69310.6 - Hazard and Trait Submission 
 
Section 69310.6 seeks to implement, interpret, or make specific subdivision (f) of Health and 
Safety Code § 25257.  That subdivision provides that trade secret protection shall not be 
afforded the submission of information pertaining to the hazard traits of chemicals.  To the 
extent §69310.6 duplicates subdivision (f), it is unnecessary.  To the extent that it expands on 
the definition of hazard trait submissions, it is inconsistent with subdivision (f) and is, therefore, 
invalid. 
 
 
The Portion of § 69310.6 That Duplicates Existing Law Is Unnecessary:  As noted above, 
subdivision (f) of § 25257 provides that hazardous trait information for chemicals is not subject 
to trade secret protection.  Subdivision (a) of § 69310.6 provides that ―hazard trait submissions‖ 
is synonymous with ―hazardous trait submissions.‖  That subdivision is not made necessary by 
the fact that the statute uses the phrase hazardous trait submissions and DTSC chooses in the 
regulation to use hazard trait submissions.  No one would be confused by dropping the 
adjectival form of hazard.   
 
In subdivision (b) of § 69310.6, DTSC provides that ―hazard trait submission‖ means information 
submitted to the department pertaining to a hazard trait of any chemical or chemical ingredient.  
While not a precise verbatim iteration of subdivision (f) of § 25257, its meaning is identical.  No 
purpose is served by reiterating the statutory language.  It does not further the implementation 
or interpretation of the statute.  As such, it is unnecessary and should be stricken from the 
regulations. 
 
 
The Balance of § 69310.6 Is Inconsistent With the Underlying Law:  Subdivision (b) of § 
69310.6, after stating that a hazard trait submission is information on hazard traits submitted to 
the department, an obvious tautology, the regulation provides that the term hazard trait 
submission also includes the identification of the manufacturer of a product containing a 
Chemical of Concern or a chosen alternative.  That term also includes information that a 
particular Chemical of Concern or an alternative is present in a product.   
 
The regulatory language itself demonstrates that DTSC is expanding the plain meaning of the 
hazard trait submission.  Under no circumstance can hazard trait submission be construed to 
mean the name of a manufacturer of a product containing a Chemical of Concern or the name 
of a product in which a Chemical of Concern is present.  Whether that information is to be made 
available elsewhere, and regardless of whether it is entitled to trade secret protection, it is 
inappropriate to expand the scope of the term ―hazard trait submission‖ in this regulation. 
 
DTSC‘s expansion of the term hazard trait submission to include information that is plainly not 
hazard trait information opens the door to an unlimited definition of ―hazard trait submission.‖  
Unless that term is limited to its plain meaning, DTSC has the discretion to add components to 
that definition to essentially blot out any trade secret protection.  The place to draw the line is at 
the plain meaning of the term hazard trait submission.  No expansion should be permitted. 
 
DTSC‘s attempt in this regulation to expand the definition of the term hazard trait submission 
renders the regulation inconsistent with subdivision (f) of § 25257.  As such, that portion of 
subdivision (b) of § 69310.6 is invalid and should be stricken. 
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Summary of Comments on Article 10 
 
As noted at the outset of the comments pertaining to Article 10, it is either unnecessary or it is 
invalid because it is inconsistent and expands the scope of the underlying statute.  Health and 
Safety Code § 25257 provides for the protection of trade secret information, it sets out an 
adequate process from submission of trade secret to a determination whether the claim is 
substantiated to judicial review.  Certainly, DTSC should not be permitted to impose processes 
and burdens that are inconsistent with the specific language of § 25257; nor should it be 
permitted to expand the plain meaning of the provisions of § 25257, the statutory definition of a 
trade secret, and the provisions of the Public Records Act. 
 
Accordingly, Article 10 should be stricken in its entirety.  Even if a piecemeal review is made, no 
significant portion of the article avoids running afoul of the statutory standards by which 
regulations are to be judged, and as such it should be rejected in its entirety. 

 
 
 
ARTICLE 11 - SMALL BUSINESSES 
 
Article 11, and Each of Its Subparts, Fail To Meet the Necessity Standard for Proposed 
Regulations:  Article 11 provides the department flexibility to apply less stringent timelines and 
offer additional assistance to manufacturers or responsible entities that qualify as small 
businesses, and sets out the process and requirements to qualify as such.  While special 
accommodation of small businesses is a laudable objective, the ISOR fails to describe the 
problem, administrative requirement, or other condition or circumstance which each provision is 
intended to address, much less why it is required to do so.  In particular, the ISOR fails to 
demonstrate the basis for the criteria proposed by the regulation in order to qualify as a small 
business, or the basis for the regulatory relief offered to such businesses.    

 
 
 

OTHER ISSUES OF SIGNIFICANCE 
 
An Effective, Less Burdensome Alternative to the Proposed Action Exists   
 
The department, in the notice announcing its intent to adopt these regulations, stated that it 
must determine that no other alternative would be as effective and less burdensome to affected 
parties than the proposed action.  In fact, the department cannot make that determination in 
good faith.  In June, 2009, GCA submitted a comprehensive set of regulations that would have 
been as effective, or even more effective, than the proposed action and would have been 
significantly less burdensome. 
 
The regulations submitted by GCA would have resulted in a process that would have fully 
identified chemicals of concern and would have prioritized those chemicals in accordance with 
the statutory priority factors, focusing on those chemical uses that pose real risks.  The GCA 
proposal set out in detail a process for evaluating the current use of chemicals of concern in 
consumer products and their alternatives.  Also, the GCA proposal provided for the imposition of 
regulatory responses based on specified outcomes flowing from the alternatives assessments.  
Moreover, the GCA proposal protected trade secrets as provided by the green chemistry law, 
contrary to the proposed action that puts confidential information at risks. 
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A copy of GCA‘s proposal is attached as Exhibit 1 to these comments to make an effective and 
less burdensome alternative part of the record. 
 
 
The Proposed Action Constitutes a Technical Barrier to Trade 
 
Moreover, it is indisputable that the Proposed Regulations reach far beyond California‘s borders 
to regulate the global supply chain of nearly every major consumer product company.  This 
broad reach will likely have significant implications on interstate commerce and international 
trade.  As currently drafted, the Proposed Regulations exceed the statutory and constitutional 
limits on California‘s regulatory authority.  First, California law is presumed ―not to have 
‗extraterritorial‘ effect unless specifically provided by the Legislature or ‗such intention is clearly 
expressed or reasonably to be inferred‘ from the language of the act or from its purpose, subject 
matter or history.‖ Opinion of the Attorney General No. 87-207, 70 Op. Atty Gen. Cal. 187, 1987 
Cal. AG LEXIS 24, quoting North Alaska Salmon Co. v. Pillsbury , 174 Cal. 1, 4 (1916) (internal 
quotation omitted).  Second, ―[a] state cannot regulate or proscribe activities conducted in 
another state or supervise the internal affairs of another state in any way, even though the 
welfare of its citizens may be affected . . . .‖ Archibald v. Cinerama Hawaiian Hotels, Inc., 73 
Cal. App. 3d 152, 159 (1977).  Finally, the Proposed Regulations include requirements that 
would unduly burden interstate commerce, and may stand as an obstacle to Congress‘s 
purpose in enacting TSCA, the CPSA, as amended, the FFDCA, the FHSA, and the other 
federal statutes that govern consumer products, chemicals and chemical handling, exposure 
and management.  We urge DTSC to expressly acknowledge the existing federal authority 
governing consumer products and chemical management and provide for an appropriate 
exemption that does not give DTSC the authority to create conflicting and duplicative standards. 
 
By casting a unjustifiably wide regulatory dragnet, and including draconian regulatory responses 
ranging from California-specific formulations and risk communication to consumer product sales 
bans, the Proposed Regulation poses a unlawful Technical Barrier to Trade, as that term is 
defined in the Agreement on the Technical Barriers to Trade (―TBT Agreement‖), a WTO 
agreement to which the U.S. is a party.  Both federal and state governments of signatory parties 
have an obligation to ensure that their regulations do not constitute TBTs.  Even assuming that 
the Proposed Regulation is not a TBT, the enactment requires notification to the World Trade 
Organization through the National Institutes of Standards and Technology, the U.S. enquiry 
point, and a meaningfully opportunity for Member States to comment.  We believe that the NIST 
acknowledged these potential impacts and their notification obligation, but failed to provide a 
proper notification until on October 26, 2010, three business days before the comment period 
closed.  At a minimum, we would expect DTSC to extend the comment period so that the WTO 
Member States and their respective stakeholders may have the opportunity to comment on the 
Proposed Regulations, as required by U.S. law. 
 
 
The Department is Obligated to Comply with CEQA 
 
Alston & Bird has submitted substantial comments demonstrating the environmental impact that 
these regulations will have.  In addition, those comments demonstrate that no exemption exists 
to excuse the department from conducting an initial study at once, and based on that study, 
prepare an environmental impact report.  Rather than duplicate an exposition of the applicable 
law, GCA incorporates by reference the comments and exhibits submitted by Alston & Bird 
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CONCLUSION: 
 
The Green Chemistry Alliance has appreciated the opportunity we have had to constructively 
work with DTSC and the other stakeholders over the past two years in an attempt to craft a set 
of workable regulations.  We are therefore perplexed and greatly disappointed that at this late 
date in the process DTSC would choose to veer so dramatically from the path they had been 
following.  These regulations as proposed have entirely lost focus and will not work.  The 
proposed rules lack clarity and authority and seek to impose unnecessary regulatory burdens on 
all of California‘s business and industry.   Until such time as major issues identified above are 
addressed, the Green Chemistry Alliance can no longer support the adoption of these 
regulations.  GCA recommends DTSC to withdraw the regulations and develop a more workable 
program for carrying out the Green Chemistry law.  We urge DTSC so seek out the advice of 
the Green Ribbon Science Panel and other stakeholders who are interested in refocusing the 
regulations on addressing the areas of greatest risk reduction in a scientifically sound are 
efficient manner.  The Green Chemistry Alliance stands ready to constructively participate in 
such an effort. 

 
# # # #  
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06/24/09     
 

 
Maziar Movassaghi,   
Acting Director 
Department of Toxic Substances Control 
California Environmental Protection Agency 
1101 I Street, 25th Floor 
Sacramento, CA 95814 
 
 
Re:  Comprehensive Proposal for the Implementation of AB 1879 (2008) 
 
 
Dear Director Movassaghi: 
 
On behalf of the numerous trade associations and individual companies which comprise the Green 
Chemistry Alliance (GCA), we are pleased to submit the following proposal regarding the 
implementation of AB 1879 (Feuer) which together with its companion bill SB 509 (Simitian) was 
signed into law by Governor Schwarzenegger in September of 2008. GCA believes this 
comprehensive proposal, if adopted, will enable the Department of Toxic Substances Control 
(DTSC) to fully and successfully implement the subject legislation which will in turn enhance 
public health and environmental protection while respecting confidential business information and 
promoting principles of sustainable development. 
 
The GCA has its roots in a group of business trade associations and companies that lobbied 
effectively during the closing weeks, days and hours of the 2008 California legislative session in 
support of bi-partisan measures to create a new science based framework for chemicals 
management. The driving force behind the legislation was a broad based desire for state regulators, 
rather than the legislators, to exercise their expert scientific and engineering judgment and 
experience when determining appropriate regulatory actions affecting chemicals of concern in 
consumer products.  In the wake of this groundbreaking legislation, the GCA was formalized for the 
purpose of constructively informing the implementation effort such that the promulgated regulations 
remain true to the objective and scientific ideals of the authorizing legislation. 
 
The following conceptual regulatory proposal by the Green Chemistry Alliance represents hundreds 
of hours of focused effort over a period of months by a broad array of individuals from coast to 
coast with science, engineering, toxicology, R&D, manufacturing and legal backgrounds and 
possessing significant expertise in state, national, and international chemical management policy.  
The proposal is a forward looking approach to identify, prioritize, evaluate and regulate the highest 
priority chemicals of concern in consumer products; and to promote truly safer alternatives on the 
basis of comparative multi-media life-cycle evaluation.  The proposal consists of a comprehensive 
set of regulatory concepts which GCA believes fully satisfy the substance and intent of legislation; 
and will allow timely implementation in an orderly and economically responsible manner. 
 
      
 
 
 
 
 

 

 

EXHIBIT 1 



 

Randy Pollack 
Personal Care Products Council 

 
Mike Rogge 

CA Manufacturers & Technology Assoc 
 

Jeff Sickenger 
Western States Petroleum Association 

 
Caroline Silvera 

Grocery Manufacturers Association 
 

Jason Schmelzer 
California Chamber of Commerce 

 
Tim Shestek 

American Chemistry Council 
 

John Ulrich, Co-Chair 
Chemical Industry Council of CA 

 

The Green Chemistry Alliance believes the concept regulatory proposal detailed on the following 
pages is consistent with the guiding principles of the Alliance (attachment 1), and will fully and 
successfully implement the goals of AB 1879 and Governor Schwarzenegger’s California Green 
Chemistry Initiative.   This proposal if adopted will enhance public safety and environmental 
protection, and effectively promote the development of green products. 

The task of chemicals management is a long-term endeavor driven by ever changing developments 
in science.  Regardless of the resources directed toward development of data, there will always be 
more questions to ask and more data to gather – it is after all the nature the scientific process.  The 
issue is not whether there is a data gap; but rather, how can the state manage its finite resources to 
best identify and prioritize the uses of the chemicals of greatest concern in consumer products? In 
the current and foreseeable economic climate, Californian must adopt regulations that focus on 
exposures to substances in consumer products sold or used in the state.   The regulatory concept 
proposed by GCA “casts a wide net” which will result in an initial set of more than 2,000 chemicals 
for consideration and further evaluation.  

These proposed regulations will drive California’s economy toward the development of safer 
alternatives for consumer products while simultaneously providing a balanced and sustainable 
approach.  We thank you for your consideration and we urge the department to adopt this 
framework.  

Sincerely, 

Green Chemistry Alliance Steering Team  
(Alphabetical order) 
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Eric Newman 

KP Public Affairs 
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Attachment 2 

 
 
The Green Chemistry Alliance regulatory proposal consists of the following sections: 

 

 Definitions:     Careful consideration was given in crafting definitions to ensure that data used in 
identifying chemicals of concern and safer alternatives is based on sound science from reliable 
studies and authoritative bodies.  The definitions provided in the GCA regulatory proposal refer 
to terms within AB 1879 (Feuer, 2008).  GCA does not propose to alter the definition of 
consumer product as defined in SB 509.  Nevertheless, a definition of consumer product which 
includes with few exception every chemical item which is brought, sold, or leased within 
California (from the largest building structure to the smallest consumer retail item) begs for focus 
and direction.  Through definitions of consumer, person, and product GCA’s proposal seeks to 
provide the necessary focus which will subsequently lead to the identification and prioritization 
of the highest risk uses of chemicals of concern in consumer products.   

 Identification of Chemicals for Consideration:     The initial screening of a chemical will 
determine if it exhibits one or more of the following characteristics.  Is the material: carcinogenic, 
mutagenic, developmentally and reproductively harmful, and/or persistent, bioaccumlative and 
toxic (CMR/PB&T)?  If so, the chemical would be identified as a chemical for consideration and 
subject to further review.  The proposal also stipulates that the department (DTSC) can identify 
the chemical as a chemical for consideration if one or more authoritative bodies, as defined, find 
the chemical meets the CMR/PB&T criteria.  Opportunity is also provided for reconsideration 
based on new data. 

 Identification and Prioritization of Chemicals of Concern:     Once identified as a chemical for 
consideration the chemical undergoes additional evaluation based on the severity of the risks 
associated with the chemical prior to identifying the chemical as a chemical of concern.   During 
this evaluation consideration will be given to the chemical’s hazard exposure, volume in 
commerce in California, potential effects on sensitive subpopulations, and the potential for 
adverse impacts on the environment.  The department will prioritize chemicals into high, 
medium, or low categories from which the high category shall be identified as chemicals of 
concern.  Chemicals of concern designations may be revised periodically by the department as 
new data from authoritative bodies are published.  A notice and comment opportunity is provided 
prior to a material being formally identified as a chemical of concern.  

 Evaluation of Consumer Products Containing Chemicals of Concern:     Upon identifying 
chemicals as chemicals of concern, the department (DTSC) will evaluate consumer products 
containing these chemicals, taking into consideration data from various authoritative bodies and 
industry trade associations or industry consortia.  The consumer products containing chemicals of 
concern will be evaluated based upon the volume of the product for sale in California; the 
concentration of the chemical of concern in the consumer product; the use of the consumer 
product by sensitive subpopulations; potential for exposure; design features and handling 
recommendations for the consumer product; and environmental impacts from releases and 
exposures of the chemical of concern in the consumer products.  Official notice and comment 
opportunity is provided prior to assigning high, medium, and low priorities for the uses of 
chemicals of concern in consumer products.  The department will subsequently publish a list of 
high priority uses of chemicals of concern in consumer products to which the department may 
thereafter apply the alternatives analysis.   
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 Alternatives Assessment:     This framework provides for public engagement relative to 
identifying alternatives to a particular use of a chemical of concern in a consumer product.  
Under the GCA proposal, it is incumbent upon the stakeholders suggesting alternatives to conduct 
the alternatives assessment on the basis of guidance materials developed by the department.  The 
proposal provides the option for manufacturers to conduct an assessment of the chemical in 
question compared to the proposed alternative, with the information being provided to the 
department under the confidential business information protections afforded by the legislation.  
Under the assessment framework, the proposed alternative(s) will be evaluated based on 
performance, environmental impacts; health and safety impacts, and economic impacts and 
feasibility.  The department is then required to assess the evaluation and may request third party 
independent review.  In a manner to be prescribed, the associated costs of the third party review 
would be recoverable by the department.  Notice and comment opportunity is provided relative to 
decisions stemming from the alternatives evaluation(s).  Also included are incentive and 
partnership opportunities relative to alternatives or the lack thereof. 

 Multi-Media Analysis:     Pursuant to the GCA proposal, a decision by the department to restrict 
or prohibit the use of a chemical of concern in a consumer product, must be supported by a 
multimedia life cycle evaluation based on scientific data that addresses air, water, end-of-life, 
worker safety, and other environmental impacts.  Notice and comment opportunity is provided 
relative to decisions stemming from the multimedia evaluation.  Upon the completion of the 
department’s evaluation and the public comment opportunity, the evaluation would be submitted 
to the Environmental Policy Council for review prior to taking official action on the chemical of 
concern in a consumer product. 

 Regulatory Enforcement Provisions:     AB 1879 (Feuer, 2008) identifies a range of possible 
enforcement actions.  The GCA proposal provides opportunity to employ control measures to 
significantly mitigate the adverse impacts from the use of a chemical of concern in a consumer 
product.  The proposal also provides a transition period; and prohibition against a universal ban of 
all uses of a chemical of concern.  In the case of significant regulatory action as specified, the 
GCA proposal calls for the department to adopt a regulation and to provide the basis for the 
specified regulatory actions.  The proposal also provides an opportunity for an external scientific 
peer review prior to final adoption a proposed regulation of the use of a chemical of concern in a 
consumer product.  The entire cost of the peer review would be borne by the requesting party. 
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PROPOSAL FOR THE IMPLEMENTING AB 1879 (FEUER, 2008) 

 
 
Section 1.  Definitions. 
 
For purposes of this article, the following definitions shall apply:  
 
(a)  "Authoritative body” [1] means a government agency or formalized scientific 
organization that satisfies all of the following requirements:  
 

1. It characterizes chemicals pursuant to an open, deliberative and 
transparent scientific process in which stakeholders are able to 
participate formally, communicating directly with the authoritative body 
through written and oral comments. 

 
2. It is widely perceived to be objective, scientifically based, and does not 

engage in advocacy.  
 
3. It bases its characterization of chemicals on a weight-of-evidence 

approach.  To the extent available, it considers multiple reliable 
studies, conducted by different laboratories, at different times, and 
involving not only different strains but different species and gives full 
consideration to mode of action, confounding factors, maternal toxicity, 
historical controls and any other scientific information that may be 
relevant to understanding the potential effects of chemicals on health 
and the environment.  

 
4. It publishes its characterizations of chemicals through governmental 

regulations, periodic reports, monographs or similar publications.  
 
(b)  “Chemical of concern” means a chemical designated as such according to 
section 3(d). 
 
(c)  “Chemical for consideration” means a chemical designated as such pursuant 
to section 2. 
 
__________ 
 
[1] IARC – http://monographs.iarc.fr/ENG/Classification/index.php  
 

EU Annex VI, part 3 of Regulation (EC) 1272/2008 – 
http://ec.europa.eu/enterprise/reach/ghs/legislation/index_en.htm 

 

California Proposition 65 – http://www.oehha.ca.gov/prop65.html 
 

National Toxicology Program, Biennial Report on Carcinogens – http://ntp.niehs.nih.gov/?objectid=72016262-BDB7-
CEBA-FA60E922B18C2540 

 

National Toxicology Program, Center for Evaluation of Risks to Human Reproduction – 
http://cerhr.niehs.nih.gov/index.html 

 

Canada DSL Categorization and Screening – http://www.chemicalsubstanceschimiques.gc.ca/categor/index_e.html 

http://monographs.iarc.fr/ENG/Classification/index.php
http://ec.europa.eu/enterprise/reach/ghs/legislation/index_en.htm
http://www.oehha.ca.gov/prop65.html
http://ntp.niehs.nih.gov/?objectid=72016262-BDB7-CEBA-FA60E922B18C2540
http://ntp.niehs.nih.gov/?objectid=72016262-BDB7-CEBA-FA60E922B18C2540
http://cerhr.niehs.nih.gov/index.html
http://www.chemicalsubstanceschimiques.gc.ca/categor/index_e.html
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(d)  "Chemicals that cause cancer in humans" means chemicals that have been 
classified in (i) the International Agency for Research on Cancer ("IARC") 
category 1, 2a or (ii) an equivalent category in a similar classification system 
promulgated by another authoritative body such as US EPA, California 
Proposition 65, the National Toxicology Program Report on Carcinogens, or the 
European Union.  
 
(e)  "Chemicals that cause mutagenic effects in humans" means chemicals 
classified in (i) the European Union Category 1A or 1B under Annex VI, part 3 of 
Regulation (EC) 1272/2008 or (ii) an equivalent category in a similar 
classification system promulgate by another authoritative body.  
 
(f)  "Chemicals that are persistent in the environment, bioaccumulate and are 
toxic [2]means chemicals that meet all of the following standards. 
 

1. Persistent in the environment means the chemical has a half-life, as 
measured by reliable studies, equal to or greater than 180 days in 
water, or 180 days in soil, or 180 days in sediment, or 2 days in air. 

 
2. Bioaccumulate means the chemical has a bioaccumulation factor 

(BAF) or bioconcentration factor (BAF), as measured by reliable 
studies, greater than 5000. 

 
3. Toxic means a chemical has, as measured by repeat dose studies for 

mammalian toxicity or by acute or chronic studies for aquatic 
organisms, a subchronic oral value less than or equal to 10 mg/kg-
bw/day for mammals; or, LC50 or EC50 less than or equal to 1.0 mg/L 
(for acute toxicity) or a No Observed Effect Concentration (NOEC) less 
than or equal to 0.1 mg/L (for chronic toxicity) for aquatic species. 

 
(g)  "Chemicals that cause reproductive harm" means chemicals that have been 
classified as reproductive or developmental toxicants by an authoritative body 
such as US EPA, California Proposition 65, the National Toxicology Program 
Center for Evaluation of Risks to Human Reproduction, or the European Union. 
 
(h)  "Clearinghouse" means the Toxics Information Clearinghouse established 
pursuant to Section 25256. 
________ 
 
[2] Stockholm POPs – http://chm.pops.int/ 
 

US EPA EPCRA 313 PBT Rule – http://www.epa.gov/tri/lawsandregs/pbt/pbtrule.htm 
  

US EPA Sustainable Futures/P2 Framework Program and Interpretive Guidance – http://www.epa.gov/oppt/sf/  
 

Canadian DSL Categorization Criteria for PBT – 
http://www.ec.gc.ca/substances/ese/eng/dsl/cat_criteria_process.cfm  
 

Canadian DSL Categorization Criteria for Human Health –  
http://www.hc-sc.gc.ca/ewh-semt/contaminants/existsub/categor/approach-approche-eng.php 
 

 

http://chm.pops.int/
http://www.epa.gov/tri/lawsandregs/pbt/pbtrule.htm
http://www.epa.gov/oppt/sf/
http://www.ec.gc.ca/substances/ese/eng/dsl/cat_criteria_process.cfm
http://www.hc-sc.gc.ca/ewh-semt/contaminants/existsub/categor/approach-approche-eng.php
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(i)  "Consumer" means a person who used, bought, or leased for use a consumer 
product. The consumer of a consumer product is not the manufacturer, 
distributor, reseller, or retailer of a consumer product.  
 
(j)  "Consumer product"[3] means a product or part of the product that is used, 
brought, or leased for use by a person for any purpose. "Consumer product" 
does not include any of the following: 
 

1. A dangerous drug or dangerous device as defined in Section 4022 of 
the Business of Professions Code. 

 
2. Dental restorative materials as defined in subdivision (b) of Section 

1648.20 of the Business and Professions Code.  
 
3. A device as defined in Section 4023 of the Business of Professions 

Code.  
 
4. A food as defined in subdivision (a) of the Health and Safety Code 

Section 109935.  
 
5. The packaging associated with any of the items specified in 

subparagraph (1), (2), or (3). 
 
6. A pesticide as defined in Section 12753 of the Food and Agricultural 

Code or the Federal Insecticide, Fungicide and Rodenticide Act (7 
U.S.C. Sec. 136 and following). 

 
7. Mercury-containing lights defined as mercury-containing lamps, bulbs, 

tubes, or other electric devices that provide functional illumination. 
 
(k)  "Council" means the California Environmental Policy Council established 
pursuant to subdivision (b) of Section 71017 of the Public Resources Code.  
 
(l)  "De minimis"[4] means the concentration of the chemical is less than 0.1% by 
weight in the consumer product.   
 
(m)  "Department" means the Department of Toxic Substances Control.  
 
(n)  "Independent third party" means any party designated by the department 
pursuant to section 5 (e) for purposes of evaluating potential alternatives to a use 
of a chemical of concern in a consumer product characterized as a high priority. 
It is widely perceived to be objective, scientifically based, and does not engage in 
advocacy. 
___________ 
 
[3] SB 509 [Simitian, 2008], HSC 25256 
 

[4] REACH Article 7 
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(n)  "Independent third party" means any party designated by the department 
pursuant to section 5 (e) for purposes of evaluating potential alternatives to a use 
of a chemical of concern in a consumer product characterized as a high priority. 
It is widely perceived to be objective, scientifically based, and does not engage in 
advocacy. 
 
(o)  "Multimedia life cycle evaluation” [5] means the identification and evaluation 
of any significant adverse impacts on public health or the environment, including 
air, water, or soil, that may result from the production, use, or disposal of a 
consumer product or consumer product ingredient.  
 
(p)  "Office" means Office of Environmental Health Hazard Assessment.    
 
(q)  "Panel" means the Green Ribbon Science Panel established pursuant to 
Section 25254. 
 
(r)  "Person"[6] means any person, firm, association, organization, partnership, 
business trust, corporation, limited liability company, or company and also 
includes any city, county, district, commission, the state or any department, 
agency, or political subdivision thereof, any interstate body, and the federal 
government or any department or agency thereof to the extent permitted by law. 
 
(s)  “Product” does not include raw materials, feedstock, intermediates, 
byproducts, permitted releases, or processing aids.  A product acquired for 
resale is not a consumer product.  
(t)  "Reliable studies”[7]  are studies or data generated according to valid 
accepted testing guidelines in which the test parameters documented are based 
on a specific testing guidelines or in which all parameters described are 
comparable to a guideline method.  Where such studies or data are not available, 
the results from accepted models and quantitative structure activity relationship 
("QSAR") approaches validated in keeping with OECD principles of validation for 
regulatory purposes, may be considered.  Those studies or data which cannot be 
subsumed under a testing guideline, but which are nevertheless well 
documented and scientifically acceptable may also be considered reliable 
studies.  The methodology used by the Organization for Economic Cooperation 
and Development (OECD) in their Manual for Investigation of HPV Chemicals 
(OECD Secretariat, July 2007) will be acceptable for the determination of reliable 
studies as well as methods used in the U.S. EPA's High Production Volume 
Challenge Program.  
 
_______________ 
 
[5] AB 1879 [Feuer, 2008], HSC 25252.5 
 

[6] Derived from HSC 7150.10 
 

[7] Reliable Studies, OECD Manual for In 
http://www.oecd.org/document/7/0,2340,en_2649_34379_1947463_1_1_1_1,00.html  

http://www.oecd.org/document/7/0,2340,en_2649_34379_1947463_1_1_1_1,00.html
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(u)  "Sensitive subpopulations" means subgroups of the general population, 
including, but not limited to, infants, children, pregnant women, the elderly, and 
individuals with a history of serious illness that comprise a meaningful portion of 
the general population and are identifiable as being more susceptible to adverse 
health effects than the general population.  
 
(v)  “Weight-of-evidence approach” means a transparent, criteria-based, 
methodological evaluation to review and interpret all available and relevant 
scientific research for a given issue. 
 
Section 2.  Chemicals for Consideration. 
 
(a)  The department shall compile a list of chemicals for consideration as 
chemicals of concern for which reliable studies conducted in accordance with 
good laboratory practices or data from accepted and validated models 
demonstrate that a chemical meets at least one of the following five criteria: 
 

1. The chemical causes cancer in humans. 
 
2. The chemical causes mutagenic effects in humans. 
 
3. The chemical causes developmental harm in humans. 
 
4. The chemical causes reproductive harm in humans. 
 
5. The chemical is persistent in the environment, bioaccumulates and is 

toxic.  
 
(b)  In preparing the list required by subdivision (a), the department may include 
chemicals identified as meeting these criteria by one or more authoritative 
bodies. The department may periodically review chemicals identified by 
authoritative bodies and determine whether these chemicals should be evaluated 
as possible chemicals for consideration. 
 
Section 3.  Chemicals of concern. 
 
(a)  The department shall evaluate the chemicals on the list of chemicals for 
consideration for possible listing as a chemical of concern.  The department may 
request information from the chemical manufacturer in making its determination 
which the department shall protect as confidential business information to the 
extent requested by the manufacturer.  The department shall make its 
determination of chemicals of concern by taking into account the following 
factors: 

 
1. The severity of the hazard property of the chemical in meeting the 

criteria under subsection (a), such as a Category 1 is more severe than 
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a Category 2 mutagen and higher Persistence and Bioaccumulation 
values are more severe than lower values, and like considerations 
designed to indicate levels of severity; 

 
2. The number of criteria under subdivision (a) of Section 2 that the 

chemical meets;  
 
3. The production volume of the chemical in California produced annually, 

or if statistics are unavailable for California, the national volume of the 
chemical produced annually;  

 
4. Whether the chemical is intentionally added and has a functional 

purpose in a consumer product versus an impurity or contaminant 
present in the consumer product at a de minimis level.  Chemicals that 
are not intentionally added and have no functional purpose shall be 
excluded from the department's determination;  

 
5. Whether the chemical satisfies one or more of the following factors: 
 

A. The intended use of the consumer product containing the 
chemical results in repeated and substantial exposure to the 
chemical to sensitive subpopulations in California through a 
plausible pathway, such as ingestion, dermal, or inhalation 
exposures; 

 
B. The chemical used in the consumer product has been shown to 

be present in humans through biomonitoring performed by the 
federal Centers for Disease Control; the California 
Environmental Contaminant Biomonitoring Program, or other 
biomonitoring, or environmental monitoring program, performed 
by an authoritative body, provided the levels of the chemical 
detected in any one of the programs set forth above are 
determined by reliable studies to pose or potentially pose a 
significant risk to public health. 

 
C. The use of the chemical of concern in consumer products that 

results in a release of a chemical of concern in an amount that 
results in significant adverse impacts to the environment in 
California.  

 
(b)  The department shall prioritize chemicals for consideration with the factors 
set out in subdivision (a) above based on a qualitative weight of evidence 
approach into "high", "medium" and "low" priority.  Greater weight shall be given 
to human toxicity characteristics as compared to persistence and 
bioaccumulation; chemicals that elicit toxic effects at lower doses or have greater 
carcinogenic potency; chemicals found in consumer products sold at retail; and, 
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chemicals that are intentionally added ingredients in consumer products that 
have the greatest potential for exposure to sensitive subpopulations. 
 
(c)  The department shall provide at least 45 days notice by publishing in the 
California Regulatory Notice Register the chemicals for consideration it proposes 
as high, medium and low priority and shall provide in a detailed statement the 
specific factors set out in subdivision (a) that the department relied on in making 
its priority decisions.  The department shall also make the list and proposed 
priorities available on its website.  Interested parties may submit written 
comments during the notice period.  The comments may address the factors 
cited by the department as the basis for assigning a high, medium or low priority 
to a specific chemical. The department shall give good faith consideration and 
respond to all comments within a reasonable time.  
 
(d)  The department shall reconsider its decision to assign a priority to a specific 
chemical on the basis of an application supported by reliable studies and 
submitted by an interested party.  The department shall provide at least 45 days 
notice of the application for reconsideration by publishing it in the California 
regulatory Notice Register.  The department shall also make the application and 
the scientific support for the application available on its website.  During the 
notice period, interested parties may submit comments in support of or in 
opposition to the application, relying on reliable studies.  The department shall 
give good faith consideration to the written comments submitted, may obtain 
additional information or analysis to more fully inform its decision to assign a 
priority to a specific chemical and shall respond to all comments within a 
reasonable time. 
 
(e)  A chemical on the list for consideration assigned a "high" priority shall be 
considered a "chemical of concern." 
 
(f)  DTSC shall make information obtained pursuant to the above available to the 
Division of Occupational Safety and Health for purposes of providing for its 
consideration in matters relating to workplace exposure to the chemicals of 
concern. 
 
(g)  If insufficient data exists for a specific chemical to characterize it's hazard 
adequately, the Department may require the chemical manufacturer to provide 
additional information about the chemical pursuant to Health and Safety Code 
section 57019, provided the Department’s data needs analysis follows tiered 
testing procedures as used in US EPA regulatory programs and considers animal 
welfare interests in finding other options to testing on animals wherever possible. 
 
___________ 
 
Citations: 
 

US EPA Pesticide Regulatory Requirements, 2007 
 

US EPA Antimicrobial Data Requirements, 40CFR Part 158 



GCA 06/26/09 8 

Section 4.  Evaluation of Consumer Products Containing Chemicals of 
Concern. 
 
(a)  The department may evaluate consumer products intentionally using 
chemicals of concern for purposes of taking the actions set forth in Sections 5 
and 7. 
 

1. In identifying consumer products using chemicals of concern, the 
department may consider all of the following:  

 
A. The U.S. Environmental Protection Agency's ("EPA’s") Inventory 

Update Report ("IUR") database to determine an initial list of 
product categories with reported uses of a chemical of concern 
and also information on whether there are reported uses of the 
chemical of concern in products intended for sensitive 
subpopulations.  

 
B. The National Library of Medicine's Hazardous Substances Data 

Bank, the Chemical and Economics Handbook, trade 
association databases, chemical manufacturer and distributor 
sales literature, and consumer product manufacturer ingredient 
information. 

 
C. Information provided, pursuant to Health & Safety Code Section 

57109, in which product manufacturers indicate whether a 
chemical of concern is used in any of the manufacturer's 
products.  Information provided shall be treated as confidential 
business information pursuant to Health and Safety Code 
section 25257 to the extent requested by the manufacturer.   

 
D. Trade associations or consortia of manufacturers that provide 

aggregated data which indicates whether a chemical of concern 
is used in any of the associations' or consortia’s' member 
manufacturer's products.  Information provided shall be treated 
as confidential business information pursuant to Health and 
Safety Code section 25257 to the extent requested by the 
producer of the information. 

 
2. The department shall consider all of the following factors using a 

weight-of-evidence approach to determine which uses of chemicals of 
concern in consumer products are of low, medium, or high priority: 

 
A. The estimated volume of sales of the consumer product in 

California or if statistics are unavailable for California, the 
national volume of sales of the consumer product produced 
annually;  
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B. The concentration of the chemical of concern in the consumer 

product is de minimis and is not intentionally added to serve a 
functional purpose in the consumer product; 

 
C. The probable route of human exposure to the chemical of 

concern in the consumer product that may result from 
reasonable and intended uses of the consumer product; 

 
D. The use of the consumer product resulting in exposure to 

sensitive subpopulations;  
 
E. The consumer product design features that eliminate or 

significantly minimize exposure to the chemical of concern in the 
consumer product;  

 
F. Whether use of protective equipment or other mitigation 

measures are recommended to the consumer when using the 
consumer product; 

 
G. The probable releases and exposure to the environment of the 

chemical of concern in the consumer product; and 
 
H. Whether environmental releases of the chemical of concern 

have an adverse impact on water quality or air quality.  
 

3. The department may also request, pursuant to Health and Safety Code 
section 57019, that consumer product manufacturers provide 
information regarding the characteristics listed under paragraph 2 of 
subdivision (a).  Information provided shall be treated as confidential 
business information at the request of the provider pursuant to Health 
and Safety Code section 25257.  

 
4. The department may also request trade associations or consortia of 

manufacturers to provide data for the characteristics listed under 
paragraph 2 of subdivision (a).  Information provided shall be treated 
as confidential business information at the request of the provider 
pursuant to Health and Safety Code section 25257. 

 
(b)  The department shall provide at least 45 days notice by publishing in the 
California Regulatory Notice Register the list of uses of the chemicals of concern 
in consumer products it proposes to assign as high, medium and low priority, and 
shall set out in a detailed statement the specific factors that the department relied 
on in making its priority decision.  The department shall make the list of uses and 
the factors considered available on its website.  Interested parties may submit 
written comments during the notice period.  The comments may address the 
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factors cited by the department as the basis for assigning a priority to a specific 
consumer product.  The department shall give good faith consideration and 
respond to all comments within a reasonable time.  
 
(c)  Following the notice period and after the department responds to comments, 
the department shall publish its list of high priority uses of chemicals of concern 
in consumer products to which the department may thereafter apply the 
alternatives analysis set forth in section 5, and the regulatory enforcement 
options set forth in section 7. 
 
(d)  The department shall reconsider its decision to include or omit a specific use 
of a chemical of concern in a consumer product on the list of high priority uses of 
chemicals of concern in a consumer product on the basis of an application 
submitted by an interested party and supported by reliable studies.  The 
department shall provide at least 45 days notice of the application for 
reconsideration by publishing it in the California Regulatory Notice Register.  The 
department shall make the application and scientific support for the application 
available on its website.  During the notice period, interested parties may submit 
comments in support of or in opposition to the application for reconsideration, 
basing its comment on reliable studies.  The department shall give good faith 
consideration to the comments, may obtain additional information or analysis to 
inform fully its decision on the application for reconsideration and shall respond 
to all comments within a reasonable time. 
 
(e)  The department shall not designate a use of a chemical of concern as a high 
priority if the use is already regulated by another agency to address the same 
characteristics that would otherwise result in designation of that use as a high 
priority pursuant to this section. 
 
 
Section 5.  Alternatives Assessment. 
 
(a)  To identify potential alternatives to the use of a chemical of concern in a 
consumer product characterized as a high priority, the department shall publish a 
notice in the California Regulatory Notice Register that it is soliciting alternatives 
to a particular use of a chemical of concern in that consumer product.  The notice 
shall provide that alternatives may include drop-in chemical substitutes, material 
substitutes, changes to manufacturing operations, changes to 
component/product design, or other technological solutions.  Interested parties 
shall submit proposed alternatives within the time period set by the department in 
the notice.  
 
(b)  Persons proposing an alternative shall provide information on all of the 
criteria set forth in (c) with respect to the alternative proposed in comparison to 
the use of the chemical of concern in the consumer product under consideration.  
The department may prepare a guidance document to assist in the evaluation of 
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viable alternatives that satisfy the requirements of this section.  The information 
provided in this section shall be treated as confidential business information 
pursuant to Health and Safety Code Section 25257 to the extent requested by 
the producer of the information.  
 
(c)  An evaluation of alternatives to the use of a chemical of concern in a 
consumer product shall be conducted taking into account the following factors: 
 

1. Performance -- Does the proposed alternative meet the performance 
requirements and benefits of the use of the chemical of concern in the 
consumer product under review? These also include but are not limited 
to useful life, durability, materials and resource consumption, 
production, in-use and transportation energy inputs and energy 
efficiency.  

 
2. Environmental Impact -- Does the alternative persist and bio-

accumulate and is it toxic? Has the alternative been identified as 
meeting these criteria by one or more authoritative bodies? What 
impact does the alternative have on the environment from production 
or extraction through disposal in terms of water use, water pollution, air 
emissions, energy use involved in production or extraction, production, 
transportation, and use, greenhouse gas emissions from production or 
extraction through end of life? Does it have significantly less impact on 
the environment than the use of the chemical of concern in the current 
product?  What are the benefits to the environment of the chemical of 
concern in the consumer product? An exposure assessment of the use 
of the chemical of concern and proposed alternatives shall be prepared 
regarding impacts to the environment under this paragraph.  

 
3. Health and Safety Impact -- Does the alternative cause cancer, 

mutagenic effects, developmental harm, or reproductive harm?  Has 
the alternative been identified as meeting these criteria by one or more 
authoritative bodies?  Is it significantly less toxic to human health and 
safety than the use of the chemical of concern in the current product?  
Does the alternative have any adverse impacts to sensitive 
subpopulations, including infants and children?  What are the benefits 
to the public health and safety of the chemical of concern in the 
consumer product?  An exposure assessment of the use of the 
chemical of concern and proposed alternatives shall be prepared 
regarding impacts to public health under this paragraph. 

 
4. Economic Impact and Feasibility -- Is the alternative commercially 

available in the volumes needed to address the use of a chemical of 
concern in the current consumer product?  Is the cost of the alternative 
the same or less than the chemical of concern used in the current 
consumer product?  Is the cost the same or less, taking into account 
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the production or extraction of the raw materials, processing, storage, 
handling, use, and disposal of the alternative?  What economic 
impacts are likely to occur to the state, the country and globally from 
the use of the alternative in place of the consumer product or the 
chemical of concern in the consumer product under review?  Are there 
any pending or existing restrictions on the use of the alternative that 
might affect the ability of an industry to market its products 
internationally?  

 
5. Other -- What other criteria does the alternative possess that may 

render it superior or inferior to the use of the chemical of concern in the 
consumer product under review?  

 
(d)  The manufacturer of the consumer product under review, associated trade 
association or similar entity, may conduct an evaluation of the alternatives in 
comparison to the use of the chemical of concern in a consumer product, 
pursuant to subdivision (c).  If the manufacturer, trade association or similar 
entity chooses to conduct such an alternatives evaluation it shall submit the 
evaluation to the department according to the schedule set forth by the 
department and the department shall consider the evaluation as confidential 
business information pursuant to Health and Safety Code Section 25257, to the 
extent requested by the producer of the information.  
 
(e)  The department shall assess whether the evaluation is adequate for the 
purposes of this Act.  If the department determines the evaluation is not 
adequate, the department may request additional data.   
 
(f)  In the absence of an evaluation by the manufacturer, trade association, or 
similar entity, the department shall conduct its own evaluation or commission an 
independent third party evaluation. In a manner to be prescribed, the associated 
costs of the third party review may be recoverable by the department from the 
manufacturers or importers of the subject materials under review pursuant to 
subdivision (a). Other parties independently submitting potential alternatives 
pursuant to subdivision (a) will be solely responsible for the department's 
recoverable costs associated with the third party review of their proposed 
alternatives. 
 
(g)  In designating an independent third party pursuant to subdivision (e), the 
department shall consult with affected chemical and product manufacturers and 
other interested parties to identify entities with the capabilities and expertise 
necessary to adequately and objectively evaluate potential alternatives to the use 
of a chemical of concern in a consumer product according to the criteria 
established in subdivision (c).  
 
(h)  The department shall provide at least 45 days notice by publishing the 
results of its alternatives review in the California Regulatory Notice Register.  The 
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department shall also make the results of its review available on its website.  
During the notice period, interested parties may submit comments.  The 
department shall give good faith consideration and respond to all comments 
within a reasonable time.  
 
(i)  The department shall reconsider the results of its alternatives review on the 
basis of an application submitted by an interested party.  The department shall 
provide at least 45 days notice of the application for reconsideration by 
publishing it in the California Regulatory Notice Register.  The department shall 
make the application and the basis for its review available on its website. During 
the notice period, interested parties may submit comments in support of or in 
opposition to the application for reconsideration.  The department shall give 
good faith consideration to the comments, may obtain additional information or 
analysis to inform fully its decision on the application for reconsideration and 
shall respond to all comments within a reasonable time. 
 
(j)  After the completion of the alternatives analysis conducted pursuant to 
section 5, the department may promote the use of alternatives to chemicals of 
concern in consumer products characterized as a high priority in any of the 
following ways: 
 

1. Disseminate information about the outcome of the alternatives 
analysis. 

 
2. Provide incentives to a company selecting the alternative. 
 
3. Encourage other state agencies to make purchases of the alternative.  
 

(k)  When the department determines that no feasible alternatives exist to a 
chemical of concern in a specific consumer product category, the Department 
may take the following actions: 
 

1. Establish voluntary public-private partnership programs to research 
alternative chemicals. 

 
2. Provide incentives for the development of commercially viable 

alternatives for a chemical of concern in a consumer product category. 
 

3. Provide grants to researchers for development of alternatives. 
 
(l)  Absent extraordinary circumstances, such as a major scientific breakthrough, 
alternatives analysis for a use of a chemical of concern in a consumer product 
may be conducted no sooner than five years after the last alternatives evaluation 
for a uses of a chemical of concern in a particular consumer product. 
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Section 6.  Multimedia Life Cycle Evaluation  
 
(a)  Except as provided in subdivision (g), the department, in proposing a 
regulation restricting or prohibiting the use of a chemical of concern in a 
consumer product characterized as a high priority pursuant to Section 7, either 
based on known alternatives identified and evaluated pursuant to section 5 or in 
the absence of known alternatives, shall prepare a multimedia life cycle 
evaluation conducted by affected agencies and coordinated by the department, 
and shall submit each proposed regulation and multimedia life cycle evaluation to 
the council for review.  
 
(b)  The multimedia life cycle evaluation shall be based on the best available 
scientific data, written comments submitted by interested persons, and 
information collected by the department in preparation for adopting the 
regulation, and shall address, but is not limited to, impacts associated with all of 
the following:  
 

1. Emissions of air pollutants, including ozone forming compounds, 
particulate matter, toxic air contaminants, and greenhouse gases. 

 
2. Contamination of surface water, groundwater, and soil. 
 
3. Disposal or use of the byproducts and waste materials. 
 
4. Worker safety and impacts to public health. 
 
5. Other anticipated impacts to the environment. 
 

(c)  Prior to providing formal notice of a proposed regulation in accordance with 
subdivision (e) of section 7, the department shall publish in the California 
Regulatory Notice Register notice that it is submitting to the council a regulation 
described in subdivision (a) of this section and a multimedia life cycle evaluation 
for review.  The department shall also make the draft regulation and multimedia 
life cycle evaluation available on its website.  Interested parties may submit 
written comments to the multimedia life cycle evaluation during its review by the 
council.  The department shall make the written comments available to the 
council and shall consider the comments in revising the draft regulation.  The 
department shall maintain for public inspection a record of any relevant materials 
submitted from any state agency and any written public comments received 
during the multimedia life cycle evaluation.  
 
(d)  The council shall complete its review of the multimedia life cycle evaluation 
within 90 calendar days following notice from the department that it intends to 
adopt regulations. If the council determines that the proposed regulation will 
cause a significant adverse impact on the public health or the environment, or 
that alternatives exist that would be less adverse, the council shall recommend 
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alternative measures that the department or other state agencies may take to 
reduce the significant adverse impact on public health or the environment. The 
council shall make all information relating to its review available to the public. 
 
(e)  Within 60 days of receiving notification from the council of a determination of 
significant adverse impact, the department shall adopt revisions to the proposed 
regulation to avoid or reduce the adverse impact, or the affected agencies shall 
take appropriate action that will, to the extent feasible, mitigate the adverse 
impact so that, on balance, there is no significant adverse impact on public health 
or the environment. 
 
(f)  In coordinating a multimedia life cycle evaluation pursuant to subdivision (a), 
the department shall consult with other boards and departments within the 
California Environmental Protection Agency, the State Department of Public 
Health, the State and Consumer Services Agency, the Department of Homeland 
Security, the Department of Industrial Relations, and other state agencies with 
responsibility for, or expertise regarding, impacts that could result from the 
production, use, or disposal of consumer products and the ingredients they may 
contain. 
 
(g)  Notwithstanding subdivision (a), the department may adopt a regulation 
pursuant to Section 7 restricting or prohibiting the use of a chemical of concern in 
a consumer product characterized as a high priority either based on known 
alternatives identified and evaluated pursuant to Section 5 or in the absence of 
known alternatives, without subjecting the proposed regulation to a multimedia 
life cycle evaluation if the council, following an initial evaluation of the proposed 
regulation, conclusively determines that the regulation will not have any 
significant adverse impact on public health or the environment. 
 
Section 7.  Regulatory Enforcement Provisions 
 
(a)  Following the completion of an alternatives analysis as described in Section 
5 and any multimedia life cycle evaluation required by Section 6, the department, 
acting pursuant to Government Code section 11340 et seq., with the exception of 
the provisions of paragraphs 1 and 2, may propose one or more of the following 
alternative enforcement requirements by regulation as necessary to mitigate the 
adverse environmental or public health impacts, or both, associated with a 
chemical of concern in a consumer product designated as a high priority 
pursuant to section 4: 
 

1. Not requiring any action. 
 
2. Imposing requirements to provide additional information needed to 

assess the chemical of concern in the consumer product and its 
potential alternatives. 
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3. Imposing requirements on the labeling or other type of consumer 
product information not conflicting with those of the Federal 
Government or other State agencies. 

 
4. Imposing requirements for the manufacturer of the consumer product 

to manage the consumer product at the end of its useful life, including 
recycling or responsible disposal of the consumer product. 

 
5. Imposing requirements that control access to or limit exposure to the 

chemical of concern in the consumer product. 
 
6. Imposing a restriction on the use of the chemical of concern in the 

consumer product. 
 
7. Imposing a requirement to fund green chemistry challenge grants 

where no feasible alternative exists. 
 
8. Prohibiting the use of the chemical of concern in the consumer 

product. 
 
(b)  The department shall not prohibit the use of the chemical of concern in a 
consumer product, if control measures can be imposed which would significantly 
mitigate adverse impacts on human health and the environment.  
 
(c)  Any action by the department pursuant to subdivision (a) shall include a plan 
for a transition period, allowing manufacturers to procure alternative materials, 
change plant equipment and procedures and sell through and replenish existing 
inventories through the value chain.  
 
(d)  The department may not impose a universal prohibition or ban on all uses of 
a chemical of concern.  
 
(e)  The department shall adopt a regulation pursuant to Government Code 
section 11340 and following as the means for taking enforcement actions 
pursuant to this section.  The department shall set out in its Initial Statement of 
Reasons the basis for its proposed enforcement action.  The proposed action 
shall address the specific hazard causing the chemical to be characterized as a 
chemical of concern and the specific use of that chemical of concern that was 
characterized as a high priority.  The department shall make findings, supported 
by substantial evidence, for the following enforcement actions: 
 

1. To prohibit the use of a chemical of concern in a consumer product, 
the department shall find that the use poses a high probability of 
severe, irreversible risk to public health, safety, or to the environment 
such that urgent action is required; the risk of the use outweighs its 
benefits; and, none of the actions set out in paragraphs 2 through 7 of 
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subdivision (a) of this section is sufficient to mitigate the risk to an 
acceptable level. 

 
2. To restrict the use of, control access, or limit exposure to a chemical of 

concern in the consumer product, the department shall find that the 
risk of the use outweighs its benefits under certain circumstances or to 
certain sensitive subpopulations; that the risk can be mitigated to an 
acceptable level by the specific restriction; and that none of the actions 
set out in paragraphs 2 through 4 of subdivision (a) of this section is 
sufficient to mitigate the risk under those circumstances or to those 
sensitive subpopulations to an acceptable level. 

 
3. To require the manufacturer of the consumer product to manage the 

consumer product at the end of its useful life, the department shall find 
that the product is a unique waste that cannot be more efficiently 
managed through the existing waste management systems; that users 
of the product can and will participate in the manufacturer's waste 
management program easily and efficiently; and that no adverse 
changes occur in any of the life cycle factors set out in Health and 
Safety Code section 25253. 

 
4. To require additional labeling on the use of a consumer product, the 

Department shall find that the risk posed by the specific use can be 
mitigated to an acceptable level by further directing consumers on how 
to use the consumer product. 

 
5. To require additional information about the use of a chemical of 

concern in a consumer product, the Department shall find that the 
hazard characteristics of the chemical of concern and the exposure 
profile of the use is more likely than not to pose a significant risk to 
human health and safety or to the environment, and that the risk has 
not been adequately characterized. 

 
6. To require the funding of a green chemistry challenge grant, the 

Department shall find that no feasible alternative has been identified 
pursuant to the process set out in section 5; that the risk to human 
health and safety or to the environment posed by the use is significant; 
and is more likely than not that an alternative to the use can be 
developed within a reasonable time period and at a reasonable cost, 
and states the basis for that finding.  

 
(f)  Any person may, within 15 calendar days of the date of the public workshop 
on a proposed regulation of a chemical of concern in a consumer product 
characterized as a high priority, request the department to submit the proposed 
regulation, including any related alternatives assessment and multimedia life 
cycle evaluation, to external scientific peer review prior to its adoption.  If the 
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department receives such a request, the department shall submit the proposed 
regulation, including any related alternatives assessment and multimedia life 
cycle evaluation, for review in accordance with subsection (g) if the person 
requesting the external scientific peer review enters into an enforceable 
agreement with the department within 15 calendar days of making the request 
that requires the person requesting the submission for review to fully reimburse 
the department for all of the costs associated with conducting the external 
scientific peer review.  
 
(g)  Upon entering into an agreement pursuant to subsection (f), the department 
shall assemble an expert panel to conduct the external scientific peer review.  
The department shall select individuals with expertise relevant to the potential 
human health and environmental impacts associated with the use of a chemical 
of concern in a consumer product characterized as a high priority that is the 
subject of the proposed regulation, including, but not limited to the pool of 
applicants to the Green Ribbon Science Advisory Panel.  No person may serve 
as an external scientific peer reviewer if that person participated in the 
development of the proposed regulation or any related alternatives assessment 
or multimedia life cycle evaluation. 
 
(h)  For any proposed regulation subject to an external scientific peer review 
pursuant to subsection (f), the department shall not take any action to adopt a 
final regulation unless all of the following conditions are met: 
 

1. The department submits the proposed regulation, along with a 
statement of the scientific findings, conclusions, and assumptions on 
which the proposed regulation is based and the supporting scientific 
data, studies, and other appropriate materials, to the external scientific 
peer review panel for its evaluation.  Information provided shall be 
treated as confidential business information at the request of the 
provider pursuant to Health and Safety Code section 25257. 

 
2. The external scientific peer review panel, within the timeframe agreed 

upon by the department and the external scientific peer review panel, 
shall prepare a written report that contains an evaluation of the 
scientific basis of the proposed regulation.  If the external scientific 
peer review panel finds that the department has failed to demonstrate 
that the proposed regulation is based upon sound scientific knowledge, 
methods, and practices, the report shall state that finding, and the 
reasons explaining the finding, within the agreed-upon timeframe.  The 
department may accept the finding of the external scientific peer 
review panel, in whole, or in part, and may revise the proposed 
regulation accordingly.  If the department disagrees with any aspect of 
the finding of the external scientific peer review panel, it shall explain, 
and include as part of the rulemaking record, its basis for arriving at 
such a determination in the adoption of the final regulation, including 
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the reasons why it has determined that the proposed regulation is 
based on sound scientific knowledge, methods, and practices.  

 
(i)  The department shall not regulate any use of a chemical of concern 
characterized as a high priority if that use is already regulated by another agency 
to address the same characteristics that would otherwise result in regulation of 
that use pursuant to this section.  
 
 

# # # #  
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While the Straw Proposal has been characterized by DTSC as a catalyst for 
further discussion and not as a formal regulatory proposal the extreme breadth 
and complexity of this proposal defies any rational interpretation of the enacting 
legislation.  As written, the proposal is entirely unworkable.  The Straw Proposal 
of October 1, 2009 is so seriously flawed that GCA sees no merit in editing or 
refining the current document in a manner that it might be used as a starting 
point for further rule development.  Nevertheless, GCA is compelled to point 
some of the major deficiencies 
 
Scope of the Straw Proposal  
 
The scope of the current proposal is overly broad and fails to focus on consumer 
products that may potentially present significant threats to human health or the 
environment.  This is partially attributed to a very broad definition of ―consumer 
product‖ that could conceivably include both traditional consumer end products 
and raw materials and chemicals used throughout commerce.  Although food, 
pesticides, prescription drugs, durable medical equipment, dental amalgams and 
mercury lighting are specifically exempted under AB 1879, the upstream 
feedstocks and intermediates used in the manufacture of the final consumer 
products have been interpreted by DTSC (DTSC Workshop on 10/21) to fall 
within the definition of a consumer product thereby subjecting the basic building 
chemical building blocks to the same Safer Alternatives regulation as an end use 
consumer product..  The whole notion of including feedstocks and upstream 
manufacturing intermediates relied upon by all California manufacturers as 
"consumer products" has serious consequences.  Conceivably it would result in 
the untimely elimination of those feedstocks, intermediates and associated 
manufacturing from the California market place. A 
 
Additionally, despite specific statutory direction prohibiting DTSC from enacting 
regulations that conflict with, or are duplicative of, other regulations (See SB 509, 
H&S Code Section 25257.1), the breadth of the current proposal will result in 
duplicative and potentially conflicting regulation for many products subject to the 
authority of other federal and state agencies..  This problem is further 
complicated by the inclusion of four distinct pathways into the regulatory process:  
 
a. Eleven (11) consumer product categories that are not well defined;  
b. Sixteen (16) pre-designated ―chemicals of concern‖ that lack any 
coherent foundation;  
c. Chemicals identified by twenty-nine (29) different state, federal and 
international sources; and  

d. Thirteen (13) hazard criteria, applicable to every detectable chemical in 
the product;  

 
These pathways would result in roughly 10,000 chemicals and millions of  
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November 9, 2009  
 
 
Acting Director Maziar Movassaghi  
Department of Toxics Substances Control  
1001 I Street  
P.O. Box 806  
Sacramento, CA 95812-0806  
 
RE: Straw Proposal for Safer Alternatives Regulation (October 1, 2009)  
 
Dear Director Movassaghi:  
 
On behalf of the numerous trade associations and individual companies which comprise 
the Green Chemistry Alliance (GCA), we respectfully submit the following comments 
regarding the Safer Alternatives Regulation Straw Proposal (―Straw Proposal‖).  While 
the GCA and its members appreciate the complicated nature of drafting the Safer 
Alternative Regulation (―Regulation‖), we are extremely concerned with the framework 
under the Straw Proposal.  In a proactive fashion and per the Department of Toxic 
Substances Control (DTSC) request, GCA members put countless hours into developing 
regulatory text and comments for implementing the Regulation.  The GCA comments, 
none of which are reflected in the Straw Proposal, were submitted to DTSC on June 24, 
2009.  Although the Straw Proposal is not a formal draft regulation at this time, the 
proposed program, if it were to be implemented, would have sweeping adverse 
ramifications on virtually all industry sectors which manufacture or sell consumer 
products in the state.  The Straw Proposal simply does not reflect the intent or the 
statutory authorities of the enacting legislation.  In fact, the current Straw Proposal 
exceeds, in many aspects, the authority delegated to DTSC to develop Green Chemistry 
regulations. See Appendix 1. 
 
The GCA is an alliance composed of business trade associations and companies which 
lobbied effectively during the closing weeks, days and hours of the 2008 California 
legislative session in support of bi-partisan measures to create a new, science-based 
framework for managing chemicals of concern in consumer products under the Green 
Chemistry Initiative. The driving force behind the legislation was a broad based desire for 
state regulators, rather than the legislators, to exercise their expert scientific and 
engineering judgment and experience when evaluating potential threats to human health 
or the environment and to determine appropriate regulatory actions. 
 
In the wake of this groundbreaking legislation, the GCA was formalized for the purpose of 
constructively informing the implementation effort such that the promulgated regulations 
remain true to the objective and scientific ideals of the authorizing legislation.  The GCA 
and its members appreciate the work DTSC and other interested stakeholders have put 
into the process thus far and the GCA is committed to working with all parties to craft 
reasonable and effective regulations that reflect the intent and specific requirements of 
Assembly Bill (AB) 1879 (Feuer) and Senate Bill (SB) 509 (Simitian). 
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While the Straw Proposal of October 1, 2009 has been characterized by DTSC as a catalyst for 
further discussion and not as a formal regulatory proposal the extreme breadth and complexity 
of this proposal defies any reasonable interpretation of the enacting legislation.  As written, the 
proposal is entirely unworkable. 
 
The proposal is so seriously flawed that GCA sees no merit in editing or refining the current 
document in a manner that it might be used as a starting point for further rule development.  
Instead, GCA is compelled to point out some of what we view as major deficiencies. 
 
 
Scope of the Straw Proposal  
 
The scope of the current proposal is overly broad and fails to focus on consumer products that 
may potentially present significant threats to human health or the environment.  This is partially 
attributed to a very broad definition of ―consumer product‖ that could conceivably include both 
traditional consumer end products and raw materials and chemicals used throughout 
commerce.  Although food, pesticides, prescription drugs, durable medical equipment, dental 
amalgams and mercury lighting are specifically exempted under AB 1879, the upstream 
feedstocks and intermediates used in the manufacture of the final consumer products have 
been interpreted by DTSC (DTSC Workshop on 10/21) to fall within the definition of a consumer 
product thereby subjecting the basic chemical building blocks to the same Safer Alternatives 
regulation as an end use consumer product..  The whole notion of including California 
manufacturers’ feedstocks and upstream manufacturing intermediates as "consumer products" 
has serious consequences.  Conceivably it would result in the untimely elimination of those 
feedstocks, intermediates and associated manufacturing from the California market place.  
 
Additionally, despite specific statutory direction prohibiting DTSC from enacting regulations that 
conflict with, or are duplicative of, other regulations (See SB 509, H&S Code Section 25257.1), 
the breadth of the current proposal will result in duplicative and potentially conflicting regulation 
for many products subject to the authority of other federal and state agencies..  This problem is 
further complicated by the inclusion of four distinct pathways into the regulatory process:  
 

a. Eleven (11) consumer product categories that are not well defined;  
b. Sixteen (16) pre-designated ―chemicals of concern‖ that lack any coherent foundation;  
c. Chemicals identified by twenty-nine (29) different state, federal and international 

sources; and  
e. Thirteen (13) hazard criteria, applicable to every detectable chemical in the product;  

 
These pathways would result in roughly 10,000 chemicals and hundreds of thousands of 
products being subjected to alternatives analysis and resultant bans within two to twenty years.  
This extreme approach seems to defy the fundamental reality that potentially toxic effects are 
related to chemical reactivity.  In that context, blanket chemical prohibitions risk denying society 
the very utility and value inherent in the reactivity of the chemical.  The key to societal benefit 
and value is not to prohibit chemical use because of hazard, but to ensure that the reactivity 
associated with that hazard is harnessed safely, the key to which is consideration of exposure. 
By mandating sweeping phase-outs of vast numbers of chemicals and products based solely on 
considerations of hazard as called for in the Straw Proposal, the department would effectively 
preclude Californians from realizing the benefit from those chemicals and products. 
 
It is not clear how manufacturers could ever reliably establish compliance systems given the 
sheer number of chemicals and products covered and ongoing changes to referenced chemical 
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lists, chemical hazard data, and analytical detection limits, not to mention the likelihood of 
different and perhaps conflicting interpretations among manufacturers encompassed in the 
Straw Proposal.  Further, small manufacturers and retailers subject to this process will be hard 
pressed to pay for the sheer costs of compliance requirements envisioned under the program 
outlined in the Straw Proposal.  In fact, the compliance cost burden (see Cost Implications for 
California below) for even largest manufacturers and retailers would be enormous and wasteful 
if the Straw Proposal was implemented. 
 
GCA proposes that DTSC craft a more manageable approach that focuses initially on chemicals 
with the greatest hazards – substances known or presumed to cause cancer or developmental 
or reproductive harm (CMR), or substances known to be persistent, bioaccumulative and toxic 
(PBT) in the environment as designated by authoritative bodies.  As discussed in greater detail 
in Appendix 2, this universe of substances should be further prioritized.  Following a 
prioritization of chemicals, DTSC should then prioritize products containing intentionally added 
chemical ingredients in concentrations above applicable thresholds and products containing 
chemical ingredients which pose more than a de minimis exposure threat during use and at end 
of life.  In this manner DTSC will have fulfilled the legislative mandate of AB 1879.  However, if 
DTSC fails to implement a science-based approach to screening out products with low 
likelihood of harm, the program will surely collapse under its own weight.  
 
 
Identification & Prioritization; Hazard Traits; Authoritative Bodies; Consumer Product 
Categories; Toxic Information Clearinghouse 
 
The mandate of AB 1879 is to identify those chemicals present in consumer products which 
may pose a threat to human health and the environment and thus warrant additional regulation. 
The Legislature concluded that a meaningful prioritization was necessary to achieve this 
objective, to address the ―worst first.‖  The Legislature also sought to avoid duplicative 
regulation in light of limited state resources.  
 
The first step of the Regulation implementing AB1879/SB509 must be to identify and prioritize 
chemicals of concern in consumer products.  The Straw Proposal does not contain an objective, 
criteria-based process for identifying potential health and environmental threats from chemicals 
of concern in consumer products, nor does it establish a meaningful process for prioritization.  In 
fact, it accomplishes just the opposite, encompassing over 10,000 chemicals—8,000 from the 
referenced lists and an estimated additional 2,000 from the hazard trait pathway.  It also 
encompasses hundreds of thousands of products—virtually every consumer, commercial, 
construction, fertilizer and industrial product and chemical—sold in California commerce and 
used in California research.  Since it focuses not on intentionally added chemical ingredients, 
but on all chemicals that are ―contained‖ in products with no de minimis threshold, any 
detectable level of any of the 10,000 in any product triggers every chemical/product combination 
directly—without evaluation of safety—into a massive alternative and lifecycle assessment as 
well as an extremely burdensome supply chain communication effort. 
 
According to the Straw Proposal identification, assessment and simultaneous supply chain 
communication must be completed in two (2) years and every two (2) years thereafter.  This 
requirement would be unworkable even with a reasonable number of priority chemical/product 
combinations, but clearly impossible considering the size and scope of the proposed effort.  
Every detected chemical of concern triggers a ban from California commerce both of the 
products containing the chemical and the chemical itself within two to twenty years - in spite of 
the fact that the statute provides for eight (8) additional regulatory response actions.  A ban 
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would not necessarily be limited to the traditional products in commerce, but could also 
eliminate research involving the chemicals of concern or products containing the chemicals, 
perversely prohibiting Green Chemistry advancements in California.  Also, in some cases prior 
to the ban, an end of life management program must to be set up by the manufacturer. 
 
This extremely burdensome process is triggered not as a result of the likelihood of harm, but 
merely resulting from the detectable presence of the chemical in a product, even if it is merely a 
trace chemical in the product's water source or other relatively benign intermediate(s) used in 
making the product.   
 
Meanwhile, scientists at DTSC have no role in considering the safety of chemicals and their 
uses, and which uses of chemicals are a real concern for human health and the environment 
and thus should be subject to certain regulatory responses. Moreover, DTSC does not appear 
to have considered the myriad of other state and federal programs that also regulate chemicals 
and consumer products.  Thus the breadth of the Straw Proposal results in duplicative 
regulation.  The net effect is an overly broad, nonfunctional and infeasible scheme.  The Green 
Ribbon Science Panel (October 14, 2009) and nearly all stakeholders raised these very 
concerns.    Dr. Klaus Berend a European Commission Fellow at UC Berkeley, in comments to 
the Panel captured the views of many regarding this issue, stating, “. . .when everything is of 
concern, then nothing is of special concern.‖1 See Appendix 2 for detailed comments regarding 
this section. 
 
 
Alternative Analysis and Life Cycle Assessment (LCA) 
 
The Alternatives Analysis and Life Cycle Assessment need to be considered in light of the 
mandate of AB 1879, which calls for ―a process for evaluating chemicals of concern in 
consumer products and their potential alternatives, to determine how best to limit exposure or to 
reduce the level of hazard posed by a chemical of concern.‖  It mandates further that the 
process must ―include an evaluation of the availability of potential alternatives and potential 
hazards posed by those alternatives, as well as an evaluation of critical exposure pathways.‖  It 
is also required to ―include life cycle assessment tools that take into consideration‖ thirteen (13) 
economic and scientific parameters listed in the statute.  
 
The alternatives analysis and related life cycle assessment mandate of the Straw Proposal 
imposes an incredible burden of data production, analysis and reporting that threatens to 
seriously compromise the use and availability of a very broad range of consumer products.  By 
compelling every manufacturer in vast product categories to undertake these burdensome 
analyses for every single product in those categories, DTSC not only imposes an enormous 
economic burden, but it threatens to undermine the development and availability of new and 
improved products which is the very purpose of the Green Chemistry Initiative.  See Appendix 3 
for detailed comments regarding this section 
 

                                                             
1 Dr. Berend is Head of Unit in the European Commission’s Directorate-General Enterprise & Industry, Chemicals Unit, which 
among others, is responsible for the Community legislation concerning restrictions on the marketing and use of dangerous 
substances and preparations, the classification and labeling of dangerous preparations Good Laboratory Practices (GLP), 
detergents, fertilizers, and explosives. The unit also deals with the sustainability and competitiveness of the chemicals industry in 
the European Union. 
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Cost Implications for California 
 
GCA believes that if implemented Straw Proposal would result in economic cost to industry and 
the State of California that are unsustainable.  Absent the opportunity to do a thorough cost 
analysis, a rough comparison can be drawn to the cost estimate for the EU REACH program.  
The European Union (EU) Commission estimated cost of implementation at $4.2 – 7.6 billion 
amortized over the eleven (11) year period of implementation.  Since the pre-registration phase, 
estimates from other sources have suggested that this may be overly conservative.  
 
REACH assumes that industry will consolidate data and perform data quality assessments in 
Substance Information Exchange Fora (SIEFs).  Substance manufacturers are charged to 
perform these assessments with limited participation by downstream users.  The most 
comprehensive evaluations and analyses are conducted on Substances of Very High Concern 
(SVHCs).  To date, nineteen (19) chemicals have been formally identified as SVHC, although 
there have been calls by some stakeholders to increase that to approximately 400 chemicals. 
The proposed California program anticipates evaluation in one (1) year, so costs are not 
amortized as they are in the EU.  Instead California's program will be substantially more costly 
to manufacturers.  The program includes virtually all downstream chemical users, many of 
whom have never before been required to assemble and evaluate hazard data or to conduct 
alternative assessment and lifecycle analysis.  The evaluation requires extensive evaluation of 
an estimated 10,000 chemicals, with no consideration given to data confidentiality or data 
quality concerns.  Where EU requires consolidated substitution plans from SIEFS or 
manufacturers only after an authorization finding on SVHCs.  California is anticipating 
substitution plans by consumer product manufacturers for all products containing detectable 
levels any of 10,000 chemical of concern.  
 
GCA contends that manufacturer compliance with this program will lead to excessive economic 
impacts and substantial job loss, especially due to businesses that will be forced to move out of 
state.  Furthermore, the application of the Straw Proposal would hinder the ability of out of state 
manufacturers to sell their products in California.  The benefits of Green Chemistry can be 
achieved in a much more economical fashion than is provided in the Straw Proposal.  The 
added burden described suggests that there is a multibillion dollar cost to implement this 
program with no opportunity to benefit from other chemical management program experience or 
data gathering/assessment.  
 
If you have any questions regarding the Green Chemistry Alliance (GCA) and its members’ 
position on these and other components of the Safer Alternatives Regulation Straw Proposal, 
please contact John Ulrich at (916) 989-9692 or Dawn Koepke at (916) 930-1993.  Thank you!  
 
Sincerely,  

         
John Ulrich       Dawn Sanders Koepke  
Co-Chair       Co-Chair  
Chemical Industry Council of California   McHugh & Associates  
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Green Chemistry Alliance Signatories 
 

American Apparel & Footwear Association  
American Chemistry Council  
American Forest & Paper Association  
American Honda Motor Corporation  
Amway  
Association of Home Appliance Manufacturers  
Association of International Automobile 
Manufacturers  
BASF  
The Boeing Company  
BP  
California Aerospace Technology Association. 
California Chamber Commerce  
California Grocers Association  
California Healthcare Institute  
California League of Food Processors  
California Manufacturers & Technology Assoc.  
California Paint Council  
California Restaurant Association  
California Retailers Association  
Callaway Golf  
Can Manufacturers Institute  
Chemical Industry Council of California  
Chevron  
Citizens for Fire Safety Institute  
Consumer Specialty Products Association  
Dart Container Corporation 
Del Monte  
Dow Chemical Company  

DuPont 
Ecolab  
Fashion Accessories Shippers Association 
Florida Chemical Company, Inc. 
Grocery Manufacturers Association  
Hyundai-Kia America  
Industrial Environmental Association  
Information Technology Industry Council 
Johnson & Johnson  
Kern Oil & Refining Company  
Life Technologies Corporation 
Metal Finishing Associations of Northern & 
Southern California  
National Paint & Coatings Association  
Northrop Grumman  
Personal Care Products Council  
Plumbing Manufacturers Institute  
Procter & Gamble  
Safeway  
Shell Oil Company  
Soap & Detergent Association  
Solar Turbines  
TechAmerica  
Toy Industry Association  
United Technologies  
Western Growers  
Western Plant Health Association  
Western States Petroleum Association  

 
 
 
 
 
 
 
CC:  The Honorable Linda Adams, Secretary, CalEPA 

Cindy Tuck, Undersecretary, CalEPA 
Patty Zwarts, Deputy Secretary, CalEPA 
John Moffatt, Legislative Affairs, Office of the Governor 
Victoria Bradshaw, Cabinet Secretary, Office of the Governor 
The Honorable Joe Simitian, California State Senate 
The Honorable Sam Blakeslee, Assembly Republican Leader 
The Honorable Mike Feuer, California State Assembly 
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APPENDIX 1 
 
 
The Straw Proposal is Arbitrary, Capricious & Lacks Evidentiary Support 
 
California Code of Civil Procedure (CCP) Section 1085 allows persons to challenge regulations 
adopted by a state agency on the ground that they are arbitrary, capricious, or lacking in 
evidentiary support.  The GCA submits that the Straw Proposal as a whole is arbitrary, 
capricious or lacking in evidentiary support.  Section 6xxxx.2 fails to provide a process or the 
criteria that were used to establish the list of chemicals or the list of lists of chemical programs.  
The Straw Proposal discriminates against in-state California manufacturers by considering raw 
materials as consumer products despite the fact they are consumed in the manufacturing 
process and do not appear in the final consumer product.  This will require in-state 
manufacturers to comply with the alternatives analysis, while a similar manufacturer of the same 
product out of state is exempt from this expensive and time consuming analysis.  In addition to 
the unfair treatment of in-state manufacturers, the Straw Proposal poses an unbearable burden 
and cost on all manufacturers; the cost and resources are unreasonable for major 
manufactures, and even more impossible for small manufacturers. 
 
The Straw Proposal's overly broad scope will require even those statutorily exempt product 
categories to evaluate the raw materials used in the manufacture of the consumer products and 
likely limit the availability of certain products in California.  See H&S Code §25251(e)(1-10), 
§6xxxx.1 and §6xxxx.2.  The automatic chemical prohibition included in Section 6xxxx.20(c)(3) 
sets up a process whereby innovation and continuous improvement cannot be achieved.  This is 
because even where a manufacturer has taken the time to decrease the toxic profile by 
replacing a chemical of concern (CoC) with an alternative, that alternative may in turn be 
considered a CoC and will ultimately be banned under the Straw Proposal.  See 
§6xxxx.20(c)(3).  In addition, even if no alternative is identified, the Straw Proposal requires 
conducting an alternatives analysis every two years, whether there have been technical 
developments or any basis for believing that an alternative is available.  See Section 
6xxxx.13(b)(2)(D).  
 
Furthermore, Section 6xxxx.9 establishes a supply chain information dissemination requirement 
that contemplates the disclosure of proprietary information to competitors, thereby violating the 
confidential business information protections established in H&S Code Section 25257.  Overall, 
the Straw Proposal sets forth a scheme that establishes unbearable burdens and cost to 
manufacturers of consumer products sold in California.  By failing to clearly define the 
processes or criteria relied upon and failing to consider the comments submitted by the industry 
in an effort to develop a workable process, DTSC has created a regulation that is open to 
challenge as being arbitrary, capricious and lacking in evidentiary support.  
 
 
A Process Needs to be Developed for the Identification of Chemicals of Concern  
 
Section 6xxxx.2 (a) establishes a list of chemicals that are chemicals of concern for purposes of 
the regulation.  No criteria or process was identified describing how the list was developed.  The 
statute clearly requires DTSC to develop a process to identify chemicals of concern and does 
not provide DTSC with the authority to designate a list of CoC.  See H&S Code §25252(a).  At a 
minimum, GCA submits that DTSC must establish a process for designating chemicals of 
concern subject to the regulation. 
 
Additionally, the list of authoritative bodies is not consistent with the requirement that DTSC look 
at references that have undertaken "similar chemical prioritization processes."  See H&S Code 
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§25252(b)(2).  Specifically, the statute requires DTSC to consider "(1) the volume of the 
chemical in commerce in the state. (2) the potential for exposure to the chemical in a consumer 
product. (3) the potential effects on sensitive subpopulations, including infants and children."  
H&S Code §25252(a)(1-3).  The statute goes on further to require DTSC to develop criteria by 
which chemicals and their alternatives may be evaluated including "the traits, characteristics 
and endpoints that are included in the clearinghouse data pursuant to Section 25256.1."  See 
H&S Code §25252(b)(1).  In order for lists to determine chemicals of concern, authoritative 
bodies should have gone through a "similar chemical prioritization process" for comparable 
regulatory purposes.  GCA is not aware that all of the references listed have gone through such 
a similar process as required by the statute to identify chemicals as chemicals of concern. We 
strongly encourage DTSC to review the June 24, 2009 GCA Proposal which includes an initial 
screening of chemicals to determine if they exhibit one of the following characteristics: 
substances that cause cancer or developmental or reproductive harm (CMR), or substances 
that are persistent, bioaccumulative and toxic (PBT).  Those chemicals displaying one or more 
of these characteristics would be identified as a chemical for consideration and would 
subsequently be evaluated based on potential exposures associated with use and the severity 
of its hazards prior to identifying the chemical as a CoC.  GCA's proposed process complies 
with the requirements of and direction provided in Section 25252(a).  
 
The statute requires chemicals to be identified and prioritized on the basis of "volume of the 
chemical in commerce in this state", their ―potential for exposure‖ and "potential effects on 
sensitive subpopulations."  H&S Code §§ 25252(a)(1)-(3).  The potential end points and 
exposures associated with the use of chemicals in consumer products should be considered 
prior to including the chemicals in a list of CoC.  Contrary to the statutory provision, the Straw 
Proposal includes no process for excluding from regulation products that contain chemicals of 
concern at de minimis levels or that result in virtually no exposure or pose no real likelihood of 
harm to humans or the environment.  GCA has developed regulatory provisions with respect to 
these issues consistent with the statutory authority. See GCA Proposal June 24, 20092. 
 
 
Alternatives Analysis Consistency and Life Cycle Assessment Tools  
 
Section 25253(a)(2) directs the Department to develop a process in its implementing regulations 
to evaluate the "availability of potential alternatives and potential hazards posed by those 
alternatives, as well as an evaluation of critical exposure pathways."  That process shall include 
"life cycle assessment tools" that take into account several factors.  See H&S Code § 
25253(a)(2).  The statute further requires DTSC to "ensure that the tools available are in a form 
that allows for ease of use and transparency of application."  See H&S Code §25253(c).  
However, Section 6xxxx.16 does not identify available tools that should be used to evaluate the 
life cycle impacts.  The nature of LCAs is such that different interpretations can be reasonably 
made by the evaluators.  By failing to identify commonly accepted methodologies, the Straw 
Proposal creates an evaluation that is highly subjective and will result in inconsistent results.  
Without clearer and more explicit Alternative Analysis and LCA methodology, tools and 
guidance, the results will not be comparable, and DTSC's review of reports submitted for similar 
products will not be meaningful. 
 
 
Regulatory Response Actions Must be Taken By the Department, Not Manufacturers  
 

                                                             
2
 ―Comprehensive Proposal for the Implementation of AB 1879 (2008),‖ Green Chemistry Alliance, June 24, 2009, available on-line 

at http://www.dtsc.ca.gov/PollutionPrevention/GreenChemistryInitiative/upload/GC_Green_Chemistry_Alliance_Input3.pdf   

http://www.dtsc.ca.gov/PollutionPrevention/GreenChemistryInitiative/upload/GC_Green_Chemistry_Alliance_Input3.pdf
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DTSC must take the regulatory response, not direct manufacturers to choose one or more of the 
regulatory responses contemplated by the statute.  The statute provides the Department with 
discretion to take any one of several regulatory responses based on the alternatives analysis.  
See, H&S Code §25253(b).  Further, Section 25253 (a)(1) mandates that the Department 
―establish a process for evaluating chemicals of concern in consumer products and their 
potential alternatives, to determine how best to limit exposure or to reduce the level of hazard 
posed by a chemical of concern.‖ Neither of these implies a mandate to ban any product that 
merely contains a chemical of concern.  Quite the contrary, the statute clearly anticipates 
discrimination based upon limitations in exposure and reduction in hazard.  Unlike the Straw 
Proposal, the statute does not provide the Department with the authority to select just one of the 
numerous listed response actions as the only response action to which all manufacturers of all 
affected products will be ultimately subject.  See, H&S Code §25253(b) and §6xxxx.20(c)(3).  
The statute contemplates nine response actions that may be taken after the Department 
reviews the alternatives analysis; eight of these identified response actions do not ban the 
chemical in the product.  See, H&S Code §25253(b)(1-9).  The Straw Proposal's Section 
6xxxx.20(c)(3), mandates that all chemicals of concern found in all consumer products will be 
banned in two to twenty years depending on prioritization.  This arbitrary selection of one 
response action without having reviewed the completed alternatives analysis is contrary to 
DTSC's statutory authority provided in Section 25253(b). 
 
The GCA Proposal provides for the Department to adopt a regulation and to provide the basis 
for the specified regulatory actions.  As suggested in the GCA Proposal, the Department's 
regulations should articulate clearly the factors that the Department will consider when 
proposing regulatory response actions after the completion of alternative analysis.  It is also  
possible for DTSC to take regulatory action; the Department's regulatory proposal may undergo 
either a regulatory process or adjudicative process.  To the extent the response action applies 
to multiple manufacturers, DTSC must proceed against each manufacturer in an adjudicative 
process or, if it is a rule of general application, DTSC must proceed via regulation.  Delegation 
of DTSC's responsibility to manufacturers to take regulatory responses based on the 
alternatives analysis is arbitrary and capricious and will create an ―unlevel playing field‖ and will 
cause confusion in the marketplace.  Overall, manufacturers must have due process when 
faced with significant regulatory action, and due process is not contemplated under the existing 
Straw Proposal. 
 
 
Supply Chain Information Disclosure and Data Generation Requirements Overstep DTSC 
Authority  
 
The statute provides no authority to DTSC to require supply chain communication or 
dissemination of potentially proprietary information to competitors.  Section 6xxxx.9 directs 
manufacturers to provide the entire supply chain with potentially sensitive information.  This 
information disclosure is not required by statute and is inconsistent with the confidential 
business information protections provided under Section 25257(a).  GCA recommends deletion 
of the supply chain information dissemination section.  
 
Furthermore, the statute does not authorize DTSC to require the generation of data to assess 
hazard traits of all chemicals and consumer products in commerce as part of the identification 
and prioritization process (H&S Code §25252) contrary to the provisions of the Straw Proposal.  
In Section 25253, the Department is authorized to require additional data following completion 
of the alternatives analysis as a regulatory response.  GCA recommends the deletion of this 
data generation requirement in Section 6xxxx.6, and recommends additional data generation be 
required only as necessary and appropriate after completion of an alternatives analysis.  
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Avoidance of Duplication of Existing Authority Needs to be Clarified  
 
The statute provides that: "This article does not authorize the Department to supersede the 
regulatory authority of any other department or agency.  The Department shall not duplicate or 
adopt conflicting regulations for product categories already regulated or subject to pending 
regulation consistent with the purposes of this article."  See H&S Code §§25257.1(b)-(c).  The 
Straw Proposal does not identify the Department's interpretation of these provisions of Section 
25257.1.  The regulation should clearly identify what is meant by Section 25257.1(b) and 
Section 25257.1 (c) to avoid confusion, duplication of, or superseding of existing requirements.  
The Safer Alternatives Regulation should not apply to products or chemical uses that are 
regulated by other agencies, however the Straw Proposal provides no guidance as to what 
would constitute an exclusion from the regulation.  The proposed product categories 
(§6xxxx.1(a)) and listed chemicals (§6xxxx.2(a)-(b)) will result in direct duplication of many 
existing regulations for consumer products and chemicals.  See H&S Code §25257.1(b)-(c). 
 
Further, Section 6xxxx.7(a)(4) requires manufacturers to enter chemical information into the 
Toxic Information Clearinghouse.  This information is duplicative of existing information 
available through numerous sources including: the US EPA, Health and Environment Canada, 
OECD's eChemPortal and the significant sources and that are being developed under the 
European REACH directive.  Section 25257.1 is intended to prevent DTSC from frustrating the 
objectives of other governmental programs and avoid unnecessary costs and confusion to 
regulated entities by prohibiting DTSC from duplicating existing regulations.  Section 
6xxxx.7(a)(4) should be deleted as it is inconsistent with Section 25257.1, instead DTSC should 
use the existing data from other sources to populate the Toxic Information Clearinghouse. 
 
In summary, the regulation should recognize existing laws and regulations that regulate the use 
of chemicals in consumer products to promote health and safety, and minimize impacts on the 
environment. 
 
 

* * * * * 
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APPENDIX 2 
 
 
Article X.  Identification & Prioritization of Chemicals of Concern in Consumer Products  
 
This section of the Straw Proposal attempts to identify and prioritize ―product categories‖ subject 
to the regulation.  DTSC has stated in public meetings that its selection criteria (which are not 
indicated in the Straw Proposal) were intended to identify products to which children and other 
vulnerable subpopulations may be exposed.  While this has some basic logic, the 11 categories 
identified are overly broad and ambiguous in some cases and completely inappropriate in 
others.  Instead of prioritizing the consumer products considered, the Straw Proposal would 
encompass hundreds of thousands of products.  Even the few product categories exempted 
from the statute could be impacted by raw material bans.  Of further concern, the key operative 
term used in the Straw Proposal focuses on chemicals ―contained‖ in the subject products with 
no de minimis threshold concentration.  Thus any detectible level of any chemical of concern, 
whether or not intentionally added, triggers regulation and, ultimately, a ban.  
 
Section 6xxxx.1 - Applicability Categories (1) through (7) are expansive and not tightly 
focused. For instance, Category (1), "products designed for use by infants or children," is overly 
broad and does not identify and/or prioritize product classes that would be of highest concern.  
The scope of products captured by Category (2), ―products designed for use in K-12 schools‖, is 
potentially endless, extends well beyond US EPA’s definition of age 14 for ―children‖, and fails to 
focus on what DTSC believes to be the most important sources of exposure in schools. 
Category (8) targets food contact products, which would be duplicative and in direct conflict with 
existing FDA regulation, and should be excluded. Category (9) targets products designed, or 
reasonably anticipated, to release any chemicals during intended use and disposal.  This is also 
expansive and not tightly focused.  Moreover, considering the capability to detect trace 
quantities in migration studies, the term ―reasonably anticipated‖ has the potential to greatly 
expand covered products and must be dropped or more tightly defined to address exposures of 
real concern.  Category (10) covers ―Any products that contain‖ chemicals of concern, 
essentially sweeping in 100% of commerce in California.  In its present format it must be 
deleted.  Category (11) covers every chemical triggered as a concern by the Straw Proposal, 
essentially setting up direct chemical bans for over 10,000 chemicals in California.  In its present 
format it too must be and dropped.  These bans would also, as DTSC interprets the Straw 
Proposal, affect reactive bulk chemicals that are transformed in California into innocuous 
products within manufacturing facilities.  This would not only ban raw chemical use in covered 
products and categories, but also ban use in the manufacture of exempted product categories in 
California—pharmaceuticals, medical devices, food, dental restoratives, etc.  All affected 
manufacturers would have to move their operations to another state or offshore.  
 
A final provision requires DTSC to evaluate potential additional product categories every two 
years.  Even if the Straw Proposal had more tightly focused product categories, a workable 
number of chemicals with de minimis thresholds, a reasonable scope of evaluation, analysis 
and regulatory response in the balance of the Proposal, this should be increased to a five (5) 
year or longer cycle.  
 
 
Identifying and Prioritizing Chemicals of Concern  
 
The DTSC Straw Proposal does not ―establish a process to identify… chemicals of concern‖ in 
consumer products contrary to Section 25252(a) of AB 1879.  Chemicals identified via the 
designated list of 16 chemicals, the ―List from Lists‖ and the Hazard Traits are arbitrary.  
Altogether, the designated chemicals, list from lists, and hazard trait approaches will generate 
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over 10,000 chemicals of concern. 
 
The Department should identify criteria for focusing on a few of the most serious hazard traits.  
Such criteria would serve as the initial tool for identifying candidate chemicals of concern.  The 
most severe human health hazard traits, such as chemicals known or presumed to cause 
cancer, or developmental or reproductive harm (CMR), and most severe environmental 
concerns, such as chemicals that are known to be persistent, bioaccumulative and toxic (PBT), 
would be consensus criteria.  Severe and chronic hazards, where cause and effect are not 
easily identified, are clearly higher priority than acute hazards, which are readily noted and for 
which there are consumer protections and warnings.  For severe and chronic hazards, 
chemicals categorized as known or presumed hazards should be prioritized higher than those 
categorized as ―suspected‖.  Chemicals with multiple severe hazards should be prioritized 
higher than those with single hazards.  
 
The Proposal also does not ―establish a process to… prioritize… chemicals of concern‖ in 
consumer products contrary to Section 25252(a) of AB 1879 (not withstanding Section 6xxxx.8 
which does not constitute a real prioritization).  The Proposal does not consider ―the volume of 
the chemical in commerce in the state‖ or ―the potential for exposure to the chemical in a 
consumer product‖ when identifying and prioritizing chemicals of concern, contrary to Sections 
25252(a)(1) and (2) of the statute, respectively, nor are the same factors applied to "identify" the 
chemicals of concern which should be included in the program in the first place. 
 
Finally, the process for identification of candidate chemicals of concern should be a dynamic, 
on-going and iterative process with the most severe hazards being considered first and 
additional hazards considered in the future.  
 
 
Section 6xxxx.2 - Designated Chemicals of Concern (a) Specified Chemicals. As has 
been pointed out in both the October 14, 2009 Green Ribbon Science Panel and the October 
21, 2009 public workshop by the Department itself, the sixteen (16) named chemicals were not 
selected in a systematic manner as a result of the application of scientific criteria.  As written, 
the list appears more in line with the chemical-by-chemical ban approach that the Green 
Chemistry Initiative was intended to avoid.  As noted earlier, mere designation of chemicals of 
concern programs products containing said chemicals for elimination.  To take such an extreme 
action with no foundation of analysis or scientific consideration by the Department would seem 
to invite charges of arbitrary and capricious action.  At the October 21 workshop, staff explained 
that these represented ―placeholders‖ for uncertainty in science or disagreement among 
experts.  The action taken by listing these chemicals not only fails to resolve or even inquire into 
that science, it abdicates any scientific consideration in favor of listing and therefore banning all 
consumer products that contain chemicals of concern as well as the chemicals themselves.  
This is completely contrary to the legislative premise under which AB 1879 and SB 509 were 
passed, the need to bring such science-based decisions into the hands of the state’s scientists. 
In all likelihood, this approach merely transfers decision-making on these chemicals to the 
courts.  
 
Section 6xxxx.2 - Designated Chemicals of Concern (b) List from Lists The Straw 
Proposal identifies twenty-nine (29) reference lists from a broad set of sources that were 
developed for completely separate and independent objectives.  While some of these lists are 
appropriate for DTSC to use in identifying chemicals for consideration and prioritization, none of 
the lists, on its own, is appropriate for declaring that a listed chemical and its uses should be 
banned in California without a deliberate and thorough scientific evaluation of the safety of those 
uses. 
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Section 6xxxx.3 - Definitions The definition section of the Straw Proposal poses a 
number of serious concerns, and need to be significantly reworked.  For example:  
 

a) The definition for "Authoritative Body" is extremely broad.  In selecting "authoritative 
body" references, DTSC should look to government agencies or formalized scientific 
organizations that satisfy all of the following requirements:  

 It characterizes chemicals pursuant to an open, deliberative and transparent 
scientific process in which stakeholders are able to participate formally, 
communicating directly with the authoritative body through written and oral 
comments.  

 It is widely perceived to be objective, scientifically based, and does not engage in 
advocacy.  

 It bases its characterization of chemicals on a weight-of-evidence approach.  To the 
extent available, it considers multiple reliable studies, conducted by different 
laboratories, at different times, and involving not only different strains but different 
species and gives full consideration to mode of action, confounding factors, maternal 
toxicity, historical controls and any other scientific information that may be relevant to 
understanding the potential effects of chemicals on health and the environment.    

 It publishes its characterizations of chemicals through governmental regulations, 
periodic reports, monographs or similar publications.  

 
b) The definition for "Chemical Ingredient" is extremely broad.  The Straw Proposal 

defines ―chemical ingredient‖ as any chemical in a consumer product that is 
necessary for the manufacturing process to produce a product that will function as 
intended.  It should be more focused and changed to ―chemical ingredient means 
any chemical intentionally added to a consumer product to serve a functional 
purpose in the final product.‖ 

 
c) The definition for "Chemical of Concern" is indiscriminately broad.  The Straw 

Proposal defines "chemical of concern" as any chemical which is designated, which 
is present on the list from lists, or which meets any of the hazard category criteria.  
The definition should be focused on chemicals which have undergone a process of 
prioritization using criteria for establishing hazard traits and targeting them on the 
most important threats to human health and the environment. 

 
d) The definition for ―Manufacturer‖ is not sufficiently precise.  The Straw Proposal 

defines ―Manufacturer‖ as any person who imports, manufactures, assembles, 
produces, or which packages, repackages, or re-labels under their own brand name, 
a consumer product.  Under the Federal Fair Packaging and Labeling Act, the 
responsible entity is required to be identified on the package and all consumer 
protections laws focus on that entity.  The Safer Alternatives Regulations should 
follow that system as well. 

 
e) The Straw Proposal proposes definitions for existing chemicals and new chemicals, 

as well as existing uses and new uses of chemicals.  These terms are already 
defined and used under the Federal Toxic Substances Control Act.  Use of the terms 
with substantially different meanings in California will lead to confusion and difficulty 
with compliance. 

 
The above are cited for example only. 
 
Section 6xxxx.6 - Data Requirements AB 1879/SB509 do not authorize DTSC to require 
the generation of data to assess hazard traits of all chemicals in commerce and consumer 
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product as part of the identification and prioritization process (Section 25252).  In Section 
25253, the Department is authorized to require additional data only following completion of the 
alternatives analysis as a regulatory response.  
 
Section 6xxxx.7 - Hazard Categories The Straw Proposal requires manufacturers to 
populate the Toxics Information Clearinghouse.  This method of creating a database would have 
no quality control or scientific synthesis.  Moreover, the proposal misses the intent of SB 509, 
which is to develop a web-based portal that can be used to present chemical hazard data that 
exists in the public domain.  There are many sources of such information, which will be 
expanded extensively in the next few years as REACH data come online from Europe.  Over 
90% of chemicals that are active in US commerce according to the 2006 Inventory Update Rule 
are pre-registered in REACH, and over 80% of those are scheduled for REACH submission in 
2010.  This information together with other existing sources should provide the vast majority of 
information needed.  
 
Further, the hazard criteria described in this section demonstrate a misunderstanding and 
misapplication of the Globally Harmonized System (GHS) for Classification and Labeling.  GHS 
was designed to communicate the hazard category of individual chemicals during transportation 
and handling.  The system was neither intended to be used in an approach that provokes a ban 
on the use of those chemicals in consumer products, nor used to establish a ban on the 
chemical itself.  As indicated earlier, the severity of the hazard traits vary widely and the 
Department further exacerbates the variation by expanding beyond the highest hazards as 
identified by GHS Category 1 for each trait.  
 
In the European GHS, there is an application for using a chemical’s hazard category in 
establishing hazard communication for mixtures.  That approach recognizes de minimis 
concentration cutoffs that apply to the chemical within the mixture. These cutoffs range from 
0.1% to 10% concentration in product depending on the type of hazard and the hazard 
category.  The Department completely ignores this aspect of the GHS, even though the 
overwhelming majority of products potentially covered by the regulation are, in fact, mixtures of 
chemicals. 
 
This Hazard Trait section of the Straw Proposal creates its own pathway for identification of 
Chemicals of Concern that is not highlighted in DTSC presentations, a ―Hazard Trait Pathway‖. 
In this section manufacturers are required to evaluate each chemical "contained" in a covered 
product against the hazard trait criteria.  With no de minimis, this means anything that is 
detectable is encompassed.  So, beyond the evaluation of actual chemical ingredients and over 
8,000 chemicals in the list from lists, there may be an array of other traces that would be 
classified into the hazard traits.  Beyond the over 8,000, this Hazard Trait Pathway could 
contribute over 2,000 additional chemicals of concern to the program.  
 
6xxxx.8 - Prioritization of Chemicals of Concern  This section purports to establish a 
prioritization process for the Safer Alternatives program, but has no practical effect other than to 
establish the date of the ban for the chemical and products containing it.  The three criteria 
outlined in this section related to potential chemical releases, could play a role in distinguishing 
the potential for exposure from products and, together with other information, could be useful in 
prioritizing consumer products.  However there are numerous additional considerations that 
should also be included in such an effort, such as the concentration in product, how the product 
is used, route of exposure, etc.  Importantly, such an evaluation of use and exposure should be 
part of an upfront evaluation and prioritization that determines whether and when a 
chemical/consumer product combination should be selected for alternatives analysis.  This 
would result in actual prioritization in the program and ensure that it focuses on real threats to 
human health and the environment.  
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Biomonitoring is suggested as a priority setting tool.  Biomonitoring is an indicator of exposure, 
not a marker of adverse health effects.  Both the Centers for Disease Control and the National 
Research Council have been clear on this point.3,4  The Straw Proposal, however, makes the 
unscientific assumption that presence in the body automatically equals harm.  Given the 
advanced state of analytical chemistry, virtually any chemical whether synthetic or naturally 
occurring, could be detected in trace amounts in body fluids or tissues.  Under the program 
described by the Straw Proposal, any chemical found in biomonitoring and identified among the 
10,000 chemicals of concern would be banned, regardless of the primary exposure scenario or, 
more importantly, whether the levels detected have any significance to health. 
 
We also note that priority chemicals identified by the California Environmental Contaminant 
Biomonitoring Program’s Scientific Guidance Panel (SGP) and consumer products that contain 
them are destined to be banned under the Straw Proposal.  The purpose of the SGP list is only 
to narrow the scope of potential biomonitoring targets for the state, with the state making the 
ultimate determination of what is most important for understanding exposure. The SGP list is not 
the result of a rigorous weight-of-evidence analysis of potential harm to either human health or 
the environment. It merely identifies substances for further exposure characterization through 
biomonitoring. The Straw Proposal gives this source much more weight than is appropriate.  
 
In addition to ensuring the appropriate use of biomonitoring information, there is a need to 
ensure that biomonitoring information considered in prioritization is of high scientific caliber. The 
Centers for Disease Control’s biomonitoring program is an excellent benchmark for deliberate 
scientific methodology, and only data from CDC or other programs meeting the CDC benchmark 
should be used in prioritization.  
 
 
One-Year Timeframe 
 
The requirement of one year for manufacturers to identify, evaluate and prioritize is impossible 
to meet, considering the 10,000 chemicals covered by the Straw Proposal, the need to evaluate 
whether they are contained in hundreds of thousands of products and the absence of a de 
minimis concentration. The Department has an obligation to reach out directly to a range of 
consumer product manufacturers to learn more about realistic product development and 
analysis cycles. A one-size-fits-all approach that would apply equally to manufacturers of jet 
engine components and seasonal holiday decorations is neither reasonable nor workable.  
 
 
Section 6xxxx.9 - Supply Chain Information Dissemination Requirements The Straw 
Proposal requires consumer product manufacturers to communicate the absence or presence of 
chemicals of concern contained in a product; the associated hazard categories; status and final 
conclusion of an alternatives analysis (if applicable); and a response action plan when needed 
to every ―transferee‖ throughout the supply chain and to the public via the Internet.  This 
documentation requirement presents a massive administrative burden for manufacturers which 
have complex distribution paths for delivering product from manufacturing plants to consumers.  

                                                             
3 From the CDC Third National Report on Human Exposure to Environmental Chemicals: ―Just because people have an 
environmental chemical in their blood or urine does not mean that the chemical causes disease.‖  
 
4 The National Research Council said in its 2006 report Human Biomonitoring for Environmental Chemicals that ―[r]esearchers are 
generating biomonitoring data whose relevance to human health is unclear in many cases.‖ The Council’s report also recognized 
that ―[o]ur technical ability to generate new biomonitoring data has essentially exceeded our ability to interpret them.‖ 
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Manufacturers will have to supply this documentation in California to an endless panoply of 
trucking, rail, and air delivery, distributors, warehouse and distribution centers, and retailers 
(ranging from large retail outlets to small corner stores to online and swap-meet sellers).  
Furthermore, the process would need to be repeated and new updates provided on a two-year 
cycle as alternatives are re-evaluated.  Such data sharing requirements carry with them huge 
infrastructure costs to develop complex data tracking and notification systems.  These types of 
data communication and development requirements would be cost-prohibitive for small and 
medium-size companies who do not have the resources or personnel to develop and maintain 
these systems.  It is very likely this supply-chain communication mechanism would result in 
halting commerce for many industries and product sectors for long periods and with significant 
economic damage in the form of returned product shipments and halted product orders. 
 
GCA also believes the Straw Proposal has exceeded legislative authority in Section 6XXXX.9 
since the statute provides no authority to DTSC to require such information dissemination 
throughout the supply chain.  We believe it is inappropriate for private supply-chain relationships 
to be responsible for monitoring and potentially the enforcement of a statutory mandate in 
California law. 
 
The Straw Proposal has failed to incorporate a procedure for protection of confidential business 
information (CBI) as required of DTSC in AB 1879 (Section 25257) as information is transmitted 
along the supply chain.  Such information dissemination will make extremely sensitive and 
proprietary information available to retailers, many of which manufacture and market private 
label products that directly compete with products produced by branded label manufacturers.  
The Safer Alternative Regulations should require consumer product manufacturers to submit all 
information related to regulatory compliance, alternative assessment results and response 
action plans directly to DTSC as the regulatory authority to avoid loss of CBI protections.  
Disclosure of such highly sensitive information to retail competitors is a clear conflict of interest 
for manufacturers.   
 
 
Retailer Involvement & Associated Challenges 
 
As the conduit between manufacturers and consumers, retailers are occasionally called upon to 
share important information in the marketplace. In fact they currently operate under a variety of 
requirements to do so in many areas of their operations.  The draft Straw Proposal would 
impose onerous and overreaching requirements on retailers, distributors, warehouse, 
transporters and suppliers that are not supported by the underlying statutes.  For example, the 
proposal requires all entities in the supply chain to maintain records documenting compliance 
with alternatives analysis requirements for a fixed number of years and to forward that 
documentation to additional parties in the supply chain.  The Department was directed to make 
"feasible efforts to devise simplified and accessible tools that consumer product manufacturers, 
consumer product distributors, product retailers and consumers can use to make consumer 
product manufacturing, sales, and purchase decisions."  See H&S Code Section 25253(c).  The 
supply chain dissemination, data retention and management requirements are not simplified nor 
has DTSC developed an accessible tool.  While it is clear that SB 509 authorizes the creation of 
a clearinghouse, it is also clear that neither AB 1879 nor SB 509 authorizes the DTSC to impose 
such far-reaching data retention and management requirements via regulation.  Implementation 
and compliance issues should remain the responsibility of appropriate regulatory agencies 
working directly with affected manufacturers in any final regulations.  
 
Additionally, the draft Straw Proposal does not recognize the complicated nature of California's 
existing consumer marketplace.  Many consumer products are manufactured outside California 
and in fact outside the borders of the United States.  Significant concerns exist regarding 
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manufacturers located outside California that may be unable or unwilling to comply with the 
requirements of the proposed regulations.  The draft seems to place retailers in an enforcement 
role by prohibiting sale of products when manufacturers are unable to document compliance 
with the regulations, or requiring them to conduct product analysis on behalf of manufacturers.  
This is an untenable position given that retailers generally are not knowledgeable or expert in 
product composition, safety assessment, alternative analysis or life cycle assessment. 
 
 

* * * * * 
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APPENDIX 3 
 
Article XX Alternative Analysis and Life Cycle Assessment (LCA) 
 
The Alternatives Analysis and Life Cycle Assessment need to be considered in light of the 
mandate of AB 1879, which calls for ―a process for evaluating chemicals of concern in 
consumer products and their potential alternatives, to determine how best to limit exposure or to 
reduce the level of hazard posed by a chemical of concern.‖  It mandates further that the 
process must ―include an evaluation of the availability of potential alternatives and potential 
hazards posed by those alternatives, as well as an evaluation of critical exposure pathways.‖  It 
is also required to ―include life cycle assessment tools that take into consideration‖ thirteen (13) 
economic and scientific parameters listed in the statute.  
 
The alternatives analysis and related life cycle assessment mandate of the Straw Proposal 
imposes an incredible burden of data production, analysis and reporting that threatens to 
seriously compromise the use and availability of a very broad range of consumer products.  By 
compelling every manufacturer in vast product categories to undertake these burdensome 
analyses for every single product in those categories, DTSC not only imposes an enormous 
economic burden, but it threatens to undermine the development and availability of new and 
improved products which is the very purpose of the Green Chemistry Initiative. 
 
Not only must each product in each category be assessed against each of the thousands of 
chemicals deemed ―of concern‖ and every one of the thirteen (13) hazard criteria, but for every 
one of those hundreds of thousands of separate products, every manufacturer faces a mandate 
to identify every possible alternative and subject the original product plus each alternative to a 
comprehensive life cycle assessment spanning forty-six (46) separate considerations, each 
assessed against multiple stages of the life cycle.  Because there are no provisions to 
encourage consolidation of these analyses for like-products (through trade associations, for 
example), the burden of these demands not only falls on each and every manufacturer, this 
could lead to duplicative and economically wasteful effort on a vast scale across vast stretches 
of the economy. 
 
Complicating this further is the reality that neither guidance nor certification is provided by the 
Department on such crucial questions as the definition of ―functionally-equivalent.‖  This creates 
the likelihood that any aggrieved party – be it a competitor or public interest – would be able to 
find some obscure product ―alternative‖ or can challenge a judgment regarding life cycle 
assumptions and tie the product up in court, potentially for extended periods of time, during 
which the ultimate ban is approaching. 
 
No provision is made to accommodate the reality that many products are manufactured by 
many different manufacturers, each of whom must make independent judgments regarding 
crucial variables, creating the potential both for different results or for being challenged legally, 
with little or no guidance and no ―safe harbors‖ of validated compliance upon which to rely. 
Multiple conclusions are probable, even for essentially the same product, but none will have any 
sanction of ―compliance‖ from the Department.  Effectively, each and every manufacturer, no 
matter how large or how small, faces prospects of having to defend themselves and their 
interpretations of these very complex requirements in court if they choose to try to market in CA.  
 
The most troublesome impact of the alternatives/LCA process is the chilling effect it will have on 
precisely what is sought by the Green Chemistry Initiative, namely the development and 
introduction of new, improved products.  This is the result of 1) the very significant economic 
and time-to-market burden imposed by the analytic requirements for their product and every 
potentially competing product, 2) the uncertainties associated with the absence of any de 
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minimis level for any of the thousands of compounds that can be grounds for phase-out, and 3) 
prospects that no matter how diligent they are in pursuit of compliance, any effort to develop 
new products risks being tied up for indefinite time in litigation over questions of interpretation.  
All of this must enter the decision calculus regarding the initial R&D investment, where that 
investment is made, and whether it is worth entering the California market. 
 
Section 6xxxx.12 - Identification of Potential Alternatives This section mandates 
evaluation of all functionally equivalent potential alternatives within one (1) year from the date a 
consumer product is prioritized (See Section 6xxxx.18 (a).  It is unrealistic to expect any single 
manufacturer to have knowledge of all possible alternatives.  It is also completely unreasonable 
to provide only one year for the myriad of products to be evaluated and compared to each other 
on the basis of meeting numerous complicated criteria, much of which may not be made 
available to the manufacturer. 
 
This section imposes an onerous mandate to conduct a follow-up assessment within just two (2) 
years if no alternative(s) is found, which is particularly onerous and wasteful in those cases 
where no new data or technological information is available. 
 
Section 6xxxx.13 - Hazard Categorization Comparison  This section specifies that, if 
alternatives contain a chemical of concern of the same hazard category, they must be 
eliminated from consideration, unless it can be demonstrated that there will be ―no relevant risk 
of exposure during reasonably foreseeable use of the product.‖  This standard of ―no relevant 
risk‖ requires value judgment in the absence of any Department guidance – judgments that are 
open to legal challenge.  Also, this effectively gives priority to the particular hazard category that 
gave rise to the review.  There is no rationale for this a priori judgment.   Indeed, this mandate 
could conceivably end up effectively eliminating products that may have very desirable 
considerations as alternatives. 
 
This section also mandates a follow-up alternatives analysis every two (2) years. 
 
Section 6xxxx.14 - General Requirements for Assessment of Hazards, Exposure and Life 
Cycle Impacts This section includes mandates to ensure the relevance, completeness, 
consistency, accuracy and transparency of any hazard, exposure and life cycle assessment, but 
provides no process, including the possibility of Department review and validation, by which to 
verify compliance with these mandates.  
 
Section 6xxxx.15 - Methodological Approach for Assessment of Hazards & Exposure  
This section mandates collection of hazard and exposure information for each chemical of 
concern in each product evaluated.  Given the very large number of chemicals deemed ―of 
concern‖ by virtue of the ―list from lists‖ approach taken, this will be enormously complicated, 
particularly for complex products.  As stated above, the mandate for defining products of 
concern also extends to any product containing chemicals that meet any of the very extensive 
hazard criteria, with no de minimis level.  This potentially draws in many products containing 
trace substances.. 
 
The hazard criteria iterated in this section add further to complexities of compliance with this 
mandate.  The thirteen (13) hazard criteria upon which each and every product must focus are 
not universally accepted, in the first place.  There is, for example, considerable scientific debate 
over the categorization of ―endocrine disruption‖ as a ―hazard category.‖ Despite those 
uncertainties, this section poses significant risk that a manufacturer could end up with their 
analysis and the market of their products being challenged not because of any chemical of 
concern used as an ingredient, but merely by detection of some obscure chemical contaminant 
at trace levels.  



 

 

 
Page 
21 

 

  

 
 
 
Section 6xxxx.16 - Methodological Approach for Assessment of Life Cycle Impacts      
The mandate reflected in this section is extraordinarily burdensome and arguably goes beyond 
the capability of contemporary life cycle assessment methods. Life cycle assessment has 
advanced considerably in the past decade and is employed widely within industry.  However, life 
cycle assessment is done for products, not chemical substances.  Hence, if a chemical 
substance is used in several very different products, then life cycle assessments would need to 
be run for all of them.  Even similar products from different companies would have very different 
supply chains, materials used, and other factors that would affect life cycle assessment results. 
 In the end, even for one alternative analysis, we may be looking at multiple LCA studies.  Life 
cycle assessment is best suited for use in very controlled comparisons with well defined 
boundaries, where all the variables are well understood and controlled.  While the prescriptions 
of this section may be appropriate in such limited, controlled assessments, the breadth of 
applicability in the Straw Proposal renders this mandate overwhelming, even for large 
manufacturers.  For small/medium enterprises this will undoubtedly impose impossible resource 
demands. 
 
The process prescribed by the Straw Proposal requires evaluation of every product and every 
alternative against eleven (11) economic and thirteen (13) environmental parameters, 
mandating that information be collected for each process for each parameter.  Further, it 
requires impact assessment against nine (9) ecological parameters, three (3) human health 
parameters, five (5) resource depletion parameters and five (5) economic parameters, one of 
which must be ―societal externalities‖ (not defined and no guidance on interpretation).  This 
mandate is stunning in its breadth and resource demands.  As the Department heard during the 
Green Ribbon Science Panel discussion on October 14 th, LCAs are very costly and can take 
several years to complete, even with the availability of dedicated resources/personnel, which 
many companies especially small ―start-up‖ or ―mom and pop‖ companies simply do not have 
and cannot afford.  The time and costs would vary depending on data variability and availability.  
LCA results then become obsolete as soon as the product formulation changes.  
 
A potentially serious concern with respect to the mandate for each individual manufacturer to 
conduct an alternatives analysis of every alternative is whether the manufacturer can 
adequately secure the information necessary to conduct the detailed analyses discussed 
above.  Such an evaluation would require enough detailed information to enable assessment of 
chemical makeup and process inputs and outputs for every competitive product. This would 
necessarily require securing knowledge from competitors, much of which may be in the realm of 
confidential business information i.e., information on innovating manufacturing processes.  No 
provision is made for handling this circumstance, yet virtually every analysis of every product 
will confront the manufacturer with the challenge of securing information from competitors (and 
of course, with having to provide such information to competitors when they conduct a 
duplicative analysis).  In fact, evaluation of life cycle impacts, prescribed by this section, is not 
limited to evaluation of alternatives known to the manufacturer of the subject consumer 
products.  This obvious deficiency leaves the manufacturer vulnerable to lawsuit  for not having 
thoroughly evaluated all potential alternatives.  
 
The requirement of completing the alternative analysis, life cycle assessment and supply chain 
communication within one year is completely unreasonable, even for one chemical/product 
effort, and impossible considering the infinite number that would result from the Straw. There 
were several examples cited at the Green Ribbon Science Panel that indicated that alternative 
evaluations could take well over three (3) years.  Even when a suitable alternative is identified, 
implementation through purchasing, production and distribution into the market can be two (2) to 
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seven (7) years depending on the product type, material sourcing, and R&D cycle. 
 
Requiring this type of comprehensive analysis for every consumer product falling within this 
broad definition is unnecessary and unworkable practically and economically.  It is unworkable 
practically because the mandated process including a life cycle impact assessment in this 
section is unclear, lumps in one tool different methodologies that need separate attention, lacks 
necessary information to be implemented with comparability and consistency in results, and is 
excessive in its uncoordinated listing of indicators and expansive in the scope of comparisons 
that are suggested [e.g. comparing plastic with glass, metal].  It is also unworkable economically 
since the cost of even a single LCA is very expensive and will be translated into substantially 
higher costs of consumer products in California, or it will lead to abandonment of the California 
market for those products.   
 
In summary, the regulation should recognize existing laws and regulations that regulate the use 
of chemicals in consumer products to promote health, safety and minimize impacts on the 
environment. 
 
 

* * * * * 
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APPENDIX 4 
 

Other Issues 
It is not the intent of the Green Chemistry Alliance to draft a detailed section-by-section review 
of the Straw Proposal, however, we are compelled to mention the remaining sections in order to 
avoid any misinterpretation our silence might otherwise imply. 
 
Appendix 3 deals with alternatives analysis and life cycle assessment, and is replete with 
comments regarding what GCA views as deficiencies in Article XX of the Straw Proposal.  
These deficiencies would in many cases have a deleterious impact on consumer products 
manufacturers’ ability to perform meaningful comparisons of all potential alternatives (Section 
6xxxx.17).  While GAC believes it is properly the role of manufacturers to conduct the 
alternatives analyses and life cycle assessments GCA also believes the DTSC must have an 
active and determinative role regarding the adequacy and finality of alternatives analyses and 
LCAs respectively.  GCA has observed that the Straw Proposal would establish such a broad 
and burdensome system with unrealistically short timelines that compliance (Section 6xxxx.18) 
would be virtually impossible absent some type of regulatory relief.  In an unconstrained and 
circular regulatory scheme as suggested in the Straw Proposal, compliance activities would 
totally eclipse manufacturers’ ability to focus on innovation and the development of safer 
alternatives.  Compliance and reducing one’s exposure to enforcement action would likely 
become higher order priorities.  See related comments Appendix 2, Section 6xxxx.9 -  Supply 
Chain Information Dissemination Requirements /Retailer Involvement & Associated Challenges. 
 
Regarding Article XXX, Section 20 - Regulatory Response Actions  - GCA believes DTSC, 
rather than manufacturers, is responsible for selecting scientifically-based regulatory response.  
The statute provides nine (9) possible response actions which the Department may select 
following its review of the alternatives analysis.  Eight (8) of these response actions do not 
involve a ban on the chemical in the product, or the product itself.  However, the Straw 
Proposal's Section 6xxxx.20(c)(3), mandates that all chemicals of concern found in all consumer 
products will be banned in two to twenty years depending on prioritization.  This arbitrary 
selection of one response action without having reviewed the completed alternatives analysis is 
contrary to DTSC's statutory authority provided in Section 25253(b).  See Appendix 1 
Regulatory Response Actions Must be Taken By the Department, Not Manufacturers  
 
As noted above, compliance with the Straw Proposal would be nearly impossible without some 
sort of regulatory relief.  DTSC proposes that the relief come in the form of a variance process 
(Article XXX, Section 6xxxx.21).  Given the tremendous burden on manufacturers resulting from 
alternatives analyses and life cycle assessments, as well as the unrealistic timeline to complete 
the analyses and assessments, one might think the variance procedure ―too little - too late.‖  
While it would arguably be but a band-aid on a mortally wounded business environment, one 
might prolong the inevitable by applying for as many band-aids as possible.  The predictable 
result would be a total overload of DTSC’s ability to receive and process variance applications in 
a timely manner.  It is entirely unclear what the status would be of an otherwise timely 
application which DTSC was unable to approve or deny due to backlog.  One cannot help but 
wonder aloud whether a reasonable, upfront, identification and prioritization process (first for 
chemicals of concern and subsequently chemicals of concern in consumer products) might 
eliminate the necessity for broad scale variance requests at the backend.  A variance process is 
an important component of any regulatory scheme, but when the variance becomes the norm 
rather than the exception, one would have to question the validity of the underlying regulatory 
scheme.  The Green Chemistry Alliance document entitled, “Comprehensive Proposal for the 
Implementation of AB 1879 (2008)” provides a sound science-based approach to identification 
and prioritization of chemicals of concern in consumer products.  We recommend it anew for 
DTSC’s consideration.  END 
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May 27, 2010    
 
 
Maziar Movassaghi 
Acting Director 
Department of Toxic Substances Control 
California Environmental Protection Agency 
1101 I Street, 25th Floor 
Sacramento, CA 95814 
 
Re:  Safer Alternatives Regulation 
 
Dear Director Movassaghi: 
 
 
On behalf of the Green Chemistry Alliance (GCA), we respectfully submit 
the following comments relative to the development of the Safer 
Alternatives regulation, a draft of which is expected to be released in the 
coming weeks.  The regulations, if crafted appropriately, will enable the 
Department of Toxic Substances Control (DTSC) to fully and successfully 
implement AB 1879 ( Feuer, 2008) and SB 509 (Simitian, 2008), which will 
in turn enhance public health and environmental protection, promote 
innovation while still respecting confidential business information and 
intellectual property, and further the principles of sustainable development. 
 
While the GCA and its members appreciate the complicated nature of 
drafting the Safer Alternatives Regulation, we remain concerned regarding 
certain important principles and issues in the regulatory outline.  Although 
the impending draft regulation will be just that – a draft – the details are 
critical and could have sweeping ramifications on virtually all industry 
sectors which manufacture or sell consumer products in the state.   
 
We are hopeful that the draft regulation will be a forward-looking approach 
to identify, prioritize, evaluate; and as appropriate, regulate the highest 
priority uses of chemicals of concern in priority products; promote truly 
safer alternatives on the basis of technically sound comparative multi-
media life-cycle evaluation; consist of a comprehensive set of regulatory 
concepts that fully satisfy the substance and intent of legislation; allow for 
timely implementation in an orderly and economically responsible manner; 
and provide clarity regarding compliance, and enforcement. 
 
The GCA has its roots in a group of business trade associations and 
companies that have long advocated for a science-based framework for 
chemicals management.  As you know, a driving force behind the enacting 
legislation was a broad-based desire for state regulators, rather than the 
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EXHIBIT 3 



 

legislators, to exercise their expert scientific and engineering judgment and experience 
when determining appropriate regulatory actions affecting chemicals of concern in 
consumer products.   

In the wake of this groundbreaking legislation, the GCA was formalized for the purpose 
of constructively informing the implementation effort such that the promulgated 
regulations remain true to the objective and scientific ideals of the authorizing 
legislation.  

 
In a proactive fashion and in response to the Department of Toxic Substances Control 
(DTSC) requests for comments, GCA members have invested countless hours over the 
last year and a half developing regulatory text and comments for implementing the 
regulation.  This work has been the result of a focused and proactive effort by a broad 
array of individuals from coast to coast with science, engineering, toxicology, R&D, 
manufacturing, regulatory and legal backgrounds and possessing significant expertise 
in state, national and international chemical management policy.   
 
The task of chemicals management is a long-term endeavor driven by ever-changing 
developments in science.  Regardless of the resources directed toward development of 
data, there will always be more questions to ask and more data to gather – it is after all 
the nature the scientific process.  The issue is not whether there is a data gap, but 
rather what are the critical “data needs,” and how can the state manage its finite 
resources to best identify and prioritize the uses of the chemicals of greatest concern in 
high priority consumer products? In the current and foreseeable economic climate, 
California must adopt balanced regulations that focus on the highest risk exposures to 
substances in consumer products sold or used in the state.    
 
GCA and its members appreciate the work DTSC and other interested stakeholders 
have put into the process thus far.  GCA is committed to continuing to work with all 
parties to finalize reasonable and effective regulations that reflect the intent and specific 
requirements of AB 1879 and SB 509 and, most importantly, provide for a program that 
will foster innovation rather than stifling it. 
 
Based upon DTSC’s earlier flowchart, detailed outline, presentations to the Green 
Ribbon Science Panel and our own discussions with the department, GCA respectfully 
submits the attached comments and positions regarding our expectations for the Safer 
Alternatives regulation package.   For further information or questions regarding the 
Green Chemistry Alliance, its members, or the attached comments - please contact 
either John Ulrich (916) 989-9692 or Dawn Koepke (916) 930-1993. Thank you! 
 
Sincerely, 
 
 
 
John R. Ulrich       Dawn Sanders Koepke  
Co-Chair        Co-Chair  
Chemical Industry Council of California    McHugh & Associates 
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CC:  The Honorable Linda Adams, Secretary, CalEPA  

Cindy Tuck, Undersecretary, CalEPA  
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John Moffatt, Legislative Affairs, Office of the Governor  
Scott Reid, Cabinet Secretary, Office of the Governor  
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Scope & Prioritization of Chemicals and Products 
 

The mandate of AB 1879 is to identify those chemicals present in consumer products 
which pose a threat to human health and the environment and thus warrant additional 
regulation. The Legislature concluded that a meaningful prioritization was necessary to 
achieve this objective to "address the worst first". The Legislature also sought to avoid 
duplicative regulation in light of limited state resources.  
 
The first step of the regulation implementing AB 1879 and SB 509 must be to identify 
and prioritize chemicals of concern in consumer products.  Consistent with the statute, 
however, GCA is firm in its belief that the prioritization and evaluation process be based 
on exposure as well as hazard, and that it avoid duplication and conflicting regulatory 
requirements. 
 
GCA anticipates the DTSC is intent on crafting a manageable process beginning with 
chemicals which exhibit the greatest hazards.  In this regard, GCA expects DTSC will 
begin with substances known or presumed to cause cancer or developmental or 
reproductive harm (CMR) as provided for under Proposition 65; and substances known 
to be persistent, bioaccumulative and toxic (PBT) in the environment as designated by 
US EPA.  These chemicals would be identified as “chemicals for consideration,” subject 
to further review and study based on the severity of the risks associated with the 
chemical.  At this stage DTSC would be able to request information regarding such 
chemicals and make its determination relative to elevating some of these chemicals to 
the category of “chemicals of concern.” In making its determination, DTSC will evaluate 
the potential exposure to the chemical, its volume in commerce within California, its 
potential effects on sensitive subpopulations, and its potential for adverse impacts on 
the environment.  GCA supports this two step approach, i.e., “chemicals of 
consideration” and “chemicals of concern.” 
 
To foster transparency and encourage public input, GCA supports public comment and 
appeal opportunities relative to a chemical under consideration as a chemical of 
concern prior to being officially listed as such. 
 
Upon identifying chemicals as chemicals of concern, the department may immediately 
begin to evaluate consumer products containing these chemicals, taking into 
consideration data from various authoritative bodies and industry trade associations or 
consortia.  The consumer products containing a chemical(s) of concern would be 
assessed for the concentration of the chemical of concern in the consumer product; 
reasonable and foreseeable exposure potential to the chemical of concern from the 
product; the volume of the product for sale in California; the use of the consumer 
product by sensitive subpopulations; design features and instructions for use and 
disposal of the consumer product; and environmental impacts from releases and 
exposures of the chemical of concern in the consumer product. GCA once again 
emphasizes the fundamental importance of a process to select priority products to 
undergo the alternatives assessment.  The prioritization process should focus on 
evaluations of consumer exposure, especially for products targeted toward sensitive 
populations rather than solely on the properties of the individual chemicals in the 
consumer product, since exposure and risk vary depending on the product, and on how 
and by whom that product is used. 
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GCA is adamant that exposure is an upfront consideration in the prioritization 
process.  AB 1879 specifically directs that the prioritization process include “The 
potential for exposure to the chemical in a consumer product.”  If there is no 
“reasonable and foreseeable” exposure pathway, an exemption should be provided in a 
manner consistent with provisions under Proposition 65 
 
Additionally, the statute under SB 509 unequivocally states that DTSC is not permitted 
to “supersede the regulatory authority of any other department or agency” nor may it 
“duplicate or adopt conflicting regulations for product categories already regulated or 
subject to pending regulation.” It is essential that any applicability of the Safer 
Alternatives regulation abide by this mandate so as to not conflict with, impede or 
frustrate other regulatory schemes or systems by which products are currently identified 
and reviewed.   
 
GCA has consistently advocated that the regulations should only apply to intentionally 
added ingredients that serve a functional purpose at or above 0.1%, consistent with 
other state, federal and international systems by which manufacturers are currently 
regulated.  Unintentional constituents cannot be included if this is to become a feasible 
program focused on important safety concerns.   Failure to recognize this will result in 
excessive and needless testing and wasted resources.  Furthermore, requiring 
manufacturers to evaluate and find alternatives to chemicals that may have an 
incidental presence in the consumer products will not result in the significant 
improvements that are anticipated by the Act. 
 
The European Classification, Labeling and Packaging (CLP) directive applies to both 
chemicals and product mixtures and includes a default 0.1% de minimis threshold for 
CMRs and PBTs.  One refinement GCA recommends is that for some chemicals on a 
case-by-case basis, a lower or higher concentration may be identified by authorities 
based on a risk assessment, not unlike the approach to develop Proposition 65 
chemical specific exposure thresholds in no significant risk levels (NSRL).  If a chemical 
of concern in a product meets both criteria (intentionally added and at or above 0.1%), a 
company would be required to conduct an exposure evaluation and develop a work plan 
(presuming no disqualification because of duplicative or conflicting regulation).   If the 
above criteria are not satisfied, then the product would be in compliance and nothing 
more would be required.  However, if DTSC fails to implement a science-based 
approach to screening out products with low likelihood of harm, the program will surely 
collapse under its own weight. 
 
GCA again supports and urges the inclusion of an opportunity for public comment and 
appeal relative to the uses of the chemicals of concern in consumer products being 
considered and listed as higher priorities.  
 
 
Chemical Data Issues / Resources 
 

There has been much discussion among stakeholders regarding the need for DTSC to 
require manufacturers and others to fill a perceived “data gap” of chemical health and 
safety information.  Some have even alleged that little is known about chemicals in 
commerce yet such broad, sweeping claims about the lack of publicly available 
information on chemicals are inaccurate. 
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GCA urges DTSC to ensure that the Safer Alternatives regulations anticipate and fully 
leverage the wealth of quality information on chemicals in commerce from government 
agencies and inter-governmental bodies around the world as AB 1879 specifically 
requires.  These resources capture information including, but not limited to, physical 
properties, human and environmental toxicology, and national and regional hazard 
classifications according to the Globally Harmonized System of Classification and 
Labeling of Chemicals (GHS). 
 
The claim that DTSC cannot proceed with prioritization under AB 1879 until it has 
complete and comprehensive information on every chemical in commerce is unrealistic, 
contradicts the spirit of the statute, and will lead to paralysis.  GCA offers the following: 
 

1. Such claims ignore the fact that numerous national and state chemical programs 
have prioritized tens of thousands of chemicals based on existing information 
and/or by creating opportunities for government and industry to share information 
and talk about safety in specific uses. 

 

2. There is more than enough information for DTSC to proceed with prioritization 
(especially on a subset of chemicals like CMRs and PBTs) and to identify 
targeted data needs that may emerge during that process. 

 

3. The tremendous amount of information available through REACH will provide a 
significant resource for DTSC beginning with over 4400 high production volume 
and high hazard chemicals to be submitted in November 2010. 

 

4 Any effort that forces DTSC to administer and manage a massive, unfocused 
data gathering exercise will detract from the implementation of AB 1879 and the 
Green Chemistry Initiative more broadly. 

 

5 DTSC should establish a process that allows industry to respond to specific data 
needs that emerge after prioritizing based on available data. 
 

DTSC must ensure that it fully appreciates the difference between a chemical “data gap” 
and a “data need.”  Data gaps are any pieces of information on a chemical that are 
unavailable.  The list of potential “data gaps” is arguably endless, thereby making “data 
gaps” an impractical basis for a conversation on prioritizing and characterizing chemicals 
in a priority consumer product.  On the other hand, the important subset of “data gaps” 
required to characterize potential risks associated with a chemical in a consumer product 
are referred to as “data needs”. “Data needs” are targeted and specific and are often 
linked to how a chemical is used and the associated potential exposures (i.e., a closed 
system intermediate versus a substance in a children's product). 
 
Sound scientific priority-setting and decision-making does not hinge upon a rigid check-
the-box approach that would result in enormous amounts of unnecessary animal testing 
and further burden public and private resources with the obligation to generate, review, 
and interpret data that are not needed.  GCA urges DTSC to ensure the regulations are 
crafted in a manner that utilizes both public and private resources efficiently and 
effectively. 
 
 
Alternative Assessment – BEST PRACTICES  
 

The Alternatives Assessment provisions of the regulation need to be considered in light 
of the mandate of AB 1879, which calls for a process for evaluating chemicals of 
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concern in consumer products and their potential alternatives, to determine how best to 
limit exposure or to reduce the level of hazard posed by a chemical of concern. AB 1879 
further mandates that the process must include an evaluation of the availability of 
potential alternatives and potential hazards posed by those alternatives, as well as an 
evaluation of critical exposure pathways.  AB 1879 also requires the evaluation to 
include life cycle assessment tools that take into consideration thirteen (13) economic 
and scientific parameters listed in the statute. 
  
When the concentration of a chemical of concern in a high priority consumer product 
exceeds the de minimis criteria, and is not otherwise excluded on the basis of pre-
existing regulatory requirements, an Alternatives Assessment (AA) must be conducted.  
GCA urges that the regulations provide the option for manufacturers to conduct the AA 
of the chemical in question.  GCA strongly supports the provisions in AB 1879 regarding 
protection for confidential business information and is alarmed by proposals that would 
otherwise erode those protections.  Much of the information required to conduct an AA 
would be considered proprietary, necessitating the evaluation to be done by the 
manufacturer in order to protect CBI and intellectual property. 
 
Under the AA the proposed alternative(s) would be evaluated based on four major 
components: 1) performance; 2) hazard screening; 3) life cycle assessment / thinking 
(LCA); and 4) economic impacts and feasibility.  To conduct an Alternative Assessment, 
the manufacturer must evaluate appropriate alternatives for their impact on a) product 
quality and performance; b) human health or the environment; c) acceptance as defined 
by consumer preference; and d) economic impacts.   
 
As described in publicly available information from the department, the hazard 
screening portion of the alternatives plan would have consumer product manufacturers 
report on at least 15 different toxicological elements. These requirements go well 
beyond any established regulatory program in existence and need to be modified or at 
the very least prioritized in a manner consistent with well-accepted and institutionalized 
principles of tiered toxicity testing. Some elements, such as “epigenetic effects,” 
“endocrine disruption” and “synergistic potential” are areas of current exploratory 
scientific research. It is not reasonable or appropriate to require manufacturers to report 
on these elements when the scientific community is not yet in agreement about proper 
methods or interpretive protocols. GCA recommends the department modify and clarify 
this list in order for the alternatives assessment process to reflect what is truly needed 
for robust comparative analyses and what is reasonable to expect from the regulated 
community. 
 
Over the course of the green chemistry discussion, the LCA component of the 
alternatives assessment has been described by DTSC as simple and inexpensive.  
However, it is widely recognized the LCAs can be costly and time-consuming. On the 
other hand, GCA is concerned that too “simple” may create subjective and inconsistent 
results within and among consumer product categories.  Consequently, GCA urges a 
realistic LCA program, which would evaluate the key LCA components that are most 
relevant to that particular use at a level of detail sufficient to allow both manufacturers 
and the department to make comparisons among potential alternatives.  Such an 
approach should include major relevant sustainability impact indicators that will allow for 
the use of reliable LCA database information and LCA methods, such as use of 
materials (including water), energy consumed, and end-of-life. This approach creates 
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efficiency in an otherwise onerous process and still provides both transparency and 
consistency of key life cycle considerations in the evaluation. 
 
GCA supports a regulation that provides for public engagement in identifying alternatives 
to a particular use of a chemical of concern in a consumer product; however, it would be 
incumbent upon the stakeholders suggesting alternatives to conduct the Alternatives 
Assessment based on guidance materials developed by the department.  Unless 
otherwise provided for in a mutually agreed upon work plan, in no case should a 
manufacturer of a consumer product be compelled by regulation to conduct an 
assessment of an alternative put forward by a member of the public or a competitor. 
 
 
Private Label / Responsible Entity 
 

GCA recommends that in lieu of a definition of manufacturer, DTSC refer to the FTC Fair 
Packaging and Labeling (FPLA) Act definition for Responsible Entity to provide uniformity 
of laws (CARB, CPSC, etc.).  Additionally, we recommend inclusion of permissive 
language stating that retailers and original manufacturers shall retain their rights to make 
contractual agreements regarding their respective responsibilities for conducting any 
Alternatives Assessment that may be required.  This will address concerns regarding 
who is responsible for conducting assessments, particularly for private label products. 
 
 
Manufacturer and Thrd Party Certification 
 

While GCA is not opposed to a third party certification process, we are insistent that it 
be an option for manufacturers – not a mandate.  Furthermore, the concept of certifying 
employees of manufacturers to conduct Alternatives Assessments is also of concern.  
Companies may need to certify more than one person due to different business groups 
and different product lines.  Also due to the breadth of an AA, it is probable that no 
single individual has the skills and knowledge to perform the AA.  Further, because the 
AA involves market acceptability and consumer preferences, a consultant may not have 
the necessary expertise to provide judgment on all critical aspects of the process.    
 
Requiring several people to be California certified will be an unnecessary added cost. 
From a company perspective, a state specific certification requirement will be time 
consuming, expensive and complex.   Furthermore, DTSC's obligation to certify 
companies and third parties to a yet to be determined standard will be time consuming, 
expensive and complex.  Currently, no standard certification exists for alternatives 
assessments.  For DTSC to develop and mandate its own state-specific certification 
standard will only serve to increase the overall costs of compliance without corollary 
benefit – i.e., identifying safer alternatives for chemicals of concern in priority products.   
 
Other programs in California requiring third party certification for manufacturers have 
suffered from delays, expensive training/certification, and complexity.  In the no-lead 
plumbing act and the composite wood requirements, manufacturers have been 
confused with the standard that must be met, found delays in getting products certified 
due to a lack of testing facilities, and were faced with expensive testing fees.  
Additionally, the lack of certification of the third party testing labs in other countries 
under the Air Resources Board (ARB) program hindered the ability of some 
manufacturers to keep products on the market.   
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As an alternative to a training and certification program, we recommend that DTSC 
require manufacturers or third parties conducting AA’s to acknowledge that they have 
done the assessment in accordance with DTSC’s AA Guidance.  We believe this 
approach will provide DTSC and the public with a level of assurance regarding the 
process and procedures that each manufacturer is requested to follow should they 
decide to undertake the Alternatives Assessment in-house rather than use a third 
party.   Preparing guidance rather than a full training program will lessen the economic 
impact and burdens on DTSC, manufacturers, and consumers.  It will also require less 
time for DTSC to develop guidance than to develop a comprehensive training program.  
Guidance will also allow manufacturers to begin work rather than wait for one or more 
people within a company or a third party to complete the training. 
 
 
Regulatory Response Actions & Enforcement 
 

The regulatory enforcement provisions contained within the regulation should address 
those provided for under AB 1879 and provide for industry safeguards including a 
transition period, and a prohibition against chemical bans other than in the limited case of 
the use of a chemical of concern in a particular consumer product when risk is deemed 
otherwise unmanageable. Imposition of the most severe regulatory response actions 
should be accompanied by department findings for such action promulgated after notice 
and comment.  GCA is concerned that without formal department action associated with 
the most severe of the regulatory responses, a level playing field will not emerge. 
 
Additionally, the regulations need to provide flexibility in regulatory actions.   
Manufacturers need to have the ability to determine the most effective methods for 
customer notification, end-of-life management and other regulatory actions that may be 
necessary based on the outcomes of the analyses. 
 
 
Certificates of Compliance 
 

GCA is strongly opposed to certificates of compliance for all priority products whether in 
compliance or exempt from regulation.  As an alternative, GCA recommends the 
development of a website, hosted by DTSC, which would list non-compliant products, 
and manufacturer of products that must have listserv capability. This allows the retailer 
to check the website and do so within a required timeframe (i.e., quarterly); at which 
point, the retailer shall have a reasonable cure / grace period (90 days) to remove a 
non-compliant product from sale. 
 
 
Cost Implications for California  
 

GCA notes that the estimated cost of the European Union (EU) REACH program is 
substantial.   While the cost effectiveness of the program in terms of its actual impacts 
on health and environment is the subject of considerable debate, no one questions the 
fact that this enormous program will yield a tremendous amount of information and data. 
 
GCA strongly recommends that the draft regulations be tailored to ensure that 
manufacturer compliance with this program does not lead to excessively burdensome 
economic impacts which might unintentionally result in perverse incentives for jobs to 
leave the state and for citizens to be deprived of safe and beneficial products that are 
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legally marketed throughout the rest of the US.  It is ultimately DTSC’s responsibility, as 
focal point for much of the activity surrounding the implementation of the proposed 
regulation to strike the proper balance between the scope of the program and the 
resources available for them in order to achieve success.  A program that takes on 
more than it can achieve is unsustainable and will produce little to advance public health 
and environmental protection.  GCA has and continues to support a balanced and 
scientifically based process for the discovery and advancement of safer alternatives.  
 
 
Confidential Business Information Must Be Protected 
 
GCA supports the Confidential Business Information (CBI) process set forth in AB 1879.  
No information needed by DTSC to conduct its regulatory role will be withheld; but once 
submitted - allowing manufacturers to identify information and intellectual property 
requiring protection is a reasonable approach and is consistent with numerous other 
regulatory programs.    
 
Information contemplated by the flowchart and outline suggest that several type\s of 
sensitive information will be requested, such as market data, locations of facilities, 
alternatives under investigation, and process changes.  GCA recommends that the work 
plan public summary report be limited to the following information: 
 

1.  Manufacturer's name; 
 

2. NAICS Code identifying the general product category rather than the specific 
product; 

 

3. Name of the chemical of concern that triggered the need for a work plan; 
 

4. High level summary of the expertise of the manufacturer's employees conducting 
and involved in the alternatives assessment to the extent applicable; 

 

5.   Number of alternatives/approaches under review; and  
 

6. Additional information voluntarily provided. 
 

These recommendations for the work plan summary are based on general CBI 
principles.   GCA further recommends that DTSC incorporate the following principles 
related to CBI:  1) Information requested by DTSC that has already been determined by 
another agency to be CBI must also be protected under the Safer Alternatives 
regulatory regime; 2) Protection from disclosure will be afforded to information that may 
lead to reverse engineering of products or processes.; and 3) Intellectual property is not 
compromised and competitive harm is not caused.   
 
The ability to protect certain information from competitors is essential to defending the 
competitive position of companies in the marketplace.  Protection of intellectual property 
(IP) is real and should not be judged as being hypothetical.  Protection of IP is essential 
to every company’s ability to remain competitive and sustainable.  
_____ 
 
 
 
 

GCA respectfully requests that DTSC take all of the proceeding concerns 
seriously; and that it ensure strong CBI provisions are in-place to protect 
industry’s continued ability to develop and market safe and innovative products. 

 
# # #  
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July 22, 2010 
 
Maziar Movassaghi 
Acting Director 
Department of Toxic Substances Control 
California Environmental Protection Agency 
1101 I Street, 25th Floor 
Sacramento, CA 95814 
 
Re:  Draft Safer Consumer Product Alternatives (June 23, 2010) 
 
Dear Director Movassaghi: 
 
On behalf of the Green Chemistry Alliance (GCA), we respectfully submit the following 
comments relative to the Safer Consumer Product Alternatives draft regulation of June 
23, 2010.  While GCA and its members appreciate the complexity of drafting the Safer 
Consumer Product Alternatives regulation, we are concerned that the latest draft has 
increased the number of significant issues yet to be resolved rather than decreased them. 
 
GCA continues to strongly advocate for science-based regulations which will fully and 
successfully implement AB 1879 (Feuer, 2008) and SB 509 (Simitian, 2008).  We reject 
recent criticism that the regulations under consideration do too little and take too long.  
The regulatory process proposed by California‟s Department of Toxic Substances Control 
(DTSC) for the management of chemicals in consumer products is the most aggressive in 
the world.  To suggest that these draft regulations propose to do too little and take too 
long is to ignore the aforementioned complexity of the task at hand.  Members of DTSC‟s 
Green Ribbon Science Panel cautioned DTSC against trying to do too much too soon, 
and with good reason.  GCA believes there are insufficient human, technical and 
monetary resources available within the public and private sectors to simultaneously 
conduct all the studies, evaluations, regulatory actions and prohibitions in the time frame 
some stakeholders have proposed.   
 
Moreover, GCA is concerned about expanding the scope of the regulations from 
everyday consumer products on store shelves to intermediate and bulk chemicals in the 
workplace; increasing public participation and oversight at every step; requiring costly and 
unnecessary third party certification; and disclosing legitimate confidential business 
information and trade secrets.  Such expansion will only serve to impede progress rather 
than stimulate it.    
   
The regulated community can only act as quickly as the regulators can put workable 
systems in place to perform their regulatory functions, e.g., the more complicated the 
regulation the slower the progress.  Calls for greater regulation beyond that which is 
already proposed will not stimulate product innovation and development of safer 
alternatives, economic growth, and green job creation in California.  More regulation may 
in fact have quite the opposite effect.  
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Given the current economic challenges to the state and business community, the Department must be realistic 
and pragmatic in assigning costly responsibilities that provide little or no benefit.  At a time when California 
needs desperately to kick-start its economy by creating jobs, these draft rules as proposed impose layer upon 
layer of additional cost on companies, impede innovation and technology transfer, and drive product 
development out of the state when California can least afford it.  This is not the scenario the Governor 
enunciated during the signing ceremony for AB 1879 and SB 508.  Further, and more fundamental, GCA 
believes a number of provisions in the draft regulation are outside the authority provided to the Department 
under the provisions of the subject legislation and other federal grants of regulatory authority.   
 
Specific to the scope of the draft regulations, GCA is concerned that they fail to adequately consider exposure 
and therefore fall short of a hazard and exposure based decision process.  Such an approach of not 
adequately considering and integrating hazard and exposure is contrary to GCA‟s position, and moves the 
Governor‟s Green Chemistry Initiative away from a risk-based process and closer to the application of 
scientifically unjustified precautionary measures. 

 
GCA also remains highly concerned that more work, particularly on detailed matters, is needed to craft an 
effective and workable regulation.  The regulated community needs clarity in design and consistency in 
implementation. Without question, these remaining issues are critical for virtually all industry sectors that 
manufacture or sell consumer products in the state.  Without further changes to the draft regulation, GCA is 
highly concerned that some manufacturers will flee the state and those who remain will be forced to pass the 
increased regulatory costs on to customers.  Among the major issues addressed in our comments are the 
following: 

 
 Absence of clear and workable science-based standards to support priority decisions - 

language such as, "pose threats" and "adverse impacts to public health and the 
environment” are not specific enough to be workable; 

 
 De minimis as an all or nothing proposition and the expansion of scope beyond intentionally 

added Ingredients; 
 

 Considerations of regulatory duplication must be more clearly addressed; 
 
 The exposure standard must be “reasonable and foreseeable exposure” in the applicability 

section; 
 
 The requirement of 3rd Party verification for every Alternatives Assessment  is wasteful, 

costly and unnecessary; 
 
 Legitimate trade secrets are not adequately protected; 

 
 Compression of the timeline for releasing Chemicals under Consideration and Chemicals of 

Concern, and Products under Consideration and Priority Products undermines the stepwise 
prioritization process; 

 
 Objections to the provision which upon being published as a Chemical of Concern the 

subject chemical and products containing said chemical are subject to regulation and 
Alternatives Assessment requirements; 

 
 Regulation of “intermediates” in addition to consumer products;  

 
 Definition and obligations of the responsible entity; and 
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 Numerous issues regarding development of an Alternatives Assessment Work plan, and the 
actual conduct of the Alternative Assessment. 

 
GCA and its members appreciate the work DTSC and other interested stakeholders have invested in this 
process.  And while GCA remains highly concerned about the direction of the draft regulation, we remain 
committed to working with DTSC and other stakeholders to finalize reasonable and effective regulations that 
reflect the intent and specific requirements of AB 1879 and SB 509. 
 
GCA respectfully submits the attached comments regarding the draft Safer Consumer Product Alternatives 
(June 23, 2010).   For further information or questions regarding the Green Chemistry Alliance, its members, 
or the attached comments please contact John Ulrich (916) 989-9692 or Dawn Koepke (916) 930-1993. 
Thank you! 
 
Sincerely, 
 
 
 
 
 
John Ulrich        Dawn Sanders Koepke  
Co-Chair        Co-Chair  
Chemical Industry Council of California    McHugh & Associates 

 
 

 
 
 
 
 
CC: The Honorable Linda Adams, Secretary, CalEPA  

Cindy Tuck, Undersecretary, CalEPA  
Patty Zwarts, Deputy Secretary, CalEPA  
John Moffatt, Legislative Affairs, Office of the Governor  
Scott Reid, Cabinet Secretary, Office of the Governor  
Jeff Wong, Chief Scientist, DTSC 
Odette Madriago, Chief Deputy, DTSC 
Hank Dempsey, Special Advisor, DTSC 

 
 
 
 

 
__________ 

 
The Green Chemistry Alliance (GCA) has its roots in a group of business trade associations and companies that lobbied effectively during the  
closing weeks, days and hours of the 2008 California legislative session in support of bi-partisan measures to create a new science based 
framework for chemicals management. The driving force behind the legislation was a broad based desire for state regulators, rather than the 
legislators, to exercise their expert scientific and engineering judgment and experience when determining appropriate regulatory actions affecting 
chemicals of concern in consumer products. In the wake of this groundbreaking legislation, the GCA was formalized for the purpose of 
constructively informing the implementation effort such that the promulgated regulations remain true to the objective and scientific ideals of the 
authorizing legislation.  
 
In a proactive fashion and in response to the Department of Toxic Substances Control (DTSC) requests for comments, GCA members have 
invested countless hours over the last year and a half developing regulatory text and comments for implementing the regulation.  This work has 
been the result of a focused and proactive effort by a broad array of individuals from coast to coast with science, engineering, toxicology, R&D, 
product stewardship, manufacturing and legal backgrounds and possessing significant expertise in state, national and international chemical 
management policy.  GCA has strongly advocated for crafting regulations to enable the DTSC to fully and successfully implement AB 1879 (Feuer, 
2008) and SB 509 (Simitian, 2008), which would in turn enhance public health and environmental protection, promote innovation  while still 
respecting confidential business information, and further the principles of sustainable development. 
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Green Chemistry Alliance 
Signatories 

 
 

 
Alliance of Automobile Manufacturers  
American Apparel & Footwear Association  
American Chemistry Council  
American Cleaning Institute 
American Forest & Paper Association  
Amway  
Association of Home Appliance Manufacturers  
Association of International Automobile Manufacturers  
BASF  
The Boeing Company  
California Aerospace Technology Association  
California Chamber Commerce  
California Grocers Association  
California Healthcare Institute  
California League of Food Processors  
California Manufacturers & Technology Assoc  
California New Car Dealers Association  
California Paint Council  
California Restaurant Association  
Can Manufacturers Institute  
Chemical Industry Council of California  
Chevron  
Citizens for Fire Safety Institute  
Consumer Healthcare Products Association  
Consumer Specialty Products Association  
Dart Container Corporation  
Defoamer Industry Trade Association  
Del Monte  
Dow Chemical Company  
DuPont  
Ecolab  
Ellis Paint  
ExxonMobil  
Fashion Accessories Shippers Assoc  
Florida Chemical Company, Inc.  
Fragrance Materials Association 
Goodrich Corporation  

Grocery Manufacturers Association  
Honeywell  
Hyundai-Kia America  
Independent Lubricant Manufacturers Association  
Industrial Environmental Association  
Information Technology Industry Council  
International Sleep Products Association  
Johnson & Johnson  
Kern Oil & Refining Company  
Koch Companies Public Sector  
Metal Finishing Associations of Northern & 
Southern California  
National Aerosol Association  
National Paint & Coatings Association  
National Shooting Sports Foundation (NSSF) 
Northrop Grumman  
OPI Products Inc.  
Personal Care Products Council  
Phoenix Brands  
Plumbing Manufacturers Institute  
Procter & Gamble  
Reckitt Benckiser 
SABIC Innovative Plastics 
Silicones Environmental Health and Safety 
Council 
Solar Turbines  
Sporting Arms and Ammunition Manufacturer‟s 
Institute (SAAMI) 
TechAmerica  
Toy Industry Association  
Travel Goods Association  
United Technologies  
Western Growers  
Western Plant Health Association  
Western States Petroleum Association  
Western Wood Preservers Institute  

 
 

# # #   
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Applicability & Definitions – Article 1 
 
Section 69301.  Applicability & Severability 
 
The draft regulations apply to “all consumer products made available for use in California.”  While 
defined in the draft regulations, “Made available for use” remains an ambiguous term.  It is much more 
workable and definitive to apply the regulations to consumer products sold or offered for sale in 
California.  This would include promotional, bonus, or free items that are included with the product that 
is sold or offered for sale in California.  That is comprehensive enough and it eliminates potentially 
confusing ambiguity. 
 
 
Section 36301.1 Guiding Precepts 
 
The draft regulations seem to supersede the legislative intent of the statute and possibly conflict with it.  
For example, precept (b) presumes that adverse public health and environmental impacts will be 
reduced significantly “by encouraging the redesign of consumer products and manufacturing processes 
and approaches,” which prejudges the regulatory response appropriate for consumer products and also 
how DTSC might be encouraged to implement the regulation.  This conflicts with the overall purpose of 
AB 1879 which calls for a Department process and manufacturer analysis to determine the appropriate 
response actions, if any, to address the risks associated with high priority chemicals in consumer 
products.   
 
Additionally, what is the purpose of the guiding precepts?  There is no consideration of economic value 
or product performance.  There are numerous undefined terms (i.e. “adverse impact,” “overall costs of 
those impacts on the State‟s society”) that are undefined, vague, and/or have no standards associated 
with them by which to judge “compliance” (if that applies to these).  The Guiding Precepts seem to 
apply to both the Department and manufacturers implying that they are enforceable.  Another precept 
states that less ingredients are preferred; what is the basis of this?  This precept suggests that 
manufacturers intentionally add unnecessary chemicals or amounts of chemicals in to products.  Stifling 
innovation and second guessing manufacturer decisions should not be the guiding precept for DTSC; 
however, as written that is exactly the consequence of these guiding precepts.  The purpose of the 
guiding precepts section is unclear and, as written, creates substantial confusion.  GCA urges DTSC to 
delete this section in its entirety. 
 
 
Section 69301.2 Definitions 
 

- “Bioaccumulation” – DTSC should define this term within the regulations.  GCA recommends 
the following language, which is consistent with EPA‟s definition: 
 

“The accumulation of chemicals in the tissue of organisms through any route, 
including respiration, ingestion, or direct contact with contaminated water, 
sediment, and pore water in the sediment.” 
 

- “Chemical” – In the proposed regulations the term “chemical” is broadly defined to include, 
among other things, chemical substances, chemical mixtures, chemical compounds, chemical 
ingredients and chemical elements.  The identification of “chemical mixture” as a chemical 
should make clear that what is meant here are mixtures of distinct chemical substances that 
might occur naturally or as a result of standard processing of commodity chemicals, not 
intentionally engineered and produced formulations.  More specifically, DTSC should revise the 
definition to exclude, or at least better define, “chemical mixtures” to avoid undermining the 
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proposed regulation‟s basic architecture of first focusing on chemicals and then moving onto 
products that contain particular chemicals.   

 
Commonly recognized products, such as paint or lubricants, are carefully engineered “chemical 
mixtures” designed to have certain performance characteristics.  On the other hand, “chemicals” 
are usually individual substances defined by a CAS number.  There are many mixtures that are 
defined by TSCA as chemical substances because these mixtures are a result of a chemical 
reaction.  These mixtures are assigned a single CAS number for listing on the TSCA Inventory.  
 
To assure that products are regulated as the products that they are (rather than chemicals), the 
DTSC regulatory definition for chemical should align with the federal approach and adopt the 
TSCA definition or could include chemical mixtures, but only when such chemical mixtures have 
a CAS number. 
 
GCA urges DTSC to include the following language consistent with TSCA: 
 

(A) Except as provided in subparagraph (B), the term "chemical substance" means 
any organic or inorganic substance of a particular molecular identity, 
including— 

 
(i) any combination of such substances occurring in whole or in part as a 

result of a chemical reaction or occurring in nature, and 
      (ii)  any element or uncombined radical. 
 

(B) Such term does not include— 
 

(i)  any mixture, 
(ii)  any pesticide (as defined in the Federal Insecticide, Fungicide, and 

Rodenticide Act [7 U.S.C. §§ 136 et seq.]) when manufactured, processed, 
or distributed in commerce for use as a pesticide, 

(iii)  tobacco or any tobacco product, 
(iv)  any source material, special nuclear material, or byproduct material (as 

such terms are defined in the Atomic Energy Act of 1954 [42 U.S.C. §§ 
2011 et seq.] and regulations issued under such Act), 

(v)  any article the sale of which is subject to the tax imposed by section 4181 
of the Internal Revenue Code of 1954 [1986] [26 U.S.C. § 4181] 
(determined without regard to any exemptions from such tax provided by 
section 4182 or 4221 [26 U.S.C. § 4182 or 4221] or any other provision of 
such Code), and 

(vi) any food, food additive, drug, cosmetic, or device (as such terms are 
defined in section 201 of the Federal Food, Drug, and Cosmetic Act [21 
U.S.C. § 321]) when manufactured, processed, or distributed in commerce 
for use as a food, food additive, drug, cosmetic, or device. 

 
The term "food" as used in clause (vi) of this subparagraph includes poultry and poultry 
products (as defined in sections 4(e) and 4(f) of the Poultry Products Inspection Act [21 
U.S.C. Section 453(e) and 4(f)]), meat and meat food products (as defined in section 1(j) 
of the Federal Meat Inspection Act [21 U.S.C. Section 601(j)]), and eggs and egg 
products (as defined in section 4 of the Egg Products Inspection Act [21 U.S.C. § 1033]). 
 
The term "mixture" means any combination of two or more chemical substances if the 
combination does not occur in nature and is not, in whole or in part, the result of a 
chemical reaction; except that such term does include any combination which occurs, in 



 

GCA Comments 7/22/2010-Final   7 
Re: Draft Safer Consumer Product Alternatives 

whole or in part, as a result of a chemical reaction if none of the chemical substances 
comprising the combination is a new chemical substance and if the combination could 
have been manufactured for commercial purposes without a chemical reaction at the 
time the chemical substances comprising the combination were combined. 
 

- “Chemical under Consideration (CuC), Chemical of Concern (CoC), Product under 
Consideration and Priority Product” – GCA recommends the inclusion of definitions for each 
of these important concepts in the regulations.  The definitions will help to provide context and 
intent for the regulation. 

 
- “De minimis” – While we appreciate this particular baseline, for which we‟ve advocated 

strongly, we have concerns with the way it‟s structured in the regulations. 
 
GCA advocated for a baseline threshold at 0.1% by weight, with the ability for DTSC to set a 
higher or lower threshold based on science.  We understand DTSC‟s concern with establishing 
criteria and setting differences in-house.  However, resources exist that DTSC could use as 
guidance, including endpoint-specific cutoff values articulated in the GHS guidance materials 
(which explicitly discuss adjusting thresholds) or those used by other countries in their GHS-
based classification and labeling programs.  Such a system would allow DTSC to alter 
thresholds based on chemical characteristic(s) of interest without having to completely “reinvent 
the wheel,” which is the concern.  As part of DTSC‟s prioritization process, product 
manufacturers would have the ability to submit comments on DTSC‟s proposal to set a higher or 
lower threshold before the list of priority products is finalized. 
 
Additionally, the definition needs to be clarified to specify the threshold “by weight,” as the 
default unit, consistent with other systems with which manufacturers must comply.  From a 
technical perspective companies need to understand what the threshold is being measured 
represents, for consistency and clarity purposes. 
 
The de minimis threshold should be applied to the total product; however, a manufacturer may 
submit an AA work plan indicating the presence of a chemical above that threshold is related to 
only one component.  Applying this threshold per component, particularly for complex small 
articles, will be difficult to calculate and differentiate given destructive testing protocols and the 
interrelated nature of complex articles and formulations. 
 

- “Environmental Impact” – GCA argues that this definition be revised to mean “any significant 
adverse impact to the environment…” to align with AB1879 statutory language.  (Note: This 
change is also relevant in other places throughout the document, such as “significant adverse 
impacts on the environment.”)  
 

- “Green Chemistry Principles” – The principles provided in the definition are not consistent 
with original Anastas and Warner version or even those listed on the Green Chemistry Initiative 
website.  
 
GCA recommends that to the extent that Green Chemistry Principles are cited, they should 
come from existing sources such as Green Chemistry: Theory and Practice (Anastas and 
Warner, 1998; p. 30). The principles cited in the "Green Chemistry Principles" definition are 
hybrids developed by DTSC that are not automatically consistent with life cycle thinking (e.g., 
subpara. (7)).   We would argue that any of the chemical characteristic, process, or life cycle 
considerations mentioned in the principles must be considered as a whole, and not in isolation, 
to ensure a sound alternatives assessment process.  Additionally, green engineering principles 
are also valuable for consideration (see Anastas, P.T., and Zimmerman, J.B., "Design through 
the Twelve Principles of Green Engineering", Env. Sci. and Tech., 37, 5, 94A-101A, 2003.) 



 

GCA Comments 7/22/2010-Final   8 
Re: Draft Safer Consumer Product Alternatives 

- “Hazard Traits” – Hazard trait is defined to include carcinogens and reproductive toxicants 
contained on the Proposition 65 list.  GCA argues the definition should exclude those chemical 
entities added pursuant to the Labor Code mechanism.   
Additionally, endocrine disruption and mutagenicity are mechanisms of potential toxicity, not 
toxic end-points themselves, and thus not hazard traits.  True hazard traits should be 
measurable by recognized, validated tests. 

 
- “Intermediate Manufacturing Processes” – 'Formulating' and „Repackaging‟ should be 

included in the definition. 
 

- “Life Cycle” and “Life Cycle Thinking” – These terms are defined but no definition is offered 
for “life cycle assessment.”  In addition to these vague requirements of life cycle thinking and 
assessment, the alternatives assessment process outlined in the draft extends further to require 
detailed requirements unrelated to the common practice of life cycle assessment.  These 
complexities and the extensive requirements for an alternatives assessment leads to the 
conclusion that the regulation intends to force the producer, distributor, or importer to look for 
ways for a product to fit within an exception based on 69305.1 or reducing the COC in the 
product or a product component to lower than 0.1%. 
 

- “Manufacturer” – GCA urges the Department to use the Fair Packaging & Labeling Act (FPLA) 
recognition of a responsible entity in lieu of the current “manufacturer” definition in the 
regulation, providing for uniformity of laws (CARB, CPSC, etc.).   
 
All consumer commodities that are distributed in US commerce must comply with the Federal 
Trade Commission‟s labeling requirements.  These requirements, as outlined in FPLA, include a 
statement of identity, net quantity statement and name and place of business of the 
manufacturer, packer or distributor.  All of these items must appear in English on the product 
label, so if a product is imported from China for example, the entity that is receiving the 
shipment and packaging the commodity into US-compliant labeling is identified on the label with 
the qualifier “manufactured for…….” or “distributed by……”. FPLA exempts retailers unless they 
specifically repackage the commodity or if it is manufactured for the retailer (i.e. private label).  
This framework also applies to importers, as long as the product meets the definition of a 
“consumer commodity” under FPLA – the label must display the name of the manufacturer, 
distributor or packer.  This requirement takes care of imports because the entity packaging the 
commodity into US-compliant labeling will be identified as “manufactured for…” or “distributed 
by….” 
 
The problem with the “manufacturer” definition in the draft DTSC regulation is that it is 
needlessly complicated to really get at the same requirements as FTC/CPSC.  GCA feels that 
the FTC/CPSC labeling requirements will adequately “cast the net” in cases of enforcement to 
include the entity responsible for distribution of the commodity in US commerce.  If needed, the 
responsible entity can go back to domestic or foreign suppliers to address DTSC needs. 
 

- “Nanomaterials, Nanoscale, Nanostructure” – GCA is concerned that these definitions are 
inconsistent with the emerging standards being formed between many national and global 
organizations and authorities.   These entities define “nanoscale,” in particular, as particles with 
dimensions in the 1 - 100 nm range. The Joint Research Centre of the EU recently released its 
“Considerations on a Definition of Nanomaterial For Regulatory Purposes” with an excellent 
overview of existing definitions, making a strong case for convergence in this regard.  GCA also 
supports the work of the California Nano Industry Network Regulatory Committee, which we 
understand has provided specific recommendations for amendment of these terms. 
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- Open Source – DTSC should provide clarity relative to the concept of "open source" 
alternatives assessments.  More specifically, DTSC should provide indication of the parameters 
and quality criteria for what assures the integrity of the document.    

- “Orphan Product” – The definition of "orphan product" is too subjective.  It appears that DTSC 
will have the final say in determining which products, in their opinion, have an end-of-life longer 
than the manufacturer or producer who introduced it into commerce.  GCA feels strongly that 
manufacturers should be the ones to determine the reasonable length of a product's life. What if 
the manufacturer does not agree with DTSC's calculation for the life of a product? What 
recourse will the manufacturer have?  
 

- “Reliable Information” – GCA recommends the inclusion of a definition for “reliable 
information” that would be considered the test for acceptability to ensure that studies used are 
reliable, relevant and adequate.  GCA recommends the following language based on the 
Organization for Economic Cooperation and Development (OECD) Manual reference for "rating" 
studies:  
 

"Reliable information” is from studies or data generated according to valid 
accepted testing protocols in which the test parameters documented are based on 
specific testing guidelines or in which all parameters described are comparable to 
a guideline method. Where such studies or data are not available, the results from 
accepted models and quantitative structure activity relationship ("QSAR") 
approaches validated in keeping with OECD principles of validation for regulatory 
purposes may be considered. The methodology used by the Organization for 
Economic Cooperation and Development (OECD) in Chapter 3 of the Manual for 
Investigation of HPV Chemicals (OECD Secretariat, July 2007) shall be used for 
the determination of reliable studies.  
http://www.oecd.org/document/7/0,2340,en_2649_34379_1947463_1_1_1_1,00.html 

 
- “Technologically and economically feasible alternative” – GCA is highly concerned that this 

definition specifically related to economic feasibility seems to depend wholly on the costs to the 
consumer and the public health/environment but does not seem to be swayed by costs to 
retool/redesign.  It lacks any consideration of product efficacy, performance, safety and value-
added; instead it is primarily cost-oriented.  As such, GCA urges the Department to modify its 
definition for "technologically and economically feasible alternative" and replace "alternative" 
with "functionally-equivalent alternative." 

 
 
69301.4 Duty to Comply 
 
The draft regulation in section 69301.4(a) provides that all three of the entities that constitute the 
definition of a manufacturer -- the producer, the importer, the private label -- are “jointly and severally 
responsible” for complying with the provisions of these regulations.  The section in subdivisions (b) and 
(c) go on to make it clear that only one of those entities has to actually comply.  Nevertheless, the 
provision that makes them jointly and severally responsible means that all three of them are obligated 
to comply with the provisions of the regulations.  This raises the specter that bounty hunters could bring 
Business and Professions Code section 17200 actions against two of the entities if only one of the 
entities is actually complying.  It would be sufficient to simply say the manufacturer has to comply in 
subdivision (a), and then make it clear in (b) and (c) how that would be implemented in practice.  There 
is no reason, other than to create potential liability, to introduce the concept of joint and several 
responsibility.  This can be greatly simplified by the adoption of GCA‟s recommendation to use the 
FPLA responsible party as the focus for compliance as is done by federal agencies as well as by 
CARB. 
 

http://www.oecd.org/document/7/0,2340,en_2649_34379_1947463_1_1_1_1,00.html
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Section 69301.5 Products Listed on Failure to Comply List 
 
The draft regulation requires the manufacturer found to be in non-compliance to notify the retailers that 
its product cannot be sold in California and to recall the product, providing a take-back mechanism for 
retailers.  While the manufacturer can file a dispute, this still seems like a draconian step for compliance 
violations that could be administrative in nature (i.e. being a day late on a report).  GCA argues that 
DTSC may not have the authority to impose such actions on a non-complying manufacturer, particularly 
with respect to early requirements of the regulatory process.   
 
Additionally, the mandate related to a product being listed on the "failure to comply" list which provides 
that no person shall make product available for use within 60 days is extreme.  It implies that every 
product on every shelf of every store or shop must be controlled in that time frame.  This would seem 
particularly burdensome for “mom and pop” establishments and for retailers and distributors with 
significant investments in inventory.  
 
The only basis for a product to be subject to a recall should be if a determination is made by the 
Department that the product is unsafe and poses an imminent risk. 
 
 
Section 69301.7 Submission of Manufacturer Chemical and Product Information 
 

- REACh Data & SIEFs – GCA is concerned regarding complete availability of data from the 
European Registration, Evaluation, Authorisation and Restriction of Chemicals REACh and the 
ability for an individual manufacturer to provide it directly to DTSC per the draft regulations.  
Manufacturers participating in a Substance Information Exchange Forum (SIEF) sign an 
agreement with the lead/consortium allowing that manufacturer to refer to the data in the joint 
technical dossier related to a specific chemical.  Data ownership and the license to use it 
depend on private arrangements between the participating companies and other data providers 
(i.e. universities). Manufacturers cannot legally give away what is not their own; thus, a generic 
requirement to provide the state with data that has been submitted under REACh is not 
possible. Most data sharing agreements explicitly exclude use of data generated for REACh 
compliance for non-REACh purposes.  Moreover, a “simple” SIEF member – one who only 
obtains the right to refer to studies and results – very often will not even see the full study 
reports, only what has been captured in the International Uniform Chemical Information 
Database (IUCLID) Robust Study Summary submitted to ECHA.  In the end, the vast majority of 
REACh data will be publicly available on the European Chemical Agency‟s website, following 
submission and acceptance by the Agency.  The data from some 180 registered chemicals is 
already posted in the form of Robust Study Summaries from the IUCLID file. 

- (See http://apps.echa.europa.eu/registered/registered-sub.aspx) 
 
GCA urges DTSC to clarify the provisions regarding REACh and others data submittals to 
indicate specifically that they be limited to the information the particular product/chemical 
manufacturer in question actually owns or to which it has license to access for the purposes of 
complying with this regulation.  Additionally, GCA urges that data submitters be permitted to 
provide links to the information in REACh registrations as well as other data sources such as 
the OECD eChem Portal and EPA's High Production Volume Information System (HPVIS).  
 

- “Identification of all intentionally added ingredients…including quantities” – This 
provision generates unnecessary claims for trade secret protection.  We understand the likely 
rationale – a product containing a high concentration of a chemical of concern would probably 
be given a higher priority than a product containing a low concentration of a chemical of 
concern.  If that‟s the case, then the only quantities needed are for chemicals of concern.  No 

http://apps.echa.europa.eu/registered/registered-sub.aspx
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rationale can exist for requiring the revelation of product formulas where chemicals not 
otherwise designated as Chemicals of Concern are involved.   

 
- Data call-in notification – This provision allows the department to post a data call-in on its 

website.  There is no obligation imposed on the department to contact manufacturers 
individually.  A manufacturer then who is unaware of the data call-in could be found to be in 
non-compliance and ordered to cease making its product available in California and to recall it 
from retailers‟ shelves.  GCA is not aware of any legal requirement for a company to monitor the 
DTSC website so it is conceivable that such a call in could be missed and so constitute a 
manufacturer out of compliance.  In addition to a website posting, DTSC should publish the data 
request in the California Regulatory Notice Register and communicate directly with 
manufacturers when at all possible.   

 
- Test Data Reports – California should follow the lead of REACh and not permit the public 

posting or release under any circumstances of complete test data reports in which a company 
has ownership rights.  To allow or contemplate such posting, would allow competitors to unfairly 
use the data for their own advantage and without compensation to the owner of the data.   
Consistent with REACh, GCA suggests the posting of summaries that respect confidential 
business information and trade secrets instead. 
 

- Redesign/reformulation requirements – If a manufacturer reformulates or redesigns a 
consumer product to remove a chemical that has been listed as a Chemical under 
Consideration or a Chemical of Concern, it would have to provide substantial information about 
the reformulated or redesigned product.  This results in the unnecessary revelation of trade 
secret information.  Further, no authority exists for requiring information about reformulated and 
redesigned products until such time as they are reformulated or redesigned pursuant to an 
alternatives assessment, following DTSC‟s determination that a product is a Priority Product 
containing a Chemical of Concern. 

 
 
Chemical & Product Prioritization Processes – Article 2 & 3 
 
Section 69302 & 69303 General 
 
The prioritization processes (chemicals and products) provide for a very detailed list of information that 
the Department may/must consider (this is unclear).  It is not clear that the draft regulation establishes 
prioritization processes as called for in the authorizing legislation.  Moreover, this section includes a 
broad statement which states that the Department is not limited to using information obtained from this 
process in making its determinations.  This overly broad idea allows the Department to consider 
anything without recourse as there is no standard associated with this catchall provision. 
 
The regulations are marked by the absence of a clear, science-based standard to support priority 
decisions.  The regulations target situations that "pose threats to public health and the environment" or 
that cause "adverse impacts to public health and the environment”.  GCA supported AB1879 and 
SB509 as a means to place decisions about product safety in the hands of DTSC scientists.  We do not 
believe that the current language provides workable scientific standards for making those decisions in a 
credible manner. 
Section 69302.1 & 69303.1 Applicability 
 

- Regulatory Duplication – Remains an Issue – The language in the regulations does not reflect 
what is provided for in statute.  If a product category is regulated by a federal agency for the 
same public health or environmental risk as the concern that is being addressed under DTSC‟s 
proposal, the product category should be automatically exempted from regulation.  The section 
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refers to “governmental entities” (plural) as opposed to “governmental entity” (singular).  The 
authority to regulate something (even if they choose to not do so) should be sufficient to justify 
an exemption.  If not granted, and DTSC were to regulate, this would lead to overlapping 
authorities should the other governmental entity decide to do so at some time in the future.  This 
would cause confusion in the marketplace.  This concept should also apply in situations where a 
regulatory authority has undertaken efforts to address a risk, even if it has not completed 
regulatory actions. 
 

- Exposure Pathway – The absence of the qualifying phrase “reasonable and foreseeable use” 
to describe exposure leads GCA to conclude that the existence of an improbable scenario or 
combination of circumstances that might only theoretically result in exposure would prohibit the 
product from being exempted.  No one can ever prove a negative, and the lack of qualification 
puts both DTSC and consumer product manufacturers in an untenable position.  For “no 
exposure” exemptions the process must be simple and streamlined; and only if a question or 
alleged violation is presented, should DTSC be required to make an affirmative declaration.  
GCA urges DTSC to revise the language as follows: 

“There are no reasonable and foreseeable exposure pathways by which ….” 
 
 
Section 69302.2 & 69303.2 Chemical & Product Lists 
 

- Timeline – GCA is concerned with DTSC‟s statement at the July 7th workshop that the two tiers 
of chemical and product lists would be compiled and released simultaneously.  This is contrary 
to our understanding of the process, what was stated in the draft regulation, and what is 
included in DTSC's FAQ for the draft regulation.  There are two concerns. 
 
First, the primary purpose of the “under Consideration” list is to allow manufacturers and the 
public to provide information on whether the chemical or product should progress to the next 
step and for the Department to consider that information in their decision-making. 
 
Second, an additional purpose in a step-wise process is to provide a “signal” to the marketplace, 
allowing manufacturers to make judgments about their product or use of the chemicals under 
consideration.  Manufacturers will need a sufficient amount of time to perform impact 
assessments on the presence of Chemicals under Consideration (as determined by DTSC) in 
their products, before the Chemicals of Concern list is released and triggers the Product 
Prioritization process.  Releasing the two lists in approximately the same time frame does not 
allow this.   
 
A good precedent for this portion of the process comes from REACh, where member states or 
the European Chemicals Agency (ECHA) first prepare Annex XV dossiers for identification of 
substances of very high concern (SVHC), forming a “Candidate List.”  Interested parties then 
have 45 days to provide comments as well as further information that will facilitate evaluation, 
ECHA then leads consultations among member states after which draft recommendations for 
Annex XIV, the list of substances subject to authorization.  A 3-month public comment period 
follows the publication of recommendations.  The European Commission then takes decisions 
on these recommendations in consideration of the public comments to establish chemicals that 
are Prioritized for Authorisation.  ECHA must make recommendations at least every second 
year, but to date, they have done so each year for the past three. 
(http://echa.europa.eu/chem_data/authorisation_process_en.asp)  
 
Each step gives manufacturers a chance to react and prioritize the replacement of substances 
with suitable alternatives.  In the absence of a staged process, manufacturers are deprived of 

http://echa.europa.eu/chem_data/authorisation_process_en.asp
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an important tool to make business decisions.  This is particularly true for considering 
alternatives to substances used in complex products with a long development time. 
 

- Chemicals as Products – The application of chemicals of concern as products (“a product or 
part of a product”) is in direct conflict with AB 1879 that refers to “chemicals or chemical 
ingredients in consumer products” not as products themselves.  DTSC should strike this 
provision entirely. 
 

- Public Comments & DTSC Response – While GCA understands that not all of the comments 
received may be worthy of a detailed response, we are concerned that the language is such that 
gives DTSC the opportunity to forgo responses regardless of the quality of comment.  
Furthermore, if an entity provides comment and fails to receive a formal response, they will be 
unable to challenge a DTSC decision since a full record is needed. 
 
 

Section 69302.3, 69302.4, 69303.3 & 69303.4 Chemical & Product Prioritization 
 

- Data Quality – GCA submits that peer-review alone is an insufficient metric of study quality.  
Instead, we strongly recommend that DTSC consider and incorporate into the regulation the 
notion of quality.  The OECD methodology for determining the quality of data in chemical 
dossiers described in their Manual for Investigation of HPV Chemicals is a globally accepted 
way to rate the reliability, relevance and adequacy of existing data; as such, it should be applied 
to all studies used in compliance and decisions under the Safer Alternatives Regulation.  It has 
been applied to all studies in the US and OECD HPV programs and to those submitted under 
REACh.  It's been found to be an excellent approach to separate good studies from those that 
are not of sufficient quality and reliability for science-based regulatory decisions. 
  
In this regard, GCA recommends changing the language in Section 69302.4 (a) (2) from 
“Availability of peer-reviewed data to substantiate..." to:   

  
"Availability of reliable information to substantiate..." 
 

- Hazard Traits – Hazard trait is defined to include carcinogens and reproductive toxicants 
contained on the Proposition 65 list.  GCA argues it should exclude those added pursuant to the 
Labor Code mechanism.   
 
Furthermore, GCA feels strongly that the regulations should specify that the information on the 
“endpoints” be derived from reliable information such as GLP guideline studies and not un-
validated assessment techniques, and that sufficient reliable information should be available on 
the alternatives under consideration as exists on the material to be replaced.  This is the only 
way to ensure a robust “apples to apples” comparison and to avoid regrettable substitution of 
chemicals.   
 

- Intentionally Added – DTSC should frame the scope of the regulation to include intentionally 
added chemicals in consumer products as well as any substance formed via chemical reaction 
of intentionally added chemicals in the finished product.    However, non-intentionally added 
elements should be specifically excluded from consideration as they will vary from product 
sample to product sample based on factors like chemical variability of municipal water supplies 
used in factories.  Manufacturers go to great lengths to assure that their products are safe for 
their intended uses and must already comply with a myriad of state and federal laws and 
regulations.  Concerns regarding trace levels of contaminants arising in air, water, etc. should 
be the focus of appropriate environmental regulations focused on those media.  For example, if 
there is concern about a drinking water contaminant, it should be addressed through the 
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California or federal drinking water program and not foisted upon consumer product 
manufacturers through these regulations. GCA had proposed language parallel to that used in 
California‟s Safer Consumer Products Regulation to consider chemicals in products only for 
those intentionally added above the de minimis threshold.   Under this proposed language, 
incidental presence would not be subject to the alternatives assessment requirements. 
 
GCA urges DTSC to include the following language: 
 

(a) (1) "Intentional introduction" means the act of deliberately utilizing a priority 
chemical in the formulation or assembly of a consumer product where its 
continued presence is desired in the final consumer product to provide a 
specific characteristic, appearance, or quality. 
 
(2) "Incidental presence” includes:  

 
(A) The use of a priority chemical as a processing agent or intermediate to 

impart certain chemical or physical changes during manufacturing, 
where the retention of a residue of that chemical in the final consumer 
product is not desired or deliberate. 

 
(B) The use of recycled materials as feedstock for the manufacture of new 

consumer products, where some incidental retention of a residue from 
recycled materials may be present in the consumer product. 

 
(C) The incidental retention of a residue of a contaminate unintentionally 

included in the final consumer product. 
 

- Intermediates – Although intermediates were exempt as outlined in the detailed outline 
released in April 2010, they were subsequently included in the draft regulations.  Intermediate 
chemicals must be excluded as they are not the focus of the statue.  Furthermore, DTSC will 
have no authority over the use of intermediates outside of California; therefore this regulation 
would be a disincentive to California-based businesses, jobs, and operations.   

 
- Prioritization Factors – The prioritization factors are a comprehensive list with no indication of 

which factors carry more weight than others or how DTSC might use them for prioritization.  The 
articulation of these factors gives DTSC unfettered discretion in making any prioritization 
decision in an arbitrary manner with respect to any chemical or product.  The “standard” for 
prioritization decisions is loosely defined, using terms such as “pose threats” and “adverse 
impacts” to public health and the environment, not even recognizing the statutory direction to 
address “significant adverse impacts”.  Environmental impact is defined as “any change to the 
environment, whether adverse or beneficial.”  Public health impact is defined as “effects on the 
health of the general population or sensitive subpopulations.”  Use of such terms fails to achieve 
a science based and predictable business environment and will lead all parties observing this 
process to make claims of controversial and arbitrary outcomes.  
Furthermore, under the current framework overly extensive criteria can be used to list a 
chemical as a CUC or COC. The listing criteria are overly broad and should be reconsidered for 
inclusion at the outset of the program, i.e., "found in biomonitoring data" should not be the basis 
to regulate because such a finding does not indicate the potential for harm according to the 
CDC; epigenetic evidence should not be the basis of listing because it is unclear whether or 
what kind of epigenetic effects produce adverse effects on health.  Also, CUC prioritization 
factors should be measurable by validated tests and not the subject of speculation or unsettled 
science.  When the science is not conclusive a prioritization factor like endocrine disruption 
should not be included. 
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DTSC should consider also that human biology gravitates towards homeostasis through 
compensatory mechanisms.  In its July 2008 Statement of Need and Reasonableness relating 
to health risk limits for groundwater, the Minnesota Department of Health describes the inherent 
corrective nature of the underlying human biology as: “Because some effects observed may be 
normal compensatory responses, professional judgment is required to decide whether any 
particular effect is adverse, or biologically significant.  If an endpoint is quantal (i.e. all or 
nothing), such as birth defects or tumors, designation of an effect as “adverse” may be a straight 
forward decision.  However, for subtle effects and/or continuous measurements such as body 
weight or enzyme activity, this may ultimately be a qualitative decision.  Professional judgment 
may be required to determine the point at which normal compensatory metabolic or 
physiological processes are compromised. 
 
The draft regulations must set forth criteria or a formula that will be used to prioritize chemicals 
and products.  Providing such an algorithm will provide clarity and certainty in the Department‟s 
prioritization.  Without such a process, questions will arise as to the subjectivity and biased 
nature of priority determinations.  
 

- Workplace – GCA is highly concerned about the prioritization factors related to the workplace.   
The related provisions are particularly troubling given that products used in an “intermediate 
manufacturing process” are not to be exempted, but simply given a lower priority.  A possible 
solution to this problem is that products in the workplace that are subject to the hazardous 
communication standards, that is, an MSDS, should be exempt from these regulations.  It 
provides clarity and prevents intrusion into Cal-OSHA‟s PEL responsibilities by DTSC in the 
future.   

 
- “Threats” versus “Adverse Impacts” – The decision criterion of “threats” to human health or 

the environment is not clearly defined.  The decision / prioritization criterion for chemicals and 
products should be risk-based, integrating hazard with exposure when determining potential 
concern about public health and the environment and further refined to a more scientifically 
clear standard.   
 
The factors for prioritization include “adverse impacts on the environment” related to air quality 
impacts, soil contamination, and water quality impacts.  Many manufacturers already must 
adhere to strict air and water quality control requirements by both the State and Regional Air 
and Water Quality Control Boards.  This draft may supersede or conflict with the regulatory 
authority of these bodies.   
 
Furthermore, the draft regulations state that a factor of consideration will be “scope and 
consistency across jurisdictions, of other governmental regulatory programs, and the extent to 
which these other programs address the public health and environmental threats…” (sub-
section h, page 17-18 lines 38-39).  GCA remains highly concerned that this is broad and open 
to varying interpretations and arbitrary judgments about the “extent” of existing programs and 
the lack of scientific clarity in “threats.”       

 
- Product Listing & Liability – Specific to the listing of products as “under consideration” and 

“priority products,” GCA stakeholders are highly concerned about the lack of liability protections 
for manufacturers providing data to DTSC and the ability for that data to be used against them. 
Furthermore, we are concerned that the mere listing of these products could be used against a 
manufacturer under Business and Professions Code section 17200 actions. 
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Section 69303.5 Manufacturer Priority Product Notification 
 
Nothing in AB 1879 provides authority for DTSC to impose the burden on a manufacturer of a listed 
priority product to notify its retailers who sell that priority product that the product is a priority product.    
GCA is highly concerned that manufacturer-retailer communication at every stage of the alternatives 
assessment process will become onerous and will be a burden to the supply-chain.  DTSC should 
direct retailers to regularly check the DTSC website to determine which products are identified as 
“priority products” and for which required alternatives assessment reports are on file.  DTSC should 
also publish this list in the California Regulatory Notice Register. 
 
Furthermore, the draft regulations provide for a long list of information requirements that must be 
included in a notice 30 days after listing.  This includes bar codes and the method of identifying 
products prior to listing. GCA is not confident this can be done.  Even if it were possible, DTSC should 
be aware that the number of unique bar codes for any single product can be in the thousands because 
each container type and size typically must have its own code.  Further, if products are packaged with 
multiple products in each package, the same products will have a different bar code for each package 
(i.e. 4 pack, 6 pack, 12 pack, 24, pack, etc.).  Also, that same product may come in different colors or 
prints, each of those would then have a separate bar code and if different variations of those 
colors/prints are included in the packages those will have different bar codes.  This same product may 
have other attributes that do not change the chemical makeup of the product, but may be a consumer 
preference leading to additional bar codes for that same product. 
 
GCA argues that no action in this regard is necessary or appropriate until after the completion of the 
alternative assessment process and the determination of a Regulatory Response. 
 
 
Chemical/Product Petition Process – Article 4 
 
While GCA supports the inclusion of a petition process, we are concerned that the provisions fail to 
clearly provide for requests to remove chemicals/products from priority lists.  GCA is adamant that the 
process must work both ways and be fully open to public comment.  Petitions that are approved should 
only enter the prioritization process at Chemicals Under Consideration or Products Under 
Consideration, so that other stakeholders have the opportunity to provide additional information for 
DTSC‟s decision-making. 
 
 
Alternatives Assessments – Article 5 
 
The alternatives assessment remains very demanding in terms of the scope of review for every 
alternative.  Additionally, it relies heavily on "Life Cycle Thinking” without consideration that impacts 
may be outside of California.  For example, raw material extraction and manufacturing often occurs 
outside of the boundaries and jurisdiction of California.  What statutory authority does California have to 
regulate a chemical because of a concern outside of California? If life cycle analysis reveals potential 
impacts that occur outside of California, such impacts must be given less weight under the California 
Safer Alternatives Regulation than those that occur within the state‟s boundaries.    

 
 

Section 69305 General 
 

- Open Source – DTSC should provide clarity relative to the concept of "open source" 
alternatives assessments.  More specifically, DTSC should provide indication of the parameters 
of what assures the integrity of the document.  
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- 3rd Party Verification & Audits – The requirement to have the alternatives assessment work 
plan and report(s) verified by a third party will be costly and hinder timeframes for completion of 
the alternatives assessment given our understanding of the supply of 3rd parties to accomplish 
this work.  Furthermore, 3rd Party verification should only be required in limited situations and 
should not apply if a manufacturer reformulates/redesigns product to remove COC from product 
and does not replace it with another COC. 
 
DTSC audits should address any conflict of interest concerns with an alternatives assessment.  
Moreover, if DTSC is going to certify a party to perform verification of alternatives assessments, 
DTSC must also develop criteria for such certification including provisions for certifications to be 
revoked.  Granting credentials in the absence of a process to assure quality work is not 
acceptable. 
 
In addition, DTSC should establish quality criteria for the performance of alternatives 
assessment verification by certified third parties, including grievance and dispute resolution 
procedures for parties who believe their alternatives assessments have been improperly denied 
verification. 
 
GCA believes the strict requirements pertaining to contact with the 3 rd party entity reviewing an 
alternatives assessment are extreme.  Given the subjective nature of the assessments and the 
extensive information covered, contact may be warranted to provide insight to the process and 
choices made by a manufacturer.  This provision points to another need for a formal grievance 
process. 
 

- In-House Certification – Under the draft regulations, all declarations and reports must be 
signed by “an officer of the company.”  Such action must be executed under penalty of law for 
reports that are subjective in nature and that the “officer of the company” may not have the 
competency to address.   

 
 

Section 69305.1 Exemption Determination & Department Concurrence 
 

A positive DTSC declaration must not be required before an exemption is provided.  The Department 
should establish exemption criteria that are easily verifiable, and for which there are significant 
consequences if exemption is falsely claimed.  Filing for the exemption should provide relief from a 
requirement unless DTSC finds that regulation is NOT duplicative or new information becomes 
available that would cause the manufacturer or DTSC to re-examine an existing exemption.  DTSC 
must enable a simple system for filing for exemptions.  All products in a category should be exempted if 
there is duplication of regulation by federal regulation. Additionally, the de minimis threshold should be 
self determining and not require an exemption determination and Department concurrence under this 
Section. 
 
 
Section 69305.3 Alternatives Assessment Work Plan Required Contents 

 
Under the draft regulations, the alternatives assessment work plan provision seems to require that 
manufacturers already know the alternatives to be assessed and are in a position to quickly summarize 
all existing information on those alternatives.  The work plan should be about scoping out an overall 
plan for the alternative assessment, not doing it.  Going beyond will delay submission of a work plan for 
DTSC review.  Chemical information for alternatives may not be available at the time of submission of 
the work plan.  Moreover, the work plan should not be the place for such data, but should specify that 
such data will be compiled and perhaps specify how it will be compiled.  Perhaps this was DTSC‟s 
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intention, but it is not clear.  The work plan appears to be more of a mid-course progress report on the 
overall alternatives assessment process than a plan of work for carrying out the assessment. 
 
 
Section 69305.4 & 69305.9 Alternatives Assessment Work Plan Detailed Executive Summary Required 
Contents 
 
The draft regulations appear to have two similar sections related to the executive summary.  While 
there are minor differences, DTSC may have overlooked the fact that this concept was included twice. 
 
In terms of the content requirements for the alternatives assessment work plan, they are excessive in 
scope and fail to fully account for information that would be considered confidential business 
information or trade secret claims.  
 
One specific area of concern relates to the requirement to disclose “all chemical ingredients in the 
selected alternative” in an alternatives assessment report.  Doing so would unnecessarily raise the 
need for additional confidential business information/trade secret claims.  Disclosure within the report 
should be limited to only those ingredients that are considered chemicals of concern. 
 
 
Regulatory Responses – Article 6 
 
The draft regulation provides that the department may impose regulatory responses on a selected 
alternative consumer product, or an alternative consumer product component, or a priority product for 
which the manufacturer does not select an alternative.  Those responses include all of the responses 
set out in sections 69306.3 through 69306.5, as well as requiring engineered safety measures, placing 
restrictions on the use, and requiring a research and development project.  However, there is no 
provision in this section that the selected alternative product or component has to contain a CoC to be 
subject to any of those regulatory responses.  Perhaps that is an omission by DTSC; however, DTSC 
has no authority to impose any regulatory response if it is not a priority product containing a CoC or if 
that CoC is below the de minimis level.  DTSC seems to recognize this in section 69306.2, providing 
that no regulatory response is needed.  Sections 69306.2 and 69306.6 are, accordingly, inconsistent. 
 
 
Section 69306.2 No Regulatory Response Required 
 
This section applies only if an alternative with a chemical of concern concentration of less than de 
minimis is chosen, there is no significant threat to exposure, and the priority product is phased out in 3 
years.  This approach raises two issues for the GCA: (1) an alternative could have more than 0.1% and 
not pose a safety risk to health or the environment; and (2) if an alternative is chosen, it may take more 
than 3 years in California just to get a permit to start building the equipment necessary to produce the 
alternative. 
 
The bottom line is DTSC fails to recognize that “no action” on the original priority product containing the 
chemical of concern may be the best solution.  The alternatives assessment may clearly demonstrate 
the safety of the original product and the lack of a technologically and economically feasible alternative.  
DTSC should alter the language to provide for no action in these circumstances.   
 
 
Section 69306.3 Product Information to Consumers 
 
GCA argues that this section is reminiscent of Prop 65 in that it requires product labeling or an 
informational insert in the packaging that informs the consumer that the product contains a COC for 
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which an alternative was not substituted or for a chosen alternative that contains a COC.  This provision 
flies in the face of responsible risk communication and is a hazard-only, presence-only means of 
causing potentially unnecessary consumer concern.  If the manufacturer clearly demonstrates to DTSC 
the safety of the product and that substitution of the COC is not required, labeling should not be 
required.  It is irresponsible to require otherwise. 
 
 
Section 69306.4 Manufacturer End-of-Life Management Requirements 
 
Extended Producer Responsibility (EPR) and take-back should not be automatically mandated for 
every end-of-life concern.  Other methodologies for addressing end-of-life concerns must be approved 
by the California Legislature; take-back and recycling programs may not always be the best solution. 
 
With regard to end of life management as a regulatory response, the draft regulation goes beyond the 
scope of statute and is overly burdensome.  It requires take back programs, public education programs, 
and defining “roles and responsibilities of manufacturers, retailers, consumers and government.”  How 
does the manufacturer define (and presumably monitor and enforce) the roles and responsibilities of 
entities not under the manufacturers‟ control (i.e. government, consumers, etc.)?  Also, for products 
with a long life span, how does the manufacturer manage the end of life?  It is also not clear that DTSC 
has authority to mandate how manufacturers will finance their programs as the draft appears to 
assume. 

 
Furthermore, this response action requires the manufacturer of a product “required to be managed as a 
hazardous waste” to establish a take-back program.  It would appear that this regulation is inconsistent 
with the provision in AB 1879 that prohibits duplicative regulation.  Under the law today, if a product is 
to be managed as a hazardous waste, a mechanism for handling that waste is already set out in the 
law.  To require a specific method of handling those products (i.e. a take-back program) duplicates the 
existing provisions in the law today.   
 
Finally, take back programs, in particular, are very impractical for some consumer products that are 
actually consumed during use. Would the unused fraction of such products have to be managed as 
hazardous waste? Would the non-consumables that people don‟t want to recycle have to be managed 
as hazardous waste? 
 
 
Section 69306.5 Product Sales Prohibition 
 
GCA is concerned with the requirement of a “recall program” if the regulatory response is a product 
sales prohibition.  This seems to be an extreme and punitive response, especially where there is no 
safety issue.   
 
 
Section 69306.8 Regulatory Response Report & Notifications 
 
GCA is highly concerned that manufacturer-retailer communication at every stage of the alternatives 
assessment process will become onerous and will be a burden to the supply chain.  DTSC should 
direct retailers to regularly check the DTSC website to determine which products are a “priority” have 
filed alternatives assessment reports as required..  DTSC should also publish this list in the California 
Regulatory Notice Register.  Only following the Alternatives Assessment and determination of 
Regulatory Response action should there be any requirements in this regard. 
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Dispute Resolution Processes – Article 7 
 
The draft regulations do not appear to include a stay of requirements while this process unfolds.  
Additionally, most provisions under the Chapter do not have the right of formal challenge.   
 
Since prioritization of chemicals/products is the basis of the program, this section at a minimum should 
have a right to appeal.  A formal review (Petition for Review) process allows the Department to review a 
challenge to the Department‟s various determinations.  This biased review does not provide for an 
independent evaluation of the Department decisions in dispute.  This step must be completed prior to 
seeking judicial review; it is unclear what happens to the regulatory responses called for in those 
sections pending the Department review and possible judicial appeal.  
 
Lastly, Section 69307.5(a) should read as follows: "(1) Facts, assumptions, or other information or 
approaches not supported by clear and convincing evidence, or (2) conclusions in violation of 
applicable law, or (3) An exercise of discretion or an important policy consideration which the 
Department should, in its discretion, review." 
 
 
Accreditation & Qualification Alternatives Assessment Requirements – Article 8 
 
Section 69308.1 Requirements for Qualified In-House Assessment Entities 
 
Although GCA had proposed a section be included in the work plan to illustrate a manufacturer‟s 
competence to conduct an alternatives assessment, DTSC‟s proposal in the draft is much more 
complicated and fails to consider the points raised with regard to tying competence to individuals with 
expertise rather than overall corporate expertise (draft requires individual‟s information, expertise, 
education, and more).  This process will vary product to product and must be more general with respect 
to the required credentials.  Companies should have a “cafeteria-style” approach to using alternatives 
assessment processes, particularly those that are valid in other jurisdictions. 
 
Also under this section, if a manufacturer is in violation they will lose their ability to be an In-House 
Assessment Entity for at least 10 years and any alternatives assessment report cannot be done by a 
trade association or consortium of which the manufacturer is a member.  This provision is incredibly 
harsh for what could be paperwork errors (i.e., turning in a re-qualification request a day late), 
assessment mistakes, etc; and certainly harsh for losing the ability to look to a trade 
association/consortium for assistance.  Prohibiting the use of a consortium/trade association creates 
significant inefficiencies and removes significant expertise (likely greater than many third party entities 
that will emerge to take advantage of this business opportunity) from the process. 
 
Finally, a qualified third party assessor must prove independence and lack of affiliation with any 
manufacturer, consortium of manufacturers, or trade association.  If this provision remains, it must 
extend to affiliation with any non-governmental organization or activist group with a demonstrable track 
record of chemical or product policy advocacy and lobbying.  Otherwise it is clearly prejudicial and 
discriminatory.  A preferable alternative would be a transparent system in which all potential 
interests/conflicts/advocacy of qualified third party assessors are disclosed such that potential conflicts 
can be identified and minimized during the manufacturer‟s assessor selection process. 
 
 
Section 69308.2 Lead Assessor Criteria  
 
GCA is concerned that the criteria for a lead assessor is too narrowly focused on Life Cycle and not 
other relevant criteria.  This could result in a monopoly problem with training requirements at the 
“Accrediting Body,” which could lead to pricing problems and antitrust issues.   
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Auditing & Compliance – Article 9 
 
With regard to Section 69309.1, related to violations, GCA is highly concerned that this Article is far too 
open-ended.   
 
 
Confidentiality of Information – Article 10 
 
GCA supports the Confidential Business Information (CBI) process set forth in AB 1879 (Feuer, 2008).   
 
Section 69310 Confidentiality of Information 
 
Although the statement in Section 63910(a) seems appropriate as written, it is beyond the authority of 
DTSC to attempt to regulate the interplay between statutes.  Only a court or the legislature may do so.  
This statement should be struck as ultra vires. 
 
 
Section 69310.2 Marking and Indexing of Documents 
 
GCA is adamant that indexed and redacted reports are not made publicly available.  The particular 
concern is that confidentiality may be compromised by context in redacted reports and therefore could 
violate the very confidential business information/trade secret protections provided for in the statute.   
 
 
Section 69310.3 Safeguarding of Confidential Information 
 
DTSC should delete Section 69310.3(c) in its entirety.  This provision substitutes agency interpretation 
in place of class determination by regulation and merely gives DTSC the opportunity to make decisions 
without notice or the opportunity for comment that are keep to procedural due process under the 
California and U.S. Constitutions. 
 
 
Section 69310.4 Support of a Claim of Trade Secret Protection    
 
GCA is concerned that the provisions of this section, which require up-front justification for trade secret 
claims, go beyond the authority provided in the statute and the trade secret definition in the California 
Civil Code.  The statute requires justification only when a request for the information under the Public 
Records Act is submitted.   
 
More specifically, Sections 69310.4(a)(8) and (9) are beyond the DTSC's authority, and merely 
designed to create a barrier to confidential protection.  Nowhere in Health & Safety Code Section 25257 
or Section 57020 nor in Government Code Section 6254.7 is estimated dollar costs conceived of as a 
measure of trade secret.  Indeed, Section 6254.7 states that a trade secret is something "having 
commercial value and which gives its user an opportunity to obtain a business advantage;" however, 
the measure of that value is not within the scope of DTSC‟s determination.  It is unrealistic to ask any 
manufacturer to put a specific dollar value on the harm that will come from the loss of trade secret 
because no manufacturer can estimate future profits that may result with certainty. 
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Section 69310.5 Departmental Review of Individual Trade Secret Claims 
 
GCA is highly concerned with this section, which provides that DTSC may make the determination of 
the validity of a claim for trade secret even though no one has requested that information.   The 
regulation should provide liability for the state in wrongly releasing trade secret information – 
intentionally or inadvertent.  Under TSCA, criminal penalties for wrongful and willful disclosure of CBI 
have been established.  DTSC should revise this section to provide liability for the state. 
 
 
Section 69310.6 Treatment of Certain Categories of Information 
 
GCA argues that this section should be eliminated from the regulations.  Subdivision (c) of section 
69310.6 simply restates subdivision (f) of Health and Safety Code Sction 25257 although the 
articulation is different and broader.  
 
Additionally, the rest of this section authorizes DTSC to release trade secret information upon a 
showing “of substantial need based on an urgent matter of public health, safety, or the environmental 
protection.”  Such disclosure would apply to manufacturing processes and portion data, as well as 
customer list.  This is completely unacceptable.  No authority exists for this kind of exception.  In no 
case does DTSC have authority to make marketing information publicly available.  As such, this section 
should be eliminated from the regulation.   
 
 
Section 69310.7 Substantive Criteria for Use in Trade Secret Determinations 
 
The provisions of this section exceed DTSC‟s authority to judge a trade secret under Government Code 
Section 6254.7 by establishing criteria not found the in California Public Records Act.  Further, it is 
inconsistent and beyond the scope of the trade secret definition in the California Civil Code.   
 
Small Business – Article 11 
 
GCA argues that the definition of “small business” needs to be revised. In the draft regulation, small 
business is defined at 25 or fewer employees.  CA DGS already defines small business as 100 or fewer 
employees. The 25 employee threshold is used by DGS to define “microbusiness”.  The draft regulation 
should be revised to use the 100 employee number already used by the state.  If DTSC is intent on 
using the 25 employee number, however, it should, at the very least, change the term to 
“microbusiness” and clarify whether it will provide “small businesses” with the same or different time 
frame. 
 

# # # 
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September 13, 2010 
 
 
Fran Kammerer 
Staff Counsel 
Office of Environmental Health Hazard Assessment 
1001 I Street 
Sacramento, CA 95812 
 
RE: Draft Regulation for Hazard Traits & Environmental and Toxicological 
Endpoints (8/10/10) 
 
Dear Ms. Kammerer: 
 
On behalf of the Green Chemistry Alliance (GCA)* and its stakeholders, we 
respectfully submit the following comments and suggestions relative to the Office 
of Environmental Health Hazard Assessment’s (OEHHA) Draft Regulation for 
Hazard Traits and Environmental and Toxicological Endpoints (“regulation”) 
released on August 11, 2010. 
 
In a proactive fashion, GCA members have invested countless hours over the 
last year and a half developing regulatory text and comments for implementing 
the broader framework for the Green Chemistry Initiative.  This work has been 
the result of a focused and proactive effort by a broad array of individuals from 
coast to coast with science, engineering, toxicology, R&D, manufacturing and 
legal backgrounds and possessing significant expertise in state, national and 
international chemical management policy.  This same group has come together 
to also provide insight and technical review of the draft regulations relative to 
hazard traits and endpoints. 
 
Overarching Concerns 
 
The task of chemicals management is a long-term endeavor driven by ever 
changing developments in science.  Regardless of the resources directed toward 
development of data, there will always be more questions to ask and more data 
to gather – it is after all the nature of the scientific process.   
 
Of all of GCA’s concerns or questions, the overarching and recurring issue 
seems to be focused on how the information in the draft regulation will be used.  
It is generally unclear and disconnected from the DTSC proposed regulations 
and DTSC’s vision for the Toxics Information Clearinghouse (TIC).   The OEHHA 
regulations will be a critical launching point for the safer alternatives process, in 
particular; therefore, scrutiny needs to be employed in the development of 
applicable and definable hazard traits and endpoints in order to inform the 
prioritization process.  
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Although OEHHA staff has indicated a weight-of-evidence approach is envisioned for the 
regulation, it must be more clearly and specifically incorporated into the draft. A robust weight-of-
evidence approach will give stakeholders confidence in the studies and data relied upon and 
feeding into the complex DTSC safer alternatives process. 
 
GCA comments, which follow in Attachment 1, include the following items of significance: 
 

 Existing Systems - a new California-only system as proposed under the draft regulation 
is inefficient, duplicative, and will make it unnecessarily difficult to leverage existing 
information on chemicals. A non-standard approach will slow the development of the TIC 
database and there will be a substantial agency effort required to convert the information 
to the unique California system, both initially and on an ongoing basis. 
 

 List of “icities” - there is no need to break out systemic toxicity or target organ toxicity by 
specific systems as proposed in the draft regulation when the goal is hazard identification 
- the critical issue for chemical hazard classification should be identifying the most 
sensitive system(s) affected by chemical exposure. 

 
 Emerging Traits - OEHHA should seek scientific consensus on the description of 

emerging traits and the appropriate study protocol for the endpoint(s) prior to including 
them in the regulation.  OEHHA should not unilaterally establish definitions for new 
hazard traits. 

 
 Endpoint Lists - Each of the toxicological and environmental traits in the OEHHA 

proposal is accompanied by a list of possible endpoints.  However, the listings are not 
actual hazard traits or endpoints, but rather preludes in multiple-step pathways that may 
or may not lead to disease or an adverse outcome. 

 
 Other Relevant Information - Use category and volume information reported via U.S. 

EPA’s Inventory Update Rule ((IUR) should be included as part of “other relevant 
information.” 

 
 Data Quality - In vitro studies and QSARs are generally recognized as appropriate tools 

for prioritizing chemicals, but not for making definitive declarations about toxicological 
properties as proposed.  OEHHA needs to clearly identify how certain types of data 
should be weighed when assessing chemical hazards, recognizing that certain types of 
data are less reliable than others, even when developed by authoritative bodies.  OEHHA 
should look toward the robust study format used in the OECD’s hazard assessment 
program and OECD harmonized templates as a model for providing information on study 
results and study quality. 

 
 Potency - The proposal is defective as there is no indication of potency for traits which 

exhibit evidence of hazard. Without some indication of potency, every substance, whether 
synthetic or naturally occurring, will be labeled as toxic, even the “greenest” of 
substances. GCA recommends OEHHA look toward existing systems to understand how 
other bodies have handled this critical issue. 

 
 Classification - The classification proposal should be abandoned entirely. SB 509 gives s 

OEHHA neither the mandate nor the authority to create a novel California classification 
system. DTSC has responsibility for what actually goes into the TIC, not OEHHA. The 
classification system is a significant overstep of OEHHA’s authority. 
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The Green Chemistry Alliance and its members appreciate the work OEHHA has invested in 
developing this draft regulation; however, GCA remains highly concerned over the breadth and 
direction of the draft regulation.  GCA remains committed to working with OEHHA and other 
stakeholders to finalize reasonable and effective regulations that reflect the intent and specific 
requirements of SB 509 relative to the identification of hazard traits and endpoints. 
 
GCA respectfully submits the attached comments regarding the draft Hazard Trait, Endpoints, 
and Other Relevant Data regulation (August 10, 2010).  For further information or questions 
regarding the Green Chemistry Alliance, its members, or our comments please contact John 
Ulrich (916) 989-9692 or Dawn Koepke (916) 930-1993. Thank you! 
 
 
Sincerely, 
 
 
 
 
John Ulrich        Dawn Sanders Koepke  
Co-Chair        Co-Chair  
Chemical Industry Council of California    McHugh & Associates 

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

__________ 
 

* The Green Chemistry Alliance (GCA) has its roots in a group of business trade associations and companies that lobbied 
effectively during the closing weeks, days and hours of the 2008 California legislative session in support of bi-partisan measures to 
create a new science based framework for chemicals management. The driving force behind the legislation was a broad based des ire 
for state regulators, rather than the legislators, to exercise their expert scientific and engineering judgment and exper ience when 
determining appropriate regulatory actions affecting chemicals of concern in consumer products. In the wake of this groundbreaking 
legislation, the GCA was formalized for the purpose of constructively informing the implementation effort such that the promulgated 
regulations remain true to the objective and scientific ideals of the authorizing legislation. GCA has strongly advocated for  crafting 
regulations to enable the full and successful implement AB 1879 (Feuer, 2008) and SB 509 (Simitian, 2008), which will enhance 
public health and environmental protection, promote innovation while still respecting confidential business information, and further the 
principles of sustainable development. 
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Green Chemistry Alliance 

Signatories 
 

 
 
Alliance of Automobile Manufacturers  
American Apparel & Footwear Association  
American Chemistry Council  
American Cleaning Institute 
American Forest & Paper Association  
Amway  
Association of Home Appliance Manufacturers  
Association of International Automobile Manufacturers  
BASF  
The Boeing Company  
California Aerospace Technology Association  
California Chamber Commerce  
California Grocers Association  
California Healthcare Institute  
California League of Food Processors  
California Manufacturers & Technology Assoc  
California New Car Dealers Association  
California Paint Council  
California Restaurant Association 
California Retailers Association  
Can Manufacturers Institute  
Chemical Industry Council of California  
Chevron  
Citizens for Fire Safety Institute  
Consumer Healthcare Products Association  
Consumer Specialty Products Association  
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Attachment 1 
 
Existing Systems 
 
The Green Chemistry Alliance (GCA) is concerned that having a new California-only system as 
proposed under the draft regulation is inefficient, duplicative, and will make it unnecessarily 
difficult to leverage existing information on chemicals. For conventional hazard traits, OEHHA 
should harmonize as much as possible with existing international and national systems that 
already identify the information elements necessary to study and characterize chemicals (e.g., 
OECD and EPA test methods and guidelines, OECD SIDS, GHS1). 
 

 Tens of thousands of tests for thousands of chemicals have been or will be performed 
and interpreted through these systems. 

 

 If California wants to create a system that can be populated quickly and efficiently, these 
systems should be leveraged. 

 

 Using such systems will provide a framework for things like the use of categories, tiered 
testing, acute vs. chronic toxicity, judging study quality/reliability, and weight of evidence 
approaches that are not addressed at all in OEHHA’s discussion draft. 

 

 If California proceeds with a non-standard approach, not only will the database be slow 
to be populated, there will be a substantial agency effort required to convert the 
information to the unique California system both initially and on an ongoing basis. In a 
resource strapped economy, that makes no sense. 

 
 
List of “icities” 
 
GCA argues that there is no need to break out systemic toxicity or target organ toxicity by 
specific systems as proposed in the draft regulation (e.g., cardiovascular, gastrointestinal, liver, 
renal, etc.) when the goal is hazard identification. This is especially true since the critical issue 
for chemical hazard classification should be identifying the most sensitive system(s) affected by 
chemical exposure.  
 
None of the prominent national or international systems list the vast number of “icities” in the 
OEHHA proposal. On the human heath side for instance, chemicals are characterized for “acute 
toxicity” and “chronic toxicity” (sometimes “systemic toxicity”). Organ systems impacted are 
noted, but there is no presumption of separate and distinct test for every organ system that the 
OEHHA proposal implies. The structure presented by OEHHA could be misinterpreted in such a 
way. Noting which organ system(s) is most sensitive is more than adequate to describe a 
chemical’s hazard. Said differently, a single test can cover many different “icities,” and the TIC 
should be structured in a way that makes that more apparent to users. 
 
 
Emerging Traits 
 
In the case of “emerging” traits such as endocrine disruption and epigenetics (and scores of 
other novel traits identified in the environment section), OEHHA should seek scientific 
consensus on the description of the trait and the appropriate study protocol for the endpoint(s) 
prior to including it in the regulation. OEHHA should be able to show that scientific consensus 
                                                
1 It should be noted that authors of the REACh legislation relied on these systems heavily, as do all 
countries of the OECD. 
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exists, or should be establishing the process for reaching that consensus where none exist, but 
they should not be unilaterally establishing new hazard traits. 
 
 
Endpoint Lists 
 
Each of the toxicological and environmental traits in the OEHHA proposal is accompanied by a 
list of possible endpoints that could demonstrate that a chemical has the respective trait. 
However, the hazard traits and endpoints listed are not actual hazard traits or endpoints.  
Rather, much of what is listed in the draft are preludes in multiple-step pathways that may or 
may not lead to disease or an adverse outcome (i.e., these are actually mechanisms and not 
endpoints; examples include epigenetic adverse perturbations and electrophilic potential).  This 
will not further the Green Chemistry goals or provide the certainty necessary to make 
prioritization decisions or weigh chemical alternatives. 
 
 
Other Relevant Information  
   
Hazard information provided in the abstract is not terribly useful for people searching for 
alternatives, whether they are product manufacturers, DTSC staff, or lay citizens.  EPA recently 
released a proposed rule for changes to its Inventory Update Rule (IUR) beginning with 2010 
information collection.  The Clearinghouse could include information reported by industry to IUR 
after this rulemaking is complete.  Use categories and volume as reported by industry in the 
next round (2011) of the IUR should be integrated into the “Other Relevant Information” section 
of the TIC. 
 
Further, while there is some interesting physical-chemical information that might be included as 
“other relevant information” in the TIC, to identify and classify chemicals based on “exposure 
potential” is unscientific and contrary to well established risk assessment principles.   
 
 
Data Quality 
 
In vitro studies and QSARs are generally recognized as appropriate tools prioritizing chemicals 
and in identifying the need for higher tier testing, not for making definitive declarations about 
toxicological properties as OEHHA proposes.  The validity of many in vitro studies to human 
health is still in question, and they should not be the sole source of information used to assign a 
hazard trait to a chemical.  
 
Additionally, in silico (computer simulation) QSAR is still in its infancy and should not be relied 
upon for definitive decisions.  These methods have not been validated. All testing methods in 
the Draft should require validated methods.  In decision-making a priority for in vivo rather than 
in vitro should be established in the regulation. 
 
OEHHA needs to clearly identify how certain types of data should be weighed when assessing 
chemical hazards, recognizing that certain types of data are less reliable than others, even if 
they are developed by authoritative bodies. 
 

 What kind of quality control and/or contextual information will accompany data and 
information from in vitro and QSAR studies? OEHHA has indicated that this is a DTSC 
responsibility and that they do not plan to address these issues in their regulation. 
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 Is DTSC prepared to develop data quality guidance (and perhaps test methods) for all of 
OEHHA’s various toxicities? 

 
 How and to what degree are the two agencies coordinating, given that OEHHA’s actions 

directly impact DTSC’s 1879 implementation? What implications does DTSC see for the 
safer alternatives process? 

 

 The notion of study quality is not addressed in the OEHHA draft. Peer-review alone is an 
insufficient metric of study quality.  The OECD methodology for determining the quality 
of data in chemical dossiers described in their Manual for Investigation of HPV 
Chemicals is a globally accepted way to rate the reliability, relevance and adequacy of 
existing data; as such, it should be required for every study used to populate the TIC. It 
has been applied to all studies in the US and OECD HPV programs and to those 
submitted under REACh. It has been found to be an excellent approach to separate 
good studies from those that are not of sufficient quality and reliability for science-based 
regulatory decisions. 

 

 Data quality and weighting considerations are particularly important in the context of 
evaluating potential hazards associated with metabolic products and environmental 
breakdown products.  For example, a study showing that a parent compound can be 
broken down to toxic metabolites under artificial conditions in a laboratory setting should 
not serve as the basis for assigning hazard traits unless there is evidence of such 
process occurring under actual environmental conditions. 

 

 If the TIC is populated with ALL data and information in the absence of quality and 
reliability screens; how is any user, technical expert or lay citizen, supposed to identify 
what’s truly relevant for making a decision? Even users with technical backgrounds will 
require an enormous amount of time to sift through the TIC if there are no quality control 
measures in place. 

 

 Questions of data quality and quantity raise the issue of resources DTSC will need to put 
toward its data quality and management obligations under SB 509. What are DTSC’s 
plans for populating the TIC, making data quality decisions, etc.? What importance will 
DTSC put on information generated through validated test guidelines versus other types 
of studies? 

 

 OEHHA should look toward the robust study summary format used in the OECD’s 
hazard assessment program2 and OECD harmonized templates3 as a model for 
providing information on study quality. 

 
 
Potency 
 
There is some dose level that produces an effect for every chemical. How will the TIC address 
the very real issue of potency before declaring that substance possesses a toxicity trait? 
 

 The OEHHA proposal is deficient in that there is no indication of potency for the hazard 
traits for which there is evidence of hazard. Without some indication of potency cutoff 
values, every substance, whether synthetic or naturally occurring, will be labeled as 
toxic. As just one example, without information about the dose at which a substance 
causes acute toxicity, will everything in the TIC be marked as acutely toxic? 

 

                                                
2 See section 2.4.3 Robust Study Summaries in the OECD Manual for the Investigation of HPV 

Chemicals. See http://www.oecd.org/dataoecd/13/18/36045056.pdf. 
3 See http://www.oecd.org/document/0,3343,en_2649_34365_36206733_1_1_1_1,00.html. 
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 OEHHA has established a framework that will undoubtedly be misunderstood and 
certainly misused. 

 

 We recommend that OEHHA look toward existing systems (see comments above) to 
understand how other bodies have handled this critical issue. 

 
 
Classification 
 
The classification proposal should be abandoned entirely. SB 509 gives OEHHA neither the 
mandate nor the authority to create a novel California classification system. DTSC has 
responsibility for what actually goes into the TIC, not OEHHA. The classification system is a 
significant overstep of OEHHA’s authority into DTSC’s responsibilities. Moreover, the entire 
classification provision is pejorative, unrealistic, and unhelpful. The OEHHA proposal does not 
bring clarity to chemical information. Indeed, it increases opacity on all dimensions, as 
evidenced by the following:  
 

 It combines lack of information and no effect (i.e., nontoxic) into “unclassifiable.” This is 
not reflective of the real world and is of no utility to TIC users. 

 

 It muddies the waters by lumping distinctions made in existing systems (e.g., IARC as 
just one example) for no apparent reason, actually decreasing information available on 
chemicals. 

 

 Clearly there are chemicals where the scientific data has demonstrated that the chemical 
lacks certain hazard traits, including some of the most important concerns such as 
carcinogenicity and reproductive and developmental toxicity. 

 

 Without identifying a class for hazard traits that recognizes the lack of activity for a 
chemical, rather than the lack of data, the system used to classify chemicals is flawed. 

  

 It would be impossible to identify “non-toxic” chemicals using OEHHA’s proposed 
classification scheme. Even the “greenest” of chemicals will be classified as hazardous 
or “unclassifiable.”  

 

 Finally, it appears that, a chemical is categorized as having many of the toxicities listed 
until such time as OEHHA or DTSC determines otherwise. Furthermore, the language 
within (i – page 28) could conceivably allow anyone using any study design of their 
choosing to publish something saying chemical X has hazard trait Z, and unless DTSC 
or OEHHA determined otherwise, it would be so.  This approach will heighten 
controversy and fear while doing little to advance public health or environmental 
protection.    
 
 

# # # # # 
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October 26, 2010 

 

VIA EMAIL AND REGULAR MAIL 

Secretary Linda S. Adams, Chair 
Environmental Policy Council 
1001 I Street, P.O. Box 2815 
Sacramento, California 95812 
cepc@calepa.ca.gov 

Re:  Comments for October 27, 2010 CEPC Hearing - On the Need for the 
CEPC to Review a Multimedia Evaluation of DTSC's Safer Consumer 
Product Alternatives Regulations  

Dear Secretary Adams: 

On behalf of the Green Chemistry Alliance we appreciate this opportunity to 
provide comments on the need for the Environmental Policy Council to review a 
multimedia evaluation for the Green Chemistry Safer Consumer Product 
Alternatives Regulations pursuant to California Health and Safety Code Section 
25252.5.  As discussed below, Council review of a full multimedia analysis is 
critically important to ensure that all adverse impacts to public health and the 
environment are considered in the creation of this groundbreaking new regulatory 
framework.   

The Green Chemistry initiative in California represents a sea change in the 
regulation of toxicants in our environment.  In 2008, the California Legislature 
passed "Green Chemistry" legislation intended to reduce toxic chemicals in 
products.  Unlike previous laws which focused on regulating pollution from 
facilities, the new Green Chemistry law regulates products sold in California.  The 
Legislature directed DTSC to draft regulations to implement the groundbreaking 
new law, and on September 14, 2010 DTSC released its draft Green Chemistry 
Regulations.  These sweeping regulations would likely cover thousands of 
chemicals, which are likely to be found in tens of thousands of products.   

Recognizing the far-reaching impact of the new law, the Legislature also directed 
DTSC to conduct, as part of its rulemaking process, a multimedia evaluation of 
adverse impacts the proposed regulations could have on public health or the 
environment.  Thus, in its effort to comprehensively regulate products sold in 
California to keep consumers of those products safe, DTSC must also consider 
the possible impacts such expansive regulations could have on other media such 
as air, water, waste disposal, or public health.  The Legislature did not leave 
responsibility for this important holistic analysis to DTSC alone, however, but 
specifically drafted the new law to expand the role of the Environmental Policy 
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Council, thereby enlisting the expertise of the directors of the state's key environmental 
agencies.  This legislative expansion of the Council's role is almost unprecedented, having 
occurred only once in the Council's nearly 20-year existence.   

Despite the Legislature's express direction that the Council consider potential adverse impacts 
from this far-reaching, largely unprecedented new regulatory scheme, DTSC now recommends 
that instead of taking a close look, the Council should simply accept DTSC's determination that 
the process could not possibly result in significant adverse impacts to public health or the 
environment.   DTSC's recommendation appears to be based on the premise that the 
regulations are intended to benefit public health and the environment, so therefore they could 
not have an adverse impact and a multimedia review is not required.   

The question for the Council, however, is not whether the regulations will do more harm than 
good.  Instead, the Council's legislatively mandated task is to help DTSC consider and address 
any and all adverse impacts that may be the unintended result of these regulations. This is a 
historic mandate by the Legislature to the Council.  The Council cannot fairly and legally carry 
out this mandate by making a determination based solely on DTSC's cursory summary and 
review of its own regulations.  Moreover, as a matter of public policy the Council should not 
simply take a pass, but should instead fulfill the purpose for which the Council was created by 
providing the agencies, industry, and public with the benefit of Council members' unique ability 
to provide a holistic review and refinement of these landmark regulations.  See additional 
detailed comments in Attachment 1below. 

Conclusion   

Even though the proposed regulations are designed to benefit public health and the 
environment, they may result in significant adverse impacts.  These significant adverse impacts 
may be offset by benefits, but cannot be discounted by the Council when making a 
determination whether there is any possibility of a significant adverse impact.  In other words, 
the Council cannot conclusively determine that the proposed regulations will not, in any way, 
adversely impact public health or the environment.  The Legislature required that the Council 
conduct a thorough review of the process put in place by DTSC intended to reduce public health 
and environmental impacts from chemicals.  We ask that the Council fulfill its role in this vitally 
important process.  A full multimedia review will allow EPC, DTSC and the public to become 
better informed about the options available to DTSC to implement the Green Chemistry laws. 

Thank you again for this opportunity to comment. 

Sincerely, 
 
 
 
John R. Ulrich       Dawn Sanders Koepke  
Co-Chair        Co-Chair  
Chemical Industry Council of California    McHugh & Associates 
 
CC:  Cindy Tuck, Undersecretary, CalEPA  

Patty Zwarts, Deputy Secretary, CalEPA 
Maziar Movassaghi, Acting Director DTSC  
John Moffatt, Legislative Affairs, Office of the Governor  
Scott Reid, Cabinet Secretary, Office of the Governor  
The Honorable Joe Simitian, California State Senate  
The Honorable Mike Feuer, California State Assembly 
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ATTACHMENT 1 

 

I.  Regulatory Background 

In 2008, the enactment of Assembly Bill 1879 (Stats. 2008, Ch. 559) established Health and 
Safety Code sections 25252 and 25253, requiring DTSC to adopt regulations, on or before 
January 1, 2011, to do the following: 

1) Establish a process to identify and prioritize those chemicals or chemical ingredients 
in consumer products that may be considered a chemical of concern.  (H&S Code § 
25252); 

2) Establish a process for evaluating chemicals of concern in consumer products, and 
their potential alternatives, using an alternatives analysis, to determine how best to limit 
exposure or to reduce the level of hazard posed by the chemical of concern.  (H&S Code 
§ 25253); and 

3) Establish a range of regulatory responses that DTSC may take following the 
completion of the alternatives analysis.  (H&S Code § 25253). 

In addition, before adopting any regulations, Health and Safety Code section 25252.5 requires 
DTSC to prepare and submit to the Council a multimedia life cycle evaluation of its proposed 
regulations.  The multimedia evaluation must identify and evaluate any significant adverse 
public health or environmental impacts that may result under the regulations from the 
production, use or disposal of a consumer product or consumer product ingredient.  The 
evaluation must, at a minimum, address impacts associated with: air pollutant emissions; 
surface water, groundwater, and soil contamination; disposal or use of byproducts and waste 
materials; worker safety and impacts to public health; and other anticipated impacts to the 
environment.  Health and Safety Code section 25252.5 provides:  

 (a) Except as provided in subdivision (f), the department, in adopting the regulations 
pursuant to Sections 25252 and 25253, shall prepare a multimedia life cycle evaluation 
conducted by affected agencies and coordinated by the department, and shall submit 
the regulations and the multimedia life cycle evaluation to the council for review. 
 
 (f) Notwithstanding subdivision (a), the department may adopt regulations pursuant to 
Sections 25252 and 25253 without subjecting the proposed regulation to a multimedia 
evaluation if the council, following an initial evaluation of the proposed regulation, 
conclusively determines that the regulation will not have any significant adverse impact 
on public health or the environment. 
 

Subdivision (f) of H&S Code § 25252.5 provides that a multimedia life cycle evaluation is not 
required only if the Council, following an initial evaluation of the proposed regulations, 
"conclusively determines" that the regulations "will not have any significant adverse impact" on 
public health or the environment.  The question the Council will face at the October 27, 2010 
hearing, then, is whether any part of the proposed regulatory process could possibly result in 
significant adverse public health or environmental impacts.  As discussed below, this legislative 
mandate cannot be fairly carried out based on DTSC's brief conclusions about its own 
regulations.  A more rigorous analysis is needed.   Therefore, the Council should review the 
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regulatory process proposed in the Green Chemistry regulations after DTSC presents a full 
multimedia evaluation to the Council. 

II.  The Council’s Legislative Mandate is to Prevent DTSC from Adopting Green Chemistry 
Regulations with Potentially Significant Adverse Impacts to Public Health or the 
Environment 

The Council was established in 1993 and brought together first to consolidate permitting at 
California's environmental agencies and then expanded in the wake of the adverse impacts 
from the Air Resources Board’s MTBE fuel additive. (H&S Code § 43830.8.)  MTBE was a fuel 
additive required under the directive of ARB and intended to improve air quality, but it also 
resulted in controversial and adverse environmental consequences including water 
contamination.  Consequently, MTBE’s addition to gasoline caused significant environmental 
and public health impacts across the state.  After a review by the Council, ARB phased out 
MTBE as a fuel additive.  To ensure that such regrettable outcomes would be avoided in the 
future, the Legislature required that ARB perform a multimedia evaluation of any future fuel 
additives to identify and evaluate any significant adverse impact on public health or the 
environment, including air, water, or soil, that may result from the production, use, or disposal of 
the motor vehicle fuel that may be used to meet the state board's motor vehicle fuel 
specifications.  (H&S Code § 43830.8.)  Since receiving this mandate, the Council has met only 
a few times and only to consider a limited number of fuel additives.  

As DTSC points out, in contrast to the Council's previous assessments of fuel additives which 
involved only a single product, DTSC’s proposed Safer Consumer Product Alternatives 
regulations establish a multi-step process for chemical and product prioritization, alternatives 
assessment, and imposition of regulatory responses intended to reduce or eliminate exposure 
to hazardous chemicals.  DTSC's proposed process represents a sweeping change, including 
regulation of many thousands of products, and creation of a joint-and-several liability scheme 
similar to the landmark CERCLA law, where any responsible entity in the supply chain can be 
held accountable and all responsible entities must take responsibility.  This comprehensive, 
complex process is more difficult to review, especially under a multimedia analysis, than a 
single fuel additive because it involves many more possibilities and a much more complex 
scheme.  Complexity of the analysis, however, is no reason to avoid performing the statutorily 
required review, and in fact the comprehensive coverage of these unprecedented regulations 
makes a rigorous analysis by DTSC and review by the Council even more critical to considering 
all the possible implications. 

In short, the Council, consisting of the chairs and directors of some of the most important 
environmental agencies in California, is specially situated to provide an outside view and asses 
potential unforeseen consequences of the regulations of these sweeping new regulations.  This 
is an opportunity to provide some oversight to a significant regulatory scheme that has the 
potential to cause major changes to the State’s environmental regulatory framework.    

III.  The Council Has Never Invoked the Exception to a Multimedia Analysis Without Some 
Level of Multimedia Review and Should Not Do So Here 

The Council has met three times to consider fuel additives since it was tasked by the Legislature 
with reviewing ARB’s fuel additives multimedia analysis in 1999.1  On all three occasions, the 
Council reviewed a multimedia analysis prepared by ARB to assess whether the additives would 
                                                
1 See the California Environmental Policy Council's posted information on prior hearings:  
http://www.calepa.ca.gov/CEPC/Archives.htm 
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have a significant adverse impact on public health or the environment.  By contrast, for the first 
time ever, the agency that is required to conduct a multimedia analysis - DTSC - has provided 
no multimedia analysis at all.  Instead of considering impacts to public health or the 
environment, including air, soil, and water, DTSC claims that because the regulations are 
designed for protect public health and the environment, no adverse impacts will result from the 
regulations.  Such a cursory and circular analysis cannot be sufficient for the Council to 
"conclusively determine" that there "will not" be "any" adverse impact from the regulations.     

DTSC also concludes that a multimedia analysis of each chemical or product at a future date, 
after a Tier II alternatives assessment, will be sufficient to prevent significant adverse public 
health and environmental impacts.  But that future evaluation cannot replace an evaluation now. 
The Legislature's mandate was for DTSC and the Council to consider all potential adverse 
impacts from the process established by DTSC's proposed regulatory framework.  To conclude 
that this step can simply be skipped over, or somehow met by DTSC's future review of particular 
chemicals and products - a review that is not designed to receive input from the Council or other 
agencies - would be directly counter to the Legislature's express intent that the Council provide 
careful, holistic consideration of the implications of this new regulatory framework.   

IV.  Proposed Green Chemistry Regulations May Result in a Significant Adverse Impact 
to Public Health or the Environment. Therefore a Multimedia Analysis is Required. 

We note that the public was given only two weeks to consider DTSC's analysis before the 
Council's hearing on October 27.  Additional time is needed to consider all the implications of 
these far-reaching regulations.  We provide, however, the following summary of ways in which 
the proposed regulations may adversely impact public health or the environment: 

 Reformulation or substitution required by the regulations may result in different but 
still significant adverse impacts to public health (even if those impacts are 
outweighed by the benefits of reformulation).  Without a requirement to consult with 
relevant agencies or experts, DTSC may either ignore or discount impacts on other 
media.   

 Regulatory responses like end-of-life product stewardship or product bans may result 
in significant adverse impacts that DTSC is unable to analyze, like foreign air 
emissions, which may result in significant impacts to human health in those 
jurisdictions. 

 Increased regulatory burdens and lack of protection for intellectual property will likely 
stifle innovation, slowing progress in development of products that will ultimately 
benefit the environment.   

These and other serious issues with the proposed Green Chemistry regulations, which may 
cause significant adverse impacts to public health or the environment, need to be addressed 
through a full multimedia analysis and review.  (H&S Code § 25252.5).  Each of these adverse 
impacts is discussed in more detail below. 

A. DTSC's regulations may result in different but still significant adverse impacts 
to public health, which may be ignored or discounted by DTSC without a 
requirement to consult other agencies or experts.       

A Tier II alternatives assessment includes a multimedia life cycle evaluation, referred to as "Tier 
II-B AA" under the regulations.  (Proposed Regulation 6903.5(a)(2)(B).  DTSC suggests in its 
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recommendation to the Council that this built-in multimedia life cycle analysis will protect against 
significant adverse impacts to human health and the environment, and, therefore, the Council 
should not require a multimedia analysis of the proposed regulations.  As discussed above, the 
legislative mandate was for Council to review the overall regulatory process, not each product-
specific determination.  Moreover, the built-in multimedia analysis does not preclude significant 
adverse impacts that may result from the proposed regulations.   

For example, even if a reformulation is beneficial to public health or the environment overall, 
that does not preclude significant adverse impacts that are different than the benefits gained by 
reformulation.  A reformulation could remove all chemicals of concern from a product, but result 
in an increase in air emissions due to increased transportation requirements, changes in the 
amount of material required, or changes to the method of manufacturing.  DTSC (or Tier II 
consultants) could determine that the reformulation has a net benefit because a chemical has 
been removed, even though asthma and other diseases from air pollution may increase.  The 
possible significant adverse environmental impact from air pollution, however, precludes the 
Council from conclusively determining that there will be no significant adverse impact from the 
regulations.   

As another example, it is possible that a product like a plastic bag containing a chemical of 
concern could be reformulated.  The reformulated bag may be considered highly beneficial in all 
aspects of the multimedia environmental review, but it may also cause one small, new impact 
on public health.  The new manufacturing process for the reformulated bag requires the release 
of one toxic air contaminant linked to asthma and the manufacturing plant is within a mile of a 
school.  DTSC could hypothetically weigh that one impact on public health, which may be a 
significant impact, and still conclude that the benefits outweigh the adverse impacts.  That 
conclusion, however, does not mean that there is no significant adverse impact from 
reformulation - it only means that the significant impact is outweighed by other, positive impacts.  
In other words, a reformulation could have a significant adverse impact to health or the 
environment, like asthma, and still be required by DTSC.  Since this is possible under the 
regulations, DTSC cannot say with certainty that the regulations will not result in significant 
adverse environmental impacts. 

Thus, while reformulation may result in overall benefits to public health and the environment, 
certain significant adverse impacts may result nonetheless.  This is particularly true in light of 
the fact that without consultation, DTSC will be responsible in its sole discretion for reviewing 
and weighing impacts on all aspects of a multimedia analysis, including impacts to soil, water, 
air and public health.  Since this possibility exists, the Council must require DTSC to perform a 
multimedia life cycle analysis.  Indeed, in the context of CEQA, courts have consistently held 
that projects intended to benefit the environment must nonetheless be reviewed for their 
environmental impacts because those projects often have unintended adverse environmental 
impacts.  See, e.g., California Unions for Reliable Energy v. Mojave Desert Air Management 
District (2009) 178 Cal.App.4th 1225 (holding that a paving rule intended to reduce PM 
emissions from projects required environmental review); Dunn-Edwards Corp. v. Bay Area Air 
Quality Mgmt. Dist. (1992) 9 Cal.App.4th 644 (holding that a rule intended to reduce volatile 
organic compounds (VOCs) in architectural coatings required environmental review). 

B. Some Regulatory Responses May Result in Significant Adverse Impacts to 
Public Health or the Environment 

Further, some regulatory responses may also result in significant adverse impacts.  For 
example, DTSC may choose to ban a product that cannot be reformulated even if that product 
provides significant environmental benefits, like solar panels or other renewable energy 
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technology.  Likewise, an end-of-life product stewardship program may result in long-distance 
shipping of waste that may result in severe increases in PM emissions.  Yet the regulations 
provide no safeguard against such an outcome or any way to consider the consequences. 

Upon receipt of the Tier II Alternative Assessment, DTSC has authority to take a range of 
regulatory responses. DTSC may ban the product upon a showing that there is a functionally 
equivalent alternative that is safer, available, and affordable.  Additionally, DTSC may restrict 
the use of the product and/or require the Responsible Entity to institute a take-back program or 
engineer safety measures.  Some of these regulatory responses may have unintended adverse 
public health or environmental impacts. 

If the alternative product (or the Priority Product, if the manufacturer chooses to retain the 
Priority Product) is required to be managed as a hazardous waste at end-of-life, the responsible 
entity and/or manufacturer must establish, maintain and fund within 2 years an end-of-life 
product stewardship program, and provide product information to consumers. While this 
requirement is clearly intended to avoid exposure to hazardous waste, it may result in impacts 
to air quality and public health.  Those impacts may be relatively less important to DTSC, but 
cannot be ignored. 

For example, an end-of-life product stewardship program may result in shipping or transporting 
of Priority Products to specialty recyclers that only operate in certain parts of the world.  
Transporting those products may result in the use of large quantities of diesel fuel with air 
quality impacts to coastal communities and communities close to major transportation arteries.  
Such an end-of-life stewardship program could be proposed by the responsible entity and 
accepted by DTSC without any appropriate analysis on the impacted communities.  In fact, 
DTSC would not be able to properly analyze public health impacts in foreign countries (or even 
locally) from the shipping or transportation of these products.  Cumulatively, increased 
transportation related to waste management could have very negative health impacts that 
cannot be analyzed by DTSC and most likely will not be analyzed by the relevant resource 
agency (because there is no consultation requirement built into the regulations).  In short, the 
end-of-life stewardship program may have significant adverse impacts on public health or the 
environment and those impacts are not mitigated in the regulations in any way.  

Additionally, DTSC has authority to ban a product entirely.  It is possible under the proposed 
regulations that a company with an environmentally beneficial product, like solar panels or 
electric car batteries, may be forced to cease selling their products in California if reformulation 
is possible.  This may drive up the cost of products that benefit the environment and pose very 
little risk to public health.  This may result in significant adverse impacts by stunting growth in 
the renewable energy market. 

For example, DTSC could ban an electric car battery that can be reformulated even if the 
reformulation results in slightly reduced energy storage.  The reformulation may put the car 
company at a competitive disadvantage, but that may not be a significant factor for DTSC.  
Then the car company faces a choice of either withdrawing from the market or selling an inferior 
(even if slightly) product.  Economically, it may be worth it to withdraw the product.  California 
would then lose the significant benefits that may be realized from having the product on the 
market that may reduce air emissions – causing significant environmental impacts.  The air 
impacts from that decision could have a significant adverse impact on public health or the 
environment not protected by the regulations.   

In sum, even though the regulatory responses are intended to benefit the environment, there 
are certain significant adverse impacts to public health or the environment that may result.  The 
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possibility of these impacts precludes the Council from finding that no adverse impact may 
result from the proposed regulations.  These examples discussed above are just a few of the 
hundreds of possible significant adverse impacts to public health or the environment that may 
result from the regulations. 

C. The Alternatives Assessment May Discourage Environmentally Beneficial 
Innovation 

The regulations may also cause unintended environmental impacts by stifling or slowing product 
innovation. While DTSC maintains that the regulations encourage early reformulation, it is 
possible that in some circumstances a manufacturer (or responsible entity) will choose not to 
undergo any innovation or reformulation because the Tier I Alternatives Assessment report 
would require the company to reveal too much information about its business and product, 
including its reformulation.  This could result in a subtle but cumulatively significant impact by 
slowing improvements to products that could reduce or avoid significant adverse impacts to 
human health or the environment.  

For example, a chemical manufacturer may be able to reformulate an intermediate chemical 
used in the manufacturing process by using bio-chemicals that costs less and provide benefits 
to the manufacturing process. However, the manufacturer may then be forced to reveal the 
reformulation in the Tier I AA Report, even if the intermediate chemical would never have been 
subject to the final regulatory process of undergoing a Tier II AA and report because it was 
never listed as a Priority Product.  Instead of putting efforts into reformulating that intermediary 
product, which may benefit the manufacturing process but also all of the competitors, the 
manufacturer may instead devote resources elsewhere because it would never realize the 
benefit of the improved reformulation over its competition.  This disincentive to innovate, 
cumulatively, could have a very serious impact on public health or the environment - not by 
harming it, but by slowing the progress California has made over the last 40-years towards 
reducing our environmental impacts. 

Also, the regulations may stifle innovation by increasing the regulatory burden on new 
technologies.  Specifically, by excluding nano-technology from the de minimis exemption, so 
that nano-materials can never meet the exemption and will always be required to conduct an 
expensive time-consuming Tier II review, DTSC is putting a particularly high burden on those 
companies innovating with this vital technology.  Nano-technology is becoming increasingly 
important for thin-film solar technology and other renewable energy product developments.  The 
technology often allows manufacturers to significantly reduce the amount of overall material 
required for manufacturing as well as a reduced use of solvents and other ancillary chemicals.  
Yet by adding an additional burden to nano-technology innovators, the regulations could slow or 
stall these reductions in hazardous chemicals, along with slowing advances in renewable 
energy technologies and more energy and water efficient products.  On a cumulative level, this 
impact could significantly slow the progress towards a cleaner environment, which may also 
result in a significant impact to public health or the environment.  There is simply no way to 
know based on the process in place.   

Lastly, the regulatory process may discourage the reuse of products already in the marketplace, 
causing significant increases to landfills and preventing useful innovations.  For example, if a 
product is listed as Product of Concern and ultimately banned from sale, then marketplaces like 
eBay, recyclers or resellers may be banned from reselling products that are already in the 
marketplace.  This will add to landfill and may cause increased exposure to some communities.  
More broadly, due to the inherent variability in the composition of recycled plastics and other 
complex recycled materials, it is difficult for manufacturers to know exactly what chemical 
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impurities such as low level additives are present at what levels in each batch of materials. 
 Therefore any use of a Priority Product in the downstream markets, like recyclers, may violate 
product sale bans by (accidentally) reusing Priority Products as part of the recycling process.  
To avoid this outcome, recyclers may need to stop recycling and reusing certain products.  This 
will limit productive reuses and innovations in the recycling markets, and may create an adverse 
impact by discouraging innovation in the use of recycled materials, resulting in adverse solid 
waste impacts. 

In sum, the disincentive to innovate could result in significant adverse impacts to public health 
and the environment.  By overstating the benefits of the regulation and forcing the regulated 
community to go through an expensive process with little ultimate value, DTSC’s regulation will 
also have an unintended adverse impact on economically disadvantaged populations through 
increased cost of necessary products sold in California.  This will have a disproportionate impact 
on these populations denying them choice because of limited income and fewer products being 
available in the marketplace.  The Council must therefore require DTSC to conduct a multimedia 
analysis of its regulations as the Legislature required.   

V.  Conclusion 

Even though the proposed regulations are designed to benefit public health and the 
environment, they may result in significant adverse impacts.  These significant adverse impacts 
may be offset by benefits, but cannot be discounted by the Council when making a 
determination whether there is any possibility of a significant adverse impact.  In other words, 
the Council cannot conclusively determine that the proposed regulations will not, in any way, 
adversely impact public health or the environment.  The Legislature required that the Council 
conduct a thorough review of the process put in place by DTSC intended to reduce public health 
and environmental impacts from chemicals.  We ask that the Council fulfill its role in this vitally 
important process.  A full multimedia review will allow EPC, DTSC and the public to become 
better informed about the options available to DTSC to implement the Green Chemistry laws. 

 

# # # 



 
 
November 1, 2010 
 
Maziar Movassaghi 
Acting Director  
Department of Toxics Substances Control  
1001 I Street  
P.O. Box 806  
Sacramento, CA 95812-0806 
 
Subject: California Department of Toxic Substances Control – Proposed Regulation: 
Safer Consumer Products  
 
Dear Mr. Movassaghi: 
 
On behalf of Mattel, Inc. we appreciate the opportunity to provide input on the Department of 
Toxic Substances Control’s (DTSC) Safer Consumer Products Proposed Regulations.  Mattel 
believes that we need a common-sense and science-based regulation to meet the goals of AB 
1879 and SB 509 and to help provide safer products to California consumers.  Unfortunately, we 
do not believe the current Proposed Regulations achieve this goal.  If they are implemented in 
their current form they would severely harm the California marketplace through government 
control and monitoring of product innovation, costly third-party validations, and devastating 
paperwork without providing any real benefit to California consumers or the environment. 
 
Mattel, Inc. is the worldwide leader in the design, manufacture and marketing of toys and family 
products.  Our premier brands, including Fisher-Price®, Barbie®, Hot Wheels®, Tyco® R/C, 
and American Girl® have delivered innovative toys that inspire and spark children’s 
imaginations around the world.  Ensuring safety and producing high-quality toys is crucial to the 
long-standing trust Mattel and Fisher-Price have built with parents for more than 75 years.  With 
worldwide headquarters in El Segundo, and over 2,500 employees in California, we are 
obviously very interested in public policy matters that impact our industry, our employees, and 
millions of consumers across the state. 
 
Since its founding in 1945, Mattel has been at the forefront of ensuring the safety of the children 
using our products.  Mattel has a long history of industry leadership, pioneering innovations that 
have improved the safety of our toys to the highest possible standards and helping establish 
rigorous new industry-wide standards.  Today, our toys and packaging are designed to meet or 
exceed the requirements of regulatory agencies around the world, such as the U.S. Consumer 
Product Safety Commission, Health Canada and their counterparts in Europe.   
 
The rigorous safety standards our toys must comply with have been established with the 
involvement of government, consumer organizations and medical experts.  In fact, the risk-
based safety standards for toys, established in the United States, have been widely recognized 
as a model for countries around the globe.  We support a science-based process for 
encouraging innovation in the private sector to develop safer products.  
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While we appreciate DTSC’s willingness to receive public input from all stakeholders, we are 
disheartened with significant and substantive flaws in this regulation and the significant 
workability and policy issues which remain with the Proposed Regulations.   As drafted these 
regulations are not the basis for creating a new generation safer alternatives development.  
Instead these regulations place huge compliance burdens on research and development.  The 
issues of most importance to us are: 
 

 The lack of a standard for reasonable and foreseeable exposure;  
 The lack of a workable regulatory duplication provision;  
 Automatic public disclosure based on the presence of a priority chemical in a product; 
 The lack of a workable provision for unintentionally-added ingredients;  
 Creation of a flawed chemical/product removal and substitution notice; and  
 The creation of a burdensome alternative assessment process with third-party 

verification.    
 
Mattel also supports the comment letter submitted by the Toy Industry Association on 
November 1, 2010 and urges DTSC to review these comments, as well as those of the Green 
Chemistry Alliance, in-depth, for specific details and recommendations regarding these issues.  
In addition, we are particularly concerned that the Proposed Regulations place a particular 
burden on manufacturers, suppliers and distributors of products in California and create a 
disincentive to locate a business in California. 
 
We understand the Department plans to promulgate these Proposed Regulations by the end of 
the year; however, we respectfully request the Department consider delaying the regulatory 
process in order to work to fully address the significant changes which will be needed in order to 
fully implement the goals of incentivizing innovation while protecting human health and the 
environment.    
 
Once again, on behalf of Mattel we appreciate the opportunity to provide comments on the 
Proposed Regulations and encourage DTSC to work with stakeholders to find a workable 
regulation that makes true progress toward the challenge of developing safer alternatives.  If 
you or members of your staff have any questions, please feel free to contact me at 
Corinne.Murat@Mattel.com or (310) 252-6628.  
 
Respectfully Submitted, 
 

 

 

Corinne Murat 
Director, Government Affairs 
Mattel, Inc. 
 
 
CC:  The Honorable Linda Adams, Secretary, CalEPA  

Cindy Tuck, Undersecretary, CalEPA  
Patty Zwarts, Deputy Secretary, CalEPA  
John Moffatt, Legislative Affairs, Office of the Governor  
Jeff Wong, Chief Scientist, DTSC 
Odette Madriago, Chief Deputy, DTSC 
Hank Dempsey, Special Advisor, DTSC 
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November 1, 2010 
 
Mr. Jeff Woled, Regulations Coordinator 
Regulations Section 
Department of Toxic Substances Control (DTSC) 
P.O. Box 806 
Sacramento, CA 95812-0806 
 
 RE: Proposed Safer Consumer Product Alternatives Regulation 
 
Dear Mr. Woled: 
 

The California New Car Dealers Association (CNCDA) is a statewide trade association which 
represents the interests of over 1,100 franchised new car and truck dealer members.  CNCDA 
members are primarily engaged in the retail sale of new and used motor vehicles, but also engage in 
automotive service, repair, and parts sales.  We are writing to provide comments and suggested 
solutions to issues raised by the proposed “Safer Consumer Product Alternatives” (Green Chemistry) 
Regulations. 
 

While we support the development of a science-based process to improve the safety and 
reduce the environmental impact of consumer products in California, we feel that the proposed 
regulations place an untenable burden on California retailers and the product distribution system that 
should more aptly be placed upon the product manufacturers and importers.  The proposed regulations 
cannot be evaluated in a policy vacuum, but must be viewed in light of California’s economy as a 
whole.  Last year was the worst year for California’s new car dealers since 1975, with sales down 50% 
from the already poor sales year of 2008.  The past several years have led to an unprecedented number 
of small businesses closing their doors, and thousands more just barely surviving the ongoing 
economic crisis.  Putting another major regulatory burden on such businesses will only exacerbate the 
problem—further complicating the ongoing unemployment and tax revenue crises faced by the state.  
Small businesses that do not manufacturer products should not be treated as manufacturers or 
chemical experts, but instead viewed as an “on/off” switch for product distribution—with regulatory 
mandates generally limited to the implementation of sales prohibitions and providing information 
about the supplier from which a particular product was obtained. 
 

While we are members of the Green Chemistry Alliance, and we concur with many of their 
suggested recommendations, we have divergent views on the appropriate allocation of responsibility 
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Mr. Jeff Woled, Regulations Coordinator 
November 1, 2010 
Page 2 of 14 
 

 

for compliance with this regulation. We fundamentally believe that, as a product manufacturing 
regulation, product manufacturers should bear the burden of substantive compliance.  Non-
manufacturers should not be subject to requirements to provide technical information about a 
product—they do not have that information, nor is such information generally available.  Nor should 
such parties be required to perform an alternatives assessment on a product.  Most of our comments 
and concerns raised in this letter address issues related to the proper allocation of responsibility under 
the regulatory proposal.   
 

Administrative Procedures: 
 

California's Administrative Procedure Act (APA) (Government Code Sections 11340, et seq.) 
requires that administrative agencies such as DTSC promulgate regulations in a manner that meets 
specific substantive and procedural requirements.  The APA was passed in 1979 with the intent of 
creating explicit and stringent standards for regulatory approval.1  The act requires that any regulation 
adopted by an administrative agency be consistent with the statute purports the agency purports to 
implement by regulation.2  With the goal of reducing the number and complexity of regulations, the 

                                                           
1 Importantly, the statute begins with the following legislative findings of Government Code Section 11340:  

The Legislature finds and declares as follows: 
 

 (a) There has been an unprecedented growth in the number of administrative regulations in recent years. 
 
 (b) The language of many regulations is frequently unclear and unnecessarily complex, even when the 
complicated and technical nature of the subject matter is taken into account. The language is often 
confusing to the persons who must comply with the regulations. 
 
 (c) Substantial time and public funds have been spent in adopting regulations, the necessity for which has 
not been established. 
 
 (d) The imposition of prescriptive standards upon private persons and entities through regulations where 
the establishment of performance standards could reasonably be expected to produce the same result 
has placed an unnecessary burden on California citizens and discouraged innovation, research, and 
development of improved means of achieving desirable social goals. 
 
 (e) There exists no central office in state government with the power and duty to review regulations to 
ensure that they are written in a comprehensible manner, are authorized by statute, and are consistent 
with other law. 
 
 (f) Correcting the problems that have been caused by the unprecedented growth of regulations in 
California requires the direct involvement of the Legislature as well as that of the executive branch of 
state government. 
 
 (g) The complexity and lack of clarity in many regulations put small businesses, which do not have the 
resources to hire experts to assist them, at a distinct disadvantage. 

 
2 Government Code Section 11342.2 
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APA requires that the regulatory proposal be necessary to effectuate the purpose of the enabling 
statute.3  
 

Every regulatory proposal must adhere to six standards for approval by the Office of 
Administrative Law (OAL).4  The standards are: Necessity, Authority, Clarity, Consistency, 
Reference, and Non-duplication.  Unfortunately, the DTSC Green Chemistry regulatory proposal fails 
to meet several of these requirements, most notably those summarized as follows: 
 

Necessity: The APA provides two separate necessity standards to which administrative 
agencies must adhere in promulgating regulations.  First, Government Code Section 11342.2 requires 
that regulatory language be "reasonably necessary to effectuate the purposes of the statute being 
implemented."  Accordingly, a regulatory agency is prohibited from implementing a regulation not 
necessary to realize the explicit legislative intent of the statute.   
 

Government Code Section 11349.1 introduces a second necessity standard, requiring that the 
rulemaking record demonstrates, by substantial evidence, the need for a regulation to effectuate the 
purposes of the statute being implemented. To meet this requirement, the agency must include a 
statement of purpose for each adoption, which contains evidence demonstrating not only that each 
provision is required to effectuate the purpose of the statute at issue, but also that there exists, 
factually, a need for each provision.5 
 

Clarity: Regulations must be written in a manner such that they will be easily understood by 
persons directly affected.6  A proposed regulation violates this standard if it can “be reasonable and 
logically interpreted to have more than one meaning,” or “the language of the regulation conflicts with 
the agency’s description of the effect of the regulation.”7 
 

General Comments: 
 

Breadth of Regulation: Our primary concern with the regulatory proposal is the vast scope of 
the regulated community.  Unlike most regulations, which target a single well-established industrial 
sector, this regulatory proposal seeks to implement onerous detailed requirements on a “scattershot” 
basis across the entire manufacturing, distribution, and retail economic sectors.  Without targeting a 
more-specific group of “directly affected persons,” this regulation, as written, will create widespread 

                                                           
3 Id. 
4 Government Code Section 11342.2 
5 1 California Code of Regulations 10. 
6 Government Code Sections 11349, 11349.1; 1 California Code of Regulations 16 further defines those being 
“directly affected” to include persons legally required to comply with the regulation. 
7 1 California Code of Regulations 16.  
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non-compliance, leading to enforcement (if not by DTSC) by attorneys filing claims under 
California’s Unfair Competition Law.  
  

Top-Down is Preferable to Bottom-Up: By seeking information and compliance in a 
scattershot manner, as described above, DTSC seeks compliance by a huge number of individual 
entities.  In the name of regulatory efficiency, DTSC should redraft the regulation to primarily address 
the relatively small number of product manufacturers and importers as opposed to the entire product 
distribution systems (which includes 953,851 retailers in the state of California, according to the most 
recent figures from the Franchise Tax Board).    
 

Chilling Effect on Commerce: At several steps in the Green Chemistry Regulation process, 
DTSC offers retailers and other non-manufacturing entities two choices: continue selling covered 
products while adhering to detailed technical requirements involving sophisticated chemical and 
product analyses, or cease selling the product and file a report with DTSC.  As the vast majority of 
non-manufacturing entities in the stream of commerce are simply unable to provide the type of 
information that DTSC requests and incapable of performing any chemical analyses, the proposed 
regulation will effectively require much of the retail distribution chain to cease selling covered 
products at a very early stage in the prioritization process.   
 

Retailer-Specific Concerns:  Retailers buy, sell, and occasionally repair products. Product 
Manufacturers design, formulate, and produce consumer products for direct or indirect sale to 
retailers—necessitating familiarity with the physical and chemical characteristics of such products.  
Manufacturers closely guard information concerning their product designs, formulas, and 
manufacturing techniques.  Such information is what DTSC will seek during the chemical and product 
prioritization processes.  Retailers do not have access to such information, and such information will 
not be provided to the retailer upon request.   
 

Accordingly, the appropriate allocation of the regulatory compliance burden under the Green 
Chemistry Regulations should closely track the expertise of the various parties: DTSC should work 
with the manufacturers to acquire product information, perform chemical analyses, and seek 
alternatives assessments; DTSC should work with retailers to implement product sale restrictions and 
prohibitions, and to seek information about their product suppliers. Muddying the waters by placing 
product-formulation and chemical information provision mandates upon retailers will only ensure 
widespread confusion, non-compliance and liability exposure for California’s retailers. 

 
Provide Deadline Flexibility: Particularly for retailers and other non-manufacturers, 

compliance with this regulation will be extremely onerous. While many of the compliance deadlines 
may be perfectly reasonable for product manufacturers, they may not be so for retailers.  We ask that 
the regulation provides that DTSC may extend deadlines upon request, at the discretion of DTSC. 
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Incorrect Reference: DTSC cites Health and Safety Code Section 58012 as authority for each 

section in the regulatory proposal.  This Section does not exist.   
 

Manufacturer Definition: 
 

Proposed Section 69301.2(a)(47) defines “Manufacturer” to include both “the producer of a 
consumer product” as well as “[t]he person who is the owner or licensee of the brand name or 
trademark, whether or not the brand name or trademark is registered, under which a consumer product 
is places into the stream of commerce in California.” While we do not take issue with the first part of 
the definition (i.e., manufacturer as producer), we have serious concerns with including trademark 
licensees in the definition of “manufacturer.”   
 

• Too Broad: By including trademark licensees, a huge portion of the supply chain will be deemed 
“manufacturers” for purposes of compliance with the regulation.  For instance, under the 
franchise system of retail distribution, an independent business is granted the non-exclusive right 
to purchase a product from a manufacturer or distributor for retail sale.  The franchisee (e.g., car 
dealer) is provided a license to use the brand name of the manufacturer or distributor in 
advertising and selling their product.  When you drive by a Ford dealership and see “Ford” signs 
posted throughout the property, this is allowed only pursuant to the grant of a license to use this 
trademark. The same is true for the use by an independent business of any national brand name 
in an advertisement. While we assume the intent of this definition is to clarify that “private label 
manufacturers” are provided with the same responsibilities as chemical manufacturers, the 
current definition is drafted so broadly as to cover most situations under which a retailer uses a 
trademarked name to advertise or sell a product.   
 

• Violates Necessity Requirement of APA: Neither the proposed regulation nor the Initial 
Statement of Reasons (ISOR) for the proposal demonstrates, by substantial evidence, the need to 
include trademark license-holders in the definition of “manufacturer,” in violation of the APA’s 
Necessity standard.     
 

• Suggested Fix: Delete proposed Section 69301.2(a)(47)(B).  If providing requirements for 
private label manufacturers is necessary, this should be more-precisely defined in a separate 
paragraph, with applicable requirements spelled out elsewhere in Section 69301.4. 

Responsible Entity Definition: 
 

Proposed Section 69301.2(a)(67) defines a “responsible entity,” (RE) for purposes of the 
substantive compliance with the regulatory requirements to include trademark owners, trademark 
licensees, California importers, California distributors, retailers, and any entity contracting with these 
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parties. Accordingly, the entire product supply chain is covered, with the exception of the producer of 
the product (unless they also own the brand name or trademark).   
 

• Definition Does Not Include Manufacturers: While we have concerns with the definition of 
“manufacturer,” as described above, we have particular concern with the fact that the definition 
of RE—the party subject to the vast majority of the requirements under the regulation—does not 
include the product manufacturer.  Effectively, DTSC is relieving the party in the best position to 
comply with the regulatory requirements (and in some cases the only party able to comply) from 
the regulatory mandate.  As opposed to exempting the party that has the most familiarity and 
expertise about a covered product from the regulatory requirements, DTSC should target this 
party for most of the substantive compliance under the regulation.   
 

• Scattershot Approach to Compliance: The definition makes clear that DTSC wants some party to 
comply with the requirements of the regulation, but fails to specify which party should comply 
first. As currently drafted, the manufacturer is not considered a RE, leaving the rest of the supply 
chain to scramble to provide required notices or information to DTSC—even if such information 
is only available to the manufacturer. The definition should be amended to include the 
manufacturer of the product, and to specify that the manufacturer has primary responsibility for 
compliance with obligations imposed upon REs pursuant to the proposal.   
 

• Necessity: While the ISOR seeks to justify including the entire stream of commerce in the 
definition of RE, it does not justify completely failing to include the manufacturer of a product in 
the definition.  Neither the ISOR nor the regulation itself justifies the failure to specify which 
responsible entity is required to comply with the regulation at various times, nor do they even 
address the issue.   
 

• Needlessly Complicated: By including such a large number of persons in the definition of RE, 
the regulated industry will be left to independently fulfill various requirements under the 
regulation.  This will result in an incredible amount of duplication of efforts.  With 953,851 
retailers in the state of California, according to the Franchise Tax Board, DTSC will be faced 
with hundreds of thousands of unnecessary duplicate and potentially inconsistent filings.  
 

• Suggested Fix: Include “manufacturer” in the definition of RE; establish that the manufacturer 
has primary responsibility for compliance with regulatory compliance. 
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Section 69301.4: Duty to Comply and Consequences of Non-Compliance 
 

Proposed Subdivision (a): Submission of Chemical and Product Information: 
 

This subdivision requires a RE for a product to provide specific information to DTSC 
upon request. The RE is not held responsible for making the requested information available if 
(1) the Department notifies the entity that the requested information has been provided by 
another party, (2) the information is made available to the Department by another person, the RE 
receives a notice identifying the information made available, and a copy of the notice is provided 
to DTSC, or (3) the off-ramp requirements of Subdivision (e) of Section 69301.4 are fulfilled 
(see discussion below concerning the off-ramp). 
 

• Lack of Information Request Format Standards Violates APA’s Clarity Requirement: The 
regulation does not provide information on how the request will be made. DTSC could 
potentially send a letter to an individual retailer seeking such information, or file a general 
request for information on its listserv, which would potentially subject hundreds of thousands of 
retailers to the requirement to provide information. Without providing a mandated format for 
information requests, the regulated community will not know what to expect, in violation of the 
APA’s Clarity requirement. 
 

• Retailers Do Not Have Chemical or Product Information: Retailers and most other parties 
defined as REs will simply not have access to the type of chemical or product information 
requested by DTSC.  While such REs may attempt to pressure the actual product manufacturer 
into providing this information, nothing requires manufacturers to provide this information to 
either the DTSC or the RE—particularly since the definition of RE does not include the product 
manufacturer. 
 

• Responsibility Waivers Unworkable: While we appreciate the attempt of DTSC to provide some 
relief from this difficult regulatory requirement, the criteria for a waiver of responsibility are 
unworkable. 
 

• DTSC Notification: The proposed regulation provides that a RE is relieved from 
providing requested information if DTSC notifies the RE that the information has been 
provided.  Nothing in the regulation requires DTSC to provide such a notification. 

 
• Third Party Notification to DTSC: The proposed regulation provides that a RE is relieved 

from providing requested information if the RE is notified that the information has been 
provided, then forwards the required notice to DTSC.  This will result in a large amount 
of paperwork for any party who actually provides the information to DTSC (i.e., such 
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notifications may need to be sent to each RE), which will in turn need to be sent again to 
DTSC by the RE. This will result in an enormous duplication of efforts, and an incredible 
amount of paperwork for DTSC to process. 

 
• Off-Ramp Option: The proposed regulation allows REs to fulfill certain “Off-Ramp” 

requirements to avoid the requirement to provide information pursuant to a request by 
DTSC.  This off-ramp process will prematurely require unsophisticated REs to stop the 
sale of a product or chemical if an information request is received.  As mentioned above, 
most REs—particularly retailers, will not have access to the type of chemical or product 
information that DTSC is likely to request. Unless each such RE either receives a 
compliant notice from another party stating that they have fulfilled the information 
provision requirement, or receives a notification from DTSC that the information has 
been provided, they will need to stop selling the product and provide the off-ramp 
notifications pursuant to Subdivision (e) of Section 69301.4.  At such an early stage in 
the prioritization process, this chilling effect on product distribution and sales provides no 
benefit to DTSC or the state of California.   

 
• Widespread Information-Giving Requirement Unnecessary: DTSC has failed to provide 

substantial evidence demonstrating the need of each RE to provide requested information.  Such 
an enormous duplication of efforts from potentially hundreds of thousands of REs is certainly 
unnecessary to ensure that DTSC receives complete information.  
 

• Suggested Fix 1: Ask Manufacturer First: DTSC should first request the information from the 
product manufacturer.  If not provided within 60 days, then DTSC should seek information from 
REs.   
 

• Suggested Fix 2: Waive Responsibility if Information is Already Provided: Unlike 
Subdivision (b) of Section 69301.4, which provides that a notification requirement no longer 
applies if another party provides a required notice to DTSC, the subdivision creating the 
information provision requirement does not include such a waiver of responsibility. With 
hundreds of thousands of potential REs with varying degrees of sophistication subject to DTSC 
information provision requirements, the regulation should include similar language to that of 
Section 69301.4(b)(1). 
 

Proposed Subdivision (b): Priority Product Notification: 
 

Once a product is listed on the Priority Product List (PPL), all REs must complete and 
submit a Priority Product Notification (PPN) to DTSC.  Proposed Section 69303.5 requires that 
the notification include (1) name, contact information, and NAICS codes for the RE and all 
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known persons in the supply chain, (2) The type and brand name of the PP, and information 
specifically identifying the pertinent components, (3) The name of, and contact information for, 
the person who will complete the alternatives assessment on behalf of the RE, and whether the 
RE or other party will seek a de minimis exemption for the product.  An RE is not responsible 
for completing a PPN if the notification is provided to DTSC by the product manufacturer or 
another person in the supply chain, or the RE elects to use the off-ramp process provided in 
Section 69301.4(e). 
 

• Priority Product List Will be Too Vague: When DTSC releases the PPL, the information may 
come in various forms, ranging from chemical formulations used in particular product types, to 
the actual brand name of a product.  Due in large part to the fact that product manufacturers do 
not share information on product formulation or composition, retailers will be unaware whether a 
particular product on their shelves is a Priority Product unless provided with more specific 
information.  This is particularly true when the Priority Product is a component in a sophisticated 
piece of equipment, such as a computer or a vehicle.  Unless a specific product is listed by brand 
name or other designation, retailers will be unable to comply with PPN requirements.   
 

• Responsibility Waiver is Unworkable: REs are not responsible for providing a PPN if a product 
manufacturer or other person in the supply chain has already done so.  Unfortunately, REs will 
not be aware of whether another entity has provided a PPN and will be forced to wager the 
potential for liability against the probability that another party will provide the PPN—this puts 
REs in an untenable position.   
 

• Mis-Citation: Section 69303.5(a)(1)(D) refers to a “person identified pursuant to paragraph (3)”. 
This subdivision does not include a third paragraph.  This mis-citation violates the Clarity 
requirements of the APA.   
 

• Suggested Fix 1: Implement a Two-Phase PPL Process: As discussed above, most REs will be 
unaware of 1) whether the brand name product they sell is listed on the PPL, and 2) whether the 
manufacturer or another person in the supply chain has provided the notification.  Since DTSC is 
required to continuously update the PPL upon receipt of specific brand-related information, both 
of these problems can be overcome by amending the PPN process to create a two-phase PPL 
process.  Under this model, DTSC would initially publish a PPL as currently proposed.  Rather 
than requiring all REs to send in a PPN, the mandate would be upon product manufacturers and 
private label manufacturers.  In receipt of these manufacturer-provided PPNs, and additional 
information concerning the brand names of such products, DTSC would then publish a second 
PPL.  This second PPL would include the list of all products for which a PPN has already been 
provided, and a list of brand name Priority Products that DTSC has discovered for which a PPN 
has not been received.  REs, in receipt of this second PPL could then make a determination as to 
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whether they sell Priority Products for which a PPN has not been received, and either attempt to 
pressure the product manufacturer into providing the PPN, or elect to use the Off-Ramp process 
specified in Section 69301.4(e).   
 

This Two-Phase PPL process is necessary for retailers and other non-manufacturers in the 
supply chain to make fully-informed decisions concerning compliance.  Without such specific 
information, most REs will be unaware of whether the products they sell are, in fact, Priority 
Products, and whether the manufacturer has satisfied DTSC’s need for a PPN. 
 

• Suggested Fix 2: Make the Priority Product List Specific: Proposed Section 69303.2(a) creates 
a requirement for DTSC to provide a Products under Consideration List, and a Priority Product 
List.  As mentioned above, these lists may describe products in a vague manner that will be 
uninformative for consumers and non-manufacturer REs.  We propose adding a fourth paragraph 
to this subdivision to require DTSC to provide detailed information, including brand names, of 
priority products, to the greatest extent feasible.  The paragraph would read as follows: 
 

(4) For each listed Product under Consideration or Priority Product, the 
Department shall, to the greatest extent feasible, provide detailed information 
concerning the listed product, including product brand names. 

 
Proposed Subdivision (e): Off-Ramp Process: 

 
As an alternative to meeting several of the otherwise-mandatory requirements under the 

Green Chemistry Regulations, a RE may instead fulfill the requirements of Subdivision (e) of 
Section 69301.4.  This off-ramp process entails that the RE sign up for the DTSC listserv, ceases 
to place product into the stream of commerce, and provide a notice to DTSC within a specified 
timeframe containing (1) RE contact information, (2) Identification of all known sales outlets in 
California, (3) Contact information for the RE’s upstream supplier, (4) Contact information for 
all other known persons who import and distribute the product in the United States, (5) Brand 
names of product sold by RE, along with a copy of information on the product label, package, 
and packaging insert, (6) Documentation demonstrating a contractual relationship with the 
upstream supplier requiring the supplier to fulfill Green Chemistry requirements. 
 

• Stop Sale Requirement is Too Harsh: Retailers invest a huge amount of capital in purchasing 
inventory for sale.  Since a retailer’s success in business depends upon the amount of profit 
obtained in reselling products, they often purchase products in bulk to receive bulk discounts 
from the supplier.  By effectively requiring retailers to halt the sale of products implicated by one 
of the many Green Chemistry regulatory requirements within a short time frame, the inventory of 
that product will effectively be rendered valueless overnight.   
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• Stop Sale Requirement is Infeasible: In addition to the pecuniary concerns with implementing a 

stop sale, serious practical problems also exist. If a retailer receives a request for information 
concerning a chemical, the retailer will be required to identify which products contain that 
chemical—a formidable task in itself—as well as whether they are able to provide the 
information requested by DTSC.  If unable to do so, the retailer must scramble to convince 
another party to provide the requested information, and to ensure that they will receive the 
required notice to provide to DTSC.  If unable to procure such a notice (and not receiving a 
notice from DTSC that the information has already been provided), the retailer will be required 
to follow the off-ramp procedures.  The stop sale requirement will entail ensuring that the entire 
inventory is taken out of retail distribution, and that stocks are not replenished—this takes time 
and is riddled with the potential for error.  If a car dealer receives an information request from 
DTSC concerning a chemical used in a vehicle polish, and (unable to provide the requested 
information) decides to follow the off-ramp procedures, the dealer will need to ensure not only 
that the product is taken off of any retail store shelves, but that the product is no longer used in 
the service department.   
 

• Notice Requirements are Unnecessary, Infeasible: While some form notification requirement is 
reasonable for REs electing to follow the off-ramp procedures, several of the items required as 
part of the off-ramp notice are difficult for a RE to provide: 
 

• RE Name and Contact Information: This information request is appropriate and 
reasonable. 

 
• Identification and Location of All Known Sales Outlets in California: This section is 

unclear: Does DTSC want to know all places in California that the RE is aware of, or 
does DTSC want to know all sales outlets owned and operated by the RE?  If merely 
seeking information about the RE’s own sales outlets in California, this requirement is 
appropriate and reasonable.  If DTSC seeks information on all known sales outlets in 
California not related to the RE, this requirement is problematic: existing law impugns 
knowledge of each employee to the employing business as a whole.  The employee 
completing the off-ramp notice will not be aware of every location selling the covered 
product known by each employee of the business. Furthermore, this information is 
unnecessary: how does providing a list of retail store assist DTSC in implementing or 
enforcing the regulation? Neither the regulation nor the ISOR provide substantial 
evidence establishing the necessity of such information. 

 
• Name and Contact Information for Upstream Supplier: This information request is 

appropriate and reasonable. 
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• Name and Contact Information for All Other Persons in Supply Chain: As described 

above with respect to requirement 2 of the off-ramp notice, this information is extremely 
difficult, if not impossible to obtain, given the impugned knowledge of each employee.  
Neither the regulation nor the ISOR provide substantial evidence establishing the 
necessity of such information; therefore, the regulation fails to meet the necessity 
standard of the APA.   

 
• Brand Names of Product; Product Labels: While providing the brand name of the covered 

product is certainly reasonable, the requirement that a RE provide a copy of product 
labels and packing inserts is unnecessary. Such labels change frequently, with no change 
in product formulation, necessitating that DTSC receive several packets of labeling 
information from hundreds of thousands of different REs.  Furthermore, the ISOR 
discussion of this requirement provides that retailers must provide the brand name of the 
product, but makes no mention of labels or packing inserts. The ISOR not only fails to 
provide substantial evidence justifying the need to provide labels and packing inserts, it 
fails to mention the requirement entirely.  Therefore, this provision fails to meet the 
necessity standard of the APA.   

 
• Documentation Demonstrating Contractual Green Chemistry Compliance Obligations of 

Suppliers: The proposed off-ramp notice must include evidence of a contractual 
arrangement between the RE and product supplier mandating that the supplier adhere to 
the Green Chemistry Regulations. This requirement is unworkable: many wholesale 
purchases are made merely on a purchase order without any specific written contract 
terms.  For those purchases involving more-sophisticated contracts, given the disparity of 
bargaining power between most retailers and their suppliers, retailers are often forced 
into signing contracts of adhesion without the ability to amend the contractual language.  
This is particularly true with franchise agreements, under which the franchisee is 
obligated to sell products of the franchisor—often exclusively. Under such arrangements, 
the franchisor/supplier (particularly if out-of-state or international) may simply refuse to 
sign agreements requiring compliance with laws such as the Green Chemistry 
regulations.  While large retail chains such as Walmart and Target may have the ability to 
force the inclusion of such contractual language into agreements with their suppliers, 
most independent retailers will not have the bargaining power to do so.  The least-
powerful and least-sophisticated REs are likely most in need of an off-ramp for 
compliance, yet will be the least-able to force their suppliers to agree to adhere to the 
regulation’s mandates.  Lastly, requiring such contractual language to take advantage of 
the off-ramp process is unnecessary to effectuate the regulation—suppliers will be 
independently covered under the Green Chemistry Regulation. 



Mr. Jeff Woled, Regulations Coordinator 
November 1, 2010 
Page 13 of 14 
 

 

 
• Listserv Requirement Unnecessary, Infeasible: Subdivision (e) requires REs seeking to follow 

the off-ramp procedures to sign up for all DTSC Green Chemistry listservs. While the vast 
majority of businesses have at least one computer with internet access, some small retail 
facilities do not.  This regulation effectively requires any RE that chooses to use the off-ramp 
process to also have computer and internet access.  This requirement is unnecessary to 
implement the purposes of the regulation, and DTSC has not provided substantial evidence 
demonstrating the need for listserv subscription to implement the regulation.   
 

• Suggested Fix 1: Implement a Reasonable Sell-Through Period: in any situation under which 
a RE takes advantage of the off-ramp procedures, the RE will have made a determination that 
compliance with one or more Green Chemistry Regulation requirements is either impossible or 
unattractive. With the exception of the Product Prohibition Regulatory Response of Section 
69306.5 (which implements a one-year sell-through period after which the sale of the product is 
prohibited), the covered product or chemical will continue to be legally saleable in California.  
To provide flexibility and to prevent widespread economic harm to California businesses, the 
Stop Sale requirement under the off-ramp process should be replaced with a required six-month 
sell-through period, with a prohibition from the RE re-stocking inventory of the covered product 
during the sell-through period.  While the notice requirement should remain, the retailer should 
be required to notify DTSC of the start and end dates of their sell-through period. 
 

• Suggested Fix 2: Amend the Notification: Section 69301.4(e)(1)(B) should be amended to read: 
 

(B) The notification required pursuant to subparagraph (A) must include all of the 
following information: 
1. The responsible entity’s name and contact information;  
2. Identification and location of all known sales outlets owned and operated 
by the responsible entity where the product is sold, supplied or offered for sale in 
California; 
3. Name of and contact information for the person immediately upstream 
from the responsible entity in the supply chain for the product; 
4. Brand name(s) under which the responsible entity placed the product into 
the stream of commerce in California. 

 
• Suggested Fix 3: Delete the Listserv Subscription Requirement: Section 69301.4(e)(1)(C) 

should be deleted. 
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Proposed Subdivision (g): Violations: 

 
The proposed regulation provides that failure to comply with any of the requirements is 

subject to the standard statutory penalties provided in the Health and Safety Code.  The 
regulation makes clear that providing false statements or representations, whether intentional or 
negligent, are punishable under the Health and Safety Code sections governing false statements 
and representations.   
 

• Penalties Should Differ for Negligent and Intentional Violations: The proposed regulation is 
extremely complicated and difficult for all but the most-sophisticated businesses to understand.  
Imposing the same penalties upon small hardware store owners and sophisticated multinational 
chemical manufacturers is unfair and unnecessary.  Imposing the same penalties for negligent 
and intentionally false statements is likewise unfair and unnecessary to implement DTSC’s 
regulatory mandate.   
 

• Suggested Fix: Require DTSC to Consider Intent in Imposing Penalties.  By requiring DTSC 
to consider the intent of the RE or manufacturer in enforcement actions, penalties will be more 
appropriately-tailored to the individual violations. 

Conclusion: 
 

Thank you for this opportunity to comment on the proposed regulation.  We look forward to working 
with DTSC to address our concerns in the near future.  If you have any questions or comments 
concerning this letter or Green Chemistry issues in general, please feel free to contact me at (916) 441-
2599, or at jmorrison@cncda.org.  
 

Sincerely, 

 
Jonathan Morrison 
Staff Counsel 
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Regarding the Proposed Regulations for Safer Consumer Products,  
September 2010 version 
 
Send Comments to:GCRegs@dtsc.ca.gov <mailto:GCRegs@dtsc.ca.gov
November 1, 2010 

>by  

 
Dear California Green Chemistry Initiative: 
 
The Sacramento Chapter of the Physicians for Social Responsibility  
strongly supports the Department of Toxic Substances Control (DTSC)  
efforts to scientifically and systematically identify, prioritize and  
regulate chemicals that pose a concern to human and ecological health,  
as well as, to require manufacturers to conduct assessments of  
alternatives. 
 
Sacramento PSR considers that the September 2010 version of the Draft  
Regulations for Safer Consumer Products is improved over the previous  
version of the draft regulations. Nevertheless, we have the following  
comments: 
 
1) We concur with the wider list of carcinogens and reproductive  
toxicants included in the Text of Proposed Regulations for Safer  
Consumer Product Alternatives, dated September 2010. The Prop 65 list is  
far too narrow.We recommend the list of carcinogens and reproductive  
toxicants to be included in the proposed regulations not be abridged  
from that of the September 2010 version of the regulations. 
 
2) Chemical and Product Information: The Regulations for Safer Consumer  
Products should also include consideration of unintentional by products  
that are know to be formed during the manufacture, distribution or  
storage of the consumer product.For example, 1,4-dioxane is  
characterized as "likely to be carcinogenic to humans" by the US  
EPA(http://www.epa.gov/IRIS/subst/0326.htm#carc).According to US EPA  
IRIS, a concentration of 0.35 ug/l in drinking water corresponds to a 1  
in 1,000,000 lifetime cancer risk. 1,4-Dioxane can be a contaminant in  
detergents, shampoos, bath products and cosmetics which contain  
ethoxylated ingredients.Even though 1,4-Dioxane may not be intentionally  
added, the ethoxylation process generates 1,4-Dioxane as a by-product.   
Even though the 1,4-dioxane is an unintentional reaction by-product of  
the ethoxylation process, this toxic contaminant should be reported and  
fully disclosed in all consumer products that contain it.Other chemicals  
that have a hazard trait that are unintentionally formed during the  
manufacture, distribution or storage of a product should also be  
considered and reported as part of the Regulations for Safer Consumer  
Products. 
 
3) Section 69310.4 and 69310.5:The draft regulations are improved,  
however, we are concerned that claims of "Confidential information"  
and/or "Trade Secrets" may be used to thwart the public reporting of  
toxic chemicals in consumer products.Given the ability of advanced  
analytical laboratory equipment to identify and quantitate chemical  
components, "trade secret protection" should not be granted to any  
consumer product component that has a hazard, and whose chemical  
composition can be or is disclosed through analytical/chemical analysis.  
The reporting of a chemical component of a consumer product that poses  
any hazard should be grounds for removing the "confidential information"  
status and the "Trade Secrets protection" status of the chemical  
component.With such information, the vast majority of products could be  
duplicated or reverse--engineered by others, making claims of "trade  
secrets" obsolete.While protecting intellectual property is important,  
the priority of the Safer Consumer Product Alternatives regulations  
should be to insure that chemicals in consumer products do not pose a  
hazard to human or ecological health, and that the presence of a  
chemical that poses a hazard in any consumer product is publically  
disclosed. 



 
4) Claims of "confidential information" or "Trade secret protection"  
should not be allowed to hide/shield any chemicals, and especially  
potentially toxic chemicals from being fully evaluated and reported by  
the Safer Consumer Product Alternatives regulations. 
 
5) We support the remainder of the proposed Safer Consumer Product  
Alternatives regulations. We request that the remainder of the  
regulations be adopted without further abridgement of provisions that  
disclose, regulate and require the evaluation of alternatives to toxic  
chemicals in consumer products. 
 
Harry Wang, MD 
President, Physicians for Social Responsibility/Sacramento 
10 Dumfries Court 
Sacramento, CA 95831 
info@sacpsr.org  
www.sacpsr.org
916 955-6333 

  

 
 



hjones
Typewritten Text
Commenter: 115



hjones
Typewritten Text
Commenter: 116













hjones
Typewritten Text
Commenter: 117





hjones
Typewritten Text
Commenter: 118





hjones
Typewritten Text
Commenter: 119



hjones
Typewritten Text
Commenter: 120











hjones
Typewritten Text
Commenter: 121









hjones
Typewritten Text
Commenter: 122

hjones
Typewritten Text











 
 

Western States Petroleum Association 
Credible Solutions  Responsive Service  Since 1907 

 
 
Catherine H. Reheis-Boyd 
President 

 
 

November 1, 2010 
 
Jeff Woled 
Regulations Coordinator 
California DTSC 
PO Box 806 
Sacramento, CA  95812 
 
Re: Proposed “Safer Consumer Product Alternatives” Regulation (September 13, 2010) 
 
Dear Mr. Woled: 
 
The Western States Petroleum Association (WSPA) is a non-profit trade association that represents 
twenty-eight companies that explore for, produce, refine, market and transport petroleum, petroleum 
products, natural gas and other energy products in the western United States.  WSPA members have 
numerous operations, facilities, and products that will be affected by the Green Chemistry regulations. 
We are submitting these comments in response to the regulations that were noticed on September 13, 
2010.   
 
As the Department is aware, WSPA has been supportive of measures to create a rational and realistic 
process for managing chemicals in a variety of media, including air, water, soil and waste.  Along with 
many other stakeholders, we endorse science-based regulations to implement the provisions of AB 
1879 (Feuer 2008) and SB 509 (Simitian 2008) consistent with their intent and in a manner that 
promotes principles of green chemistry, including encouraging innovation and reducing aggregate 
costs to consumers.   
 
Furthermore, we concur with the comments on the draft regulations made by the Green Chemistry 
Alliance. 
 
WSPA is concerned that the draft regulations: (a) exceed the statutory authority of the enabling 
legislation; (b) cannot be implemented nor compliance assured in a cost-effective manner; and (c) 
discourage innovation and  the entry of new products into the California market.   
 
We ask that the Agency work diligently to address the many issues raised by those subject to the 
proposed regulations.  A follow-up effort such as what we suggest would result in an improved 
program and address issues that, if left unattended, may impede progress the State desires.  We address 
these concerns in greater detail below. 
 
a. The draft regulations go well beyond the intent of the enabling legislation. 

 1 
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 Health & Safety Code (HS&C) § 25257.1(b) and (c) limit the authority of the department and 
prohibit it from adopting regulations that duplicate or conflict with regulations of other agencies 
governing products.  The intent of the legislation is clear – to authorize additional regulation of 
only those product categories that are not regulated by another agency.   

 The draft regulation should provide a process to determine if HS&C § 25257.1(c) is applicable to a 
product category.  Absent such a process, all regulated entities are left with an unidentified ad hoc 
process by which the department makes a subjective determination.  The intent of the statute 
according to its author, Assemblyman Mike Feuer, is to apply to “everyday consumer products“1 
rather than every item in the stream of commerce in California.  

 From a practical perspective, the draft regulations exceed the department’s statutory authority, 
for example, by purporting to regulate process intermediates2.  More importantly, no process is 
contained in the regulations to identify product categories that do not pose a significant risk, and 
therefore, do not warrant additional regulation.   
 
To the contrary, the unrestrained scope of chemical and physical properties and “adverse” public 
health, ecological and environmental impacts driving the prioritization process would render 
virtually every product category in the stream of commerce in California subject to prioritization, 
evaluation and regulatory response actions – a result that will unnecessarily increase the burden 
on the agency and costs to regulated entities. 
 

  The intent of the statute is to provide a transparent and objective process for the identification of 
chemicals, which if present in consumer products, are likely to pose a significant hazard to public 
health or the environment under ordinary use, and therefore, warrant additional evaluation and 
possible regulatory response actions.   

Instead, the proposed regulations provide that all consumer products containing any amount of a 
“chemical under consideration” or “chemical of concern” (listed chemicals) are covered and are 
presumed to pose a significant hazard warranting additional regulation.3  This presumption will 
lead to a much broader number of product categories subject to additional regulation than was 
intended. 
 

b. The draft regulations cannot be implemented or complied with efficiently or cost-effectively. 

    H&SC § 25252(b)(2) clearly requires the department to utilize and reference information 
developed by other governmental agencies, nations, and authoritative bodies, that is already 
developed and used for similar purposes in order to minimize the costs of developing and 

                                       
1 “The overarching goal in authoring SB 509 and AB 1879 was to give state scientists and 
regulators comprehensive authority to protect the public from harmful chemicals found in 
everyday consumer products.” (emphasis added), letter from Assemblyman Mike Feuer to Maziar Movassaghi, 4/21/2009 
at p.1. 

2 Proposed regulations R-2020-05 § 69301.2 (a) (42).  “Intermediate manufacturing process” means:  
(A) The primary processing of raw materials into industrial materials, and (B) The secondary processing of industrial raw 
materials including, formulating, casting and molding, forming, separating, conditioning, further refining, assembling and 
finishing processes to manufacture consumer products.” 
 
3 The manufacturer is then required to overcome this artificially-generated presumption of coverage by compiling a vast 
amount of data on all aspects of the product, including trade secret, confidential business information, and related 
intellectual property, and providing it to the department (and subsequently to the public if the department does not agree it 
is trade secret information) before a product can merit exemption.   
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implementing the draft regulation.  Key terms and definitions, such as “bioaccumulation,” 
“persistence,” etc., are inconsistent with other federal and international definitions, and thus fail 
to satisfy the department’s statutory mandate.   

Such inconsistencies can, in turn, lead to program inefficiencies and greater compliance costs.  
Moreover, other key terms are either so vague or broadly defined (e.g., “chemical,” “chemical 
mixtures,” “hazard traits,” “threat,” “safer,” etc.) that the inevitable result will be a dramatic 
expansion of the universe of chemicals and products subject to further review. 
 

 AB 1879 envisions a rational, science-based prioritization process to identify chemicals and the 
specific products containing them that truly warrant additional regulation.  The proposed 
regulations fail to identify an efficient prioritization process to achieve this objective.  

For example, if a regulated entity wishes to reduce the content of a listed chemical in any 
consumer product, the entity must first provide notification to the department of this intent and 
prepare a Tier I Alternative Analysis report in which the regulated entity must explain how the 
reformulated product will reduce adverse public health or environmental impacts associated with 
the prior product.  This requirement is needlessly burdensome for both the department and the 
regulated entity and exposes the latter to increased liability claims and litigation, which will 
discourage the very innovation the department seeks to achieve. 
 

c. The draft regulations conflict with green chemistry principles by discouraging innovation 
and can inhibit the introduction of new products into the State. 

 The information required by the department at all stages of the process is very detailed and 
includes sensitive trade secrets, confidential business information and general intellectual 
property (trade secret information).  What is even more troubling to manufacturing companies is 
that protection of such information would be granted by the department solely at its discretion 
and based upon highly subjective standards.  Lastly, the proposed standards would substantially 
narrow the protections afforded by Government Code § 6254.7 and Evidence Code § 1060, 
referenced in HSC § 25257.   

In other words, the inability to protect valuable trade secret information adequately with any 
certainty serves to discourage innovation, a fundamental principle underlying green chemistry. 
 

 The draft regulations fail to articulate clear and explicit criteria and methodology to be used to 
identify and assess appropriate alternatives.  Without such clearly articulated criteria and 
methodology, regulated entities must rely solely on the department as to the adequacy of their 
alternatives assessments, the viability of their selected alternatives, and the nature of the response 
actions that may be applied to their products.  This lack of certainty would further discourage 
innovation by regulated entities.  

 The daunting requirements of complying with the draft regulations and related costs, as well as 
uncertainties related to how the regulations will be applied, will discourage manufacturers from 
introducing new products that are both useful and safe, into the California market. 

WSPA has worked with the Agency for the past two years since the enabling legislation was passed, 
with the goal of developing a rational science-based process consistent with green chemistry 
principles, to identify high-risk products in order to develop and implement, if warranted, additional 
regulations for such products.  This is a difficult task and much work remains.   
 



At this point, the proposed regulations are incomplete and fail to deliver on the promise of green 
chemistry that the statute was intended to promote.  We ask that the DTSC address issues raised by 
affected parties and correct the shortcomings that have been have identified before the regulation is 
finalized. 
 
If you have any questions, I would be happy to address them.   
 
Sincerely, 

 
 
 
 
 
cc: Linda Adams 
 Cindy Tuck 
 Patty Swarts 
 Scott Reid 
 John Moffatt 
 Maziar Movassaghi 
 Oddette Madriago 
 Jeff Wong 
 Hank Dempsy 
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October 29, 2010 
 
Via Electronic Submission 
 
California Department of Toxic Substances Control 
Office of Legislation & Regulatory Policy 
Jeff Woled, MS 22A 
P.O. Box 806 
Sacramento, CA 95812 
 
RE: Proposed Regulation for Safer Consumer Products 
 
TriQuint Semiconductor, Inc. appreciates the opportunity to comment on the Department of Toxic 
Substances Control’s (DTSC) proposed regulation for Safer Consumer Products (hereafter referred to as 
proposed regulation). TriQuint is a strong advocate of environmental regulations that provide an 
environmental and economic benefit and protect human health. TriQuint is seriously concerned that the 
proposed regulation will fail to improve the health and safety of California’s citizens because the 
proposed scope is unwieldy and un-implementable. TriQuint believes that in order for green chemistry 
to be a successful program the scope of covered products must be significantly narrower and focused on 
those products and chemicals to which the public are most commonly exposed. A targeted, prioritized 
approach will allow industry and DTSC to effectively use available resources. Should DTSC wish to 
expand the scope of covered products and chemicals, a phased-in approach would ensure that all 
products and chemicals of concern are eventually covered in the regulation. TriQuint is also concerned 
that the proposed six month time frame for alternatives assessments is impractical for companies to 
comply with and DTSC to enforce. The citizens of California, DTSC and industry would all be better 
served by a more manageable approach to a green chemistry regulation.  
 
The comments submitted below follow the order of quoting the language in the proposed regulation, 
followed by TriQuint’s response.   
 
Article 1. General   
§ 69301. Purpose and Applicability 
 
The requirements of this chapter that pertain to consumer products or to chemicals or chemical 
ingredients contained in consumer products do not apply to an unintentionally-added chemical or 
chemical ingredient that is not known by the producer to be present in the product, if all of the following 
conditions are met:  
(1) The producer of the consumer product has exercised due diligence to obtain knowledge of any 
chemical or chemical ingredient that might reasonably be expected to be present, intentionally or 
unintentionally, in the consumer product by taking reasonable steps to obtain and apply knowledge of 
the following factors, to the extent applicable:  

(A) Source, composition and chemicals and chemical ingredients contained in all raw material and 
recycled feedstocks, components and processing agents used in the formulation or assembly of the 
consumer product, and  
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(B) The manufacturing process(es) used to produce the consumer product, including chemical 
reactions likely to occur during the manufacturing process(es);  

(2) The producer cannot reasonably be expected to know of the presence of the unintentionally-added 
chemical or chemical ingredient in the product under all the facts and circumstances; 
(3) If requested by the Department, the producer demonstrates to the Department’s satisfaction that the 
conditions specified in paragraphs (1) and (2) have been satisfied; and  
(4) If the producer does have knowledge of the presence of one or more unintentionally-added chemicals 
or chemical ingredients in the consumer product, the producer provides the information, upon request, to 
the Department and any known responsible entity for the product. 
 
TriQuint Response: 
 
This is completely impractical in the real world.  Suppliers will not provide the source of their 
components, raw materials, or chemical products, as this information is generally considered Intellectual 
Property (IP).  In general if you are purchasing a raw material or chemical product, the only composition 
information that is available from the suppliers is an MSDS, whose utility is limited by the legal 
limitations of those documents.  In the case of the purchase of components, these may be considered an 
article and exempt from MSDS requirements.  If the purchased component is electronic, and has been 
subject to the RoHS Directive, it is possible that the purchaser may be able to obtain a material 
declaration, but not always.  At any rate, both MSDSs and material declarations usually have some 
ingredients listed as “Trade Secret” or “Confidential”.   
 
As to the “processing aids used in the formulation or the assembly of the consumer product”, there is no 
reason for such a requirement.  This regulation is about Safer Products, not the ways that these products 
were manufactured.  If the substance does not end up in the finished part that is sold to the customer, 
then it is irrelevant to this proposed regulation. 
 
As to the “manufacturing processes used to produce the consumer part, including chemical reactions 
likely to occur during the manufacturing processes”, again this is very confidential information and 
suppliers do not share this information with customers.  If it does not become part of the final product, 
there is no need for this information. 
 
Also, why is it necessary to know about “any chemical or chemical ingredient”?  Aren’t we supposed to 
be focusing on Priority Chemicals?  This is an unmandated over-reach of this regulation.  We need to 
focus on the Priority Chemicals, and not be distracted by trying to accomplish everything at once. 
 
TriQuint suggests this section be changed to: 
 
The requirements of this chapter that pertain to consumer products or to chemicals or chemical 
ingredients contained in consumer products do not apply to an unintentionally-added chemical or 
chemical ingredient that is not known by the producer to be present in the product, if all of the following 
conditions are met:  
(1) The producer of the consumer product has exercised due diligence to obtain knowledge of any 
Priority Chemical that might reasonably be expected to be present, intentionally or unintentionally, in 
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the consumer product by taking reasonable steps to obtain and apply knowledge of the following factors, 
to the extent applicable:  

(A) Source, composition and chemicals and chemical ingredients contained in all raw material and 
recycled feedstocks and components,
(B) 

 and  
certification from suppliers of raw materials, recycled feedstocks, and components that no 

Priority Chemicals are present, and
(2) The producer cannot reasonably be expected to know of the presence of the 

;  
Priority Chemicals 

(3) If requested by the Department, the producer demonstrates to the Department’s satisfaction that the 
conditions specified in paragraphs (1) and (2) have been satisfied; and  

in the 
product under all the facts and circumstances; 

(4) If the producer does have knowledge of the presence of one or more Priority Chemicals 

 

in the 
consumer product, the producer provides the information, upon request, to the Department and any 
known responsible entity for the product. 

Article 5. Alternatives Assessment 
§ 69305. Guidance Materials 
 
(a) Before finalizing the initial list of Priority Chemicals pursuant to section 69302.2, the Department 
shall prepare, and make available on its website, guidance materials to assist persons in performing Tier 
II AAs in accordance with the requirements of this chapter. The Department shall periodically revise and 
update the guidance materials.  
(b) The Department shall also post on its website AAs that are available in the public domain, at no cost, 
and are supported by reliable information. The posting shall indicate, for each AA, the name of the 
entity that prepared the AA, and if the AA was prepared or verified by a lead assessor meeting the 
requirements of section 69308.3. 
 
TriQuint Response: 
 
TriQuint urges the Department to adhere to Section 25253(c) which states: 

 
(c) The department, in developing the processes and regulations pursuant to this section, shall 
ensure that the tools available are in a form that allows for ease of use and transparency of 
application.  The department shall also make every feasible effort to devise simplified and 
accessible tools that consumer product manufacturers, consumer product distributors, product 
retailers and consumers can use to make consumer product manufacturing, sales, and purchase 
decisions. 

 
Rather than require everyone to hire multiple expensive independent 3rd party assessors, the department 
should focus on the creation of these simplified and accessible tools that will allow everyone in the 
supply chain to easily determine the impacts of the products.  Having a standard set of tools will ensure 
that there is consistency in how AAs are being done.   
 
The requirement to work with assessors will lead to a great deal of inconsistency in how these AAs are 
done, as well as vastly increased costs for manufacturers.  It is important to keep in mind that the initial 
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list of Chemicals Under Consideration is a composite of many different chemical lists.  All of these lists 
will be changing independent of anything else going on.  There will be a lot of confusion about this 
regulation for a long time, due to its complexity. Using standard tools will simplify the situation. 
 
Article 5. Alternatives Assessment 
§ 69305.2 Tier II Alternatives Assessments: General Provisions 
 
(c)(1) Each Tier II AA shall be performed by, and the AA Work Plan and AA Report prepared by, one 

of the following:  
(A) A qualified third-party assessment entity designated pursuant to section 69308, or  
(B) A qualified in-house assessment entity designated pursuant to section 69308.1.  

(2) The responsible individual in charge of preparation of the AA Work Plan and AA Report, and 
performance of the Tier II AA, shall be a lead assessor who meets the requirements of section 
69308.3 and is accredited for a product type and/or industry sector appropriate for the Tier II AA 
being performed. The lead assessor shall be employed by the qualified third-party assessment entity 
or qualified in-house assessment entity, whichever is applicable.  

(3)(A) Each Tier II AA performed by, and AA Report prepared by, a qualified in-house assessment 
entity shall be reviewed and verified by a second lead assessor. The verifying lead assessor must: 

1. Meet the requirements of section 69308.3,  
2. Be accredited for a product type and/or industry sector appropriate for the Tier II AA being 

verified,  
3. Be employed by a qualified third-party assessment entity,  
4. Not have participated in any way in the design or formulation of the AA Work Plan, data 

gathering, analysis or other aspects of the Tier II AA, or preparation of the AA Report, and  
5. Have no economic interest in any entity that manufactures, or places into the stream of 

commerce in California, any Chemical of Concern, Product under Consideration, or Priority 
Product. 

 
TriQuint Response: 
 
This section creates a new requirement that is not in the law.  There is no need for assessors, as this just 
adds cost and inconsistency to the process.  Each assessor will review reports with their own biases.  
Obviously this is the case, or DTSC would not require a second lead assessor to review the work of the 
first!  If you can’t trust one assessor, why would you think you could trust two?  Do we need to have a 
3rd lead assessor review the work of the first two?  Where does such a path end? 
 
TriQuint understands the desire for 3rd party auditing.  However, if adequate standardized tools are 
developed, there is little need for 3rd party auditing and the costs and inconsistency it would bring. 
 
To reduce the cost and inconsistency of this regulation, the DTSC should follow the requirements of the 
law in Section 25253(c) which states: 

 
(c) The department, in developing the processes and regulations pursuant to this section, shall 
ensure that the tools available are in a form that allows for ease of use and transparency of 
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application.  The department shall also make every feasible effort to devise simplified and 
accessible tools that consumer product manufacturers, consumer product distributors, product 
retailers and consumers can use to make consumer product manufacturing, sales, and purchase 
decisions. 

 
Tools should be created which are pre-populated with the health assessment data for toxicology for the 
Priority Chemicals and other information as may be found.  DTSC should also publish guidance on 
potential exposure scenarios, with tools to use to compare various substances.  Easy-to-use Life Cycle 
information and tools should also be prepared.   
 
Article 1. General 
§ 69301.2 Definitions 
 
(78) “Tier I Alternatives Assessment” or “Tier I AA” means an assessment that the Department concurs 
is substantially equivalent to the Green Screen For Safer Chemicals, as published and amended by Clean 
Production Action, or any other AA tool and/or methodology that the Department concurs is acceptable 
for purposes of section 69305.1(a)(5). 
 
TriQuint Response: 
 
It is not appropriate to list the Green Screen for Safer Chemicals within this proposed regulation.  While 
this is an interesting tool and has some utility in this situation, this is not a tool that has been created or 
maintained by a standards-making body such as ANSI or some other accredited body.   
 
In addition, this tool is limited to a simplified Hazard Assessment.  It does not include a Risk 
Assessment section, nor is it able to deal with the unintended consequences of substance substitutions 
that would be revealed in a more in-depth lifecycle analysis. 
 
It would be better if the department would review all such tools (hazard, risk, and lifecycle assessment) 
that are available and then follow the law’s requirements in Section 25253(c) of making simplified and 
accessible tools available that allow for ease of use and transparency of application.  Tools should be 
developed within or approved by accredited standards-making bodies.  The Green Screen for Safer 
Chemicals could be submitted to a standards-making body for approval.   Once these tools have passed 
the standards-making bodies’ approval processes, they can be made available on the DTSC website for 
use by all stakeholders. 
 
TriQuint Summary 
 
The overall impression of the proposed regulation is that DTSC and the Green Ribbon Science Panel 
have created a hugely complex, prohibitively expensive, and confusing regulation that will create a lot 
of inconsistency in how chemical usages are evaluated.  The scope of the law that resulted in this 
proposed regulation is actually very simple: 

• Create a Toxics Information Clearinghouse so that all stakeholders have access to the data 
needed to make these important design decisions about consumer products. 
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• Identify and prioritize those chemicals in consumer products that may be a chemical of concern. 
• Reference and use, to the maximum extent feasible

• Ensure that tools are available in a form that allows for ease of use and transparency of 
application.  Make every feasible effort to devise simplified and accessible tools that consumer 
product manufacturers, consumer product distributors, product retailers, and consumers can use 
to make consumer product manufacturing, sales, and purchase decisions. 

 [emphasis added], available information 
from other nations, governments, and authoritative bodies that have undertaken similar 
chemical prioritization processes, so as to leverage the work and costs already incurred by those 
entities and to minimize costs and maximize benefits for the state’s economy. 

• If necessary place restrictions or prohibitions on the use of these chemicals of concern. 
 
So this is really very simple – identify the bad chemical actors, gather the data concerning the hazard 
and risk of those chemicals, check to see what other authoritative bodies have already learned about 
those chemicals, use what is applicable, create tools that allow stakeholders to easily determine the 
hazards and risks of using these chemicals, and if necessary restrict the usage of the bad chemical actors. 
 
TriQuint urges the department to stay focused on what we are trying to accomplish with this law.  We 
understand and support the need to remove toxic substances from consumer products.  However, we 
need the department to develop the proper tools that allow us to evaluate the entire lifecycle of the 
substances so that all stakeholders can make appropriate decisions about the design and purchase of 
consumer products. 
 
Thank you for your consideration of TriQuint’s comments on this important regulation. 
 
 
Signed for and on behalf of TriQuint Semiconductor, Inc.: Date:   29-Oct-2010  

 
John Sharp 
Corporate Product Compliance Manager 
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P R O C E E D I N G S1

1:09 p.m.2

HEARING OFFICER MADRIAGO: Today is November 1,3

2010 and the time is 1:09 p.m. Under the provisions of the4

Administrative Procedures Act this is the time and place set5

for the presentation of a statement, arguments and6

contentions orally and in writing, for or against the7

Department of Toxic Substances Controls Proposed Regulations8

which proposed to add Chapter 53, Safer Consumer Product9

Alternatives to Title 22, California Code of Regulations,10

Division 4.5.11

Good afternoon. My name, again, is Odette12

Madriago. I'm the Acting Chief Deputy Director of the13

Department of Toxic Substances Control.14

I will be your Hearing Officer for today's15

proceedings.16

Seated to my left is Dr. Jeffrey Wong and to my17

right, Corey Yep. Jeff Woled of our Regulations Section is18

seated at the table to my right.19

Before we begin I need to take care of a few20

housekeeping items. Please look around you now and identify21

the two exits nearest to you. In some cases an exit may be22

behind you.23

In the event of a fire alarm we're required to24

evacuate this room immediately. Please take your valuables25
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with you and do not use the elevators.1

While staff will assist you to the nearest exit2

you should also know that you may find an exit door by3

following the ceiling mounted exit signs.4

Evacuees will exit down the stairways and to a5

relocation site across the street at a park.6

If you cannot use stairs you'll be directed to a7

protected vestibule inside a stairwell.8

Restrooms are located to the left of the entrance9

to this room.10

And if you'd like a beverage there's a cafeteria11

on the first floor immediately below us that is open until12

3:30 p.m.13

The entire proceedings today will be recorded and14

transcribed.15

The transcription as well as any exhibits or16

evidence presented at this hearing will be incorporated into17

the rulemaking file and will be reviewed prior to the final18

approval of the regulations by the Department and the Office19

of Administrative Law.20

The purpose of today's hearing is to accept public21

comment. Witnesses presenting testimony at today's hearing22

will not be sworn in nor will we engage in cross-examination23

of witnesses.24

Comments made today will not be responded at this25
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time but will be addressed in writing and will be part of1

the final rulemaking record which will be available to the2

public.3

We ask that you restrict your comments to the4

regulations being considered today.5

Written comments will be accepted until the close6

of business today November 1, 2010 at 5:00 p.m.7

In order to provide additional relevant evidence8

not yet submitted and you have a variety of ways that you9

may submit written comments.10

You may submit them to us at the hearing today.11

You may deliver them by 5:00 p.m. today to our Regulations12

Section located on the 21st floor of this building. I'm13

sorry, correction, 22nd floor this building 101 (sic) I14

Street, Sacramento, California. You may also fax your15

comments by 5:00 p.m. today to (916)324-1808. And you can16

email them, again, by 5:00 p.m. to the email address gcregs,17

that's g-c-r-e-g-s- at dtsc.ca.gov. You may also submit18

your comments using our online electronic comment form19

available on DTSC's website. And for those of you who would20

like to use last minute snail mail you may also mail them if21

they are postmarked by 5:00 p.m. today to Jeff Woled,22

Regulations Coordinator, Regulations Section, Department of23

Toxic Substances Control, P.O. Box 806, Sacramento,24

California, 95812-0806.25
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If you wish to submit written comments during1

today's hearing you may do so at any time during the2

hearing. Please hand them to Jeff Woled seated at the table3

to my right.4

Additionally, I believe we have courtesy copies of5

the public notice and the proposed regulations available6

from Jeff at the table there if you need to look at them7

during the hearing today.8

These regulations were duly noticed in the9

California Regulatory Notice Register and copies of the10

notice proposed regulations and the initial statement of11

regulations were posted on the Department's website and made12

available to interested parties who requested them.13

Persons wishing to speak at this hearing should14

have registered as witnesses. If you'd not yet registered15

and wish to speak we ask that you do so now at the table to16

my right.17

Testimony will be heard in the order of18

registration.19

Any other persons wishing to speak who have not20

registered will be given the opportunity to speak after the21

registered witnesses have been heard.22

There is also a sign-in sheet at the table just23

outside the entrance to this room for persons wishing to24

indicate their presence at this hearing.25
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A sign-in sheet and a registration sheet for oral1

testimony along with a list of persons submitting written2

comments will be used to notify interested parties of any3

post-hearing changes to the proposed regulations.4

Please not that unless you specifically request5

notification by mail we'll be using email addresses provided6

on the sign-in and registration sheets and email addresses7

provided with written comments rather submitted8

electronically or by hard copy to notify interested parties9

of any post-hearing changes to the regulations.10

To enable the audience to hear and to ensure that11

your comments are entered into the record we ask that when12

commenting you come to the podium, speak into the microphone13

when called. Please state your name. Spell your last name14

and indicate the organization you represent.15

Also indicate the proposed regulatory section or16

sections that you're comment addresses.17

In order to ensure that everyone registered has18

the opportunity to testify we ask that you limit your19

comments to three minutes.20

You'll be given a thirty minute second warning21

when your time is about up. Corey has a nice big yellow22

sign she's going to flash for you (Ms. Yep held up sign for23

audience to see).24

We also ask that if you have written comments to25
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submit along with your oral comments that you either limit1

your oral comments to those items not covered in your2

written comments or that you summarize your written3

comments.4

With that let us begin the public comments on the5

proposed regulations.6

The first witness who has registered to testify7

is, and I hope I can read this, Helen Holder.8

MS. HOLDER: Good afternoon. Can you hear me?9

Great, thank you. It's on. Hi, my name is Helen Holder, H-10

O-L-D-E-R. I'm with Hewlett Packard.11

So HP has submitted our written comments but I'm12

going to highlight a few areas today.13

I'm going to start with the Confidential Business14

Information, Article 10. In our comments we pointed out15

that the California Uniform Trade Secrets Act and the Health16

and Safety Code 25257 already have provisions for trade17

secret submissions, substantiation and judicial review.18

And so our written comments are around how to19

align Article 10 with those existing acts.20

And so I'm not going to go into detail here but I21

just wanted to touch on that, on that point.22

The rest of my comments are around Article 5 which23

have to do with Alternatives Assessment.24

The first point is around trying to expand the25
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allowance for industry-wide alternatives assessment. The1

current language of the regulations allow for companies to2

reference existing alternatives assessment but it still3

requires a company-by-company notification and filing of4

information, submitting of information.5

What we'd like to do is expand the ability to do6

industry-wide alternatives assessment so that it would be7

able to apply to an entire industry, all the companies8

within an industry by default.9

So for example, in the electronics industry it10

might be, say, plasticizers in power cords for electronics11

products.12

And that would relieve the regulatory burden of a13

company-by-company submission and, I think, will promote14

these public/private partnerships that we're trying to15

encourage.16

On another section of Article 5 has to do with the17

Chemical Removal Notification Scheme where there is still a18

requirement for notifying when a company eliminates a19

priority chemical from products, just designs it out and20

there's no substitution.21

What we're recommending is that that notification22

requirement be eliminated in the case of a design-out23

because that's always going to give the best hazard24

improvement.25
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And so what we'd like to do is encourage that1

within products to, again, relieve the regulatory burden of2

sort of better choice for products and for design.3

And putting those two things together by improving4

the notification and the industry-wide alternatives5

assessment, they're also reinforcing and will encourage the6

development of the products that we're trying to get to7

market in the first place.8

So those are our comments. Thank you very much.9

THE REPORTER: Madame Chair, please use your mic.10

HEARING OFFICER MADRIAGO: My apology, I had it11

off.12

MR. CABANISS: Hello, my name is John Cabaniss,13

that's spelled C-A-B-A-N-I-S-S. I'm the Director for14

Environment and Energy for the Association of International15

Automobile Manufacturers.16

Our companies, we represent 15 companies that17

account for approximately 50 percent of new car sales in18

California annually.19

We've submitted our written comments as well. And20

so I'll just highlight a few points.21

And first of all, just to be clear though, we do22

not oppose or disagree with the stated goals of the23

regulation.24

Our comments, instead, are focussed on making the25
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process more workable and achieving the desired results.1

With regard to the Priority Products List, excuse2

me, with regard to the chemical identification and3

prioritization process our main issue there is that we4

believe that the two lists need more work to focus on the5

highest priorities first.6

This issue of set, priority setting is one that, I7

think you know, we've talked about before and it's very8

paramount, I think, in terms of making the best use of work9

that's already going on and making the best use of10

everyone's resources.11

And in that, along that line we're concerned that12

the regulations may preclude the use of many existing13

database systems and that would be a counter-productive from14

a resource perspective.15

With respect to the Priority Products List we16

believe the, there should be a supplier notification17

requirement that would assure a shared responsibility for18

full compliance with the law.19

As we've noted before the staff for complex20

products like automobiles we have a significant supplier21

base and they, of course, control much of the data and22

analysis. So they need to be part of the, have part of the23

compliance responsibility as well as spell out their role.24

We agree with DTSC's priority setting process that25
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it be based on a relative degree of threat. And we have1

recommended a three tiered process in our regulations. We'd2

appreciate your taking a close look at.3

With regard to the Alternative Assessments, we4

agree with the previous speaker that that, you know, be done5

(time card shown to speaker), thank you, be done in a6

cooperative, collaborative way as much as possible.7

We have concerns about the time frames with regard8

to creating both the Chemical List but also for assessments9

in the ultimate regulatory response.10

We're concerned about the recall provisions. In11

some cases they may be cost prohibitive to both the consumer12

and the manufacturer.13

We have some comments about the end of, making the14

end-of-life requirements better and several cross-cutting15

issues. Thank you.16

HEARING OFFICER MADRIAGO: Thank you. Robert17

Beck.18

MR. BECK: Good afternoon. My name is Robert19

Beck, spelled, B-E-C-K. I am with MASCO Corporation.20

We did not submit any written comments21

independently. We are a member of the Plumbing22

Manufacturers Institute which is part of the Green Chemistry23

Alliance. And the Green Chemistry Alliance has submitted24

lengthy written comments.25
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My only independent comment today is around1

Article 5, the Tier 1 Alternatives Assessment.2

And I'm suggesting that rather than require a Tier3

1, AA for every change that's made after the list of4

chemicals under consideration is finalized that companies be5

allowed to make changes, get rid of chemicals on a6

consideration from their products without having to do a7

Tier 1, AA up until their products are defined as priority8

products.9

It takes, it takes a long time to take an10

ingredient out of a product and switch it for another one11

and get it qualified through the process of codes and12

standards and so forth and therefore more time to do that13

rather than just the few months between when chemicals under14

consideration are finalized and when they're proposed and15

when they're finalized would be most helpful to us.16

Thank you.17

HEARING OFFICER MADRIAGO: Sorry, Ansje Miller.18

MS. MILLER: Hello. My name is Ansje Miller.19

(Pause in recording.) Does that work? Okay. Okay. My20

name is Ansje Miller, that's, A-N-S-J-E, last name, Miller.21

I'm the Policy Director for the Center for Environmental22

Health. And I'm here representing the CHANGE Coalition,23

Californians for a Healthy and Green Economy.24

CHANGE is a broad-based coalition of about 3525
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environmental and environmental justice groups, health1

organizations, labor advocates, community-based groups,2

parent organizations and others who seek to fundamentally3

transform how chemicals are managed in order to protect our4

workers, children, public health, environment and the5

economy.6

We have submitted formal written comments and I'm7

going to summarize some now. And some of my colleagues are8

going to be talking about some more details of things.9

In addition, I'd also like to point out that we10

have signatures from over 62 hundred people here who have11

also submitted, supported the comments that were similar to12

what we're submitting.13

So thank you very much for the opportunity to14

provide comments and for working on this all along.15

We generally support the proposed regulation and hope16

that it will constitute a step forward in California's17

effort to generate a safer more sustainable industrial18

economy in California.19

The proposed regulations contain some limitations,20

however, that will prevent the program, at least for now,21

from implementing the comprehensive transformation in the22

chemicals market that we believe is necessary and23

appropriate.24

Many of these limitations can be remedied so as to25
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ensure that the regulation best reflects the intent behind1

AB 1879 and SB 509.2

And we urge the Department to implement the3

modifications that we propose.4

While we believe that this regulation will5

constitute a step forward in ensuring a safer chemicals6

products we also emphasis that the work of achieving7

comprehensive chemicals policy is not over.8

The regulations implement only one of the Green9

Chemistry Initiative's recommendations.10

The Legislature, the Department and the11

Administration must commit, continue to pursue comprehensive12

measures to address the problems associated with and under-13

performing federal chemicals management system. And we're14

eager to work with you on that.15

So, quickly in summary, the issues that we wold16

like to see fixed are while we appreciate the movement17

that's happened on the de minimus exemption it's still not18

in line with what the science indicates and we believe that19

the de minimus exemption should be eliminated.20

Secondly, the regulation should accelerate21

alternatives assessments and regulation on known bad actors.22

So things that we know are bad, they should move forward23

quickly in the alternatives assessment process.24

Thirdly, the definition of carcinogen and25
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reprotoxin should be expanded. Again, to include what1

current science indicates is warranted.2

Fourth, the regulations should not require that3

carcinogens and reprotoxins may be designated as prior to4

chemicals only if they are on the Defined List, that's too5

limiting.6

The Trade Secrets and Confidential Information7

Provisions permit too much information to be concealed from8

the public and the market.9

Sixth, the regulations should implement the goal10

of AP (sic) 1879 to significantly reduce adverse impacts of11

chemicals. And the rest of my comments are in written form.12

Thank you.13

HEARING OFFICER MADRIAGO: Thank you. Cara Welch.14

MS. WELCH: Hi, my name is Cara Welch, W-E-L-C-H.15

I'm with the Natural Products Association.16

I'd like to thank you for the opportunity to17

comment on the regulation.18

I am the Scientific and Regulatory Affairs for the19

NPA founded in 1936 to promote and protect the unique values20

and shared interests of retailers and suppliers of natural21

and nutritional foods and natural products.22

The NPA advocates for the enhanced public health23

and environmental protection the regulation seeks to provide24

as witnessed by our program, the Natural Seal Program.25
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However, we feel this latest draft does not1

provide a stronger or streamlined version of previous drafts2

but rather a significantly longer and broader regulation.3

This draft has far-reaching scope and has extended4

beyond the capabilities of what a single state department5

can implement appropriately.6

At this point the regulation is written in a7

manner that is too widespread for execution in an orderly8

and economically responsible manner by a state organization,9

especially a state with budgetary concerns.10

We support the intent of the Department to create11

a science-based framework for chemicals management and12

appreciate the complicated nature of drafting the13

regulation.14

However, we feel the language used in this15

regulation leads away from the initial focus from the16

industry-wide implementation of best practices and green17

technology towards haphazard listing of toxic chemicals and18

penalty for use of these listed chemicals.19

This approach does not take into account the all-20

inclusive concept of green chemistry.21

We would point to specifically that toxic22

chemicals can be made using completely green technologies23

and conversely, non-toxic chemicals can be made using the24

worst technologies for human and environmental health.25
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The idea of green chemistry is really a behavior-1

based pattern and the science on what is green is still a2

work in progress.3

The NPA would suggest that working with industry4

on the best practices for green chemistry is a stronger5

approach than how the regulation is currently written.6

A system centered on rewarding those chemicals,7

companies that utilize the best technology or, in this case,8

the greenest technology is much more effective than9

punishing those companies who are slower to change because10

the science and technology of green chemistry is constantly11

evolving recruiting industry to step up in a self-regulatory12

manner is going to be much more efficient and effective13

method for implementing green chemistry.14

As the NPA we take provide, pride in providing15

information for the consumer to make truly informed16

decisions regarding the content of the products they use.17

And we have plenty of data to support the18

statement that consumers want safe products and green19

chemistry.20

To demonstrate this the NPA has launched Natural21

Seal Program including the standard and certification for22

natural products for personal care and home care.23

The NPA is seen as an authority in natural24

products certification and the Natural Seal mission25
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complements the intent of the regulation.1

Therefore, we request the Department consider2

working with the NPA's Natural Seal Program to advise3

companies and encourage the Department to work with other4

established programs such as the EPA's Design for the5

Environment.6

We appreciate the effort the Department has taken7

in clarifying the regulations proposed impact, however,8

during the meeting Director Movassaghi (time expired) --9

Thank you very much, I appreciate --10

HEARING OFFICER MADRIAGO: Thank you --11

MS. WELCH: -- your time.12

HEARING OFFICER MADRIAGO: Thank you. I should13

point out that if we have time at the end, anybody who wants14

to come back up and make more comments is free to do so.15

Next witness, Pam Palitz I believe.16

MS. PALITZ: Pam Palitz, P as in Peter, A-L-I-T-Z.17

I'm the Environmental Health Advocate and staff attorney18

for Environment California.19

I'd like to as Ansje said, I'm one of the members20

of the CHANGE Coalition, our organization is one of the21

members of the CHANGE Coalition.22

And I'm going to be speaking on de minimus which23

is Section 69301.2. We wanted to say that this is an24

improvement over the previous draft because it does say that25
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a de minimus level can be lower than .1 if it has been1

established previously.2

However, we respectfully submit that that3

improvement is insufficient.4

You know, establishing a safe harbor for toxic5

chemicals ensures their continued use rather than their6

continued replacement.7

You know, and we just feel that it will be8

continued to be used but just at a lower concentration.9

You know, there are very few chemicals for which10

the required regulatory thresholds have been set. And so11

that means that the vast majority of toxic the effective12

default will remain at .1 percent by weight.13

And we think that this exemption creates an14

enormous incentive not to review the use of toxic chemicals15

but instead to fall back on the old view that dilution is16

the solution to pollution.17

And that would be a strategy for avoiding an18

alternative assessment.19

You know, we think that it encourages perpetuation20

of the use of hazardous chemicals rather than the search for21

safer alternatives.22

In the petition that Ansje alluded to, you know,23

one of the, what, what, what the people signed, what it said24

was that, you know, no loophole, this is a little bit of a25
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toxic chemical is okay.1

And this exemption really counters the entire2

purpose of the Green Chemistry Initiative which is intended3

to search for alternatives to toxic chemicals.4

And giving companies a pass because they use only5

small amounts is really not acceptable. And that exemption6

should be eliminated.7

You know, secondly, you know, the CHANGE Coalition8

has repeatedly asked for a fast track system for known bad9

actor chemicals.10

Not only have we asked for this but also other11

stakeholders, the author of AB 1879, Mike Feuer, and the12

Green Ribbon Science Panel have also suggested that there is13

ample data on the health and environmental impacts of14

substances such as lead, cadmium and mercury and you could15

base regulatory action to reduce or eradicate them from16

commercial use, you know, right now.17

There is, there is a precedent in using18

legislation to target such things in REACH and ROSS in19

Europe.20

And so that California would be really following a21

strong precedent set by regulation in Europe, by the EU.22

Thank you very much.23

HEARING OFFICER MADRIAGO: Thank you. Gene24

Livingston.25
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MR. LIVINGSTON: Good afternoon. I'm Gene1

Livingston. I'm here on behalf of the American Cleaning2

Institute. The ACI --3

THE REPORTER: Excuse me. Mr. Livingston would4

you please spell your last name for the record.5

MR. LIVINGSTON: L-I-V-I-N-G-S-T-O-N. ACI also6

supports the concepts of green chemistry. And we have7

worked closely with this Department in the last two years.8

During that time I've become very fond of all of9

you (laughter). And I feel today a little bit like the10

family friend who has to tell you that your child is out of11

control (laughter).12

But that's the burden that has fallen on me. We13

had hoped that given the innovative notion of the Green14

Chemistry Initiative that we would see a more innovative15

implementation.16

Instead, I think what we got is a very tired and17

old traditional commanding control regulation. But there18

are a number of people I know who wanted to comment on the19

policy of the regulation.20

What I'd like to do is to just, in the two minutes21

I have left, focus on the, some of the legal issues.22

First, I'd like to just touch on necessity. For23

the most part, the initial statement of reasons that has24

been prepared provides a tautology.25
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You basically say that the provision is necessary1

in order to implement the statute. Take for example the 852

definitions.3

A lot of those definitions are very unique. There4

are things that you've heard about today already. And yet,5

you have not provided a specific explanation for why you6

have chosen that specific definition.7

And under the Administrative Procedure Act and the8

regulation adopted by the Office of Administrative Law9

defining necessity, that is, has to be done.10

And it's more than a technical requirement because11

if you explain to us why you're doing something it gives us12

an opportunity to respond to that.13

But without that explanation we have no14

opportunity to respond.15

Let me also talk about the provision in the16

statute that says you should not supersede, duplicate or17

conflict with any other regulatory program.18

And that's in four different sections.19

Your regulation basically says, there's no20

exemption unless every life-cycle aspect of a product is21

regulated by a state or federal agency.22

And, in fact, that's not what the statute23

contemplates. Whenever you come up with your initial list24

of chemicals under consideration you identify toxicity and25
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exposure. If that toxicity and that exposure is regulated1

by someone else you should not list it as a chemical under2

consideration instead of waiting to the very end.3

Let me just talk briefly in the 15 seconds I have4

left about trade secrets. There are many provisions in the,5

in your regulation on trade secrets that are inconsistent6

and therefore you lack the authority to impose those.7

And I'm thinking specifically of the Claims Index,8

the redacted version. The fact that you're going to make9

data available before (time sheet shown to speaker), my time10

is up. Thank you.11

HEARING OFFICER MADRIAGO: I will let people12

finish the sentence (laughter).13

MR. LIVINGSTON: (Away from the mic), I have too14

much respect for the --15

HEARING OFFICER MADRIAGO: All right. Okay, Dawn16

Koepke. Is Dawn here? There she is.17

MS. KOEPKE: Thank you. Good afternoon. Dawn18

Koepke, K-O-E-P as in Paul, K-E. And I'm here with McQuien19

and Associates Government Relations and also Co-Chair of the20

Green Chemistry Alliance along with my colleague John21

Ulrich.22

We with the Green Chemistry Alliance have been23

working very closely with you all. And I echo the comments24

that Gene has made about this being difficult to convey our25
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concerns about the regulations.1

As you know, we've pulled together in the Green2

Chemistry Alliance some of the best and brightest and that3

industry, trade associations, companies and policy4

representatives have to offer to help craft alternative5

regulations, solutions for other language ideas, responses,6

have held countless meetings, both with our stakeholders on7

marathon conference call sessions as well as marathon8

meetings with you all.9

And we're highly concerned that the regulations10

before us essentially will hinder rather than promote11

innovation.12

Our goal all along in working on this effort has13

been to help develop a set of regulations to identify higher14

priority, the highest priority chemicals of concern, focus15

on those products containing those highest priority16

chemicals of concern that pose the greatest risk and promote17

safer alternatives.18

As was the case with Gene I know that there are a19

number of policy arguments that will be made which I would20

just like to highlight a couple of quick ones and touching21

on the legal pieces as well.22

The regulations are inconsistent with underlying23

statutes. That is a major concern for us, whether it be24

related to the scope of what the statute calls for in25
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adopting regulations to identify and prioritize chemicals in1

consumer products.2

The regulations go well beyond the regulation of3

chemicals in every day consumer products which has been the4

focus of what we understood to be DTSC's efforts.5

Additionally, the statute requires that the6

Department not duplicate or adopt regulations that are7

already regulated in other, by other governmental entities.8

However, there are no exclusions contemplated that9

can be met by what the regulations provide despite the fact10

that there are many other systems that regulate the11

different products that would be brought into this system12

under the regulations.13

Also, concerns with regards to the trade secret14

provisions, that's the trade secret provisions within the15

statute, within the regulation are less protective than16

what's provided for in current California law under AB 187917

and other provisions.18

We're also concerned that the regulations contain19

numerous provisions that are counter-productive or20

inefficient to achievement of the statute's purpose.21

And just to wrap up quickly, the draft regulations22

we're concerned undermine the goals of green chemistry.23

We find that, we believe that there are24

fundamentally unworkable as has been drafted and written25
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today and fail to focus resources on those risks that1

present the highest priority.2

And for these reasons we remain highly concerned.3

We have submitted our, or excuse me, we will be submitting4

our formal comments by the end of the day. Thank you.5

HEARING OFFICER MADRIAGO: Thank you. John6

Ulrich. Is John here? Okay. Dawn is shaking her head, no.7

Laurie Nelson.8

MS. NELSON: Laurie Nelson, N-E-L-S-O-N, on behalf9

of the Consumer Specialty Products Association. That's10

about 240 companies and we manufacture, formulate,11

distribute specialty products for homes, institutions,12

commercial and industrial places.13

And we believe our products improves the quality14

of human life and protect against disease and unsanitary15

conditions.16

And, in fact, we were one of the many associations17

there at the inception of green chemistry and the18

regulation.19

And we were actually kind of excited. We agreed20

with the principles of green chemistry. We believed that21

having state scientists make scientific decisions made a lot22

of sense.23

Our companies are on the front line. Consumer24

products is understood by the person on the street or our25
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brand names. So we take that very seriously and we want the1

public to know that when they take our products into their2

home they're taking safe products.3

That said, our companies are also moving ahead on4

other portions of green chemistry. If you take about5

ingredient communication not only have we been involved in a6

three year legislative effort we've also voluntarily put our7

ingredients up on our websites.8

So I would like to associate myself with the9

concerns with this regulatory package both with the CSPA10

written comments, the GCA comments as well as Mr. Livingston11

and most specifically I'm disappointed because there are so12

many things that we have continuing concerns about as we13

come to the end of this process, specifically CBI Section14

69310.15

We think we must have strong CBI to protect16

innovation. The California Specific Hazard Traits, Section17

69302, we don't believe there's any chemical that has no18

hazard trait at some level.19

We're concerned about the Tier 1 Alternative20

Analysis as mentioned earlier as well as the number of21

definitions, the de minimus, responsible entities, supply22

chain and the end-of-life management.23

So with that said, we are, we were excited that at24

the beginning and we're very concerned we have so many25
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issues remaining. Thank you.1

HEARING OFFICER MADRIAGO: Thank you. Gail2

Chelser, Chesler?3

MS. CHESLER: Good afternoon. I'm Dr. Gail4

Chesler, C-H-E-S-L-E-R. I come to you from Tri-Tac which is5

a statewide technical advisory group.6

We advise California Water Environmental7

Association, the League of Cities and the California8

Association of Sewerage Agencies.9

These groups serve most of the sewered population10

of California. We collect, treat, reclaim, discharge both11

liquid and solid waste streams, more than two billion12

gallons a day.13

There are many pollutants that wastewater deals14

well with, normal sewage, gray water from your laundry and15

shower. And our effluents include reclaimed water, regular16

effluent which flows into water bodies such as our own at17

Central San flows into Suisun Bay where many aquatic life18

forms care deeply about what's coming at them and bio-solids19

that are often productively used, another of our discharges.20

There are many pollutants we don't deal very well21

with, mercury, lead, lindane, copper, those are some22

examples.23

Pollution prevention has helped keep, protect our24

sensitive biological processes so that the processes work25
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well.1

And the effluents both liquid, reclaimed and solid2

are as good to the environment as they can possibly be.3

The regulation currently proposed may offer4

additional ways to help us protect our biological processes.5

So we support and encourage DTSC in this endeavor.6

In our written comments we have encouraged water pollution7

priorities to be included in the first list of priority8

components.9

Human health is certainly an issue of first10

concern but so, also, is aquatic life.11

And many of these pollutants show up in the12

California Toxics Rule and the California 303d list as13

impairing water bodies the state.14

We also encourage inclusion of interferences,15

quote, interferences with biological waste treatment16

processes on the list of adverse environmental impacts.17

Exclusion of such interferences from the list may18

leave wastewater treatment processes operating poorly or19

potentially, not at all.20

If sewage is not well treated then violations of21

our NPDS permit would be a small price to pay. Those would22

be possible both from toxicity or turbidity or pass through23

of undesirable chemicals.24

Reclaimed water would be less desirable and the25
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effluents, both liquid and bio-solids, would be impaired.1

Tri-Tac looks forward to the promulgation of these2

regulations with some enhancements and we look forward to3

helping where we can. Thank you.4

HEARING OFFICER MADRIAGO: Thank you. Dan Adsit.5

MR. ADSIT: Hello, my name is Dan Adsit, it's A-D-6

S-I-T. I'm an environmental engineer for Ford Motor7

Company. And I'm speaking on behalf of Ford and the8

Automobile Alliance of Automobile Manufacturers.9

My comments relates strictly to the Tier 110

Alternative Assessment. The assessment requires responsible11

entities to notify the state when a chemical under12

consideration is reformulated or changed.13

And it's required at the time the list is14

finalized.15

There's a couple of assumptions rolling around in16

that. One of them is that manufacturers know that a17

chemical has been or a product has a chemical that's been18

reformulated in it.19

The other is that they, they can control their20

suppliers to not reformulate the chemicals.21

Both of those assumptions are a little bit shaky.22

We need to have some time in order to cascade23

reporting requirements to our suppliers.24

So we have a system in place already to track25
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chemicals of concern and most likely the chemicals under1

consideration, many of those chemicals were already beyond2

our list.3

Probably some of the chemicals will not be on our4

list. And so what we'd have to do is update our lists and5

give them to our suppliers so that they could, in turn,6

report to us on the chemicals.7

Then we would need to receive the info, obviously,8

and have an IT system on our end to look for the9

reformulation changes so that we could report them to you.10

And we'd have to have a system in place,11

obviously, to tell our suppliers that they cannot12

reformulate these chemicals and introduce them into the13

market prior to letting us know and us letting you know and14

then us telling them they can do it.15

All those things take time. They don't happen16

right away. Right now we have a process where we update our17

reporting requirements on a yearly basis.18

And with a product that has thousands of19

components and hundreds of suppliers, it takes every bit of20

a year to cascade new requirements and to get the21

information back and to act on it.22

So I mentioned that some of the chemicals on your23

list may not be on our list but there's also another issue,24

which is your threshold requirements, reporting requirements25
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are different from what ours are.1

So we must update our reporting requirements to be2

able to do what you're asking us to do. So time is a3

necessity.4

Also, we think that chemicals under consideration5

shouldn't be linked to the Tier 1 process. It should only6

be priority chemicals.7

The reason being is the chemicals under8

consideration list is so long, it's going to be a tremendous9

effort. If you focus the effort on priority chemicals that10

we know you're concerned about we can do a quality job in11

terms of reporting and alternative assessments. And I think12

that's what you're really after is addressing those priority13

chemicals.14

And finally, you've heard concerns about the15

number of definitions. I think you need another one.16

I think you need one for reformulation. And we've17

given you that in our comments. Thank you very much.18

HEARING OFFICER MADRIAGO: Thank you. Chris19

Sidney.20

MR. SIDNEY: Good afternoon. My name is Chris21

Sidney. The last name is spelled, S-I-D-N-E-Y. I'm a22

regulatory affairs manager for Chrysler but I'm representing23

the Alliance of Automobile Manufacturers.24

I'm following up my colleague Dan. Our concern25
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is, also on, the number of chemicals currently in the DTSC1

draft. Right now the draft has over 800 chemicals in it2

with, as we read it, an immediate response required for Tier3

1, Alternatives Assessment.4

For a little bit of background, a typical vehicle5

has over 4,000 components in it. Most of those components6

have multiple suppliers, multiple substances and multiple7

materials in them.8

The typical auto maker has over 60 suppliers and9

60, has suppliers in over 60 global locations throughout the10

world.11

We typically purchase and source our products12

three to five years in advance of when a customer actually13

has physical possession of a vehicle.14

And in dealing with products like ours that we've15

defined as complex products with over a thousand parts in16

them, this could typically require analysis of only over17

three million data points.18

If you look at other regulations similar to green19

chemistry such as EU end-of-life or the REACH rules they've20

taken a very specific and deliberate approach, primarily21

going after lead, mercury, cadmium and chrome. So they've22

limited the number of chemicals or chemical categories and23

given a considerable amount of time to phase these chemicals24

out depending on where they're located in their product.25
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For instance, there's a big difference between1

getting lead out a lead wheel weight which is relatively2

simple to getting lead out of solder which the industry, all3

industries, struggle with today.4

The Europeans went so far as creating different5

categories of chemical use as well as associated thresholds6

for reduction or elimination which we would suggest in the7

DTSC rules.8

What we are suggesting today is that DTSC look at,9

possibly, implementing no more than one priority chemical10

per priority product.11

We'd like to be an industry partner but as my12

colleague Dan said, we need time to engage our suppliers,13

get the chemicals on the appropriate list and allow our14

electronic systems to collect that information.15

The current presumption is that, apparently, DTSC16

thinks we're an industry run amok and that we need to be17

punished with very punitive rules currently in place.18

I'd also like to add that while the current rule19

shows exemptions where other rules or directives step on or20

conflict with DTSC, that you'll provide an exemption,21

although you don't really go very far to define that.22

Thank you.23

HEARING OFFICER MADRIAGO: Thank you. Jim Lyons.24

MR. LYONS: Good afternoon and thank you for the25
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opportunity to testify. I'm Jim Lyons, L-Y-O-N-S. I'm a1

senior partner at Sierra Research a Sacramento-based2

environmental consulting company.3

And I'm here to address the California4

Environmental Quality Act or CEQA and its applicability to5

the proposed Safer Consumer Products Alternatives6

Regulation.7

As you know, DTSC is taking the position that the8

proposed regulation which its Director has called a landmark9

policy change will foster a new era in the design of10

consumer, in the design of a new consumer products economy11

to be simply exempt from CEQA.12

Further, the basis for this finding is not13

supported in any of the rulemaking documents published in14

advance of this hearing.15

The only real statement as to why DTSC believes16

that the draft regulations are exempt from CEQA that I've17

been able to find is in the DTSC report, Recommendation on18

Need for a Multi-Media Evaluation of the Safer Consumer19

Product Alternatives Regulation prepared for the California20

Environmental Policy Commission.21

That's not part of this rulemaking.22

In that report DTSC claims that the proposed23

regulations will, by design, have no significant adverse24

impact on public health or safety.25



EHLERT BUSINESS GROUP
(916) 851-5976

35

Unfortunately, this over-arching claim is not1

supported by any analysis or examples that might lead one to2

believe that DTSC can really guarantee that none of the3

actions will ever be taken pursuant to the proposed4

regulation will ever have an adverse impact on public health5

or safety.6

As has been described in detail in written7

comments submitted to the record for this rulemaking the8

reality is that DTSC's position that the proposed regulation9

is exempt from CEQA is simply without merit.10

The proposed regulations are clearly a project as11

defined by CEQA, are clearly not an exempt project under12

CEQA and clearly have the potential to result in significant13

adverse impacts on public health and safety as evidenced by14

the relatively long list of well intentioned but regrettable15

substitutions taken to improve the safety of consumer16

products that have been documented over time.17

In addition to being low on DTSC's position on18

CEQA is fundamentally at odds with the normal rulemaking19

process as it is connected by other California agencies.20

Although there are many examples of how CEQA21

should be addressed during the development of environmental22

regulations perhaps the best example is provided by the23

California Air Resources Boards, AB 32 Climate Scoping24

Change, Climate Change Scoping Climate, excuse me.25
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As part of that process CARB prepared a CEQA1

analysis that was programmatic and which examined the2

broader environmental and public health impacts of the3

proposed regulatory structure and it also addressed4

technical and economic factors.5

This type of programmatic CEQA analysis is what6

DTSC was required to do but has not done for the Safer7

Consumer Products Regulation in order to satisfy CEQA.8

Enactment of these regulations cannot occur until9

DTSC has complied with CEQA. Thank you.10

HEARING OFFICER MADRIAGO: Thank you. Larisa11

Cespedes, did I pronounce that right?12

MS. CESPEDES: Good afternoon, Larisa Cespedes,13

spelled, C-E-S-P-E-D-E-S. Thank you. I'm with Lange,14

Hanson, O'Malley and Miller and I'm here on behalf of the15

Toy Industry Association.16

We sincerely appreciate the efforts that DTSC has17

made thus far to bring varying points of view together on18

these regulations. And we appreciate the opportunities for19

comment today.20

We also submitted a written comments on behalf of21

the Association and we endorse the Green Chemistry22

Alliances, comments that they submitted as well as Dawn23

Koepke's comments made today.24

Unfortunately I come today, while we appreciate25
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the efforts of DTSC we remained very concerned regarding the1

current structure and process contemplated by these2

regulations.3

I'm going to speak to just two issues that we have4

today. And the first one being the issue of reasonable and5

foreseeable exposure.6

We would, first we would like the regulations to7

include a practical, reasonable and foreseeable standard for8

exposure of a chemical to a consumer.9

As currently drafted the regulations has10

established exemptions for products and chemicals for which11

there are no exposure pathways.12

And we believe that this absolute test would13

contemplate the covering of almost every single product14

under the sun.15

We would recommend that DTSC consider other16

regulatory frameworks such as the Consumer Product Safety17

Act, the Federal Hazardous Substance Act, the ASTM Safety18

Specification for toys and the Comprehensive Consumer19

Products Safety Act signed into law in 2008.20

All of these regulations consider and use the most21

reasonable and foreseeable standard.22

We believe that incorporating such a standard23

would allow manufacturers to consider real-world exposure24

scenarios when determining applicability of these25
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regulations.1

The second point that we wanted to focus on today,2

I think, was already eloquently spoken to by Gene Livingston3

and that is the issue of the duplication of regulations and4

the need for a clearer exemption and standard for products5

which are already regulated under existing state and federal6

regulations.7

Thank you again for the opportunity to comment.8

We remain hopeful that we will, be able to work with you to9

craft a workable regulation.10

We are also a little bit concerned and dismayed by11

the fact that there is an aggressive goal to implement these12

regulations by January 1, 2011. And we hope that DTSC will13

be able to spend the necessary time and attention on the14

many other concerns that we and the Association have raised.15

Thank you.16

HEARING OFFICER MADRIAGO: Thank you. Stacey Ann17

Taylor.18

MS. TAYLOR: Good afternoon. My name is Stacey19

Ann Taylor, that's, T-A-Y-L-O-R. And I am counsel in the20

Government Affairs Division of the American Coatings21

Association.22

And I just have a brief set of general comments,23

obviously, to be undertaken in three minutes or less.24

ACA is a voluntary, non-profit trade association25
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representing some 350 manufacturers of paints, coatings,1

adhesives,sealants and caulks as well as raw materials2

suppliers to the industry and product distributors.3

ACA, in fact, has a significant member presence in4

the state of California.5

Sales of paints and coatings in the state of6

California represent a significant portion of the annual $207

billion in U.S. paint and coating sales.8

ACA and its members generally support the9

advancement of green chemistry and the underlying principles10

of product stewardship which together, excuse me, guide11

manufacturers to develop new technologies.12

However, DTSC must understand that the research13

and development process is not insignificant for formulated14

products such as paints and coatings.15

DTSC, excuse me, must understand that the redesign16

of a product is not a trivial matter that can be17

accomplished easily.18

While one substance may appear to be a suitable19

substitute for another based on structure or other physical20

properties. Our products are complex formulations that21

deliver specific beneficial properties, for example, low VOC22

coatings that depend on critical interactions of individual23

components.24

Simply replacing one chemical with another may25
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result in a product that is now unable to deliver the1

benefits of the original product with a net negative life-2

cycle impact.3

ACA also remains concerned about the volume of4

data the draft regulations seem to indicate may be collected5

by DTSC.6

We question whether DTSC really has the resources7

to collect, store and eventually analyze all of the data8

that will be requested from manufacturers.9

This is a very serious matter that must be given10

serious consideration before the regulations are finalized.11

Creating a system that is inherently unworkable12

will only cause confusion and frustration for government13

regulators, industry and consumers.14

Finally, we ask that DTSC reevaluate the small15

business provisions. I believe that's Section 69311 in the16

regulations which we believe do not go far enough to help17

small businesses comply with the proposed regulations.18

Thank you very much for your time.19

HEARING OFFICER MADRIAGO: Thank you. Jen20

Jackson.21

MS. JACKSON: Hi, my name is Jen Jackson, J-A-C-K-22

S-O-N. And I'm here to represent the Bay Area Clean Water23

Agencies and the Bay Area Pollution Prevention Group,24

together which represent 55 wastewater agencies that25
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discharge to San Francisco Bay and the Pacific Ocean.1

Of course we're very concerned about consumer2

products that can be discharged to our wastewater treatment3

plants. We've done a very good job at dealing with4

industrial and commercial discharges to our plants and we5

have lots of tools in our tool boxes to work with those6

kinds of industries.7

But consumer products we have very few tools. We8

don't have a way to regulate consumer products that come9

down the pipe from homes and administrative offices.10

And so we're very, very heartened by the work that11

DTSC has done on this consumer products regulation.12

We support the proposed regulations with a few13

proposed changes. And we've outlined those in a letter that14

we've already submitted.15

And I'll just recap those really quickly.16

The first is the priorities chemicals list. You17

only list chemicals that are problematic for human health18

and my colleague Gail Chesler has already mentioned this.19

Human health is not the only thing that we need to20

be looking at when we prioritize these pollutants. We need21

to encourage the addition of water quality priorities.22

So we encourage to look at the 303d list which is23

the Total Maximum Daily Load List that is used to develop24

new regulations for NPDS permits.25
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If we have chemicals that go on to our permits and1

we don't have tools in our tool box to address them then2

we're not going to be able to comply.3

And then we also encourage you to include the4

Clean Water Act, the Priority Pollutants List in that list.5

Number two, under a list of adverse environmental6

impacts we encourage you to include interference with7

biological wastewater treatment processes.8

Our plants are basically a biological treatment9

plant. So if there's a consumer product that comes down the10

pipe and kills all of the micro-organisms then as Gail had11

mentioned earlier our plants can be wiped out or those12

chemicals can go straight into our waste, into our water13

bodies that we discharge to.14

And last but not least, we are concerned about15

regrettable substitutions as many people have talked about.16

And I know that you have done a lot of work to try to17

address that.18

We see that there is still one loophole whereby19

a manufacturer can remove a product through your Removal20

Notification and then later release a substantially similar21

product.22

We've seen this happen time and again in the23

pesticide world where diazonon, for example, is banned in24

California and then pyrethroids are used in the next year to25
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substitute that particular chemical.1

And pyrethroids are just as toxic to a part of the2

food supply in water bodies.3

So we encourage you to take a look at our proposed4

language to address that loophole. Thank you very much.5

HEARING OFFICER MADRIAGO: Thank you. Maureen6

Gorsen.7

MS. GORSEN: Hi, Maureen Gorsen, representing The8

Auto Alliance. I don't know --9

THE REPORTER: Could I get you to spell your last10

name for the record.11

MS. GORSEN: -- oh, G-O-R-S-E-N. I don't know12

Cara Welsh but she hit the nail on the head earlier. What13

she said the structure of the regs should be is what we were14

thinking about when we did the report and when we signed the15

law.16

I'm afraid there are very big problems with the17

current regs.18

One, green chemistry is supposed to be driven by19

science not fear and rumor.20

These regs contain very little science, mostly21

narrative and qualitative factors that are to be considered22

in a subjective manner.23

The regulations contain no objective standards by24

which to evaluate the chemical makeup of products or the25
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relative safety of products on a chemical or life-cycle1

basis.2

Rather they set up a bureaucratic process with3

many check points and stops for subjective decision making4

by DTSC.5

Now granted, that is a very complex task and I6

don't think the statutes deadlines comport with the7

complexity of that task.8

Also contained throughout the regulations is a9

very unfair bias against the experience and judgement10

related to the manufacturing process, the very experience11

and judgement that's going to be required to make this space12

race to greener materials possible.13

I agree with Cara Welsh, you've got to work with14

industry and these regs are way too punitive with very few15

rewards.16

Green chemistry, these regs may have their17

greatest impact in prolonging the use of chemicals of18

concern by punishing companies for removing those chemicals19

rather than stimulating the space race and greener20

materials.21

And I think also you really needed to do a22

programmatic EIR to have a goal, to have a plan, to think23

about the framework for how you're going to deal with the24

multi-media impacts of substitutions of chemicals.25
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Just quickly, I'm just going to make an analogy.1

You know if you have a product and one ingredient has three2

studies that show it's a neurotoxin, another potential3

ingredient has seven studies that show it's an endocrine4

disrupter and a third potential product design has no5

ingredients that have toxicity characteristics but it6

contains a rare earth metal that can only be mined in Borneo7

and the last Orangutan habitat, what I want to know is and8

what I think every manufacturer wants to know is, how do I9

tell which is the safest?10

There are no values. There are no weighting.11

There's no numbers. If you use this regulatory process for,12

say, a regulatory process with which we're all familiar, the13

IRS, okay.14

You've said, everybody go out and do a tax return.15

Everybody go out and do it an alternatives analysis but16

we're not going to tell you what your tax rate is.17

So if you make 50 grand and you say, okay, I think18

I'll use five percent. You make a hundred grand, I think19

I'll use three percent because three percent of a hundred is20

less than, is more than five percent of 50.21

Also, you're saying anytime during the year your22

tax liability goes up or down, right, you make a change,23

you've got to notify you.24

So, hey, I got furloughed. My tax liability went25
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down. I've got to notify you. Whoops, I won the raffle.1

My tax liability went up. I got to notify you.2

That's just a voluminous amount of material.3

Third, the distrust in manufacturers as well as4

the assessors. You've said, you have to have a Bachelor's5

Degree in Science and Engineering in order to be one.6

That means Steve Jobs, Bill Gates, Thomas Edison,7

Mark Zergerver and Dean Kamin are not qualified because they8

were all college dropouts.9

And if you studied art or music and you happen to10

have the most creative mind invent science you've just11

excluded Leonardo Da Vinci as well. Thanks.12

HEARING OFFICER MADRIAGO: Thanks Maureen. Tim13

Shestek.14

MR. SHESTEK: Thank you. Good afternoon. Tim15

Shestek with the American Chemistry Council, S-H-E-S-T-E-K.16

On behalf of our member companies and the 80,000 employees17

here in California that are in the business chemistry, we18

appreciate the opportunity to make a couple of comments19

today.20

We've engaged in the Green Chemistry Initiative21

for over three years, investing considerable effort to22

provide input into developing an approach that meets the23

requirements of the authorizing statute, fosters a rational,24

predictable and science-based regulatory environment.25
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We do, in fact, appreciate some aspects of the1

proposed regulation, specifically language that requires2

DTSC to consider the potential for exposure to the chemical,3

potential harm resulting from potential exposures, the4

frequency of use and the concentration of the chemical in5

products.6

However, on balance, we believe the proposed7

regulation is confusing, goes beyond what is necessary to8

meet the intent and purpose of the authorizing statute and9

in several instances goes beyond the authority provided in10

the statute.11

I'd like to draw your attention today to four12

specific areas.13

First, the prioritization process. We believe14

that the prioritization process should initially identify15

those chemicals and chemical ingredients that are both16

reasonably expected to be present in consumer products and17

have the greatest potential to adversely impact human health18

and the environment.19

The proposed regulation contains more than four20

pages of potential prioritization factors and in our view21

has no clear indication of how they will be applied,22

ultimately allowing DTSC unlimited discretion to arbitrarily23

choose any of or a subset of those factors as a basis for a24

particular chemical of consideration.25
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We ask DTSC to consider limiting chemicals under1

consideration to those uses or applications that pose the2

greatest potential harm from reasonable and foreseeable3

exposure.4

Second area, concerns the regulation of bulk5

chemicals. As currently drafted the regulations envision6

bulk chemicals used in manufacturing as being included in7

the regulatory scheme.8

In our view the intent of the authorizing statute9

is to identify and prioritize those final consumer products10

containing chemicals of concern.11

That focus clearly does not include bulk chemicals12

and therefore we believe they should be removed from the13

regulation.14

We are also concerned about the impact of the15

expanse of the Hazard Trait List that will ultimately be16

developed.17

The current approach includes an exhaustive list18

of toxicities, pathological observations and other19

characteristics and conditions that may or may not be20

related to an adverse effect.21

It is likely that every substance even the22

greenest of chemicals would be captured by this list.23

Building a program under the flawed assumption24

that everything is toxic and must be regulated sets the25
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stage for a program that could collapse under its own1

weight.2

Finally, the proposed regulation contains a3

provision that exempts chemicals from consideration if they4

are covered by one or more California or federal5

regulations. We heard from others. I won't go into that6

about a concern that we have over regulatory duplication.7

Our written comments will be filed by five o'clock8

today as well as those of our partner organizations in the9

Green Chemistry Alliance.10

We're going to be touching on the alternative11

assessment process, de minimus language, information quality12

standards as well as trade secret information.13

Unfortunately we cannot support the draft14

regulations as they are before you today as we believe they15

significantly overreach the job described in the authorizing16

statute and falls short of the critical tests of clarity,17

necessity, consistency and authority of the Administrative18

Procedures Act. Thank you.19

HEARING OFFICER MADRIAGO: Thank you. William20

Tarantino.21

MR. TARANTINO: Good afternoon. William Tarantino22

with Morrison and Foerster, T-A-R-A-N-T-I-N-O. Morrison and23

Foerster will be submitting written comments on the draft24

Green Chemistry Regulation and they respect and appreciate25
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the principles of green chemistry.1

However, the draft regulation as submitted has far2

reaching and unnecessarily burdensome effects on3

international trade, consumer product manufacturers,4

retailers and virtually everyone in the consumer product5

industry.6

We also support the Green Chemistry Alliance,7

particularly the comments of Mr. Livingston and Ms. Koepke8

as well as Hewlett Packard and others.9

I'm just going to briefly summarize a couple of10

our comments going from the specific to the general.11

The definitions of manufacturer and responsible12

entity are far too broad. They create unnecessarily13

complicated and duplicative regime that will cast a wide14

regulatory drag net capturing virtually every retailer,15

manufacturer, distributor and confusing the various16

obligations imposed on them by the draft regulation.17

I would also specifically add that the no exposure18

pathway exemption should be clarified in the regulation. It19

is unclear based on the multiple toxicities and hazard20

traits identified what exactly a no exposure pathway would21

have to consist of to be deemed as not harmful to public22

health or the environment.23

In the regulation there is a petition for24

admission of a consumer product or a chemical into the25



EHLERT BUSINESS GROUP
(916) 851-5976

51

prioritization product as a priority chemical.1

There also needs to be a petition for exclusion.2

That petition for exclusion needs to carefully spell out3

what exactly would be required to establish that a chemical4

could be deemed not priority or consumer product unregulated5

by the draft regulations.6

Those procedures should also be available on an7

industry-wide basis that's allowing a group of companies to8

join together and prove to DTSC that the chemical or product9

should not be under, should not be prioritized.10

The second point I'd like to make which has also11

been made by others before me is that the de minimus12

exception lacks clear standards.13

If a company were to apply for a de minimus14

exemption, again a procedure that should be available to an15

industry-wide group of companies, it would be unclear what16

would have to be established to be excluded.17

Again, the exhaustive list of hazard traits gives18

very little guidance to the regulated community as to what19

should be, what has to be proven.20

The other issue with the de minimus exemption is21

that a consumer product company bears the burden of other22

manufacturers in that if a chemical is used in other23

products a de minimus exemption may be denied regardless of24

the presence of that chemical.25
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Also with respect to the impact on international1

trade we mentioned in our comment letter that a notification2

would be required to be provided under the Technical3

Barriers To Trade, the WTO Treaty.4

We believe such a notification was provided by the5

NIST but only gave member states three days to comment.6

We believe DTSC should consider extending the7

comment period to allow adequate time for those member8

states. Thank you.9

HEARING OFFICER MADRIAGO: Thank you. Robert10

Callahan.11

MR. CALLAHAN: Thank you. Robert Callahan,12

that's, C-A-L-L-A-H-A-N. I'm Robert Callahan with the13

California Chamber of Commerce. I appreciate the14

opportunity to make comments here today.15

Cal Chamber represents over 15,000 California16

businesses. Our membership reflects a diversity of17

California's economy and includes businesses from every18

sector about 75 percent of which are small businesses.19

Since the passage of AB 1879 and SB 509 in 200820

Cal Chamber has been a constructive voice in the development21

of the SCPA regulations.22

We've been hopeful that the green chemistry system23

that would finally be established would provide certainty24

for businesses in an otherwise unpredictable legislative and25
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regulatory environment.1

Unfortunately the regulations proposed by DTSC2

here today fail to deliver on the most fundamental goals of3

the Green Chemistry Initiative.4

Rather than inspiring a new era of greener, safer5

products and technologies, DSCPA (sic) regulations provides6

dis-incentive after dis-incentive to the innovation and7

investment necessary to achieve these shared goals.8

The uncertain regulatory environment resulting9

from the proposed regulations will make investing,10

innovating and simply doing business in California a11

substantially riskier endeavor.12

As written, the regulations give the Department13

near limitless discretion over the process that will be used14

to regulate consumer products.15

No consumer or business could hope to understand16

from these regulations whether a given product or material17

will be subject to a long and expensive approval process.18

The regulations are so ambiguous that is possible19

to interpret them as implicating every chemical known to20

science as a toxic threat.21

The Department's regulations essentially allow for22

the regulation of any chemical and any product other than23

those explicitly exempted in the statute.24

Investors and innovators will face a regulatory25
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regime in California that has substantial power over not1

just the existing marketplace of products but the developed2

alternatives which are presumably safer.3

The regulatory obstacles and expense associated4

with bringing safer alternatives to market will be a dis-5

incentive to investment.6

Strangely the regulations even require companies7

that voluntarily redesign or reformulate their products in8

order to even make it greener to provide extensive9

proprietary information to DTSC who will have sole10

discretion as to how that information is used.11

This establishes a de facto pre-market12

registration system for products in California, a completely13

unjustified burden that is unnecessary, unauthorized and14

unworkable.15

When the potential for exposure of trade secrets16

and confidential business information is added to this17

equation entrepreneurs are left with a Green Chemistry18

Program where the costs and risks of innovation likely far19

outweigh its benefits.20

In the current economic climate California needs21

to kick start its economy by creating jobs rather than22

imposing layer upon layer of additional costs on California23

companies that will impede innovation, investment and24

ultimately drive product development out of the state.25
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Thus we urge DTSC to work towards a process that1

is reasonable, workable and that creates a certainty for all2

businesses in the consumer products supply chain without3

jeopardizing health and environmental quality or creating4

greater burdens that will further delay California's5

economic recovery. Thank you.6

HEARING OFFICER MADRIAGO: Thank you. Justin7

Malan.8

MR. MALAN: Good afternoon. Justin Malan, M-A-L-9

A-N. I'm here on behalf of the California League of10

Conservation Voters and the California Products Stewardship11

Council.12

Generally we support the reg package and commend13

you and your reg writers for a challenging task that I think14

you've done pretty well at.15

We have submitted comments, a joint letter with16

the Sierra Club and Californians Against Waste and we17

generally do associate ourselves with a number of the18

comments that have been made by CHANGE and the other19

environmental groups that have raised some issues some of20

which have been addressed in this round of regulations.21

Our letter does address a couple of issues which22

aren't in the change letter specifically dealing with the23

non-human wildlife protection, those environmental issues24

that we feel aren't adequately covered.25
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Shortening the time lines to make sure that the1

process does move along without undue delay and further2

information on how to deal with product information.3

But I wanted to stress two points. We recognize4

the need to be able to expedite the timing of the punt as it5

were to get the prioritization started but we do believe as6

the author of 1879 does believe that the way the regs are7

currently drafted you don't allow for certain chemicals to8

be primed into the pump and you exclude the opportunity of9

some that aren't on those three priority lists to be used in10

the first round.11

And I think that's the flaw in the Office of12

Administrative Law will probably pick that up as well.13

Secondly, where you deal with the end-of-life we14

want to ensure that when manufacturers and producers15

actually come up with a end-of-life plan or an EPR plan that16

the plan, that the goals established in that plan are17

actually approved or even established by DTSC.18

In order for this to be meaningful the Department19

has to ensure that those goals do move the ball forward.20

So in addition to the other comments that are21

being submitted and the commentary by the other folks, I'd22

like to thank you and commend you and let's hope you can23

stay to that statutory deadline and get them done by the end24

of the year. Thank you.25
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HEARING OFFICER MADRIAGO: Thank you. Bill1

Magavern.2

MR. MAGAVERN: My name is bill Magavern, M-A-G-A-3

V-E-R-N. I'm the Director of the Sierra Club, California.4

I want to also commend DTSC for its hard work and an5

inclusive public process and think that you should stay on6

track to meet the deadline which as Justin mentioned is set7

in the statute not something that somebody just decided8

would be a good goal but it's actually required by law.9

We do have suggestions for some important10

improvements that are essential to making this an effective11

program that protects both human health and the environment.12

One important change, as has been mentioned, would13

be to protect wildlife. The current proposal would preclude14

DTSC in the near term from addressing pollutants that are15

more harmful to wildlife than to humans like copper, zinc,16

silver, selenium and we agree with the water agencies that17

this can be remedied by amending the initial list to include18

those Clean Water Act lists of pollutants in both Section19

303d and 303c.20

For the non-aquatic wildlife pollutants it's a21

little bit more difficult because there's not an existing22

list. So we suggest that the regulation provide a mechanism23

for addressing urgent wildlife problems on the basis of a24

determination by OEHHA.25
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Also, there is as you've heard a loophole in the1

product removal notification process because a manufacturer2

could substitute a substantially similar chemical for one, a3

substantially similar reformulated product without a Tier 1,4

Alternatives Assessment and therefore we think that you can5

close that loophole by requiring the manufacturer to certify6

that they have not introduced and do not intend to introduce7

a substantially similar product without completing an AA in8

accordance with the chapter if they're going to take9

advantage of that process.10

And also the time lines we think are too slow. At11

this point it's already been two years in what is admittedly12

a complicated regulatory process but now it's important to13

actually make sure that the products sold on the shelves in14

stores in California are safe for California consumers and15

therefore we recommend some fairly three to six month16

accelerations in the time frames for initial chemical and17

product lists.18

Those are included in our written comments which19

I'm about to submit. Thank you.20

HEARING OFFICER MADRIAGO: Thank you. Janet21

Martinez.22

MS. MARTINEZ: Good afternoon. I'm Janet23

Martinez, M-A-R-T-I-N-E-Z. I'm with Life Technologies.24

We are a global bio-technology tools company25
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headquartered in California.1

Our customers do their work across the biological2

spectrum working to advance personalized medicine,3

regenerative science, molecular diagnostics, agricultural4

and environmental research and 21st Century forensics.5

We've submitted written comments today so I'm just6

going to recap some of the main comments and concerns we7

raised.8

Life Technologies submits that research tools such9

as those used in the development of prescription drugs and10

medical devices are not representative of what one might11

consider a consumer product.12

And we don't think that it's DTSC's intention to13

regulate, to primarily target these products. Yet the14

definition of consumer products in these regulations lumps15

our bio-technology research tools with common household16

consumer products purchased at the supermarket.17

Thus we urge a more precise definition of consumer18

products and we've provided draft language to be put in19

Section 69302.1 in our written comments.20

We'd like to reiterate a comment that's been made21

today that we remain concerned not only by the breadth of22

product types regulated by these regulations but also the23

very broad list of end points which may result in listing24

chemicals of concern.25
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While Life Technologies understands that a one-1

size-fits-all approach to prioritization is untenable we2

implore DTSC to provide examples of how it intends to use a3

brisk benefit approach as part of the chemical and product4

prioritization setting process.5

The DTSC requirement for Tier 1 Assessments for6

reformulations will impede our efforts at introducing safer7

alternatives.8

We've incorporated principles of green chemistry9

and design for environment into our company's Products10

Stewardship Program.11

In turn where we've developed tools for our12

chemists to aid in making ingredient selections for new13

formulations as well as to avoid so-called regrettable14

substitutions in the case of reformulation work.15

For DTSC to now require biotech research tools16

companies to submit a Tier 1 Alternatives Assessment for any17

reformulation work will add a layer of bureaucracy to an18

efficient existing process we already have and we think19

works rather well.20

We also are concerned about trade secrecy,21

confidentiality of business information which we've22

highlighted in our written comments.23

Thank you for the opportunity.24

HEARING OFFICER MADRIAGO: Thank you. Tom Jacob.25
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MR. JACOB: Thank you. Tom Jacob, J-A-C-O-B. I'd1

like to first comment on behalf of The California Nano2

Industry Network which I coordinate.3

The Regulatory Committee has spent a good deal of4

time looking at the language as it pertains to nano5

materials, have very significant concerns about dimensions6

of that that do not seem to comport with emerging7

international standards.8

We have submitted comments, detailed comments and9

suggestions for alternative language. And we urge that that10

be seriously considered.11

We do thank DTSC for the extensive amount of12

engagement they've given on this topic. We hope it'll work13

out for the best.14

We'd also like to take note of the fact that we15

believe there is an inconsistency in the approach to nano16

materials between this draft and the pre-regulatory proposal17

for hazard traits from OEHHA.18

We think that needs to be worked through to ensure19

consistent approaches and the workability of the final20

product.21

I'd also like to speak on behalf of the Dupont22

Company whom I represent. And the Dupont Company supports23

the comments of the Green Chemistry Alliance.24

We've been a long time participant in the green25
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chemistry process, supported the law, had significant hopes1

for it, confess to being quite disappointed with this draft.2

We feel it's a step backwards and we feel elements3

such as the expansive definition of chemicals of concern to4

include chemicals under consideration greatly increase the5

scope, complexity and intrusiveness of the regulation as6

proposed.7

We think it needs to be seriously revisited8

because of that. We think it threatens to undermine the9

integrity and the workability of the overall process.10

Thank you very much.11

HEARING OFFICER MADRIAGO: Thank you. This12

concludes the list of registered witnesses. If there are13

others who would like to speak I would ask first that those14

who have not had an opportunity to speak come forward first15

and then if those who have spoken want to speak again, that16

would be fine.17

And again, please state your name, spell your last18

name and indicate your organization affiliation for the19

record. Thank you.20

MR. FRIEDMAN: Good afternoon, Randall Friedman,21

F-R-I-E-D-M-A-N. On behalf of the Department of Defense we22

have a comment letter that, I believe, we've emailed in but23

I have a copy to put in.24

We have very active programs and chemical substitutions25
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and evaluations. Our concern that we spell out in the1

letter is basically one of the balancing between the state's2

ability to regulate consumer goods and our need to be able3

to take an assay team with landing gear in Lemoore and land4

it on an aircraft carrier in the Arabian Sea and be sure5

that it's going to meet its mission need with the chemicals6

that are subject to worldwide consistency.7

So what we are asking for is the consideration of8

the uniqueness of the military mission in California of the9

unique needs we have and the, our ability to have worldwide10

consistent standards and to do things in some very unique11

and harsh operational environments. Thank you.12

HEARING OFFICER MADRIAGO: Thank you. Anyone else13

who has not spoken? In that case is there anybody who has14

spoken who'd like to add to their prior comments?15

Oh, ah. I think not. I think if, if there's not16

a lot of other people who want to comment I'm, no time17

limit.18

MS. GORSEN: Yay. So one suggestion for future19

hearings is that you count the number --20

THE REPORTER: Please identify yourself for the21

record.22

MS. GORSEN: -- Maureen Gorsen, G-O-R-S-E-N, is23

count the number of participants and the number of hours on24

the clock, subtract 30 minutes and then allot them that much25
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time because three minutes is really not a lot of time. And1

it's only 2:30.2

So, there is just a couple of points I really want3

to kind of stress that I rushed through to get.4

But it's very, very important that I think you5

guys take the time to come up with a process that supports6

sound scientifically-based standards that will actually lead7

to the use of less toxic substances rather than create8

confusion.9

I know that there's a rush. But in this rush10

you're going to get a chaotic, confusing massive amount of11

paper. In this post Sarbanes-Oxley world most general12

counsels are going to over-comply, right, rather than risk13

the criminal penalties of Sarbanes-Oxley.14

And when they are changing products, I don't know15

how many products are sold in California but probably16

billions compared, again, to the IRS.17

How many tax returns are filed. You're going to18

have to review and approve all of these things.19

There's just no capacity for that sort of thing.20

When I think about the DTSC decision-making21

process that I tried so much to streamline while I was at22

DTSC and I think about a clean up remediation project and it23

takes four to seven times the national average to clean up a24

similar site in California than another site and there's25
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only four potential outcomes.1

Scoop and haul, cap it, in situ, or modular2

attenuation. Compared to the amount of potential decisions3

and outcomes and the number of subjective determinations as4

is in this bureaucratic process, I just can't even imagine5

you're going to get through one chemical in a decade, you6

know.7

I always talk about the Bermuda Triangles of the8

decision-making process based on the rigid classification9

structure. And I'm very, very concerned in a situation here10

where you have infinite decisions and outcomes in this11

process.12

You know, my job now is an attorney to advise13

general counsels on compliance with these regs. And I can't14

tell them now how to comply with these regs.15

And I can't tell you what you can expect to16

receive from all of these bureaucratic processes.17

All the regs really say is, well we'll know it18

when we see it, right. So nobody has got a standard or a19

goal to start working towards now to ensure absolute20

compliance.21

And this total absence of standards is going to22

really disappoint, most of all, consumers who want to know,23

on a quantitatively objective basis which products are24

greener or safer than others.25
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And I'm just going to quote the legal standard1

that's applicable in this state. This comes from the Ninth2

Circuit decision in 1978, Packar vs. National Highway3

Safety, Traffic Safety, manufacturers who are held to4

standards of compliance are entitled to testing criteria5

that they can rely upon with certainty. The procedure6

should be rational and unequivocally demonstrable.7

Compliance should be based upon objective measures8

rather than the subjective opinions of human beings.9

And so what I'm afraid is going to happen with10

this reg process which is just a process, it doesn't lead to11

a standard or a goal or a an achievement of a compliance12

level that anyone could objectively determine is that once13

you start to apply it, it's going to have the same problem14

that TSCA had, right.15

If you go read in 1971 when TSCA was first16

germinated, it was an inkling in the President's eye in17

1971. And it was thought to be the ideal pollution18

prevention law.19

You could look at a lot of contemporaneous quotes20

of that era. It had all these ambitious goals and ample21

regulatory authority. It never achieved its potential.22

And I think about why, because of the23

implementation structure that it followed.24

And I think Richard Dennison at EDF who has25
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written so many studies is going to be in his rocking chair1

30 years from now saying, well, at least TSCA looked at six2

chemicals, you know.3

The last point, I really want to hammer home on4

CEQA. It's very important to do CEQA for these regs. It's5

important just the way AB 32 did.6

The scoping plan was a plan that contemplated a7

set of regulations and a set of measures, right. And yet8

they did a programmatic EIR and this is what they said.9

Quoting from their EIR, as the measures that10

developed into rules and regulations and subsequently11

implemented, there's a potential for them to have an adverse12

environmental impact on natural resources. At the13

programmatic level a state agency has a responsibility under14

CEQA to inform itself of reasonably foreseeable adverse15

environmental impacts and to craft a framework to avoid,16

minimize or mitigate them.17

And I think you need to create that framework, to18

set those goals, to do that planning. So I'm going to ask19

that you pause, you hit the reset button. You pass the20

torch. Success has many fathers and let the next Governor21

have this win too. Thanks.22

HEARING OFFICER MADRIAGO: Thank you. Is there23

anybody else who would like to speak? Okay.24

Let the record show that no one else raised their25



EHLERT BUSINESS GROUP
(916) 851-5976

68

hand or wished to speak. This concludes the oral comments1

portion of today's hearing.2

If anyone wishes to submit written comments that3

hasn't done so already please do so at this time by handing4

your comments to the staff, specifically Jeff seated at the5

table to my right.6

And I noticed a number of you seem to be reading7

from scripts and if you'd like to, feel free to hand those8

to Jeff.9

Okay. Seeing no one coming forward with written10

comments this concludes the submission of written comments.11

For information on the next steps in the12

rulemaking process please refer to the Public Notice for the13

regulations.14

Ah, I guess we are submitting written comments.15

Is there anyone else submitting written comments? Okay.16

Let me back up. We are not concluding with17

submitting written comments. Any other written comments?18

Okay. So we are concluding with submitting written19

comments.20

Again, for information on the next steps in the21

rulemaking, no, we've got more coming forward, okay.22

I think we'll wait for about five or ten minutes.23

THE REPORTER: Madame Chair, we're still on the24

record.25
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HEARING OFFICER MADRIAGO: Yes, I know.1

THE REPORTER: Are we to remain on the record?2

HEARING OFFICER MADRIAGO: Yes, please.3

Okay. Anyone else with written comments, please4

raise your hand or come forward. Okay. We've concluded5

with written comments.6

For information on the next in the process please7

refer to the Public Notice to the regulations.8

And let me remind you that you have until 5:009

p.m. today to submit written comments by the means we10

discussed earlier.11

The hearing for the Safer Consumer Product12

Alternatives is now, Regulations, is now closed.13

Let the record show that the time is 2:4314

approximately. We're off the record.15

(Thereupon, the public hearing of the16

Department of Toxic Substances Control was17

closed at 2:43 p.m.)18

--oOo--19

20

21

22

23

24

25
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