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OVERVIEW AND ORGANIZATION  
This document summarizes and responds to public comments submitted to the 
Department of Toxic Substances Control (DTSC) on the Proposed Rulemaking titled 
Safer Consumer Products, which was released to the public on July 27, 2012.  

• The proposal was available for comment for forty-five (45) days, with the public 
comment period closing on September 11, 2012.  DTSC then extended the 
public comment period for an additional thirty (30) days.  Thus, the public 
comment period for the July 27, 2012 version of the regulations ended on 
October 11, 2012.  

• A public hearing was held on September 10, 2012.  
• A revised proposal was released to the public on January 29, 2013 for a thirty 

(30) day public comment period.  That public comment period ended on February 
28, 2013. 

• DTSC then released another version of the proposed regulations for a fifteen (15) 
day public comment period that ran from April 10- April 25, 2013. 

 
This Response to Comment (RTC) document addresses the comments received during 
the public comment period that ended on February 28, 2013.  For a list of commenters 
and responses to comments received for the proposed regulations dated July 2012 and 
April 2013, please refer to the July 2012 and April 2013 Response to Comments 
documents, respectively.  

 
Although the proposed regulations are process regulations and do not establish a 
regulatory threshold for protection of public health and/or the environment, DTSC 
submitted the proposed regulations for External Scientific Peer Review (ESPR), in 
accordance with Health and Safety Code section 57004(d).  DTSC submitted the 
proposed regulations and requested scientific input on the "scientific basis" and/or 
"scientific portions" of the proposed rule for review by the ESPR entities on the two 
following occasions:  

• On July 18, 2012, DTSC requested the ESPR entities to begin their reviews and 
to submit their reviews by August 30, 2012 of the July 2012 version of the 
proposed regulations, with an extension granted until October 11, 2012; 

• On January 30, 2013, DTSC requested the ESPR entities to begin their reviews 
and to submit their reviews by March 4, 2013 on January 2013 version of the 
proposed regulations. 

 
For a list of the ESPR Entities, their findings, the public comments on their findings and 
DTSC responses, please refer to the July 2012 and January 2013 External Scientific 
Peer Review Findings.  
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A total of 92 letters commenting on the proposal released on January 29, 2013 were 
received.  A list of commenters in alphabetical order, their affiliations, and the number 
assigned to their correspondence is included in Table 1.  Each comment letter was 
issued a number.  DTSC subsequently numbered each of the comments contained in 
the letter and collated similar comments together.  The designation “1-1” means 
comment letter number 1, comment number 1 and so forth.  For the purpose of orderly 
presentation, the comments have been categorized by the article in the regulation that 
they address.  The comments that are general in nature or have overarching 
applicability have been addressed under the most applicable subject area under 
General Comments.  For all other comments related to a specific article or section, 
please refer to the respective article or section.   
 
An index has been provided at the end of the document for quick reference to the page 
number(s) on which responses to the comments appear.  
 
Table 1. List of Commenters 

# Name of Entity Number of 
comments 

1 Adhesive and Sealant Council 5 
2 Agricultural Associations 3 
3 Airlines for America & Boeing 17 
4 Alliance of Automobile Manufacturers 8 
5 American Apparel & Footwear Association 3 
6 American Chemistry Council 24 
7 American Cleaning Institute 18 
8 American Coatings Association 24 
9 American Forest & Paper Association 2 
10 American Forest & Paper Association 18 
11 American Forest & Paper Association 2 
12 American Wood Council 7 
13 Association of Global Automakers 41 
14 Association of Home Appliance Manufacturers 9 
15 Automotive Aftermarket Industry Association 3 
16 Battery Council International 1 
17 Bay Area Clean Water Agencies 10 
18 BizNGO 19 
19 Boots Retail USA 2 
20 California Chamber of Commerce 4 

Department of Toxic Substances Control Page 2 of 422 
 



  January 2013 Response to Comments 
Safer Consumer Products  Proposed Regulations, R-2011-02 

 

# Name of Entity Number of 
comments 

21 California Grocers Association 3 
22 California Healthcare Institute 11 
23 California Industrial Hygiene Council 6 
24 California Manufacturers & Technology Association 2 
25 California New Car Dealers Association 4 
26 California Product Stewardship Council 8 
27 California Retailers Association 7 
28 California Stormwater Quality Association 8 
29 CHANGE (Californians for a Healthy and Green Economy) 80 
30 Chemical Industry Council of California 12 
31 Clean Water Action 3 
32 Clorox Company 14 
33 Complex Durable Goods Coalition 24 
34 Consumer Healthcare Products Association 3 
35 Consumer Specialty Products Association 65 
36 Direct Selling Association 2 
37 Dow Chemical Company 5 
38 DuPont 3 
39 Electronics Industry 87 
40 EMA (Truck & Engine Manufacturers Association) 31 
41 European Commission 51 
42 European Semiconductor Industry Association 2 
43 Fashion Jewelry & Accessories Trade Association 13 
44 Food Packaging Coalition 4 
45 Geiser, Ken 8 
46 Green Chemistry Alliance 45 
47 Grocery Manufacturers Association 69 
48 Hewlett-Packard Company 101 
49 International Fragrance Association North America 6 
50 Intertek Consumer Goods 7 
51 IPC (Association Connecting Electronics Industries) 11 
52 Japan Chemical Industry Association 6 
53 Japanese Industry Associations 17 
54 Kirschner, Michael 5 
55 Koch Industries 11 
56 Los Angeles Area Chamber of Commerce 1 
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# Name of Entity Number of 
comments 

57 Los Angeles County Integrated Waste Management Task Force 9 
58 Marin County Hazardous & Solid Waste Management Joint Powers 

Authority 
8 

59 Motor & Equipment Manufacturers Association 4 
60 Natural Products Association 5 
61 Orange County Business Council 18 
62 Outdoor Power Equipment Institute 3 
63 Personal Care Products Council 16 
64 Plastic Pipe and Fittings Association 11 
65 Plumbing Manufacturers International 6 
66 Procter & Gamble Company 12 
67 Professional Beauty Association 12 
68 Puk, Billy 3 
69 Quint, Julia 7 
70 Rubber Manufacturers Association 17 
71 San Francisco Bay Regional Water Quality Control Board 16 
72 San Francisco Public Utilities Commission 4 
73 Santa Barbara County Public Works Department 8 
74 Semiconductor Industry Association of Korea 3 
75 Semiconductor Industry Association of Taiwan 3 
76 Sierra Club California 14 
77 Sigma-Aldrich Corporation 6 
78 Silicon Valley Toxics Coalition 10 
79 SNR Denton 4 
80 TDC Environmental 10 
81 TechLaw 3 
82 Test & Measurement Coalition 9 
83 Toy Industry Association 60 
84 Tremco Incorporated 5 
85 UC Research Policy Development 4 
86 UCLA Sustainable Technology & Policy Program 15 
87 Unifrax 14 
88 Unilever 29 
89 Valero Companies 6 
90 Vinyl Institute 6 
91 Western States Petroleum Association 15 
92 Worksafe 47 
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ACRONYMS 
 
AA  Alternatives Analysis 
APA  Administrative Procedure Act 
Cal/OSHA California Occupational Safety and Health Administration now known as 

Department of Industrial Relations (DIR) 
CEPA  Canadian Environmental Protection Act 
COCs  Chemicals of Concern 
DTSC  Department of Toxic Substances Control  
EC  European Commission 
EPA  Environmental Protection Agency (U.S.) 
FDA  Food and Drug Administration 
FDCA  Federal Food, Drug, and Cosmetic Act 
FPLA  Fair Packaging and Labeling Act 
FSOR  Final Statement of Reasons 
GHS  Globally Harmonized System 
GRSP  Green Ribbon Science Panel 
IARC  International Agency for Research on Cancer 
ISOR  Initial Statement of Reasons 
OEHHA Office of Environmental Health Hazard Assessment  
OSPAR Oslo/Paris Convention for the Protection of the Marine Environment for the 

Northeast Atlantic 
PBT  Persistent, Bio-accumulative and Toxic 
REACH Registration, Evaluation, Authorization and Restriction of Chemicals, 

Regulation (EC) No. 1907/2006 of the European Parliament and the 
Council  

TSCA  Toxic Substances Control Act 
U.S.  United States 
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ARTICLE 1. General 

The applicability of these regulations is to all consumer products placed into the stream 
of commerce in California.  It is necessary to take into account current and anticipated 
methods of selling or offering for sale consumer products containing a Chemical of 
Concern, through mail order catalogs and Internet sales as well as traditional brick and 
mortar entities.  Some interested parties have expressed concern over the vastness and 
scope of the regulations and have urged DTSC to narrow the scope to make the 
universe of products subject to these regulations smaller.  However, DTSC has 
determined that consistency with existing statutory reach both as to what is included 
and excluded is necessary.   Exempting any other consumer products would not be in 
line with the intent and purpose of the authorizing legislation, and would impermissibly 
contract the scope of consumer products set out in statute that are subject to the 
regulations.  
 
Support for Amendments in Article 1 
 
Comments:  3-11, 6-1, 7-1, 7-8, 7-9, 8-1, 10-4, 12-5, 13-13, 15-1, 18-1, 18-2, 18-3, 27-
7, 28-1, 29-13, 29-26, 29-27, 29-28, 29-29, 29-30, 29-31, 29-36, 29-46, 29-47, 29-50, 
29-75, 35-1, 35-5, 46-2, 47-2, 47-17, 47-18, 47-19, 47-35, 47-52, 48-13, 48-14, 48-16, 
48-17, 48-18, 48-20, 48-23, 63-1, 69-1, 71-4, 76-1, 79-1, 84-1, 87-3, 87-5, 88-1, 88-7, 
92-1 
 
Comments Summary: 
The above comments expressed support for the provisions in Article 1 in the January 
2013 proposed regulations or support for deleting provisions that were in Article 1 of 
July 2012 version of the proposed regulations.  Article 1 establishes the applicability of 
the regulations, sets out definitions, specifies duty to comply responsibilities, prescribes 
procedures for information submittals, describes how DTSC will issue requests for 
information, and lists the information that will be available on DTSC’s webpage. 
 
Comments expressing support for the provisions were directed at the inclusion of the 
following amendments or retention of the specified provisions:  
 

• Section 69501(a) – the purpose of the Safer Consumer Products Regulations, 
specifically that it includes the phrase, “eliminate or reduce potential exposures 
to, or the level of potential adverse impacts posed”; 

• Section 69501(b)(3)(A) – the statutory authority and exemption due to regulatory 
duplication is acknowledged; 
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• Section 69501(c) – the harmonization provision addresses a statutory prohibition 

on superseding other regulatory authorities and emphasizes that the proposed 
regulation does not displace the requirements imposed by other federal and 
State regulatory programs; 

• Section 69501.1(a)(2) – adding “indoor and outdoor” to modify the term “air 
emissions” within the definition of “adverse air quality impacts”; 

• Section 69501.1(a)(6) – the definition of “adverse public health impacts” 
• Section 69501.1(a)(8) – adding “ability to reuse or recycle” to the definition of 

“adverse waste and end-of-life”; 
• Section 69501.1(a)(11) – “Alternatives Analysis” as “[A]n evaluation and 

comparison of a Priority Product and one or more alternatives to the product, 
under article 5”; 

• Section 69501.1(a)(12) – definition of “Alternatives Analysis Threshold” as the 
practical quantitation limit (PQL) and DTSC’s discretion to set product-specific 
values; 

• Section 69501.1(a)(15) – the addition of the definition of “assemble”; 
• Section 69501.1(a)(16) – the addition of the definition of “assembler” to meet the 

concerns expressed by industry groups; 
• Section 69501.1(a)(20) – the definition of “chemical,” which will allow DTSC to 

address nanomaterials and other kinds of chemicals and chemical ingredients in 
consumer products, should a basis for concern be established; 

• Section 69501.1(a)(23)(B) – revision to the definition of “component” and the 
decision to retain the ability to specify homogenous material; 

• Section 69501.1(a)(26) – addition of the definitions for “contaminant,” 
“intentionally added ingredient,” “processing agent” and “recycled material”; 

• Section 69501.1(a)(29) – new definition created for “economically feasible”; 
• Section 69501.1(a)(37) – “Hazard trait submission” will now apply to any study or 

information regardless of its results; 
• Section 69501.1(a)(39) – revision to the definition of “importer”; 
• Section 69501.1(a)(50) – the definition of “placed into the stream of commerce in 

California”; 
• Section 69501.1(a)(51) –the definition of “potential,” which is needed to consider 

reasonably foreseeable impacts and exposures so that the range of chemical-
product combinations can be broadened and DTSC can consider cases beyond 
those with demonstrated harm.  Also, the use of “potential” instead of “ability to” 
when referring to adverse impacts and exposures; 

• Section 69501.1(a)(57) – the improvements in the definition of “reliable 
information” with the addition of subparagraphs (A)-(C); 
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• Section 69501.1(a)(58)(A)(2) - the use of monitoring data present in homes, 

schools or places of employment.  
• Section 69501.1(a)(58)(D) – use of exposure or modeled point concentrations 

associated with adverse impacts; 
• Section 69501.1(a)(58)(E) – use of monitoring data concentrations or volumes 

that can cause impacts and monitoring data from treated wastewater sludge and 
other samples; 

• Section 69501.1(a)(62) – definition of “safer alternative”; 
• Section 69501.1(a)(64) – the definition of “sensitive sub-populations,” which 

identifies workers and occupational hazards often lead to greater and longer 
exposures than those encountered in other settings; 

• Section 69501.1(a)(65) – new definition created for “technically feasible”; 
• Section 69501.2(a) – the clarifications as to who is responsible for submitting 

notifications; 
• Section 69501.2(a)(2) – allows certain requirements to fulfilled either entirely or 

partially by a consortium, trade association, public-private partnership, or other 
entity acting on behalf of, or in lieu of, the responsible entity; 

• Section 69501.2(b)(1) – extended time for the retailer off-ramp; 
• Section 69501.3(a) – requirement for two signatures on the certification.  

Information submitted to DTSC must be signed by the person who has prepared 
the information and the owner or officer of the company or an authorized 
representative; 

• Section 69501.4(d) the Safer Consumer Products Partner Recognition List as a 
means of creating a community of practitioners in support of the program; and 

• Section 69501.5 – availability of Information on the website will enhance workers’ 
right to know about the hazards of products they use, and the Injury and Illness 
Prevention Programs their employers must prepare. In addition, providing AAs to 
the public will enhance the quality of AA submissions and further the 
development and dissemination of safer alternatives. 

 
Comments expressed support for the deletion of the following provisions from the 
January 2013 version of the draft regulations: 

• Former section 69501(b)(2) – Comment supports the deletion of the exemption 
for any consumer product that is placed into the stream of commerce in 
California solely for the manufacture of one or more of the products exempted 
from the definition of “consumer product” specified in Health and Safety Code 
section 25251.  This would have limited the definition of “consumer product” in 
the regulation.  This language has been moved to Article 3 and is now a 
consideration for prioritization; 
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• Former section 69501(b)(3) – Comment supports the deleted exemption for any 

consumer product manufactured or stored in, or transported through, California 
solely for use outside of California.  Eliminating the exemption recognizes 
potential health hazards to workers who may be exposed during the manufacture 
and transport of the products and to users of consumer products outside of 
California.  This provision has been moved to Article 3 and is now a prioritization 
criterion; 

• Former section 69501.1(a)(2) – Comment supports the decision to eliminate the 
accreditation bodies program and the corresponding definition; and 

• Former section 69501.1(a)(59) – Definition of "technically and economically 
feasible alternative" has been deleted and replaced with two separate definitions 
for “economically feasible” and “technologically feasible” which allow for the use 
of each of these terms independently in the regulations. 

 
DTSC is making no changes to the regulations in response to these comments 
expressing support. 
 
§ 69501 Purpose and Applicability 
 
§ 69501(a) Purpose of the Safer Consumer Products Regulations 
 
Comment:  7-8, 39-7, 39-8 
 

Comments Summary:   

As currently drafted, this provision uses the word "potential" in reference to potential 
exposures or potential adverse impacts.  The term “potential” lowers the threshold that 
DTSC might use in making decisions.  To be more consistent with the goals of the 
regulations, the comments recommend that the term “potential” should be removed 
throughout the revised text and provide suggested language as follows: 

• This chapter specifies the process for identifying and prioritizing Priority Products 
that contain Chemicals of Concern above certain threshold levels, establishing 
the process for identifying and analyzing alternatives to Chemicals of Concern for 
the purpose of determining whether regulatory responses are warranted to 
protect public health or the environment, and the process for implementing such 
regulatory responses, if warranted. 

 
Response: 

In response to various comments regarding the use of the phrase "ability to cause…" 
[various types of harm or exposure] as the causation standard and its own 
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reconsideration of these issues, DTSC has returned to the use of the term "potential" in 
the January 2013 and April 2013 versions of the regulations.  DTSC disagrees that 
adding the concept of a threshold in this applicability section will address the criteria for 
decision- making in the regulations.  However, DTSC has now defined the term 
"potential."  This, too, was in response to comments that additional clarity was needed 
because the term was too vague or unbounded.  (See section 69501.1(a)(51)(A).)   
 
This section sets out the overarching purpose and the goals for the regulations.  The 
suggestion to add language to narrow this section to “Chemicals of Concern above 
certain threshold levels” is too specific to be included in this section of the regulations.  
First, the regulations use a narrative standard for the identification of Priority Products, 
not a specific threshold.  Second, the concept of a threshold for establishing a 
requirement for an Alternatives Analysis is addressed later in the regulations as the 
Alternatives Analysis (AA) Threshold.  The AA Threshold is a default threshold for a 
Chemical of Concern that is present in a Priority Product solely as a contaminant in the 
definitions, and the regulations provide an exemption from the requirement to conduct 
an Alternatives Analysis if a Chemical of Concern is below the AA Threshold. 
 
A third issue not contemplated by the commenter is that there may not be an AA 
Threshold established for a Chemical of Concern.  Even though section 69503.5(c) of 
the regulations was revised in the April 2013 version to allow DTSC the opportunity to 
set product-chemical specific thresholds, this may not always happen.  For all these 
reasons, section 69501 is not the appropriate section to narrow the scope of the 
regulations based on the AA Threshold.  See the response to comments in this 
document for sections 69501.1(a)(13), 68501.1(a)(52), 69503.5(c), and 69505.3 for 
additional discussions regarding the AA Threshold. 
 
The second part of the recommended language states that the purpose of the 
Alternatives Analysis is to determine whether regulatory responses are warranted to 
protect public health or the environment.  Determining regulatory responses is not the 
main goal of these regulations or the Alternatives Analysis.  The goal of the regulations 
is to identify alternatives that will eliminate or reduce the level of potential adverse 
impacts posed by the Chemical of Concern in Priority Products, and this is what is 
stated in the regulatory language.  See the responses to comments for sections 
69506.2 through 69506.8 for additional discussion regarding regulatory controls to 
reduce exposures.  
 
DTSC is making no changes to the January 2013 version of the regulations in response 
to this comment. 
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§ 69501(b)(2) Applicability and Non-Duplication 
 
Previous Version of Regulations (July 2012) 
 
Comments:  2-3, 6-2, 13-5, 13-14, 35-5, 35-6, 35-7, 35-8, 35-9, 35-10, 35-11, 46-5, 47-
2, 47-20, 63-1, 65-5, 83-42, 88-8 
 
Comments Summary: 

Previous drafts of the regulations included language stating that the regulations do not 
apply to any product subject to a statutory exemption, as well as not applying to “any 
product that is placed into the stream of commerce in California solely for the 
manufacture of one or more of the products exempted from the definition of “consumer 
product” specified in Health and Safety Code section 25251.  Various commenters 
urged DTSC to restore the language and, thus, the exemption for these particular 
products, as reflected in the July 2012 Proposed Regulations.  Concerns regarding the 
loss of this upfront exemption are as follows: 

• The revised Initial Statement of Reasons (Revised ISOR) states that the 
exemptions are necessary in order for the scope of the regulations to be 
consistent with the authorizing legislation; 

• DTSC should clarify why the applicability of the proposed rule has been revised 
to eliminate this exemption; 

• This provision is now a factor to be considered in the product-chemical 
combination prioritization process during which DTSC will decide whether to 
include such products as Priority Products.  This gives DTSC extraordinary 
discretion to include products that may never have any impact or effects in the 
State of California; 

• DTSC does not have the authority to regulate the supply chain of exempted 
products and such action would be considered superseding the authority of 
another agency; 

• The language recently struck from the regulations would have excluded fertilizers 
due to its use solely for the manufacture of food.  Fertilizers should not be 
included in the regulations; and 

• The Legislature exempted a product that is a “pesticide” from the definition of 
“consumer product.”  U.S. EPA and the California Department of Pesticide 
Regulation regulatory programs for pesticides are consistent with the purpose of 
the statute (Health and Safety Code section 25251) to treat products used to 
manufacture a pesticide in California, or used as an ingredient in a pesticide as 
“pesticides.”  It is no longer clear that these “parts of a product” are included 
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within the definition of  “pesticide” and thus excluded from the definition of 
“consumer product” under the regulations. 

 
Response: 

This provision previously in section 69501(b)(2) is no longer an exemption, but is a 
criterion for consideration as part of the prioritization of product-chemical combinations.  
DTSC reconsidered this provision to exclude these products in response to comments 
received on the July 2012 version of the proposed regulations.  As stated in the ISOR, 
while consideration of “products placed into the stream of commerce solely for the 
manufacture of exempt products” is necessary in order for the scope of the regulations 
to be consistent with the authorizing legislation, instead of a blanket exemption, DTSC 
will now evaluate potential exposure during the product’s life cycle.  Consequently, the 
provisions in section 69501(b)(2) in the July 2012 version of the proposed regulations 
have been moved to section 69503.3(b)(4)(C) (January 2013 and April 2013 versions).   
 
A second reason this exclusion was changed to a prioritization factor was to more fully 
address occupational exposures.  “[W]orkers with greater exposures due to the nature 
of their occupation” was added to the definition of “sensitive subpopulations.”  DTSC 
made various conforming changes throughout the text to address workers.  In order to 
balance the statutory exclusions with the need to consider workers, the provision was 
removed as an exclusion and was added as an exposure factor in the prioritization of 
product-chemical combinations.  The regulations have the flexibility to DTSC to assess 
to the extent practical, the potential exposures of products used to manufacture 
exempted products (Health and Safety Code section 25251).  During the prioritization 
process, the regulations require DTSC to consider other regulatory programs to ensure 
that the regulations do not supersede or duplicate the regulatory authority of any other 
agency (section 69503.2(b)(2)).  
 
The language that exempted products “placed into the stream of commerce in California 
solely for the manufacture of one or more of the products” statutorily exempted was 
moved to section 69503.3(b)(4)(C).  As this section was previously written, only 
fertilizers that were placed into California solely for the “manufacture” of a “food,” as 
defined in the statute, would have been exempt.  This provision is now in Article 3 and is 
used as a prioritization factor for product-chemical combinations, which is more 
appropriate than an exemption.  Fertilizers that contain Candidate Chemicals and are 
used to produce food should not be exempt from these regulations.  If the source of a 
Candidate Chemical in food is the fertilizer, these regulations cannot apply to the food, 
but could apply to the fertilizer. 
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The authorizing legislation, at Health and Safety Code Section 25251, defines the 
universe of “consumer products” subject to the regulations adopted by DTSC pursuant 
to Health and Safety Code Section 25252 and 25253.  The Legislature crafted an 
exhaustive list of products that were rendered exempt from the regulations authorized 
and mandated by these statutes.  This was done by virtue of the content of Health and 
Safety Code Section 25251’s exclusions from the definition of “consumer product” and, 
thus, from the reach of these regulations. 
 
Under well-established principles of the proper exercise of rulemaking authority granted 
to administrative agencies, the implementing regulations may neither expand nor 
contract the scope of the authority conferred by the authorizing legislation.  Here, DTSC 
is being urged to narrow the scope of the authorizing legislation by adopting exemptions 
that were not set out in the authorizing legislation.  DTSC has no authority to limit the 
reach of the statute by drafting such exemptions when the Legislature did not confer 
such authority. 
 
DTSC respectfully disagrees that the exemption for consumer products provided in 
Health and Safety Code section 25251 extends to any part of the products listed in the 
authorizing legislation.  DTSC notes the following: 1) The Legislature conferred on 
DTSC the flexibility to name part of a product as a Priority Product subject to the 
substantive requirements of the regulations; and 2) The Legislature did not intend to 
exclude all parts of the listed exempt products as being excluded.  The Legislature 
made the distinction of listing the packaging associated with dangerous drugs, dental 
restorative materials, and devices defined in section 4023 of the Business Professional 
Code as a specific exemption.  If the Legislature had intended to exclude all parts of 
these excluded consumer products, there would be no need to list packaging 
separately.   
 
Pesticides subject to the California Food and Agricultural Code and the Federal 
Insecticide, Fungicide, and Rodenticide Act are exempt from the regulations.  The 
definition of “pesticide” set out in Health and Safety Code section 25251 (same meaning 
as in Food and Agricultural Code § 12753 or Title 7 United States Code § 136 et. seq.) 
includes substances and mixtures of substances.  Thus, one can infer that the 
ingredients in pesticide products are exempt from the regulations.  However, the 
exemption would not extend to products used to manufacture the pesticide if they are 
not ingredients in a pesticide.  The exemption would also not apply to a product that is 
used in pesticide formulations but is not registered as a pesticide in a consumer 
product.  For example, bleach can be used and registered as a pesticide (disinfectant) 
or bleach can be used as a laundry whitener.  Bleach as a disinfectant is exempt, but 
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bleach used as solely as a whitener is not controlled by the Federal Insecticide, 
Fungicide, and Rodenticide Act and would not be exempt from these regulations. 
 
For additional information regarding DTSC’s inability to further carve out exemptions 
from the regulations beyond those specified by the Legislature, please see the 
Requests for Exemption discussion within the Procedural, Legal, and Overarching 
Issues sections of the July 2012 and January 2013 Response to Comments documents. 
 
DTSC is not making any change to the regulations in response to these comments. 
 
§ Section 69501(b)(3) in Previous Version of Regulations (July 2012) 
 
Comments:  6-2, 7-12, 13-14, 35-40, 83-42, 89-3, 89-4 
 
Comments Summary: 

Comments express strong disagreement with the applicability of the regulations to 
products manufactured, stored, or transported through California solely for use outside 
of California.  DTSC should retain the language and exemption as reflected in the July 
2012 version of the proposed regulations. 

• The regulations exceed DTSC’s authority by regulating a product that is 
manufactured, stored, or transported through California when destined for use 
outside of California; 

• Loss of the exemption will burden those manufacturers whose products are 
intended for sale solely outside of the state; 

• These conditions will be evaluated during the product prioritization process, 
during which DTSC will decide whether to include such products as Priority 
Products.  This gives DTSC discretion to include products that may never have 
any impact in the State of California; and   

• Concerns regarding risks and/or exposures due to manufacturing, storage and/or 
transport fail to acknowledge the many regulations already in-place concerning 
workplace exposure and safe materials transport.   

 
Response:  

The provision previously in section 69501(b)(3) of the July 2012 version of the 
regulations is no longer an exemption but is a criterion for consideration for the 
prioritization of product-chemical combinations as Priority Product.  DTSC reconsidered 
this provision to exclude these products in response to comments received on the July 
2012 version of the regulations.  Consideration of the fact that a “product [is] 

Department of Toxic Substances Control Page 15 of 422 
 



  January 2013 Response to Comments 
Safer Consumer Products  Proposed Regulations, R-2011-02 

 
manufactured, stored or transported through California solely for use outside of 
California” is necessary in order for the scope of the regulations to be consistent with 
the authorizing legislation.  Instead of a blanket exemption, DTSC will now evaluate 
potential exposure during the product’s life cycle.  Consequently, the provisions in 
section 69501(b)(3) in the July 2012 version of regulations have been moved to section 
69503.3(b)(4)(B) (January 2013 and April 2013 versions).   
 
DTSC reconsidered the issue that this previous exemption may conflict with the 
authorizing legislation’s goal of incorporating life cycle thinking, which is defined in the 
regulations.  The regulations include the “manufacturing, use, storage, transportation, 
waste, and end-of-life management practices and the locations of these practices” as 
one of the product prioritization factors and “whether the product is manufactured or 
stored in, or transported through, California solely for use outside of California” (section 
69503.3(b)(4)(A)  and (B) in the January 2013 and April 2013 versions).  By moving this 
provision and making it a prioritization factor, DTSC will have more flexibility to assess, 
to the extent practical, the potential exposures of products used to manufacture 
products exempted from the definition of “consumer product” specified in Health and 
Safety Code section 25251.  During the prioritization process, the regulations require 
DTSC to consider other regulatory programs to ensure that the regulations do not 
supersede or duplicate the regulatory authority of any other agency (section 
69503.2(b)(2)). 
 
For additional information regarding DTSC’s consideration of these factors as part of 
prioritization, please see the discussion of these factors in Article 3 of this Response to 
Comments document. 
 
DTSC is not making any changes to the regulations in response to these comments.  
 
§ 69501(b)(3)(A) Exemption for Product Already Regulated 
 
Comments:  3-7, 13-4, 13-13, 39-9, 40-2, 46-5, 46-7, 47-19, 50-5, 65-5, 83-19, 83-38 
 

Comments Summary: 

The comments expressed various concerns regarding this provision.  Although most 
were in favor of this provision many had suggestions for revising the language. 
 

• This provision attempts to supersede the regulatory authority of other agencies.  
DTSC is limited by its enabling legislation to not regulate products that are 
already regulated under other programs; 
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• The regulations are likely to create unlawful conflicts with other existing 

regulatory programs; 
• DTSC has enormous discretion to determine whether a product-chemical 

combination should be subject to the regulation; and  
• A comment requests that DTSC retain the language as reflected in a previous 

unofficial version of the regulations (Informal Draft Regulations dated October 
2011) which provides clearer language for the exemption; 

• Subparagraphs (A)1. and (A)2. essentially removed any certainty for the 
regulated community regarding the exemption, and how the product’s life cycle 
may affect eligibility; and  

• Subparagraphs (A)1. and (A)2. should include more concrete criteria to 
demonstrate when the exemption is met.   

 

Response: 

DTSC has revised the regulations to include a new provision exempting from these 
regulations any product already regulated by another state or federal regulatory agency 
if the specified criteria for the exemption are met.  The commenters should note that 
pursuant to Health and Safety Code section 25257.1 and the new proposed section 
69501(b)(3)(A) of the revised proposed regulations (January 2013), DTSC does not 
intend to implement the regulations in a manner that duplicates or conflicts with existing 
state and/or federal regulations.  The new provision implements and makes clear the 
prohibition in Health and Safety Code section 25257.1, without DTSC exceeding its 
authority by the adoption of exemptions beyond those set out in the authorizing 
legislation.  As DTSC implements the proposed regulations, it will consider information 
and justification that any person provides to DTSC that is relevant to a determination 
that a particular chemical or product qualifies for the exclusion in section 69501(b)(3)(A) 
of the revised proposed regulations (January 2013 and April 2013).  Such 
determinations will also be posted on DTSC’s website.  See the Legal, Procedural, and 
Overarching Issues portion of this Response to Comments document for a detailed 
discussion on section 69501(b)(3)(A).   
 
Section 69501(b)(3)(A)1. and (A)2. specify the criteria for demonstrating when this 
exemption authorized by Health and Safety Code section 25257.1 is met.  More specific 
criteria are not possible given the broad range of products subject to these regulations, 
each with unique set of regulatory obligations and specific life cycle circumstances. 
These are impossible to be fully taken into account in a generally applicable set of 
regulations.  Section 69501(b)(3)(A) is necessary to specify exemption criteria and will 
not be amended or deleted.   
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As DTSC implements the proposed regulations, it will consider information that any 
person provides to DTSC that is relevant to a determination that a particular chemical or 
product qualifies for the exclusion in proposed section 69501(b)(3)(A).  Finally, DTSC 
notes that there are additional balancing criteria in Article 3 that allow DTSC to consider 
the extent to which a product is already regulated, even if such regulation is not co-
extensive with this program.  Those provisions are discussed in detail under Article 3 of 
this Response to Comments document.   
 
DTSC is not making any changes to the regulations in response to these comments.   
 
Comments:  17-2, 26-2, 28-7, 31-1, 57-3, 58-2, 68-1, 73-2, 78-2 
 
Comments Summary: 

While comments support the proposed regulations and the goal of ensuring that the use 
of chemicals in products does not result in their entry into the environment and the need 
for remedial actions, commenters have concerns regarding possible limitations of 
Section 69501(b)(3)(A).  DTSC should address the following concerns: 
 

• The exclusion seems to be based on regulation of the pollutant released by the 
product rather than regulation of the product itself; 

• The exclusion should not interfere with DTSC’s ability to prioritize product-
chemical combinations that contain Candidate Chemicals currently addressed by 
the Clean Water Act, the State Water Code, the Safe Drinking Water Act, the 
Clean Air Act, and the Hazardous Substances Control Act.  DTSC should clarify 
this in the administrative record; 

• Under the Federal Insecticide, Fungicide, and Rodenticide Act, there is no 
responsible stewardship program for the end-of-life management of the unused 
or left over pesticides or herbicides.  DTSC should modify the language to 
include regulating consumer products that have also been regulated under 
federal, state and/or local agency(ies); and 

• Most of the comments suggest deleting Section 69501(b)(3)(A) to eliminate this 
restriction.  This would allow DTSC more flexibility to regulate products that 
release Chemicals of Concern into the environment. 

 

Response: 

The exclusion is based on the regulation imposed on the consumer product itself, not on 
regulations for the pollutants released by the product.  For example, DTSC could 
regulate the same product as regulated by the California Air Resources Board if the 
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basis for the Priority Product listing is adverse water quality impacts.  In order to qualify 
for this exemption, the regulatory program for the consumer product must address the 
same potential adverse impacts, potential exposure pathways, and potential adverse 
waste and end-of-life effects that are the basis for of the product being listed as a 
Priority Product.  It must also provide a level of public health and environmental 
protection that is equivalent to or greater than the protection that would potentially be 
provided if the product were listed as a Priority Product.  For example, a consumer 
product could be listed as a Priority Product due to adverse water quality impacts that 
occur during use, even if there are regulations for water discharge limits during the 
manufacture of the product. 
 
The provision in section 69501(b)(3)(A) would not interfere with DTSC’s ability to 
address water pollution from Chemicals of Concern or any other “adverse water quality 
impacts” or “adverse waste and end-of-life impacts” if there are no duplicative 
regulations for the product that address the same potential impacts that are the basis for 
the possible Priority Product listing.   
 
This provision allows for an exemption when other regulations under other State or 
federal programs do not address the same adverse impacts.  The specific example 
provided in the comments is problematic because the enabling legislation specifically 
excludes any “pesticide,” as defined in the California Food and Agricultural Code or the 
Federal Insecticide, Fungicide and Rodenticide.  The regulations cannot supersede the 
authorizing legislation.  The second recommendation is to delete this provision entirely.  
The provision provides the criteria for the exemption necessary for DTSC to implement 
this provision.  As such, section 69501(b)(3)(A) is necessary and will not be amended or 
deleted.   
 
§ 69501(b)(3)(A)1. Other Regulatory Programs Address the Same Impacts  
 
Comment: 87-4 
 

Comment Summary: 

DTSC should clarify that existing regulation of a potential exposure pathway is deemed 
adequate when additional regulation has been investigated by regulatory authorities and 
found to be unwarranted.  Such conclusions have been drawn with respect to refractory 
ceramic fiber by the federal authorities at U.S. EPA, Cal/OSHA, and the National 
Institute for Occupational Safety and Health.  Suggested language was provided. 
 
Response: 
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The exclusion in the regulations is based on the existing requirements imposed on the 
consumer product itself, not on regulations or requirements for exposure pathways.  
The regulatory program for the consumer product must address the same potential 
exposure pathways that are the basis for of the product being listed as a Priority 
Product in order to qualify for this exemption.  The suggested language does not meet 
the standard of an existing regulation that already protects public health and the 
environment.  This does not comport with the authorizing legislation or the purpose this 
provision. 
 
The regulations do address the situation in which a regulatory agency has determined 
that an existing regulation for a potential exposure pathway has been investigated and 
later found unwarranted.  Information reviewed and accepted by U.S. EPA, Cal/OSHA 
or the National Institute for Occupational Safety and Health is considered to be reliable 
information for purposes of the regulations.     
 
DTSC is not making any changes to the regulations in response to this comment.   

§ 69501(b)(3)(A)2. Protection That is Equivalent to or Greater 
 
Comment:  3-8, 12-6, 47-2, 47-19, 47-23, 87-2, 87-5, 87-6, 87-7 
 

Comments Summary: 

The provision sets out a conditional exemption from this program when an existing 
regulatory scheme provides “equivalent or greater protection” of public health and the 
environment.  The above comments all have concerns regarding DTSC’s discretion to 
implement this provision and possible conflicts with products that are regulated under 
other authorities.  
 

• The provision ignores Health and Safety Code section 25257.1(b), which states 
Article 14 (the authorizing legislation) “does not authorize DTSC to supersede the 
regulatory authority of any other department or agency.”  The proposed 
regulation goes beyond the statute.  DTSC has no authority to supersede 
existing regulations or to adopt conflicting regulations for products already 
regulated, regardless of whether they provide equivalent protection; 

• The provision that existing regulations must "provide a level of public health and 
environmental protection that is equivalent to or greater than the protection that 
would potentially be provided if the product was listed as a Priority Product" is 
problematic.  By including equivalency, this suggests that there would be value in 
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having increased regulation that would only achieve the same result, which 
would clearly be duplicative and not appropriate; 

• Article 1 and Article 3 contain two very different standards for determining 
regulatory duplication in the regulations.  Article 1 requires “…protection to be 
equivalent to or greater than” that which may result from this program, while the 
Article 3 provision states that DTSC may proceed with the listing of a product as 
a Priority Product—taking into account existing California and federal regulatory 
programs-- if doing so would “meaningfully enhance protection….”  The comment 
recommends that the conflict and potential confusion be eliminated by utilizing 
the standard in Article 3 in both sections of the regulation; 

• Allowing regulations that in combination, address the same public health and 
environmental threats and exposure pathways provides maximum flexibility to 
exempt products adequately regulated through a combination of existing state 
and federal "programs," including product stewardship programs; and   

• Provision seems to imply that a manufacturer would have to demonstrate that the 
various existing regulations are at least as effective as the outcome of an 
Alternatives Analysis and it would not be known in advance the results of such an 
assessment. 

 
Response: 

DTSC disagree that this provision goes beyond the statute.  This section clarifies, 
interprets, and makes more specific the provisions of Health and Safety Code Section 
25257.1.  Again, during implementation of the regulations, DTSC will be accepting 
information germane to making a determination of whether or not a given product meets 
the terms of section 69501(b)(3)(A) and is thus not subject to the substantive 
requirements of these regulations.  DTSC notes that the provision specifying the criteria 
for determining whether a regulatory program provides a level of protection that is 
equivalent to or greater than is directly tied to the terms and purpose of the authorizing 
legislation.  Article 14 is the entire statutory “Green Chemistry” (Safer Consumer 
Products) program.  It consists, in part, of mandating life cycle thinking, examination of 
multimedia impacts, and inducing a transition to safer consumer products.  Thus, it is 
concerned with the regulation of a product with respect to numerous types of potential 
impacts on human health, wildlife, and the environment—a far broader sphere of 
concern than encompassed by most regulatory programs.  For additional discussion of 
this provision, see the discussion of Duplication/Conflict with Other Regulatory 
Programs in the Response to Comments for the July 2012 version of the proposed 
regulations. 
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The authorizing legislation does not prohibit all overlapping or arguably duplicative 
regulations; rather, it prohibits such regulation if a product is already regulated or 
subject to pending regulation “consistent with the purposes” of Article 14.  And, Article 
14 envisions a level and scope of protection of public health and the environment 
throughout the entire life cycle of a product.  If the other regulatory programs in 
combination provide less protection than would be provided by this program, then the 
exemption does not apply.  So, to require that the other program "provide a level of 
public health and environmental protection that is equivalent to or greater than the 
protection that would potentially be provided if the product were listed as a Priority 
Product”  in order to be exempt from these regulations does not conflict with the statute.  
Two regulatory schemes that provide equivalent or greater protection for public health 
and the environment would mean that the second program (i.e., this one would be 
deemed duplicative); therefore, the product would be exempt from these regulations.  
(This assumes, that the first criterion in section 69501(b)(3)(A)1. was also satisfied.)  In 
the event that an existing regulatory scheme addresses the risk posed by a chemical in 
a product, but is not as protective, that product may still be subject to regulation under 
this program. 
 
The standards in Article 1 and Article 3 are slightly different from each other because 
the objectives are different.  The provision in Article 1 is the standard that applies to 
those responsible entities requesting an exemption if existing regulations provide 
“…protection that is equivalent to or greater than…” the provisions of these regulations.  
The provision in Article 3 sets out criteria for consideration when prioritizing product-
chemical combinations.  DTSC may only list a product-chemical combination if the 
Priority Product listing would “…meaningfully enhance protection.…”  It is not intended 
to operate as an “all or nothing” exemption as the provision in Article 1 is.  Rather, it is 
intended to address those situations in which there is some overlap between existing 
and prospective regulation, but not complete duplication.  Therefore, DTSC disagrees 
that both these provisions should be the same.  The provisions have been written to be 
complementary with each other.   There is no conflict created by utilizing these two 
different standards in Article 1 and Article 3. 
 
DTSC appreciates the support for allowing regulations that in combination, address the 
same public health and environmental threats and exposure pathways, which provides 
maximum flexibility to exempt products adequately regulated through a combination of 
existing state and federal "programs," including product stewardship programs.  The 
term “in combination,” however, refers to the two conditions stated in section 
69501(b)(3)(A)1. and (A)2. 
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The provision does not require a responsible entity to demonstrate a presupposed 
outcome of an Alternatives Analysis to show that various existing regulations are at 
least as effective as may be put in place by this program.  When a Priority Product is 
proposed, DTSC will provide the Candidate Chemical(s) that is/are the basis for the 
product being listed as a Priority Product and the hazard traits and/or environmental or 
toxicological endpoints known to be associated with those chemicals.  In other words, a 
responsible entity will know the adverse impacts, exposures, and adverse waste and 
end-of-life effects, if applicable, that are the basis for listing the Priority Product and the 
phase of the life cycle (e.g., manufacture, use, end-of-life) when these impacts or 
effects occur.  All ancillary documents required by the Administrative Procedure Act 
(APA) will be provided during the rulemaking.  This includes an Initial Statement of 
Reasons that enumerates the benefits of the proposed listing, such as the protection of 
public health and safety, worker safety, or the environment, among other things.  Again, 
this will serve to inform responsible entities of the basis for the proposed listing. It is not 
necessary to know what the outcome of an Alternatives Analysis might be in order to 
know if one’s product meets the criteria in section 69501(b)(3)(A). 
 
See the Regulatory Duplication/Conflict and Requests for Exemption in the Procedural, 
Legal, and Overarching Issues in the Response to Comments document for the July 
2012 version of the regulations for additional discussion of this issue.    
 
DTSC is not making any changes to the regulations in response to these comments. 
 
Comment:  31-1, 39-10 
 

Comments Summary: 

The process for making these exclusion determinations is unclear.  DTSC needs to 
provide better clarity as to how this provision would be applied so that potentially 
regulated entities have more certainty when determining whether a consumer product is 
excluded from the rule. 

• How will the regulated entities make the exemption determination?  
• Will DTSC establish a list of regulatory programs that it deems meet these 

requirements before the provision can be applied?   
• How will DTSC consider other regulatory programs and determine if they provide 

adequate protection related to chemicals used in products?  
 

Response: 
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First, this exemption is not truly self-implementing.  That is, while a responsible entity 
may evaluate its product against the criteria in section 69501(b)(3)(A), DTSC will have 
to make determinations under section 69501(b)(3)(A) and post these determinations 
and the rationale supporting those determinations on DTSC’s website.  The plain text of 
section 69501(b)(3)(A) makes it clear that this is ultimately DTSC’s decision regarding 
eligibility for an exemption.  That provision includes the following:  “This chapter does 
not apply to a consumer product that the Department [DTSC] determines is regulated” 
in a manner that renders it exempt from this program (emphasis added).  These 
determinations also require DTSC to provide notice of availability to persons on the 
electronic mailing list.   
 
Second, DTSC will not be establishing a list of regulatory programs the meet the 
requirements for this exemption.  It is not possible for DTSC to do that given the broad 
range of products, each with unique set of regulatory obligations and specific life cycle 
circumstances.   It would be impossible fully take each of these unique characteristics 
into account in a generally applicable regulation.   
 
Lastly, there will be additional opportunities for clarification of the application of this 
exemption.  As part of the product-chemical identification and prioritization process 
under section 69503.2(b)(2), DTSC will consider other regulatory programs to determine 
if the listing would meaningfully enhance protection of public health and/or the 
environment.   Each of the Priority Products listings will be adopted through rulemaking; 
so, interested parties may bring the nature and existing of existing regulatory programs 
to DTSC’s attention.  That information will become part of the administrative record for 
the Priority Product rulemakings.  If there are any criteria or issues that need further 
clarification regarding existing regulations that may affect a proposed Priority Product 
listing, there will be opportunities to pursue these issues and provide additional input for 
any proposed Priority Product.  The APA process for the adoption of the Priority 
Products will provide greater detail needed to determine eligibility for this exemption on 
a case-by-case basis as part of the specific proposed listing. 
 
DTSC is not making any changes to the regulations in response to these comments. 
 

§ 69501(c) Harmonization 
 
Comments:  3-3, 35-12, 47-21, 47-22, 91-3, 91-4 
 
Comments Summary: 
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This provision makes specific the provisions in Health and Safety Code section 
25257.1(b).  The above comments are concerned about the regulations being 
consistent with Health and Safety Code sections 25257.1(b) and 25257.1(c).  Each of 
these comments provides suggested language to revise the provision in order to do the 
following: 

• Ensure that DTSC will not exercise authority within fields preempted under 
federal law; 

• Acknowledge the statutory limitation on the authority of the DTSC by using the 
statutory language; and 

• Ensure consistency with 25257.1(c); the proposed regulation should be 
expanded to include the phrase, "or to duplicate or adopt conflicting regulations 
for products in categories already regulated by other agencies under federal or 
State law."   

 

Response: 

DTSC will implement the regulations in a manner consistent with the provisions of 
Health and Safety Code section 25257.1 and section 69501(c), both of which prevent 
DTSC from administering a regulatory program that supersedes the regulatory authority 
of any other agency.  As discussed above, DTSC will be determining the potential 
applicability of section 69501(c) to the proposed identification of product-chemical 
combinations under these regulations.   
 
The statutory language states, “This article [14] does not authorize the department 
[DTSC] to supersede the regulatory authority of any other department or agency”.  To 
clarify that DTSC will not supersede State and federal programs, DTSC has clarified, 
interpreted and made more specific the language in Health and Safety Code section 
25257.1(c).  This is intended to minimize conflicts with other regulatory programs and to 
minimize any potential challenges that a product is already sufficiently regulated.  Since 
these regulations are essentially “process regulations,” it is not possible that they will 
supersede the “regulatory authority” of any other agency or department.   
 
Though the prohibition in Health and Safety Code section 25257.1(c) is against 
regulating “product categories” that are already regulated, there are no specific product 
categories that will be regulated under these regulations.  Rather, these regulations are 
“process regulations.”  In order to create a process that achieves the goals of the 
authorizing legislation, DTSC has determined that the regulations must assess product-
chemical combinations, rather than broad product categories.  That is, consistent with 
the mandates in the authorizing legislation, the regulations establish a process for the 
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identification and prioritization of chemicals and products containing them that must be 
analyzed to determine if they can be made in a manner that reduces the risks posed by 
them.  As a result, the exemption in Section 69501(b)(3) addresses “consumer 
product[s]” that are already regulated, and not product categories. 
 
DTSC has incorporated the exemption in Health and Safety Code sections 25257.1(c) 
into section 69501(b)(3).  For further discussion of this issue, see the discussion of 
sections 69501(b)(3)(A), 69501(b)(3)(A)1., and 69501(b)(3)(A)2. in this response to 
comments document. 
 
DTSC is not making any changes to the regulations in response to these comments. 
 
§ 69501.1 Definitions 
 
§ 69501.1 “Assemble,” “Assembler,” “Component,” “Import,” “Importer,” 

“Manufacture,” “Manufacturer,” and Duty to Comply 
 
Comments:  13-3, 13-7, 13-21, 13-23, 13-25, 15-1  
 
Comments Summary: 

The above comments express general concerns regarding the revisions made to the 
language for the definitions of “assemble,” “manufacture,” “manufacturer,” and 
“importer.”  As written, these definitions and their impact on the duty to comply in 
section 69501.2, have created a confusing and extremely limited area of relief for the 
manufacturers of complex durable products, such as automobile assemblers.  DTSC 
must be explicit as to who in the process will be considered the responsible entity.  
These definitions for “assembler,” “importer,” “manufacturer,” as well as the definition of 
a “component” need revision to achieve the goal of providing gradation of 
responsibilities with regard to fulfillment of the various sections of the proposed 
regulations.  The definitions need additional clarification to create these clear 
separations for products with complex supply chains. 
 
The following are scenarios that would limit the regulatory relief provided by the 
definition of “assembler:”  

• If a “responsible entity” obtains all of their components domestically, then they 
may be able to take advantage of the newly added “assembler” definition 
(“assembles a product containing a component,” section 69501.1(a)(16)); 

• If a “responsible entity” obtains any of its components from outside the U.S. and 
imports the component (Priority Product) for assembly into the assembled 
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product, then it would fall under the category of “importer” for any imported 
component (“imports a product” , section 69501.1(a)(39)); 

• If a “responsible entity” “imports” the assembled component (Priority Product) 
into the U.S. for sale, then it would be an “importer,” (section 69501.1(a)(39)); 
and  

• If a “responsible entity” provides design specifications (which is usual practice for 
manufacturers), even if they do not control the final product composition, then the 
“responsible entity” is considered a “manufacturer” based on the newly added 
criteria added to the manufacturer definition (“or has the capacity to specify the 
use of chemicals in such a product,” section 69501.1(a)(44)). 

 
Response: 

DTSC made the following revisions in the January 2013 version of the proposed 
regulations in response to comments, including those of the manufacturers of complex 
assembled products. This was done in order to accommodate the complex supply 
chains and to assign the substantive requirements of the Alternatives Analysis to the 
responsible entity with the most control over the introduction of Candidate Chemicals. 
The definitions of "assemble" and "assembler" were added and made conforming 
changes were made to the definition of "manufacture."  “Assemble” is defined to mean, 
“to fit, join, put, or otherwise bring together components to create a consumer product.”  
“Assembler” is defined as someone who “assembles a product containing a component 
that is a product subject to the requirements” of the regulations (i.e., a component that is 
listed as a Priority Product); 

• Conforming changes were made to the Duty to Comply provision in section 
69501.2.  In the event that the “manufacturer” or “importer” of a Priority Product 
that is a component does not comply with applicable requirements, assemblers 
who use that component have the same option as do retailers—they may choose 
to comply with the requirements under Article 5 themselves, or cease ordering 
the Priority Product component; 

• The definition of "manufacture" was revised to delete the verbiage regarding 
repair activities.  This was done to clarify that replacement parts are not excluded 
from these regulations and were never meant to be excluded; 

• The definition of "import" was revised to exclude the activity of ordering a product 
manufactured outside of the United States if the product is ordered from a person 
located in the United States.  The term “person” does not mean individual; and  

• The definition of "importer" was revised to exclude “a person that imports a 
product solely for use in that person's workplace if that product is not sold or 
distributed by that person to others."  The term “person” does not mean 
individual. 
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DTSC further revised the April 2013 version of the proposed regulations to include the 
following refinements: 

• The definition of “assemble” was amended to include to “repair, refurbish, 
maintain, or make non-material alterations to a consumer product”; and 

• The definition of “manufacturer” was amended to include the phrase “or specifies 
the use of chemicals to be included in, the product.”  The capacity to specify was 
deleted as a basis for being deemed a manufacturer and the actual specification 
of the use of chemicals was made more specific to apply only to those included 
in the product (not excluded) as the basis for being a “manufacturer” under these 
regulations. 

 

The listing of the Priority Product will provide the greatest clarity as to the gradation of 
responsibilities for the responsible entities.  The regulations are clear that the primary 
responsibility falls on the manufacturer and then on the importer.  Then the lower tier of 
responsibility falls on the assembler and retailer.  The manufacturer or the importer 
must comply with the requirement to conduct an Alternatives Analysis if they do not 
choose to avail themselves of the various options under Article 5, including removal or 
replacement of the Chemical of Concern or the Priority Product.  If the manufacturer 
and the importer do not comply, then the responsibility will fall on the assembler, if 
applicable, or retailer who may choose to do either conduct the Alternatives Analysis or 
cease ordering the Priority Product.   

 

As to the issue of complex supply chains, at the time a Priority Product is proposed, the 
description of the proposed product-chemical combination will make clear the actual 
component/entire product that constitutes the Priority Product.  If the proposed Priority 
Product is a component of one or more assembled products, a description of the known 
assembled products in which the component is included will also be provided by DTSC 
as part of the Priority Product listing process.  If the Priority Product is a component, 
then the manufacturer or importer of the component is the primary responsible entity.  If 
the Priority Product were to be an entire product with multiple components, the 
responsible entity would be the manufacturer of the entire product.  It would then be up 
to the manufacturer to identify which components of the Priority Product contain the 
Chemical of Concern and prepare an Alternatives Analysis for those components 
containing the Chemical of Concern.  
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DTSC is not making any further changes to the regulations in addition to those 
described here regarding those made in the April 2013 version of the proposed 
regulations. 

 
§ 69501.1 Capitalization 
 
Comment:  48-12 
 
Comment Summary:   

The proposed regulations are not consistent in capitalizing throughout the text the terms 
that have been defined in Article 1. DTSC should review and revise the proposed 
regulations as necessary so it is clear when it is referring to a defined term.   
 
Response:  

DTSC has reviewed the regulatory text and has found three instances of inconsistent 
capitalization of the words “Alternatives Analysis.”  This will be revised in the final 
version of the text.  Not all defined terms are capitalized and it is not appropriate to 
include quotation marks within the regulatory text.  The reader may refer to the 
definitions to determine which terms are defined. 
 
§ 69501.1 Use of “Potential” and Effects 
 
Comments:  46-5, 46-21, 47-6, 55-6, 63-16, 65-5 
 
Comments Summary: 

DTSC should revise the regulations to be consistent with the authority granted by the 
underlying statute.  DTSC has moved away from the intent of the statute as evidenced 
by DTSC's replacement of the term “ability" with “potential" and "impact" with "effect."  
These substitutions and the elimination of risk-based wording in the Key Prioritization 
Principles, focus the regulations on hazard and presence as the dominant criteria for 
identifying a Priority Product.  These changes, when coupled with the reduction of the 
Alternatives Analysis Threshold to the practical quantitation limit ("PQL"), have the 
cumulative impact of creating an unreasonably precautionary approach.   

 
Numerous definitional changes have been made to make “adverse impacts” equivalent 
to “adverse effects.”  “Adverse impact” as used in the statute and in OEHHA‘s hazard 
traits, incorporates the concept of magnitude and extent of a hazard property.  “Adverse 
effect” focuses solely on the particular hazard endpoint with no broader consideration.  
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While every chemical has numerous measurable effects, only some have significant 
adverse impacts under certain conditions of exposure.  A comment recommends that all 
adverse impact definitions eliminate the term “effect,” replacing it with “impact” as used 
in the statute.    
 

Response:  

DTSC has returned to the use of the term “potential” in the January 2013 version of the 
proposed regulations.  Along these same lines, DTSC has introduced the concept of a 
chemical’s ability to “cause or contribute to” (harmful results) to better capture how 
certain chemicals work and can lead to certain endpoints of harm.  In addition, DTSC 
notes that the term “potential” has now been defined.  This, too, was in response to 
comments that the term was too vague or unbounded.  (See section 69501.1(a)(51)(A).)  
DTSC is making no changes to the January 2013 version of the regulations in response 
to this comment.  Please refer to the discussion of Standards in the July 2012 
Response to Comments document for clarification of the use of the terms “potential,” 
“ability to,” and the causation standard in general.  
 
“Adverse impact” is a defined term in the regulations and is a conglomeration of the 
adverse definitions.  The regulations principally define the term “adverse impacts” by 
using OEHHA’s definitions of “adverse effect.”  The definition of “adverse impacts”  
means “adverse public health impacts” (see Table 2) and “adverse environmental 
impacts” (see Table 3).   
 
Table 2. Adverse Public Health Impacts. 

 
“Adverse Public Health Impacts1” 

 
• Carcinogenicity 
• Developmental Toxicity 
• Reproductive Toxicity 
• Cardiovascular Toxicity 
• Dermatotoxicity 
• Endocrine Toxicity 
• Epigenetic Toxicity 
• Genotoxicity 
• Hematotoxicity  

• Musculoskeletal Toxicity 
• Nephrotoxicity and Other Toxicity to 

the Urinary System 
• Neurodevelopmental Toxicity  
• Neurotoxicity  
• Ocular Toxicity 
• Ototoxicity 
• Reactivity in Biological Systems 
• Respiratory Toxicity 

1 Also includes exceedance of an enforceable California or federal regulatory standard relating to the protection of public health. 
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• Hepatotoxicity and Digestive 

System Toxicity 
• Immunotoxicity 

 

• Evidence for Other Toxicological 
Hazard Traits 

 

 
 
DTSC has adopted the same definition of “hazard trait” and “environmental and 
toxicological endpoints” as specified in OEHHA’s regulations, which were required by 
Health and Safety Code section 25256.1.  The link between the two sets of regulations 
is required by Health and Safety Code section 25252(b)(1).  When the term “adverse 
impact” is used in the revised proposed regulations (January 2013 and April 2013), it 
means any of the over forty toxicological “effects” on public health and environmental 
and toxicological endpoints listed in the tables below.  The edits to the proposed 
regulations to change the term from “adverse impacts” to “adverse effects” were made 
to clarify that an adverse effect focuses solely on the particular hazard endpoint with no 
broader consideration.  “Adverse effect” does not mean an “adverse impact,” which is 
defined much more broadly than “adverse effects.”  If the regulations were to eliminate 
the term “effect,” and replace it with “impact,” then it would require an evaluation of all of 
the impacts listed on the tables. [See “adverse waste definition.”] 
 
Table 3. Adverse Environmental Impacts 

 
“Adverse Environmental Impacts2” 

 
 
“Adverse air quality impacts” 
• California Toxic Air Contaminants 
• Greenhouse gases 
• Nitrogen oxides; 
• Particulate matter 
• Stratospheric ozone depletion potential 

chemicals 
• Sulfur oxides; or 
• Tropospheric ozone-forming 

compounds 
 
“Adverse ecological impacts” 

 
“Adverse soil quality impacts” 
• Compaction or other structural 

changes; 
• Erosion; 
• Loss of organic matter; or 
• Soil sealing 

 
“Adverse water quality impacts” 
• Increase in biological oxygen demand; 
• Increase in chemical oxygen demand; 
• Increase in temperature; 
• Increase in total dissolved solids; or 

2 Also includes exceedance of an enforceable California or federal regulatory standard relating to the protection of the environment. 
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• Adverse effects to aquatic, avian, or 

terrestrial animal or plant organisms or 
microbes 

• Adverse effects on aquatic and 
terrestrial ecosystems 

• Biological or chemical contamination of 
soils;  

• OEHHA adverse effects: 
o Domesticated Animal Toxicity 
o Eutrophication 
o Impairment of Waste 

Management Organisms  
o Loss of Genetic Diversity, 

Including Biodiversity 
o Phytotoxicity  
o Wildlife Developmental 

Impairment  
o Wildlife Growth Impairment 
o Wildlife Reproductive Impairment  
o Wildlife Survival Impairment  
o Evidence for the Environmental 

Hazard Traits 
 

• Introduction of, or increase in, any of 
the following: 
o Priority pollutants under section 

303(c) of the CWA 
o Pollutants listed under section 

303(d) of the CWA 
o Chemicals with Maximum 

Contaminant Levels 
o Chemicals for which Notification 

Levels 
o Chemicals for which public health 

goals for drinking water 
 

 
 
DTSC respectfully disagrees that these changes in terminology, which are both just 
clarifications, have the cumulative impact of creating an unreasonably precautionary 
approach.  For more discussion regarding the impact of the revised AA Threshold, 
please see discussion of sections 69501.1(a)(12), 69501.1(a)(52), and 69503.5 in this 
Response to Comments document. 
 
DTSC is not making any changes to the regulations in response to these comments. 
 
§ 69501.1(a) Requests for New Definitions  
§ 69501.1(a) Add  “Accessible component” and “Inaccessible component” 
 
Comments:  83-2, 83-3, 83-26, 83-32 
 
Comments Summary: 
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“Accessible Component” and “Inaccessible component”– For assembled products there 
is a need to define these terms and they should be referenced in several key places in 
the regulations.  Both the terms “accessible component” and “inaccessible component” 
are critical to focusing these regulations on actual potential for exposure.  We further 
suggest the use of the “inaccessible” definition found at Title 16, Code of Federal 
Regulations, parts 1500.48 and 1500.49.   
 

Response: 

The regulations do not use the terms “inaccessible” or “accessible.”  Thus, adding a 
definition for either term would be necessary only if DTSC became convinced that it 
should introduce this term into the regulations for the reasons offered by the comments.  
Nevertheless, DTSC respectfully disagrees that “accessible components” and 
“inaccessible components” should be referenced in the regulations.  There may be 
exposure pathways (e.g., inhalation) for a consumer product that may need to be 
assessed that are unaffected by whether or not a component is out of reach.  There 
may also be potential human or environmental exposure or consequences during other 
phases of the product’s life cycle other than use (e.g., manufacturing, transportation, 
waste, and end-of-life) that are largely, if not entirely, unaffected by whether or not a 
component is accessible.  However, DTSC notes that the likelihood, frequency, and 
duration of exposure to the Chemical of Concern across all phases of the life cycle of 
the product will remain as prioritization factors.  Thus, the notion of accessibility is 
already embedded in the regulations to the extent appropriate and necessary.   
 
Lastly, the definitions found in parts 1500.48 and 1500.49 are Consumer Product Safety 
Commission standards for exposure to sharp edges in toys that may present a potential 
risk of injury.  Again, these regulations need to address exposure to chemicals.  
Therefore, use of that definition of “inaccessible,” which was intended for purposes of 
preventing physical harm, is not appropriate or sufficient to assess potential adverse 
impacts from chemicals in products—as opposed to risk of injury from sharp edges in 
toys. 
 
DTSC is making no changes to the January 2013 version of the regulations in response 
to these comments.   
 
§ 69501.1(a) Add “Economic impacts” 
 
Comment:  29-70 
 
Comment Summary: 
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The comment recommends inserting a definition of "economic impacts" using the 
following language: "Economic Impacts means internalized and externalized costs to 
the public, public health, workers, government agencies, businesses, consumers, and 
the taxpayer.” 
 
Response:   

DTSC has revised the language and added a new term-- “economically feasible,” which 
defines when an alternative product or a replacement chemical is considered viable 
from an economic standpoint.  There are various places in the regulations that require 
an economic evaluation.  First, economic feasibility is a product prioritization factor to 
determine if there are safer alternatives to a potential Priority Product.  An economic 
evaluation of external costs is required in the Final Alternative Analysis Report, and if a 
manufacturer retains the Priority Product, an evaluation of internal costs is also 
required.  Economic feasibility is also a consideration for determining which regulatory 
responses may be imposed.  Because the context and purposes of all of these 
evaluations differ, the economic impact cannot be treated identically throughout the 
regulations. 
 
In light of the above reasons, DTSC is not making any further change to the regulations.  
 
§ 69501.1(a) Add “Exposure pathway” 
 
Comment:  86-1 
 
Comment Summary: 

A definition of “exposure pathway” needs to be developed since it is a significant 
concept for both prioritization of Priority Products and in the Alternatives Analysis.   
 

Response:   

DTSC notes that this same comment was submitted in regard to the July 2012 version 
of the proposed regulations.  DTSC declined to add this definition to the January 2013 
version of the regulations in response to the same comment submitted then.  Please 
see Section 69501.1(a)(new)  Add “Exposure pathway” in the Response to Comments 
prepared for the July 2012 regulations.  Those same responses are equally applicable 
here as well.   

 

DTSC is not making any changes to the regulations in response to this comment. 
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§ 69501.1(a) “Recycling,” “Recyclability” and “Capture rate” 
 
Comments:  26-1, 57-2, 58-1, 73-1, 78-1 
 
Comments Summary: 

The comment expressed general support for the proposed regulations, but suggested 
the following modifications.  Definitions should be expanded to provide clear definitions 
of the terms “recycling,” “recyclability,” and “capture rate.”   
 

Response: 

The terms “recycling,” “recyclability,” and “capture rate” are commonly understood in 
manufacturing and waste management and have the same meaning as can be found in 
a dictionary.  The use of the terms “recycling,” “recyclability,” and “capture rate” are 
used in describing the contents for the stewardship plans for end-of-life management 
requirements in section 69506.7(c)(2).  These stewardship plans will be specific to a 
Priority Product, will have the flexibility to address a wide range of products, and will be 
subject to DTSC approval.   
 
The term “recycling” is used in the definitions of “contaminant” (section 69501.1(a)(26)), 
“life cycle”(section 69501.1(a)(42)), and “reliable information demonstrating the 
occurrence, or potential occurrence, of exposures to a chemical” (section 
69501.1(a)(58)).  In each of these instances, “ recycling” means what is commonly 
understood by the use of this term in everyday English.  The definition of “contaminant” 
also includes a definition of “recycled material” (section 69501.1(a)(26)(D)).   This 
definition is clear as to what is meant by “recycled material” separated from a waste 
stream into feedstock.  “Recycled material” is also defined in Title 22, California Code of 
Regulations, section 66260.10, but the definition in section 69501.1(a)(26)(D) is 
necessary because it is specific to the AA.  Furthermore, DTSC will develop guidance 
materials to address the conducting of the AA and may consider providing additional 
guidance on how recycling is evaluated during the life cycle of a product. 
 
§ 69501.1(a)(2) “Adverse air quality impacts” 
 
Comments:  7-9, 7-18, 32-2 
 
Comments Summary: 
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There are comments that support the amendment of “adverse air quality impacts” to 
include “indoor and outdoor” air emissions in the definition.  However, the above 
comments recommend that “indoor and outdoor” should be deleted.  These comments 
are concerned that this provision is problematic due to the extent that it captures 
degradates emitted by products, such as antimicrobial products.  Furthermore, with the 
addition of the word “potential” to degrade, etc., the provision broadens the sweep of 
DTSC’s ability to make a determination regarding products. 
 

Response: 

DTSC added the phrase “indoor and outdoor” to clarify in the regulations what was 
written in the Initial Statement of Reasons (ISOR).  Indoor air emissions affect the air 
quality of homes, offices, transport vehicles, and public buildings and sometimes can be 
more toxic than the outdoor air because indoor is enclosed and may not be well 
ventilated. 
 
The regulations already include the potential for a chemical to degrade, form reaction 
products, or metabolize into another Candidate Chemical or a chemical that exhibits 
one or more hazard traits and/or environmental or toxicological endpoints as a factor to 
both add a new Candidate Chemical (section 69502.2(b)(1)(A)7) and/or to prioritize a 
product-chemical combination as a Priority Product (section 69503.3(a)(1)(G)).  It is 
necessary to capture degradates emitted by products and metabolites because not only 
chemicals themselves may be harmful, but their metabolites, degradates, and reaction 
products may also be as well.  For example, as previously expressed by the 
commenter, sodium hypochlorite, which is the active ingredient in various antimicrobial 
products, forms chloroform and chlorines that affect water quality.  In some instances, 
the original Candidate Chemical (previously known as Chemical of Concern or COC) 
may not be detected any longer, but the adverse impact continues due to the chemical’s 
ability to degrade, form reaction products, or metabolize into another chemical that 
exhibits one or more hazard trait and/or toxicological endpoints.   
 
Throughout the regulations, the term “ability” has been revised to “potential,” which has 
now been defined in the regulations to mean that a “phenomenon described is 
reasonably foreseeable based on reliable information.”  (See discussion of section 
69501.1(a)(51)(A) of this Response to Comments document.)  This revision eliminating 
the use of “ability to cause” with “potential” and providing a definition of “potential” 
provides greater clarity to these regulations and is more closely aligned with the text 
and intent of the authorizing legislation. 
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DTSC is not changing the regulations to delete “indoor and outdoor” from the definition 
of “adverse air quality impacts” or making any other change to the regulations in 
response to these comments. 
 
§ 69501.1(a)(3) “Adverse ecological impacts” 
 
Comment:  83-27 
 

Comment Summary: 

The definition of “adverse ecological impacts” contains several subjective terms that 
lack standards and clear definition for determining actual adverse effects.  Specifically, 
“deterioration or losses of environmentally sensitive habitats” and “changes in ecological 
communities” are terms that lack clear definition and exposition regarding how the 
DTSC will evaluate these impacts.   

 

Response: 

This comment relates to a previous version of the regulations and does not address a 
change made in the January 2013 version of the proposed regulations.  This comment 
has been addressed in Article 1 of the Response to Comments document for the July 
2012 version of the proposed regulations.  Please see the discussion of “adverse 
ecological impacts” under section 69501.1(a)(4) of that document.  
 
 DTSC is making no changes to the regulations in response to this comment. 
 
§ 69501.1(a)(4) “Adverse environmental impacts” 
 
Comment:  86-2 
 

Comment Summary: 

The definition of “adverse environmental impacts” lists environmental criteria that are 
actual impacts or risks and not simply hazards.  By contrast, public health impacts are 
hazard traits.  This mixing of hazard, risk, and impact is problematic. 

 

Response: 

This comment relates to a previous version of the regulations and does not address a 
change made in the January 2013 version of the proposed regulations.  This comment 
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has been addressed in Article 1 of the Response to Comments document for the July 
2012 version of the proposed regulations.  Please see the discussion of “adverse 
environmental impacts” under section 69501.1(a)(5) of that document.  
 
DTSC is making no changes to the regulations in response to this comment. 
 

§ 69501.1(a)(5) “Adverse impacts” 
 
Comment:  86-3 
 

Comment Summary: 

The definition of “adverse impacts” now means adverse public health impacts and/or 
adverse environmental impacts.  The problem with this definition is that while the 
adverse public health impacts are not impacts but hazards traits, most the adverse 
environmental impacts identified are not hazards but estimates of actual impacts.   

 

Response: 

The comment relates to a provision that has text changes, but the expressed concerns 
are not related by the amendment to the provision.  However, as a courtesy, this term is 
necessary as a naming convenience convention to include all adverse impacts relevant 
under these regulations, and to facilitate discussion.  DTSC is making no changes to the 
regulations in response to this comment. 
 
§ 69501.1(a)(6) “Adverse public health impacts” 
 
Comments:  3-16, 7-18, 53-4, 86-4   
 
Comments Summary: 

The above comments express various concerns with the definition of public health.    

• Commenter requests confirmation that Proposition 65 thresholds are not suitable 
for use in determining a potential “exceedance of an enforceable California 
regulatory standard.”   

• The definition mixes both hazards and impacts.  All of the criteria referenced in 
chapter 54 Articles 2 and 3 are hazards and not impacts.  On the other hand, the 
definition also includes exceedance of standards that are clearly impacts.  

• The sentence "Public health includes occupational health." should be deleted. 
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Response: 

The comments relate to a provision that was changed in the January 2013 version of 
the proposed regulations, but the comments are not directed to the change made.   
However, as a courtesy, DTSC will provide further clarification.  Proposition 65 levels 
are enforceable California standards.  Exceedance of these standards would be not be 
considered “adverse public health impacts” when the only requirement is that a warning 
consistent with Proposition 65 regulations be given (Health and Safety Code section 
25249.6).  However, an exceedance of the Proposition 65 risk levels for discharges of 
chemicals that will pass into any source of drinking water (Health and Safety Code 
section 25249.5) would be an “exceedance of an enforceable California regulatory 
standard.”   Chemicals known to cause cancer or reproductive toxicity are captured 
under the Safe Drinking Water Act and/or the Clean Water Act, so discharges of these 
chemicals would be considered to have “adverse water quality impact” due to other 
regulatory programs, but not Proposition 65. 
 
The definition of “adverse public health impacts” includes all the criteria referenced in 
chapter 54.  DTSC respectfully disagrees that these are only hazards and not impacts.  
The toxicological hazard traits are directly observed as endpoints in human studies.  
OEHHA’s regulations (Chapter 54) define each hazard trait – with endpoints that are 
manifestations of that trait or its adverse effect.  
 
DTSC is making no changes to the regulations in response to these comments. 
 
§ 69501.1(a)(7) “Adverse soil quality impacts” 
 
Comment:  41-14 
 

Comment Summary: 

It seems highly unlikely that a chemical substance could have the adverse impacts 
mentioned under points (A), (B), or (D).  In particular, (A) or (D) could only materialize if 
the chemical was intentionally used for those purposes (i.e., compaction or other 
structural change to soil or soil sealing) (e.g., asphalt or concrete).   

Response:  

This comment relates to a previous version of the regulations and does not address a 
change made in the January 2013 version of the proposed regulations.  This comment 
has been addressed in Article 1 of the Response to Comments document for the July 
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2012 version of the proposed regulations.  Please see the discussion of “adverse soil 
quality impacts” in section 69501.1(a)(8) of that document.   
 
DTSC is making no changes to the regulations in response to this comment. 
 
§ 69501.1(a)(8) “Adverse waste and end-of-life effects” 
 
Comments:  7-18, 39-11, 39-26, 46-8 
 
Comment Summary: 

The commenters continue to have the following concerns with the proposed definitions 
of “adverse waste and end-of-life effects.”  

• A commenter requested clarification as to how DTSC will apply this definition 
across the entire life cycle.  The term “life cycle” needs to be appropriately 
defined to address the key life cycle segments that would be relevant for this 
determination; 

• It is unclear as to the specific “adverse waste and end-of-life effects” that will be 
covered. Paragraphs (C), (D) and (E) all appear to address the impact of waste 
and byproducts on wastewater and treatment facilities and the resulting releases 
from such facilities.  A comment recommended this definition be revised to 
clearly delineate the waste and byproducts that are relevant.  Paragraph (D), for 
example, appears to be a subset of (C) and, therefore, may be combined into 
subsection (C); and 

• The use of this definition is incorporated into the criteria for prioritizing 
chemical/product combinations, which is not appropriate.  As provided for in the 
authorizing legislation, waste and end-of-life disposal are criteria required to be 
evaluated as part of the Alternatives Analysis and not as part of prioritization.  
Health and Safety Code Section 25253(a)(2)(j). 

 

Response: 

DTSC respectfully disagrees that the definition of “life cycle” has to be revised to 
address relevant life cycle segments.  The regulations address key relevant factors, 
associated exposure pathways and life cycle segments for consideration of “adverse 
waste and end-of-life effects” in the Alternatives Analysis process and during 
prioritization of product-chemical combinations.  The January 2013 version of the 
proposed regulations had this provision as step 1 of the second stage of the 
Alternatives Analysis, section 69505.6(a)(1)(A).  This provision was moved in the April 
2013 version to step 3 in the first stage of the Alternatives Analysis, section 
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69505.5(c)(1)(A), and is titled “Identification of Factors Relevant for Comparison of 
Alternatives.”   
 
The definition in section 69501.1(a)(8) states that the effects that may be caused by a 
list of specific factors (paragraphs (A) through (E)) that may have an adverse effect 
during the life cycle of the product.  Again, the definition is a listing of factors and is not 
the appropriate provision to delineate which specific types of waste and byproducts are 
relevant.  The specific “adverse waste and end-of-life effects” that will be relevant for 
any product will vary.  For example, formulated products may have a greater impact 
than assembled products on wastewater treatment facilities.  Assembled products may 
have more impacts on solid waste disposal.  The regulations require that relevant 
wastes and byproducts be evaluated during the Alternatives Analysis process and 
during prioritization of product-chemical combinations. 
 
DTSC does not consider paragraph (D) to be a subset of paragraph (C) and, therefore, 
DTSC disagrees that paragraph (D) should be combined into paragraph (C).  Paragraph 
(D) addresses storm water and sewer discharges, which are nonpoint source 
discharges that are typically, released into waterways without treatment; paragraph (C) 
addresses point source discharges, which are treated by wastewater treatment plants. 
 

Although the authorizing legislation specifically requires that waste and end-of-life 
disposal be included in the life cycle assessment, which is part of the Alternatives 
Analysis process in the regulations, there is nothing that prohibits the use of this criteria 
for prioritization.  In fact, many of the criteria listed in Health and Safety Code Section 
25253(a)(2)(j) are used for prioritization, such as water quality impacts, air emissions, 
public health impacts, and environmental impacts.   

 

DTSC did amend this definition in the revised proposed regulations (January 2013 and 
April 2013) to clarify that this definition focuses solely on the impairment of waste 
management or releases to the environment due to waste management activities with 
no broader consideration.  And this term does not mean an “adverse impact,” which 
includes over forty hazard traits for “adverse public health” and “adverse environmental 
impacts.”  
 

DTSC is making no changes to the regulations in response to these comments. 

 
§ 69501.1(a)(9) “Adverse water quality impacts” 
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Comments:  7-18 
 

Comment Summary: 

It should be clear that any of the "increases" cited in the definition should be of a 
magnitude that results in an unacceptably high increase in risk to public health or the 
environment. 

 

Response: 

The comment relates to a provision that was changed from the prior iteration in the 
January 2013 version of the proposed regulations, but the comment is not directed to 
the change made to the provision.  This comment has been addressed in Article 1 of the 
Response to Comments document for the July 2012 version of the proposed 
regulations.  Please see the discussion on “adverse water quality impacts” under 
section 69501.1(a)(10) of that document.   
 
DTSC is making no changes to the regulations in response to this comment. 
 
§ 69501.1(a)(10)(D)  “Alternative” 
 
Comment:  29-45 
 
Comment Summary: 

The comment suggests the following addition to this subsection: “If Removal, 
Reformulation, or Redesign is not feasible, a secondary strategy of another any other 
change to a Priority Product or a manufacturing process that reduces the adverse 
impacts and/or potential exposure associated with the Chemical(s) of Concern in the 
Priority Product, and/or the potential adverse waste and end-of-life effects associated 
with the Priority Product.” 
 
Response:  

The suggestion implies that removal, reformulation, or redesign is more favorable than 
any other possible “alternative.”  The comment did not explain why it is necessary to 
restrict “alternatives” under paragraph (D).  DTSC respectfully disagrees that the 
“alternatives” should be restricted or tiered.  When a responsible entity is identifying 
possible “alternatives” as part of the Alternatives Analysis, there should not be any 
restriction to what is being considered.  Stakeholders will have the opportunity to weigh 
in on the selected alternative at the end of the Alternatives Analysis process.  And 
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stakeholders will have an opportunity to comment about preferred “alternatives” during 
the public notice for the regulatory response.   
 
DTSC is not making any changes to the regulations in response to this comment. 
 
§ 69501.1(a)(12) “Alternatives Analysis Threshold” or “AA Threshold” 

The AA Threshold Should Reflect a Minimum Risk 
 
Comments:   6-8, 7-2, 7-9, 13-16, 13-17, 23-6, 33-10, 33-14, 35-23, 35-28, 39-15, 43-3, 
46-9, 47-15, 47-17, 47-18, 49-2, 51-3, 55-7, 61-9, 65-4, 66-4, 88-12, 88-13, 88-15 
 
Comments Summary: 

The AA Threshold should reflect a minimum risk.  The AA Threshold Exemption must 
be revised to account for the potential risk to human health or the environment resulting 
from the presence of a Chemical of Concern in a Priority Product.  With no practical 
safe harbor level, the proposal is unscientific and inconsistent with standards set 
elsewhere in federal and international chemical control systems. 
 
The PQL is not related to the potential harm caused by chemicals present in products.  
Using the PQL provides no distinction between insignificant risk potential and potential 
risk, and consequently replaces the appropriate science of toxicology and dose-
response with the technological ability and sensitivity of analytical instrumentation. 
 
Setting the AA Threshold at the PQL may force entities to conduct Alternatives 
Analyses on products that contain negligibly measureable quantities of a substance at 
levels that do not present any risk to human health or the environment.   
 

Response: 

The July 2012 version of the proposed regulations included a case-by-case 
determination for the AA Threshold based on risk criteria to protect public health and/or 
the environment.  However, DTSC received an overwhelming number of comments 
urging DTSC to amend the regulations to include a default value in order to provide 
industry with greater certainty.  There were also concerns about the lack of a 
prescriptive methodology with standards to determine the AA Threshold.  DTSC has 
revised the regulations (January 2013 and April 2013) in response to the previous 
comments.  The revised proposed regulations (January 2013) specify that the default 
Alternatives Analysis (AA) Threshold for Chemicals of Concern (COCs) that are present 
in a Priority Product solely as a contaminant is the Practical Quantitation Limit or the 
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“PQL”.  However, the regulations were revised in the April 2013 version to allow the 
opportunity to set product-chemical specific thresholds in subsection 69503.5(c). 
 
DTSC respectfully disagrees that identification of a significant risk threshold would be 
more scientifically sound.  While an approach identifying a significant risk threshold has 
a certain appeal, it is certainly not advantageous to expedite the quest for safer 
alternatives.  A risk-based threshold would strap DTSC and taxpayers with 
demonstrating risk and harm before prioritizing consumer products containing 
Candidate Chemicals that have reliable information demonstrating hazard traits and/or 
endpoints.  DTSC believes that the proposed regulations strike a necessary and 
scientifically sound and balanced approach.   
 
Although the PQL is not related to potential harm, using the PQL establishes a default 
value that is generally protective for the intended purpose of the regulations without 
demonstrating that the selected value is the most appropriate value for every chemical 
in every situation.  However, changes made in the April 2013 version of the regulations 
allow DTSC to conduct a chemical-specific Priority Product risk evaluation.  This will be 
done through an open, public process, with sufficient review times to provide 
opportunity for stakeholder and public review and comment before finalizing the AA 
Threshold.   
 
Responsible entities may request a higher AA Threshold during the rulemaking process.  
During the rulemaking process, DTSC will need sufficient information to indicate a 
potential for adverse impacts occurs above the PQL for contaminants or that a risk-
based AA Threshold is appropriate for an intentionally added ingredient in order to set a 
case-specific AA Threshold.   Responsible entities requesting an AA Threshold above 
the PQL or to be applied to an intentionally added chemical, may submit reliable 
information to justify revising the AA Threshold from the default, and DTSC will need to 
evaluate the potential risk, toxicological data, and the technological ability of analytical 
methods. 
 
DTSC will not be making any changes to the regulations in response to these 
comments. 
 
See Responses to Comments below and in sections 69501.1(a)(52), 69503.5(c), and 
69505.3 for additional discussion regarding the AA Threshold. 

Oppose the PQL as the AA Threshold 
 
Comments:  35-34, 37-4, 39-15, 39-36, 43-1, 43-5, 46-13, 51-3, 70-15, 88-16 
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Comment Summary: 

The above comments generally oppose the PQL as the AA Threshold and request that 
DTSC replace the PQL with an AA Threshold value for each product-chemical 
combination, or an AA Threshold value applicable both to contaminants and to 
intentionally added substances. 
 
Response: 

DTSC respectfully declines to eliminate the PQL as the AA Threshold.  The regulations 
were revised in the April 2013 version in response to public comments to allow DTSC to 
specify an AA Threshold to during the rulemaking process for the Priority Product listing.  
More specifically, DTSC may set an AA Threshold for an intentionally added chemical, 
even though there is no default AA Threshold in those instances.  DTSC may also set 
an AA Threshold for a contaminant that is higher than the default AA Threshold—the 
PQL.    
 
See Responses to Comments below and in sections 69501.1(a)(52), 69503.5(c), and 
69505.3 for additional discussion regarding the AA Threshold. 

Default Value of 0.1% and/or 0.01% 
 
Comments:  5-1, 6-9, 13-6, 13-19, 13-20, 14-7, 32-3, 35-30, 35-35, 37-4, 39-15, 43-2, 
43-4, 43-5, 46-3, 46-14, 47-13, 47-16, 49-1, 49-2, 49-3, 49-4, 63-3, 65-3, 66-4, 70-16, 
70-17, 83-10, 83-11, 83-28, 83-29, 88-13, 88-15, 88-16, 90-2, 90-4 
 
Comments Summary: 

These comments all suggest returning to a default value of 0.1% (1,000 parts per 
million), 0.01% (100 parts per million), a combination of both, or some other fixed value 
for the AA Threshold.  Setting the default to 0.1% for intentionally added chemicals will 
afford the greatest certainty to industry because it aligns with most other regulatory 
regimes and will provide predictability to the regulated community to understand their 
compliance responsibilities.  A default value will harmonize with other regulatory 
schemes, and will prevent “responsible entities” from going through a burdensome 
process.   
 
Without a default AA Threshold, every product that contains a Candidate Chemical is 
potentially a Priority Product.  The delayed establishment of an AA Threshold for 
intentionally added substances will leave many products in limbo while the Priority 
Products listing process is completed.   
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The following are recommendations for improving the AA Threshold.  The terms AA 
Threshold and de minimis are used interchangeably in the comments, but we will only 
use the term AA Threshold in the comment summary, for consistency with the 
regulatory language.  The term de minimis was a definition used in the proposed 
regulations dated October 2011.   
 
The comments suggest DTSC set the AA Threshold at:  

• 0.1% for only intentionally added chemicals; 
• 0.1% and allow DTSC the to set a lower or higher AA Threshold value on a case- 

specific basis; 
• 0.01% for chemicals with particular hazard traits (carcinogens, mutagens, and 

reproductive toxins) and 0.1% for all other chemicals; or 
• PQL for intentionally added chemicals; and 0.1% or 0.01% for contaminants. 

 

Response: 

DTSC did consider a default AA Threshold set at 0.1% and 0.01% with the ability to 
raise or lower this level based on specified criteria in the informal draft dated October 
2011.  Commenters urged DTSC to abandon this approach because 0.1% is not 
protective enough of sensitive subpopulations, and sensitive subpopulations are 
specifically identified in the enabling statute.  In addition, this approach aligns more 
closely with the goal of AB 1879.  Another major concern was that the various factors 
listed in section 69503.5 (July 2012 version of the regulations) lacked standards and 
predictability.  DTSC reconsidered both of these issues, and has revised the regulations 
to include an approach  that includes a default AA Threshold for contaminants and still 
allows for the possibility to adjust the AA Threshold if there is a basis established for the 
change during the rulemaking process for any of the Priority Products proposed for 
adoption. See discussion of related provisions for this article and Article 5 in this 
Response to Comments document regarding the AA Threshold for further information 
about how this mechanism will work.  
 
DTSC will not revise the text to include a default of 0.1% or 0.01%.    
 
See Responses to Comments in sections 69501.1(a)(12), 69501.1(a)(52), 69503.5(c), 
and 69505.3 for additional discussion regarding the AA Threshold. 
 
Default Thresholds Lack Scientific Justification 
 
Comment:  29-13   
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Comment Summary: 

While the previously proposed default thresholds of 0.01 percent and 0.1 percent were 
more protective than de minimis thresholds in other programs, these default thresholds 
lacked scientific justification.  The defaults would have posed significant public health 
hazards.  Product manufacturers would have been motivated to continue to use 
Chemicals of Concern as long as they were below the default AA Threshold and would 
have been motivated to replace a Chemical of Concern used at levels above the 
threshold with multiple Candidate Chemicals. These counter-productive incentives 
would have undermined the intent and central goal of AB 1879, to prompt a search for 
safer alternatives. 

 
Response: 

Comment noted.  DTSC will not be revising the regulations in response to this 
comment.  See Responses to Comments in sections 69501.1(a)(12), 69501.1(a)(52), 
69503.5(c), and 69505.3 for additional discussion regarding the AA Threshold. 
 
Burdensome and Costly 
 
Comments:   5-1, 30-9, 35-28, 39-15, 43-2, 43-3, 43-5, 44-3, 47-32, 49-3, 52-6, 61-9  
 
Comments Summary: 

The regulations set the threshold for the requirement to perform an Alternatives 
Analysis at the detection level for intentionally added chemicals and at the PQL for 
contaminants.  If adopted, this provision would lead to a large amount of paperwork 
searching for trace levels, which, in turn, would then trigger burdensome work analyzing 
alternatives without any corresponding benefit to the environment or public health.   

• The PQL approach will be difficult within a reasonable timeframe, as DTSC will 
have to undertake significant scientific research to establish a PQL for each 
substance; 

• The cost of uncertainty for the potential regulated community is significant; 
• Contaminants are often unavoidable and can be extremely expensive to remove 

to the PQL level; and 
• Cost will be especially burdensome for small and medium sized companies.   

 
Response: 

DTSC is mindful that the proposed regulations will impose additional costs and 
administrative requirements on companies that may result in higher priced products for 
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California consumers.  It is important to note, however, that products that contain 
Chemical(s) of Concern also place impacts on Californians through higher medical and 
environmental restorations costs. 
 
The PQL as the AA Threshold will be practical.  That is, the PQL is a generally 
understood and attainable level within the scientific community.  The Priority Product 
lists will be adopted through rulemaking; the PQL or the acceptable analytical 
methodologies may be known at the time the Priority Products list is finalized.  This will 
provide the certainty that the regulated community needs to ensure compliance and the 
success of these regulations.  This default AA Threshold will not require “responsible 
entities” to hire toxicologists to justify product- specific thresholds, which are no longer 
part of determining the AA Threshold.   
 
There should not be any laboratory analysis required if a manufacturer adds a chemical 
as an ingredient.  That is, since the manufacturer knows it added the chemical into its 
product, no testing is required to determine whether or not the chemical is present.  And 
since there is no default AA Threshold for intentionally added ingredients, a 
manufacturer need not test its products to determine at what level an intentionally 
added ingredient is present.  The costs and burdens will then shift to the preparation of 
the AA.   
 
See Responses to Comments in sections 69501.1(a)(12), 69501.1(a)(52), 69503.5(c), 
and 69505.3 for additional discussion regarding the AA Threshold. 
 
DTSC will not be revising the regulations in response to these comments. 
 
Harmonized with Other Regulatory Requirements 
 
Comments:   6-9, 6-10, 13-18, 13-19, 13-20, 32-3, 35-1, 35-30, 37-4, 43-5, 49-4, 65-3, 
66-4, 70-17, 88-12, 88-15, 88-16, 90-4 
 
Comments Summary: 

The AA Threshold should be in harmony with other regulatory requirements.  A better 
approach to establish the AA Threshold would be to set numerical thresholds for 
chemicals that are harmonized with other regulatory standards.   

• DTSC should establish the AA Threshold at 0.1% for all hazard traits, consistent 
with established national and international approaches with the capability to set a 
different level on a case-by-case basis; 
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• DTSC should apply a risk-based de minimis threshold of 1% for hazardous 

chemicals, and 0.1% for carcinogens, mutagens, and reproductive toxins 
consistent with the majority of state, federal and international agencies, such as 
the federal Occupational Safety and Health Administration, the Globally 
Harmonized System for Classification and Labeling, the European Union’s 
REACH, and the European Cosmetics Directive; 

• DTSC should set the AA Threshold at the PQL as a limit for intentionally added 
chemicals, while the de minimis level should be set for contaminants at 0.01% to 
harmonize with Washington’s and Maine’s children’s products regulations; and 

• The AA Threshold should be harmonized with the Global Automotive Declarable 
Substance List (GADSL) and the International Material Data System (IMDS) that 
will allow the automotive industry has to continue to use its two main sources of 
product information and data.  The listings in this system are routinely assigned 
at 0.1%. 

 
Response: 

DTSC respectfully disagrees that the AA Threshold in these regulations should conform 
to or be harmonized with de minimis levels found in other state federal or international 
regulations.  “De minimis” as is used in the European Union’s Restriction of Hazardous 
Substances (RoHS) Directive, REACH and other programs is a reporting limit based on 
volume, not a risk-based concentration.  The overlapping and potentially conflicting 
uses of the term caused DTSC to reconsider the use of the term and instead create an 
independent term to minimize the mistaken assumption that the concentration equates 
to an acceptable level of risk.  DTSC has intentionally renamed this concentration level 
the AA Threshold because it has a specific effect in this regulation.  It establishes the 
level at which a Priority Product is exempt from the requirement to undergo an 
Alternatives Analysis or other means of complying with Article 5. See the discussion 
above of the AA Threshold and the discussion of Article 3 and Article 5 in this Response 
to Comments document. 
 
DTSC will not be revising the regulations in response to these comments. 
 
Intentionally Added Chemicals and Contaminants 
 
Comments:   6-7, 6-9, 6-10, 7-9, 8-17, 9-1, 33-10, 33-12, 33-14, 35-33, 43-1, 43-4, 43-
5, 46-12, 47-14, 50-1, 50-2, 52-6, 65-2, 66-4, 88-11, 88-14, 88-17, 91-13 
 
Comments Summary: 
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The above comments are concerned that the AA Threshold should apply to both 
intentionally added ingredients and to contaminants.  There is no scientifically justifiable 
reason to exclude intentionally added chemicals from the AA Threshold.  DTSC itself 
has acknowledged that the exemption should not differentiate between the two 
categories of chemicals, as the January 2012 version of the proposed regulations and 
the revised ISOR demonstrate. 

• The formal regulations should more thoroughly and practically define the 
circumstances under which DTSC would consider a chemical to be intentionally 
added versus a contaminant chemical; 

• Based on the definition of “contaminant,” DTSC is acknowledging that these 
chemicals are present due to manufacturing processes and cannot be removed 
due to their natural occurrence; 

• DTSC should treat intentionally added chemicals and contaminants in a manner 
that incentivizes efforts to limit them and allow product manufacturers the option 
of an exemption if they have in place a “manufacturing program to minimize 
contaminants in their products” and “use due diligence to ensure the 
effectiveness of the program”; and 

• The regulations disadvantage recycled content products in California.  The 
proposal would require manufacturers using recycled feedstock to test their 
Priority Products for designated Chemicals of Concern, even if the manufacturer 
did not add any of the Chemicals of Concern.  

 
Response: 

Although there is no longer a default exemption from the requirement to undergo an 
Alternatives Analysis for intentionally added ingredients, DTSC is allowed to establish a 
product-chemical specific AA Threshold on a case-by-case basis in light of changes 
made in the April 2013 version.  (See section 69503.5(c).)  While DTSC at one time 
thought that the exemption should not differentiate between the two categories of 
chemicals, DTSC has reconsidered this provision, and DTSC has decided to eliminate a 
default AA Threshold Exemption for intentionally added chemicals.   
 
DTSC revised the regulations in January 2013 to include definitions for “contaminants” 
and “intentionally added ingredient” to provide greater clarity, and DTSC believes that it 
is appropriate to distinguish between the two.  When a Priority Product is listed, there 
will be more details as to whether the PQL is applicable due to contaminants or not 
applicable due to an intentionally added chemical, or that it is being set on a case-
specific basis.  The regulations define “contaminant” and “intentionally added ingredient” 
to make clear the distinction between these two terms.  The definitions portion of the 
regulations is not the appropriate place to include additional criteria or factors that 
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further distinguish these terms, especially considering the broad range of products that 
could potentially become a Priority Product.   
 
While the definition of “contaminant” acknowledges the presence of chemicals due to 
manufacturing processes, DTSC disagrees that the definition also states that these 
“contaminants” cannot be removed due to their natural occurrence.  The mere fact that 
a responsible entity’s current procurement of materials, materials handling, and 
manufacturing process results in some presence of contaminant chemicals in the 
consumer product does not equate to the fact that these chemicals cannot be removed.  
There is certainly reason to believe that changes to the materials procurement, 
handling, and manufacturing process may result in a reduction or elimination of these 
chemicals in the product.   
 

• DTSC should treat intentionally added chemicals and contaminants in a manner 
that incentivizes efforts to limit them and allow product manufacturers the option 
of an exemption if they have in place a “manufacturing program to minimize 
contaminants in their products” and “use due diligence to ensure the 
effectiveness of the program.” 

 
The regulations establish a process that requires an analysis of Chemicals of Concern 
in consumer products that will lead to efforts to limit exposures and reduce hazards 
posed by these chemicals.  An example of incentives that DTSC has built into the 
regulations to reduce or eliminate Chemicals of Concern in consumer products are the 
provisions to submit Removal or Replacement Notifications (section 69505.2) and AA 
Threshold Notifications (section 69505.3) in lieu of an AA.  An exemption for a Priority 
Product based on the existence of a manufacturing program intended to minimize 
contaminants is not consistent with the statutory mandate.  The authorizing legislation 
requires a process to determine the availability of potential alternatives, and any 
potential hazards, including critical exposure pathways, posed by those alternatives.  
Furthermore, this evaluation is required to include life cycle assessment tools that take 
into consideration a variety of factors mandated by the Legislature.  The comment did 
not provide any details as to how a comprehensive manufacturing program designed to 
minimize contaminants would address all the requirements specified in the authorizing 
legislation or how this program could apply to intentionally added ingredients. 
 
The regulations require analytical testing of recycled feedstock to qualify for an AA 
Threshold exemption only if the product made with recycled feedstock has been named 
a Priority Product.  The analytical testing is necessary, especially because the 
manufacturers do not add any of the Chemicals of Concern to the recycled feedstock 
and testing is the only manner then to fully substantiate that the AA Threshold has been 
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met.  Responsible entities should know the chemicals that are in the products they 
make and bear the burden to find out what they are if they do not know. 
 
See Responses to Comments in sections 69501.1(a)(12), 69501.1(a)(52), 69503.5(c), 
and 69505.3 for additional discussion regarding the AA Threshold. 
 
DTSC will not be making any changes to the regulations in response to these 
comments. 
 
PQL as the AA Threshold 
 
Comments:  13-16, 23-6, 33-9, 33-11, 35-23, 35-28, 35-30, 35-33, 35-37, 39-14, 39-15, 
39-36, 46-4, 46-5, 46-12, 46-17, 47-14, 47-15, 61-9, 65-4, 88-12, 88-14, 91-12, 91-13 
 

Comments Summary: 

Comments expressed general concerns regarding the new provision for the AA 
Threshold exemption.  Specifically, the following issues were raised: 

• DTSC should ensure that the definition of AA Threshold and the definition of PQL 
do not reference each other.  The AA Threshold should be a regulatory threshold 
that is set for each chemical and product combination.  The PQL should be 
defined as a testing measure to determine whether the AA Threshold is met; 

• In the previous proposal, DTSC indicated in the ISOR that the PQL would be the 
minimum concentration for the AA Threshold; the regulations propose that the 
PQL be the threshold or maximum.  Responsible entities must measure the 
contaminants in the Priority Product, down to the PQL;   

• Accounting for trace levels of chemicals because they are below the PQL, serves 
no purpose.  This would mean that any detectable level of chemical could trigger 
the need for an Alternatives Analysis; 

• This provision does not meet the Director’s objective of “Practical, Meaningful 
and Legally Defensible” regulations; and   

• The AA Threshold provision is inconsistent with legislative intent, which makes 
clear that AB 1879 is intended to address chemical-product combinations that 
pose significant risk. 

 
Response: 

DTSC respectfully disagrees that the AA Threshold should not reference the PQL.  The 
regulations have set a default AA Threshold for contaminants.  The AA Threshold is the 
concentration that demarks when a Priority Product is subject to an Alternatives 
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Analysis, and the PQL is the concentration at which a chemical can be reliably 
quantified, not just detected.  Both terms are concentrations and can be compared.  The 
PQL can be used to determine when the AA Threshold is met. 
 
The ISOR explained that in the July 2012 version of the regulations, when calculating a 
product-chemical specific AA Threshold, the minimum value that could be established 
would be the detection limit.  The revised proposed regulations (January 2013 and April 
2013) now use the PQL as the default AA Threshold for contaminants.  The PQL and 
the detection limit are not the same; the PQL can range from two to ten times the 
detection limit depending on various factors and the operating procedures of the 
laboratory conducting the analysis.  The revised regulation proposes the PQL as a 
default value for Chemicals of Concern that are present solely as contaminants.  There 
is no default AA Threshold specified in the regulations for intentionally added chemicals.  
During the Priority Product listing, it will be possible for to establish a different AA 
Threshold above the default—PQL for contaminants and to specify one for intentionally 
added chemicals, even though they have no default AA Threshold.  The AA Threshold 
is the maximum allowable concentration of a chemical that does not trigger the 
requirement of an AA, regardless of how one arrives at it.   
 
DTSC respectfully disagrees that the regulations should exempt all chemicals found at 
trace levels.  Initially, DTSC notes that what is a “trace level” is an inexact term and 
moving target.  That is, evolving analytical devices and methods allow forever more 
sophisticated approaches to chemical analysis.  This in turn allows for detection at lower 
and lower levels.  And many chemicals pose hazards at levels that some may describe 
as “trace levels.”  Furthermore, if a Priority Product contains a Chemical of Concern that 
causes adverse impacts at the AA Threshold (PQL), then conducting an Alternatives 
Analysis does serve a purpose.  
 
The regulations are “Practical, Meaningful and Legally Defensible.”  It is practical and 
meaningful to require responsible entities that are intentionally adding chemicals to their 
products to complete an Alternatives Analysis in order to find “safer alternatives.”  It is 
meaningful because if the prioritization process identifies a Priority Product that meets 
the criteria set out in the regulations, it will be meaningful to eliminate or reduce 
potential exposures to, or the level of potential “adverse impacts” posed by the COC.  
The regulations establish a rigorous Alternatives Analysis process, which is designed to 
ensure that any regulatory actions taken are well reasoned and will benefit the 
environment and promote public health.  DTSC is confident that the regulations are 
consistent with the goals, purpose, and scope of the authorizing statute (AB 1879) and 
that DTSC can effectively and efficiently implement the regulations.  
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See Responses to Comments in sections 69501.1(a)(12), 69501.1(a)(52), 69503.5(c), 
and 69505.3 for additional discussion regarding the AA Threshold. 
DTSC is not making any change to the regulations in response to these comments. 

 

Additional Exemptions 
 
Comments:  1-5, 7-2, 22-8, 22-9, 35-36, 46-4, 46-15, 55-7, 65-4, 77-5, 83-11, 83-29 
 

Comments Summary: 

The AA Threshold should include additional exemptions.  The comments request the 
following:  

• The responsible entity should not be required to complete the Alternatives 
Analysis if a responsible entity can demonstrate the safety of its product.  DTSC 
should provide an opportunity for responsible entities to present data supporting 
an alternative threshold level for contaminants and ingredients and to prepare a 
“safety case” demonstrating the safety of a product/chemical combination.  The 
regulations should be revised to enable these demonstrations; 

• The regulations should exempt contaminants when a manufacturer has a “due 
diligence” system – Manufacturing Control Program (MCP) – in place, as other 
states have done; 

• The regulations should include a low volume exemption.  Many chemical 
substances are actually made in ‘laboratory-scale' or 'gram' quantities.  If the 
regulations constrain academic and commercial research and development, 
product development will be curtailed; 

• There must be an exemption for “naturally occurring” contaminants under any 
definition;   

• Any concentration of a Chemical of Concern in a product should be exempt if that 
chemical occurs in an inaccessible component only or occurs in a product as a 
contaminant only, as long as the manufacturer has in place a manufacturing 
control program and has exercised due diligence to minimize the presence of the 
contaminant in the component; and 

• Conducting an Alternatives Analysis on a contaminant is questionable.  It is not 
clear that such an approach is permitted by the statute.   

 

Response: 
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Conducting safety demonstrations of products and implementing due diligence systems 
are very good business practices.  However, these existing practices and resulting 
documents may well not be equivalent to the substantive requirements of these 
regulations.  If safety demonstrations and due diligence systems are in fact equivalent, 
then preparing an Alternatives Analysis Report should be simply a matter of submitting 
these documents to DTSC as  a preexisting Alternatives Analysis, as is expressly 
allowed under the regulations.  The regulations do not need to be revised to enable 
these safety demonstrations that are equivalent to serve as an existing AA or Alternate 
Process AA.  If these prior analyses are not equivalent, then they should not be allowed 
to be exempt from the Alternatives Analysis requirements in the regulations.  These 
regulations do provide an opportunity during the later Priority Products rulemaking 
process for responsible entities to present safety demonstrations and data in support of 
a revised AA Threshold.  Both the Alternatives Analysis Reports for existing Alternatives 
Analyses and the APA process for adopting the Priority Products list will allow for an 
open and transparent process to address these issues. 
 
The State of Washington’s Children’s Safe Product Act requires that companies 
disclose the presence of “Chemicals of High Concern to Children” in children’s products.  
A notification is required for contaminants present in a product at any concentration 
above 100 parts per million.  A manufacturer is exempt from reporting contaminants that 
are chemicals of high concern if the manufacturer has in place a manufacturing control 
program and has exercised due diligence to minimize the presence of the contaminant.  
The Washington State rule is only a reporting requirement and does not have a 
definition for a manufacturing control program.  DTSC has revised the regulations to 
allow DTSC to determine an AA Threshold concentration greater than the PQL for 
contaminants, which would apply to all manufacturers.  But the regulations do not allow 
for individual manufacturers to set their own AA Threshold based on the existence of a 
manufacturing control program and the documentation of due diligence.   
 
Consumer products that contain low-level impurities or are generated at extremely low 
volumes, such as gram-scale may not have to be evaluated if there is no potential for 
high exposures.  A proposed Priority Product is required to meet the prioritization 
factors for product-chemical combinations specified in Article 3, which includes having a 
market presence in high enough volumes to result in a propensity for exposure from the 
product.  Chemical substances made in ‘laboratory-scale' or 'gram' quantities for 
academic and commercial research and development may not meet this criteria.  
Furthermore, the Priority Product is subject to an open and public rulemaking process 
with an opportunity to set a customized AA Threshold.  If after all that, the product-
chemical combination were to be listed as a Priority Product, a responsible entity would 
prepare an Alternatives Analysis and could then elect to retain the Chemical of Concern 
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in the Priority Product, but would be subject to possible regulatory responses.  See 
Article 3 in the July 2012 and this Response to Comments document for additional 
discussion of the prioritization process.     
 
Natural products that are not chemically altered meet the definition of a “chemical” in the 
proposed regulations.  Furthermore, there are natural products identified as Candidate 
Chemicals under section 69502.2 of the regulations.  It would be inappropriate to 
exclude natural products that exhibit hazard traits from the regulations if they are used 
in a consumer product simply because they are “natural.”  This is because the risk of 
harm to the public health and/or the environment would be the same whether the 
chemical occurs naturally or as a result of human activity(ies). 
 
As such, the regulations will not be providing an explicit exemption for either impurities, 
naturally occurring chemicals or chemicals generated at low volumes.    
 
DTSC disagree that any concentration of a Chemical of Concern in a product should be 
exempt if that chemical occurs only in an inaccessible component.  A physically 
inaccessible component may still have potential adverse impacts, exposure pathways or 
adverse waste and end-of-life effects that occur during the product’s life cycle.   See the 
discussion of the suggested definition of “accessible component” earlier in this 
Response to Comments document for a more information in response to this comment. 
 
Lastly, it is not clear why including contaminants would not be permitted by the statute.  
Since this comment does not provide any additional details or support for this 
conclusion, DTSC cannot give any more specific information in response to this 
comment.  Nonetheless, DTSC firmly believes that the inclusion of contaminants within 
this program is fully consistent with the authorizing legislation.   
 
See Responses to Comments in sections 69501.1(a)(12), 69501.1(a)(52), 69503.5(c), 
and 69505.3 in this document for additional discussion regarding the AA Threshold. 
 
DTSC is not making any changes to the regulations in response to these comments. 

PQL Nullifies the Exemption 
 
Comments:  35-33, 39-2, 39-12, 46-2, 46-12, 47-13, 65-2, 88-11 
 
Comments Summary: 

DTSC’s decision to utilize the PQL as a threshold value effectively eliminates the 
concept of an AA Threshold as a consideration, despite including reference to 
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“intentionally added” and “contaminant,” resulting in an unworkable regulation for 
businesses. 

• PQL makes the AA Threshold irrelevant.  The presence of something that can be 
measured is no longer a contaminant. 

 

Response: 

The PQL does not invalidate concept of an AA Threshold in the regulations.  The 
proposed regulations (January 2013 and April 2013) include an approach that still 
allows for the possibility to adjust the AA Threshold if there is basis for that change to 
the AA Threshold during the rulemaking for any of the Priority Products proposed for 
adoption.  See discussion of related provisions in this article regarding the AA Threshold 
for further information about how this mechanism will work.  
 
See Responses to Comments in sections 69501.1(a)(12), 69501.1(a)(52), 69503.5(c), 
and 69505.3 for additional discussion regarding the AA Threshold. 
 
DTSC is not making any change to the regulations in response to these comments. 

Applicability to Single Chemical of Concern 
 
Comment:  70-16 
 
Comment Summary: 

The default AA Threshold should apply to an individual chemical and should not apply 
to a group of chemicals that exhibit similar hazard traits or environmental/toxicological 
end points. 
 

Response: 

The proposed regulations (January 2013 and April 2013) have eliminated the 
consideration of chemicals that have similar hazard traits or environmental/toxicological 
end points as criteria for adjusting the AA Threshold.  The PQL typically applies to an 
individual chemical in most cases, but can sometimes apply to group of related 
chemicals.  For example, the polychlorinated biphenyl “PCB” congener has its own 
Chemical Abstracts Service (CAS) number and analytical methods, but contains 209 
chlorinated isomers of biphenyl.  Each of these isomers also has its own unique CAS 
number and analytical methods.  
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See Responses to Comments in sections 69501.1(a)(12), 69501.1(a)(52), 69503.5(c), 
and 69505.3 for additional discussion regarding the AA Threshold. 
 
DTSC will not be making any changes to the regulations in response to this comment. 
 
§ 69501.1(a)(15) & (16) “Assemble” and “Assembler” 
 
Comment:  3-14 
 

Comment Summary: 

Commenter requests DTSC’s confirmation that the new “assemble” and “assembler” 
definitions do not subject repair and maintenance activities to the regulations. 

 

Response: 

The January 2013 version of the proposed regulations defines “assemble” to mean “to 
fit, join, put, or otherwise bring together components to create a consumer product.”  
Naturally, this definition directly ties into the definition of “assembler” in proposed 
section 69501.1(a)(16).  The effect of this definition later is to allocate the secondary 
burden of compliance on any person who performs an activity covered under the 
definition of “assembler.”   
 
However, the revised proposed regulations (April 2013) include the phrase “…repair, 
refurbish, maintain, or make non-material alterations to “as part of the definition of 
“assemble.”  Although the term “assembler” was not revised, by definition and tie-in to 
the term “assemble,” the term “assembler” now includes any person who repairs or 
maintains a product. 
 
Comments:  13-22, 13-23, 13-24, 13-25, 14-6, 15-1, 33-3, 33-6, 40-10, 40-11, 40-12, 
40-13, 40-14, 54-1, 54-3, 55-8, 55-10, 85-2 
 

Comments Summary: 

A comment supports revising the regulations so that the new terms “assembler” and 
“assemble” carve out an exclusion for complex goods.  The proposed regulations 
(January 2013) now allocates assemblers to a role similar to that of retailers.  There are 
some concerns that the regulations still need to be revised to address the following:  

• The rationale for defining “assembler” is unclear, since the term is never 
distinguished from “retailer” in the text of the regulations; 
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• Due to the nature of the complex supply chain, many assemblers may import the 

components that they assemble and/or in some cases import the assembled 
product.  Assemblers would then fall under the category of "importer" and be 
subject the regulations.  Assemblers have little access to information pertaining 
to the components' constituents and have little control over the components' 
composition.  The complexity of the supply chain requires a more explicit fix; 

o DTSC should revise the definition of "importer" and appropriately allocate 
the regulatory obligations among “responsible entities”; or 

o  exempt the automotive sector from the provisions of these regulations; 
• It is unclear when a regulated entity falls within the scope of the regulations 

because the distinction between an “assembler” and “manufacturer” is confusing; 
• Manufacturers contract with “assemblers” to build the products they then sell; 

o An “assembler,” as defined in this rule, should not be under contract with a 
manufacturer and should be building a product to sell under its brand or as 
“generic”; and 

• It is also unclear whether DTSC intended to include formulators of chemicals in 
the definition of component or assembler if several chemical products, each 
containing several component chemicals, are mixed. 

 

Response: 

These new provisions give more flexibility to those entities that meet this revised 
definition of “assemble” in the January 2013 version of the regulations and by extension, 
the new meaning of “assembler.”  An assembler, unlike a manufacturer or importer, has 
the option to perform an Alternatives Analysis for a component of its finished product 
that is identified as a Priority Product or simply cease ordering the component that is the 
Priority Product.  So, the effect of the amended definition of “assemble” is to give 
assemblers, a broader range of circumstances in which it may opt out of conducting an 
Alternatives Analysis.  This provision closely parallels the options given to retailers to 
perform an Alternatives Analysis or to opt out under Section 69501.2(b) (January 2013).   
 
Once an assembler chooses to import a Priority Product, the assembler does become 
the “importer” under the definition included in the July 2012 version of the proposed 
regulations.  It is DTSC’s intent to capture an “assembler” as an “importer” so that for 
every product there will be a manufacturer or an importer in the supply chain that will 
have the primary duty to comply with the preparation of an AA.  See the discussion in 
this Response to Comments document related to “import” for additional discussion on 
this topic.  DTSC will not be amending the regulations will to provide an exemption for 
the automotive sector.  See Requests for Exemptions in the Response to Comments 
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document prepared for the July 2012 regulations for additional discussion regarding 
exemption requests.  
 
The distinction between “manufacturer” and “assembler” is that a “manufacturer” 
produces a product or component, and an “assembler” uses existing components to 
create a product or repair a product.  If the Priority Product is a component used to 
make a product, there will be a manufacturer of the component (Priority Product) and an 
assembler using the component (Priority Product) to make a larger product that the 
component becomes a part of.  If the Priority Product is the entire product, then there 
will not be a separate responsible entity identified as the “assembler” because, in effect, 
the manufacturer and the assembler are the same.  If a manufacturer contracts with an 
assembler to produce a Priority Product that is a component, then there may be 
overlapping “responsible entities.”  
 
The term “assembler” would not apply to a formulator that brings together chemicals in 
a formulation because the definition of “assemble” and, by extension, “assembler” is tied 
to the use of components.  The regulations apply to all “consumer products” “placed into 
the stream of commerce in California” (section 69501(b)(1)), but the definitions of 
“consumer product” (section 69501.1(a)(24)(A)) and “placed into the stream of 
commerce in California” (section 69501.1(a)(50)) limit the term “component” to a 
component of an assembled product.  Formulations are not assembled products for 
purposes of these regulations. 
 
The definition of “component” allows DTSC the ability to name not only the entire 
product as a Priority Product, but DTSC may name a distinct component, such as any 
uniquely identifiable homogenous material, part, piece, assembly or subassembly, of a 
product as a Priority Product.  For example, in the case of a refrigerator, DTSC could 
name: the entire refrigerator, the ice maker assembly, a defrost thermostat, fan motor, a 
condenser, an electrical cord or any other part of the appliance as a Priority Product.  
The manufacturer of an appliance may not make all the components that are included in 
the product, and may only assemble components to manufacture their end products.  
The intent of the terms “assemble” and “assembler” was to provide regulatory relief to 
those responsible entities that used components that are Priority Products in the 
manufacture of a product.  That is, the assembler may opt out under Section 69501.2(b) 
(January 2013).  This is not true for manufacturers and/or importers.   
 
DTSC will not be making any changes to the regulations in response to these 
comments. 
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§ 69501.1(a)(18) “Bioaccumulation” 
 
Comments:  7-18 
 
Comment Summary: 

Comment refers to the previously submitted comment regarding “bioaccumulation.”  
 
Response: 
See the Response to Comments document prepared for the July 2012 regulations for 
the discussion of “bioaccumulation.” 
 
§ 69501.1(a)(19) “Candidate Chemical” 
 
Comments:  29-1 
 
Comment Summary: 

We strongly recommend that these regulations be modified and that the initial list of 
chemicals is referred to again as “Chemicals of Concern.”  The term “Chemicals of 
Concern” is important for three reasons.  First, it is scientifically accurate.  Renowned 
scientific bodies and experts have found enough data to place these chemicals on a list 
of known health or environmental hazards.  Second, the Legislature specifically used 
the term “chemical of concern” in order to provide the public with a frame of reference 
for the chemicals that would be examined as part of the program.  Third, by labeling 
these chemicals as “of concern,” it gives consumers the information they need to make 
choices about the products they buy, even if they are not a prioritized product.   
 

Response: 

It is true that the Candidate Chemicals on the initial list are drawn from authoritative 
organizations that have studied these chemicals and found them to be hazardous to 
human health or the environment.   But the context for these various lists is extremely 
important; considerable differences may exist in the adverse impacts from a Candidate 
Chemical, depending on how the chemical is contained or handled, and other conditions 
that result in or limit exposure.  This is why the program is reviewing the Candidate 
Chemicals in products and prioritizing the product-chemical combination for action.  
Thus, Candidate Chemicals that are the basis for listing of a Priority Product are 
identified as Chemicals of Concern in the revised proposed regulations (January 2013 
and April 2013).   
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DTSC has met the intent of the underlying statute in the proposed regulations (January 
2013 and April 2013 versions) “to identify Chemicals of Concern.”  The regulatory 
requirements are initiated only when a Candidate Chemical (new definition as of the 
January 2013 version) is paired with a product for prioritization and is listed as a Priority 
Product.  (Note: At this point, the Candidate Chemical that was the basis for listing the 
Priority Product is deemed a Chemical of Concern, using the new definition as of the 
January 2013 version.)  Thus, DTSC has amended the regulations to clearly effectuate 
the directive in the authorizing legislation to develop a process that identifies and 
prioritizes Chemicals of Concern.  This is clearly consistent with the directives in Health 
and Safety Code section 25252(a). 
 
DTSC believes that the term “Candidate Chemicals” will act as a cautionary signal for 
the consumers and the stakeholders, indicating that there is a potential threat 
associated with the Candidate Chemicals.  The list of Candidate Chemicals will provide 
a better signal to the marketplace as to which chemicals may be identified as Chemicals 
of Concern (new definition as of January 2013 draft) and consumers will be more 
informed about the Chemicals of Concern that may be present in the products they 
purchase, which is key to creating the market for safer alternatives.  
 
See Article 2, and specifically section 69502.2(a) Candidate Chemicals Identification of 
this Response to Comments document for additional discussion of the naming, 
selection, and application of the Candidate Chemicals. 
 
DTSC will not be making any changes to the regulations in response to this comment.    
§ 69501.1(a)(20)(A) “Chemical” 
 
Comments:  41-15  
 
Comment Summary: 

The definition of "chemical" is rather specific and not in line with international standards 
such as "substance" and "mixture" defined in the United Nations Globally Harmonized 
System (GHS).  This can lead to confusion, and clarity could be increased by specifying 
that a chemical is either a substance or a mixture and then using the definitions of the 
UN GHS for these two terms.   
 

Response: 

This comment relates a provision that was changed from the prior iteration of the 
regulations, but the comment is not related to, and is unaffected by, the changes made 
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in the January 2013 version of the proposed regulations.  This comment was previously 
submitted and was responded to in the Response to Comments document prepared for 
the July 2012 regulations.   Please see Response to Comment 68-13 in the July 2013 
Response to Comments document. 
 
DTSC is not making any changes to the regulations in response to this comment.   
 
§ 69501.1(a)(20)(A)2 “Chemical ingredient” 
 
Comment:  47-29 
 
Comment Summary: 

 
As currently defined in the proposed regulations, “chemical ingredient” overlaps with the 
definition of “chemical,” resulting in confusion.  Additionally, contaminants could be 
considered as a “chemical ingredient.”  In the definition of “component,” DTSC has 
recognized the concepts of necessary and intended, and there should be a parallel 
approach for formulated products.  The comment recommends the following revision: 
“’Chemical ingredient, means a chemical that is a necessary or intended element and 
serves an intended function in a consumer product.”   
 
Response: 

The definition of “chemical” has embedded within it the definition of a “chemical 
ingredient,” which means a substance comprising one or more substances described in 
subparagraph 1 [which has the definition of what constitutes a chemical].”  In order to 
facilitate drafting of the regulations and discussion of the terms and concepts included in 
them, the term “chemical” also includes “chemical ingredient” (compound substances or 
mixtures of substances).  Consequently, “chemical” may include an element, ion or 
uncombined radical, and any degradate, metabolite, or reaction product of a substance, 
or compound substances or mixtures of substances (chemical ingredient). 
 
DTSC did not revise the definition of “chemical ingredient” as suggested to specify that 
“chemical ingredient” means only intentionally added chemicals that impart or serve a 
function in the consumer product.  The term “chemical ingredient” is defined to mean 
mixtures of one or more substances, and is intended to address compositions or 
complex combination of different molecules.  “Chemical ingredient” in the proposed 
regulations does not have the commonly understood meaning, so replacing the current 
terminology with the suggested language would make the use of the term throughout 
the regulatory text inconsistent with its intended meaning.   
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DTSC respectfully disagrees that including a substance, element, ion, uncombined 
radical, degradate, metabolite, or reaction product of a substance gives DTSC unlimited 
authority.  As stated in the ISOR, this definition merely captures the different forms a 
chemical may take.  DTSC appreciates the support for this definition expressed by 
some of the commenters. 
 
DTSC is not making changes to the regulations in response to this comment.  
 
§ 69501.1(a)(20)(B)  “Molecular Identity” 
 
Comments:  41-16 
 
Comment Summary: 

The definition of the term "molecular identity" is somewhat confusing and includes 
parameters that go well beyond molecular characteristics.  Most of the parameters are 
morphology, particle size, and shape.  As an example, steel plates are not considered 
flammable or reactive, but steel wool is.  Beach sand is not carcinogenic, but fine silica 
particles of a particular morphology can be.  The comments recommend the following: 

• Delete section 69501.1(a)(20)(B); or  
• Change the term “molecular identity” to “substance identity.”  

 
Response: 

In response to comments on the July 2012 version of the regulations, DTSC 
reconsidered this definition and found that it needed additional clarification to eliminate 
a reference to “any other properties.…”  Molecular identity helps differentiate allotropes, 
isomers, and nano chemicals more completely.  Allotropes are different structural 
modifications of an element bonded together in a different manner.  For example, the 
allotropes of carbon include: diamonds, coal, and carbon nano materials.  The science 
of nano chemicals and materials has not settled on a concise set of features that 
provide a full description at the nano scale.  Due to this lack of uniform scientific 
consensus, DTSC amended this definition in the January 2013 version of the proposed 
regulations.  The definition now includes various parameters that can be used in any 
combination to describe nano chemicals and other chemicals for purposes of the 
regulations.  DTSC will retain the term “molecular identity.”   
 
DTSC is not making any change to the regulations in response to this comment. 
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§ 69501.1(a) “Complex Durable Product” 
 
Comments:  13-26, 33-5 
 
Comments Summary: 

Move the definition of "complex durable product" now contained in Section 
69503.5(c)(2) to new Section 69501.1(a)(23), and renumber subsequent sections 
accordingly. 
 

Response: 

These comments do not relate to any specific change made from the prior iteration of 
the regulations.  In addition, the definition was not moved to the definitions section 
because it is germane only to the requirements for listing Priority Products in Article 3.  
However, due to renumbering, the definition of “complex durable product” is now in 
section 69503.5(d) as of the April version of the proposed regulations. 
 
DTSC is not making any changes to the regulations in response to these comments. 
 
§ 69501.1(a)(23)(A) “Component” 
 
Comments:  4-2, 13-26, 15-1, 33-4, 33-5, 40-11, 40-16, 54-2, 59-1, 59-2 
 
Comments Summary: 

The terms "assembly" and "subassembly" in the definition of "component" renders the 
new terms "assemble" and "assembler," and their respective definitions, unnecessarily 
confusing.  This is particularly troublesome because of the prominent role played by 
components in the assembly of complex durable goods.  DTSC could attempt to 
regulate up to ten (10) separate “assemblies or subassemblies” of any type of “complex 
durable product” and could end up mandating a redesign of virtually the entire product. 
The comments recommend the following: 

• The terms "assemblies" and "subassemblies” should be removed from the 
"component" definition; and 

• The definition should clarify that it pertains to components in assembled 
consumer products. 

 
Response: 

DTSC respectfully disagrees that the new terms "assemble" and "assembler" make it 
confusing to understand that a component may include any “homogenous material, part, 
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piece, assembly, or subassembly” intended to be included as a part of a product.  
“Assembly” and “subassembly” are both terms of art in manufacturing and are 
commonly understood.  Furthermore, for purposes of the regulations, DTSC will not be 
revising the definition of “component” to restrict it to assembled products only.  
Commenters urged DTSC to not make a distinction between formulated and assembled 
products in previous versions of the regulations because this distinction may not always 
be as clear-cut as it might appear.  DTSC prefers to have the flexibility to address both 
assembled products and formulated products and reserves the right to specify any part 
of a formulated product, such as the packaging.  
 
The provision to limit the number of components in a “complex durable product” is found 
in section 69503.5(c) of the January 2013 version and in section 69503.5(d) of the April 
version of the proposed regulations.  This provision creates a practical framework for 
products that are made up of numerous components so that these products are not 
disproportionately regulated.  It sets a clear, workable numerical standard that puts all 
interested parties on notice of the number of components of complex durable goods that 
may be selected as Priority Products over a given time span.  Each of the Priority 
Products will be adopted through the rulemaking process.  Please see section 
69503.5(d) of the proposed regulations (April 2013) for further discussion on the Priority 
Products listing process. 
 
DTSC is not making any further change to the regulations in response to these 
comments. (Note: the changes that were made were simple renumbering and minor 
conforming editorial changes.) 
 
§ 69501.1(a)(23)(B) “Homogenous material” 
 
Comment:  62-2, 83-30, 83-31 
 
Comments Summary: 

The term “homogeneous material” is difficult to define and has been problematic for 
compliance with the European Union’s Restriction of Hazardous Substances Directive.  
A comment suggests removing the term “homogenous” from the definition of 
“component.”   
 
DTSC needs the ability to set threshold levels at the material level, rather than the part 
or component level, but this can be addressed in the definitions of “component.”  
Suggested language is provided: 
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• “Component” means a uniquely identifiable part, piece, assembly, subassembly, 

or a material within a part, piece, assembly, subassembly, of a consumer product 
…”; and 

• Add this sentence to the definition, “A quantitation limit or maximum permissible 
value of a chemical of concern is always based on the maximum concentration 
value of the chemical in component listed as priority product.”   

 

Response:  

DTSC appreciates the support for the need to set the AA Threshold at the material 
level, if needed, but feels the existing definitions provide the flexibility to name any 
identifiable constituent or part or a homogeneous layer of material in the finished 
product or that makes up the finished product as a Priority Product.  Since the current 
provisions allow DTSC to accomplish its objectives, DTSC respectfully declines to adopt 
the suggested language.  See the earlier discussion of “component” in this Response to 
Comments document and in the Response to Comments for the July 2012 version of 
the proposed regulations.   
 
DTSC is not making any changes to the regulations in response to these comments. 
 
Comments:  54-2, 54-3  
 
Comment Summary: 

A “homogeneous material” is not a “component” in the parlance of the manufacturing 
world.  You do not assemble a homogenous material into a consumer product.  
Including “homogeneous material” in the definition of “component” creates problems for 
later uses of the term in the regulation.  As suggested, including a sentence describing 
how homogeneous materials relate to a “component” eliminates these problems.   
 

Response: 

DTSC acknowledges that the European Union’s Restrictions of Hazardous Substances 
Directive (RoHS Directive) treats homogenous material differently than it treats 
components.  As such, a homogenous material and component may be understood 
differently.  DTSC created the definition of “component” to make clear that for purposes 
of the regulations, a homogenous material can be a component.   
 
The definitions of “assemble” and “assembler” were introduced to provide regulatory 
relief for “responsible entities.”  If one considers these two definitions, an assembler is a 
person who fits, joins, puts, or otherwise brings together components to create a 
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consumer product containing a component that is a Priority Product.  So the responsible 
entity that puts together a product containing a Priority Product (e.g. homogenous 
material) is the assembler.   
 
The current definition (January 2013) of “assemble,” is written broadly enough to 
capture the assembly of components, including homogenous materials.  Examples 
provided by the commenter include deposition of homogenous materials into a die to 
produce an integrated circuit, plating a metal onto a product, or painting a surface.  
DTSC believes that these examples all meet the definition of “assemble” because these 
activities are bringing together two components or homogenous materials.   
 
Using the example above, an assembler would be the responsible entity that deposits a 
homogenous material onto a die, if the homogenous material is the Priority Product and 
the manufacturer would be the responsible entity that makes or produces the 
homogenous material.  In a second example, the assembler would be the responsible 
entity that paints on the Priority Product on the surface of a product and the 
manufacturer would be the responsible entity that makes or produces the paint.  The 
distinction as to whether the homogenous material is assembled or manufactured as 
part of the product does not affect the definition of “component,” the distinction affects 
the role of the responsible entities. 
 
DTSC is not making any changes to the definition of “component” in response to these 
comments. 
 
§ 69501.1(a)(24)(A) “Consumer product” or “Product” 
 
Comments:  1-1, 2-1, 4-7, 40-1, 40-4, 82-1, 82-2, 82-3, 82-9, 83-31, 88-9 
 
Comments Summary: 

The definition of “consumer product” should have focus and direction.  The statute and 
the proposed definition of “consumer product” are overly broad, which allows for few 
exceptions and results in almost any product in California to become subject to the 
regulations.  The regulatory definition is more inclusive than the same term in other 
federal and California statutes and regulations, including federal Consumer Product 
Safety standards and California’s air emission standards.  Suggestions for revising this 
provision include: 

• Reviewing the California Air Resources Board’s definition of “consumer product” 
as defined in their consumer rule;  
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• Using the U.S. Consumer Product Safety Act’s definition of “consumer products,” 

which excludes business-to-business transactions; and  
• Replacing the term “homogenous material” with “uniquely identifiable material.” 

 

The following exemptions are requested because the definition of “consumer product” 
has inherent conflicts with existing regulatory programs, including preemption.  The 
regulations should be revised to exempt those products excluded under the statute 
(Health and Safety Code section 25251).  Suggested revisions include the following:  

• Revising the definition to make clear that any engine, vehicle, or piece of 
equipment, including all related service parts due to existing conflicts with other 
regulatory programs, such as the federal Clean Air Act;  

• Modifying the “consumer product” definition to remove industrial test and 
measurement equipment from the meaning.  Suggested language was provided; 
and 

• Clarifying that all materials in the food supply chain are considered to be food 
and all are exempt under the statute. 

 

Response: 

The definition of “consumer product” in these regulations is entirely consistent with the 
definition of the same term in the authorizing legislation.  (Health and Safety Code 
section 25251(e).)  Therefore, DTSC sees no reason to amend the definition in the 
regulations.  In addition, DTSC notes the following.   
 
The definition of “consumer product” under the California Air Resources Board’s 
regulations (Title 17, California Code of Regulation, section 94508) applies only to 
chemically formulated products.  This California Air Resources Board regulation 
specifically addresses volatile organic compound emissions from consumer products.  
The authorizing legislation for these regulations (Health and Safety Code section 
25252(a)(2)) requires the regulations to address exposures to chemicals, which is much 
broader than just releases of volatile organic compounds to the air.  Accordingly, given 
this wide divergence in scope of the two programs, this definition will not be revised in 
response to these comments. 
 
The proposed definition of “consumer product” captures industrial products, which could 
be listed as “Priority Products” if the product-chemical combination(s) meet the criteria 
for prioritization.  The definition in the U.S. Consumer Product Safety Act limits the 
definition of “consumer product” to household or personal use products.  This definition 
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is inconsistent with the scope and intent of the authorizing legislation for these 
regulations.   
 
The definition of consumer product was revised in the January 2013 version of the 
regulations and no longer uses the term, “homogenous material.”   
 
Under well-established principles of the proper exercise of rulemaking authority granted 
to administrative agencies, the implementing regulations may neither expand nor 
contract the scope of the authority conferred by the authorizing statute.  Here, DTSC is 
being urged to narrow the scope of the statute by adopting exemptions that were not set 
out in the authorizing legislation.  DTSC has no authority to limit the reach of the statute 
by drafting such exemptions when the Legislature did not confer such authority.  
However, the statutory definition of “consumer product” expressly excludes certain 
products that would otherwise meet the general description of “consumer product.”  
Food is explicitly exempt from the statutory definition; so, the regulations do not need to 
restate this exemption.  In effect, though, the exemption is captured by the regulatory 
definition of “consumer product,” which takes into account the statutory exemptions. 
 
Based on the above analysis regarding DTSC’s inability to add to the statutory list of 
exemptions from the definition of “consumer product,” DTSC will not be making any 
changes to include exemptions for business-to-business transactions, industrial test and 
measurement equipment, engine, vehicle, or piece of equipment, including all related 
service parts, and all materials in the food supply chain.  DTSC prefers to incorporate 
the definition of “consumer product” from the one found in the authorizing legislation 
with minimal edits.  Also, see Requests for Exemption(s) in the Response to Comments 
document for the July 2012 version of the regulations and in this document for 
additional discussion of exemptions. 
 
DTSC will not revise the regulations in response to these comments.  
 
§ 69501.1(a)(24)(B) Exemption Request for Replacement Parts 
 
Comments:  4-6, 4-8, 13-11, 13-34, 13-37, 25-1, 27-3, 33-8, 40-21, 40-22, 40-23, 59-4, 
62-1 
 
Comments Summary: 

In order to maintain complex durable products, service parts for “historic products” must 
be exempted from the regulations just as the historic products they service, which 
ceased to be manufactured prior to listing as a Priority Product are exempt.  The fact 
that the proposed regulations apply to replacement parts for products no longer 
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manufactured creates uncertainty for manufacturers, retailers, and consumers.  
Replacement parts are needed to fulfill warranty or service agreements, to repair and 
maintain products, and to extend the useful life of products.   

• The existing regulatory exemption for products that ceased to be manufactured 
prior to being listed as a Priority Product should be expanded to include 
replacement parts for such products.  Suggested language was provided; 

• The service parts for a Priority Product should be exempt regardless of when the 
parts are manufactured.  Suggested language was provided; and 

• DTSC should restore the prior exemption for replacement parts. 
 
Response: 

These comments relate to text that has been changed, but the comment is not related 
to the change made from the prior iteration of the regulations.  Furthermore, these 
comments were addressed in the previous public comment period.  Please refer to 
section 69501.1(a)(22)(B)(1) and (2)  Historic Product and Replacement Parts in the 
Response to Comments document prepared for the July 2012 regulations.  
 
§ 69501.1(a)(24)(C) “Consumer product” or “Product” 
 
Comment:  39-16 
 

Comment Summary: 

The distinction in subsection (C) between the types of entities that may have previously 
owned or leased the products may result in the premature scraping of products that 
continue to have useful life, which is not an environmentally beneficial outcome.  These 
products should not be subject to the proposed rule. 
 

Response: 

This comment relates to text that has been changed, but the comment is not directed to 
the change made from the prior iteration of the regulations.  Furthermore, this comment 
was addressed in the public comment period for the July 2012 version of the 
regulations.  Please refer to the discussion of section 69501.1(a)(22)(C)  Recycling of 
Consumer Products in the Response to Comments document prepared for the July 
2012 version of the proposed regulations. 
 
DTSC is not making any changes to the regulations in response to this comment. 
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§ 69501.1(a)(26)(A) “Contaminant” 
 
Comments:  39-17, 48-19 
 
Comment Summary: 

The comments suggest that DTSC should remove the definition of “contaminant.”  It 
does not matter whether a Chemical of Concern is intentionally added in order for it to 
potentially lead to an adverse effect if it is present in sufficient amounts.  Also, it is 
impossible to determine “intention” analytically in order to prove one is in compliance 
with the regulations.  
 

Response: 

While it is true that a chemical may have the same potential adverse impacts whether it 
is present as a contaminant or as an intentionally added ingredient, the implementation 
of the regulations will be affected by whether the Chemical of Concern was intentionally 
added or present solely as a contaminant.  When a responsible entity intentionally adds 
a Chemical of Concern, there is no need to test for the presence of the Chemical of 
Concern, and the responsible entity should complete the Alternatives Analysis to search 
for a safer alternative.   That is, the responsible entity knows the chemical is present in 
the product and has made a decision to intentionally add it to the product; therefore, it is 
appropriate to have that Priority Product undergo an Alternatives Analysis.    
 
However, when the Chemical of Concern in the Priority Product is a contaminant, 
analytical testing is critical to determine the presence and concentration of the chemical 
in the product.  The responsible entity may not even know the contaminant is present in 
its product.  The responsible entity may not know the source or concentration of the 
contaminant either.  These factors are necessary for a responsible entity to take 
measures to eliminate or reduce the concentration of a contaminant in a Priority 
Product.  In addition, since the responsible entity, by definition, did not intentionally add 
a contaminant, it need not undergo an Alternatives Analysis in every case.  It makes 
little sense to require the quest for safer alternatives for unintentionally added chemicals 
present in such a small concentration that they are below the PQL.   
 
Contaminants have been given special consideration in the regulations only for purpose 
of setting an AA Threshold.  The July 2012 version of the proposed regulations allowed 
the AA Threshold to be adjusted in those situations in which it is not technically or 
economically feasible to remove the contaminants and the responsible entity has made 
reasonable efforts to try to remove or avoid the presence of the contaminant.  This 
provision has been replaced in the proposed regulations (January 2013 and April 2013) 
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with an AA Threshold that has a default value of the PQL for Chemicals of Concern that 
are present solely as contaminants.  Again, that default value for contaminants is the AA 
Threshold.   
 
And while it may be impossible to determine “intention” analytically, it is not impossible 
to determine if an ingredient is intentionally added to a product by other methods in 
order to prove compliance. 
 
DTSC is not making any changes to the regulations in response to these comments. 
 
Comments:  39-17, 64-3, 64-4 
 
Comment Summary: 

Section 69501.1(a)(26)(A) is lacking minimum quantities that would determine a 
detectable “trace” from a true “contaminant.”  The comment suggests the draft include 
some threshold for a “contaminant” that could be in parts-per-billion or even trillion.   
 
Section 69501.1(a)(26)(A), (B), (C), and (D) are subsets of the same definition, but are 
not necessarily related.  The regulations should define each of the terms “contaminant,” 
“intentionally added ingredient,” “processing agent,” and “recycled material” separately.   
 
Subparagraph section 69501.1(a)(26)(D) should be revised.  Products can be and are 
collected for use as recycled feedstock without entering the waste stream.   
 

Response: 

Subparagraph 69501.1(a)(26)(A):  It is not necessary to distinguish between a 
detectable “trace” and a true “contaminant” in the regulations.  The AA Threshold is only 
available for a Chemical of Concern that is present in the Priority Product solely as a 
contaminant, as defined.   And the AA Threshold is a concentration quantity.  Second, 
the term “trace” is not used in the regulations, and there is no need to establish a 
distinction for “trace contaminant.” 
 
Each of the terms in section 69501.1(a)(26)(A), (B), (C), and (D) are defined.  Instead of 
making these standalone definitions, DTSC has grouped them together.  This is 
because they are all germane to the definition of “contaminant.”  Therefore, it is useful 
to have them all included as related concepts within the definition of “contaminant.”   
 
Section 69501.1(a)(26)(D) defines “recycled material” to mean “a material that has been 
separated from a waste stream for the purpose of recycling the material as feedstock.” 
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The concern expressed is that a product can be collected without entering the waste 
stream. This definition is written broadly enough to capture products when discarded, 
which can mean a product that is given away or thrown out.    Thus, a product can be 
put in a recycle bin, sent to a collection center, mailed back to the manufacturer, or 
donated for electronic recycling, and be considered  separated from a waste stream for 
the purpose of recycling. 
 
DTSC is not making any changes to the regulations in response to these comments. 
 
§ 69501.1(a)(29) “Economically feasible” 
 
Comments:  7-9, 18-1, 29-46, 39-18, 40-25, 46-18, 47-62, 64-5, 84-2, 86-5, 88-25, 88-
26 
 
Comments Summary: 

The definition of “economic feasibility” is vague and ambiguous, and not suited to serve 
as a benchmark for assessing alternatives.  Comments provided a variety of 
suggestions to revise and improve the definition of “economic feasibility:  

• Defining "significantly" would be beneficial to interpretation and in defining a goal 
for manufacturers to aim for in evaluating alternatives;   

• DTSC should take into consideration the analysis, development and 
commercialization costs in bringing a new product to market; 

• The definition should be revised to include the following phrase “is commercially 
available for a similar functional use in similar products.”  The definitions of 
“technical feasibility” and “economic feasibility” should both be evaluated at the 
same level of analysis—the marketplace; 

• DTSC should add language to address the variances over time for a 
manufacturer’s operating margin.  Operating margins may increase or decrease 
over time; 

• The definition should list other factors, such as the direct cost of the alternative 
chemical and other costs across the chemical life span, including product price; 
operation, maintenance, and repair costs over the life of the product; cost of 
regulatory compliance, disposal and other potential costs; 

• The provision needs to be further revised to set more objective criteria for the 
evaluation and comparison of alternative products and replacement chemicals.  
For example, manufacturers will have a different view than DTSC of what 
amounts to a "significant reduction" of operating margins.  The program is crafted 
to yield such disparate results depending on the eye of the beholder; 
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• The definition should be changed to reflect a straight comparison of costs 

between the baseline and alternatives.  The current provision assumes DTSC 
can judge manufacturer‘s margin, a company knows the customer acceptance of 
a product, and the product’s impact on marketplace dynamics, forecast pricing 
for a product or a material that may become increasingly sought after, and other 
variables that affect cost; 

• This economic feasibility should be focused on the impact of the alternative on 
the cost to produce a product.  The manufacturer’s operating margin is not a 
good choice as a criterion for this definition.  Operating margin goes well beyond 
the capital and operating costs to make a product and includes such factors as 
delivery cost, advertising costs, manufacturing capability and infrastructure, 
research and other overhead costs, among others.  Comment includes 
suggested language; 

• The draft regulations should additionally allow the responsible entity to also 
consider the availability of the “functionally acceptable” alternative, affordability, 
and the cost to produce the product; and 

• The proper benchmark for an analysis of the economic feasibility of an alternative 
should be taken from the perspective of the alternative.  Defining economic 
feasibility as achieving a positive net present value is the standard business 
practice used by firms to evaluate the economic feasibility of any alternative, 
properly focuses the attention of microeconomic impacts on the viability of the 
alternatives, conforms to the standard business definition of the term, and 
harmonizes with the guidance developed for European regulation of chemicals 
under REACH. 

 

Response: 

The above comments relate to a provision that was changed from the prior iteration of 
the proposed regulations, but the comments are not directed to the change made in the 
January 2013 version of the proposed regulations.  More specifically, the term 
“economically feasible” was moved from section 69501.1(a)(59)(B) from the prior 
version to section 69501.1(a)(29) in the January 2013 version.  However, term still has 
the identical meaning in both versions.   Please see section 69501.1(a)(59)(B) in the 
Response to Comments document prepared for the July 2012 version of the proposed 
regulations for further discussion regarding “economically feasible.” 
 
§ 69501.1(a)(33) “Environmental or toxicological endpoint”  
 
Comment:  7-18 
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Comment Summary: 

This issue is not resolved.  The comment requests DTSC to reject this definition. 
 
Response: 

This comment relates to a previous version of the proposed regulations and does not 
address a change made in the January 2013 version of the regulations.  This comment 
was addressed in Article 1 of the Response to Comments document for the July 2012 
version of the proposed regulations.  Please see the discussion of “environmental or 
toxicological endpoints” under section 69501.1(a)(29) of that document.   
 
DTSC is making no changes to the regulations in response to this comment. 
 
§ 69501.1(a)(35) “Functionally acceptable” 
 
Comments:  3-13, 29-48, 29-49, 39-19, 40-25, 47-52, 64-6 
 
Comment Summary: 

The definition of “functionally feasible” is a vague and undeterminable indicator that 
would be essentially impossible to define, measure, and predict whether the product 
performs the functions of the original product sufficiently well that consumers can be 
reasonably anticipated to accept the product in the marketplace.  The definition should 
be revised to include additional criteria.  The following are concerns and 
recommendations: 

• The definition should include criteria for compliance with mandatory safety and 
performance standards required for regulatory approval or certification under 
other California state or federal regulatory programs.  The comment provides 
suggested language; 

• The current definition should eliminate the criteria to allow a responsible entity to 
cite that consumers not reasonably accepting the alternative in the marketplace.  
The comment includes suggested language; 

• The alternative product should meet or exceed performance of the original 
product, not “sufficiently” perform.  DTSC should revise the definition so that the 
“alternative product” performs the functions of the original product at a level that 
is considered to be “equivalent” to the original product in terms of function, 
performance, reliability, life span and product safety.  The comment includes 
suggested language; 

• The regulations need to be further revised to set more objective criteria for the 
evaluation and comparison of alternative products and replacement chemicals.  
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Each of the criteria could mean widely divergent things depending upon which 
entity is evaluating the criteria; 

• It will be impossible to predict whether the product performs the functions of the 
original product sufficiently well that consumers can be reasonably anticipated to 
accept the product in the marketplace.   

Response: 

These comments relate to a previous version of the regulations and do not address a 
change made in the January 2013 version of the proposed regulations.  These 
comments were addressed in Article 1 of the Response to Comments document for the 
July 2012 version of the proposed regulations.  Please see the discussion of 
“functionally acceptable” under section 69501.1(a)(31) of that document.   
 
DTSC is making no change to the regulations in response to these comments. 
 
§ 69501.1(a)(36) “Hazard trait” 
 
Comment:  7-18 
 

Comment Summary: 

This issue is unresolved; the reference to chapter 54 should be eliminated. 
 
Response: 

This comment relates to a previous version of the proposed regulations and does not 
address a change made in the January 2013 version of the proposed regulations.  This 
comment was addressed in Article 1 of the Response to Comments document for the 
July 2012 version of the proposed regulations.  Please see the discussion of “hazard 
trait” under section 69501.1(a)(32) of that document. 
 
DTSC is making no changes to the regulations in response to this comment. 
 
§ 69501.1(a)(37) “Hazard trait submission” 

 
Comment:  29-52 
 
Comment Summary: 

The comments suggest that this definition should include any study or information 
submitted or relied upon or referenced in any submission to DTSC.  It seems very 
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possible that a health, safety or environmental study will be relied upon or referenced in 
an Alternatives Analysis or other submission without the study itself being submitted.  

 

Response: 

The regulations address this issue in two sections.  First, section 69501.3(e) addresses 
document retention.  Information that is required to be obtained or prepared, but not 
submitted must be retained for three years by any person (responsible entity) subject to 
a requirement of the regulations.  Second, section 69505.7(i) requires that all 
information used as supporting documentation for an Alternatives Analysis Report must 
be cited in the report and made available upon request.  DTSC feels that these 
provisions address the concern expressed in the comment.   
 
DTSC is making no changes to the regulations in response to this comment. 
 
§ 69501.1(a)(38) “Import” 
 
Comments:  3-11, 3-12, 6-3 
 

Comment Summary: 

The proposed regulation defines “Import” as “to bring, or arrange to bring, a consumer 
product into the United States for purposes of placing the product into the stream of 
commerce.”  This definition directly ties into the definition of “importer” pursuant to 
proposed section 69501.1(a)(39), and effectively allocates the secondary burden of 
compliance on any person who performs an activity covered under the definition of 
“import.”  The proposed definition encompasses a wide range of activities, not normally 
considered importation, and would subject many unintended parties to the regulations. 
A comment included suggested language for the definition of “import” that would exempt 
aircraft, vessels, and vehicles, if they cross borders for providing transportation. 
 
Response: 

The comments relate to a provision that was changed from the prior iteration of the 
proposed regulations, but the comment is not directed to the change made.  These 
comments have been previously been submitted and have been responded to in section 
69501.1(a)(35) “Import” in the Response to Comments document for the July 2012 
version of the proposed regulations.   For further discussion, please see the discussion 
of “import” and “importer” in that document. 
 
Comment:  64-7 
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Comment Summary: 

The definition of  “import” is made unclear by the new second sentence, which reads 
“’import’ does not include ordering a product manufactured outside of the United States 
if the product is ordered from a person located in the United States.”  DTSC may be 
referring to an individual placing a personal order for a product manufactured outside of 
the U.S., but not for commercial resale.  The definition requires further clarity.   
 

Response: 

The regulations were revised to clarify those responsible entities that order products 
through companies within the U.S. should not be required to comply with the 
substantive provisions of the regulations.  This provision is necessary to further clarify 
the distinction between manufacturers and assemblers.   
 
The definition of “import” was amended in the January 2013 version of the proposed 
regulations to exempt “ordering a product manufactured outside of the United States if 
the product is ordered from a person located in the United States.”  This should narrow 
the responsibility for importing a product to the party who arranges with a foreign 
manufacturer to bring the product into the U.S.  The term “person” as used in the 
regulations means “an individual, trust, firm, joint stock company, business concern, 
partnership, limited liability company, association, and corporation, including, but not 
limited to, a government corporation.  “Person” 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.”  See section 69501.1 definitions of “assemble,” “component,” 
“manufacture,” “manufacturer,” and “importer” in this Response to Comments document 
for further discussion of this issue. 
  
DTSC is making no changes to the regulations in response to this comment. 
 
§ 69501.1(a)(39) “Importer” 
 
Comments:  4-3, 13-26, 15-1, 33-5, 40-10, 40-14, 40-15, 41-17, 59-2, 85-4 
 
Comments Summary: 

Imposing mandates for the redesign and remanufacture of components on entities is not 
reasonable.  The proposed regulations attempt to address this issue by excluding 
product "assembler" from the definition of "manufacturer,” but the same fundamental 
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problems remain if the “assembler” of a product may be deemed an "importer."  As an 
“importer,” the “assembler” could be seen as the "responsible entity."  The suggested 
recommendations to address this issue are as follows:  

• The term "importer" should be amended to exclude any entity that meets the 
definition of an "assembler."  A comment recommends adding a sentence that 
will exempt complex durable product assemblers; and 

• A comment recommends adding a sentence to clarify that an “importer” is neither 
an “assembler” nor a “manufacturer.” 

 
A second concern raised regarding this definition is that is unclear why there is an 
exemption for an “importer” who imports a product solely for use in that person's 
workplace.  "Workplace" should be replaced with private use to avoid the import of 
products that could lead to serious risks for workers. 
 

Response: 

The proposed regulations define “import” as “to bring, or arrange to bring, a consumer 
product into the United States for purposes of placing the product into the stream of 
commerce.”  This definition directly ties into the definition of “importer” pursuant to 
proposed section 69501.1(a)(39), and effectively allocates the secondary burden of 
compliance on any person who performs an activity covered under the definition of 
“import.”  The “assembler” is a "responsible entity" for purposes of the regulations, and if 
the assembler imports components, the assembler also becomes the ‘importer” with 
respect to those imported components.   It is DTSC’s intent to capture an “assembler” 
as an “importer” so that there will be a manufacturer or an importer in the supply chain 
subject to DTSC’s authority for every Priority Product.  It is the manufacturer and the 
importer that will have the primary duty to comply with the preparation of an AA.   
 
The suggested language to exclude “manufacturer” and “assembler” from the definition 
of “importer” is less precise than the approach being taken by DTSC.  The suggested 
approach would allow the manufacturer of the product to be exempt from the 
requirement to conduct an Alternatives Analysis for a Priority Product if the 
manufacturer imports its product into the U.S.  This is problematic because the 
regulations do have provisions that apply only to manufacturers.   
 
The proposed regulations (January 2013 and April 2013) include a sentence that 
excludes persons that import a product solely for use in that person’s workplace if that 
product in not sold or distributed by that person to others.  This provision excludes from 
the definition of “importer” a person that imports products (e.g., replacement parts or 
maintenance supplies) for use in its own workplace(s) when the person does not sell or 
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distribute these products to “consumers.  While the provision excludes a person from 
the definition of “importer,” the regulations do not exclude the Priority Product from 
being subject to the requirements of the regulations.  An Alternatives Analysis will still 
be required for the Priority Product and any workplace related exposures that are 
relevant would be included in the Alternatives Analysis. 
 
See the discussion in section 69501.1 of this Response to Comments document 
regarding the definitions of “assemble,” “component,” “manufacture,” “manufacturer,” 
and “importer” for more information regarding this issue.   
 
DTSC is not making any changes to the regulations in response to this comment. 
 
§ 69501.1(a)(41) “Legal requirements” 
 
Comment:  47-30 
 

Comment Summary: 

Comment recommends acknowledging regulations in other states or countries by 
revising the definition to include the phrase, “…or other state or international law…”  
 
Response: 
The comment relates to a provision that was changed in the January 2013 version of 
the proposed regulations, but the comment is not directed to the change made.  Please 
see the Response to Comments prepared for the July 2012 version of the proposed 
regulations for further discussion of “legal requirements.” 
 
Nonetheless, DTSC provides the following additional response.  The term “legal 
requirements” address legal obligations that a responsible entity must meet.  Therefore, 
requirements of other states and nations would not meet this definition since they do not 
impose obligations on responsible entities in California.  As written, the regulations have 
enough flexibility to allow a responsible entity to make product-specific determinations 
for relevant characteristics as part of the Alternatives Analysis.  “Legal requirements” 
are a criterion for the definition for “functionally acceptable.”   If there are other state and 
international laws that would be relevant to the determination of “functionally 
acceptable,” this may be explored, but needs to be documented in the Alternatives 
Analysis Reports.  But these other requirements that are not applicable in California 
would not be “legal requirements.” 
 
DTSC is no making any changes to the regulations in response to this comment. 
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§ 69501.1(a)(42) “Life cycle” 
 
Comment:  39-20 
 
Comment Summary: 

This is a very broad definition of “life cycle” that, if used to define the potential adverse 
impact of consumer products, may prove to be onerous, burdensome and confusing.  In 
addition, the definition of “waste” includes life cycle impacts, which may be difficult to 
assess and consider if they are broadly defined. The comment urges DTSC to better 
scope the life cycle impacts that may be evaluated as part of a consumer product’s 
potential adverse impacts. 

 

Response: 

This comment relates to a previous version of the proposed regulations and does not 
address a change made in the January 2013 version of the proposed regulations.  This 
topic was addressed in Article 1 of the Initial Statement of Reasons for the July 2012 
version of the proposed regulations.  Please see the discussion of “life cycle” under 
section 69501.1(a)(39) of that document.  
 
 DTSC is making no changes to the regulations in response to this comment. 
 
§ 69501.1(a)(43) “Manufacture” 
 
Comments:  3-14, 4-5, 4-8, 13-2, 13-33, 13-36, 15-1, 15-2, 33-6, 33-8, 40-20, 59-3,  
59-4 
 
Comments Summary: 

In the previous version of the regulations, (July 2012) repair, refurbishment, and 
maintenance activities were excluded from the definition of "manufacture."  In the 
proposed regulations (January 2013), this exclusion has been removed and the new 
definition of "assemble" does not include these repair activities. 

 
The comments expressed various concerns regarding the inclusion of repair, 
refurbishment and maintenance activities in the regulations.  Most of the asserted 
technical and financial difficulties given relate to the auto industry and complex durable 
products, which have extended “useful lives.”  The concerns are as follows: 
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• Replacement parts are not interchangeable with newer parts; 
• Without replacement parts, many automobiles will not be able to be repaired; 
• Automotive safety may be jeopardized; and/or 
• Imposing an Alternatives Analysis will be cost prohibitive with limited regulatory 

benefit; 
• To redesign a part would be cost prohibitive; and 
• Repair shops and the manufacturers of replacement parts will be financially 

impacted. 
 
The above comments request DTSC to confirm these repair activities are exempt from 
the regulations, which the commenters claim is consistent with the Initial Statement of 
Reasons (“ISOR”).  The comments request that DTSC exclude repair and maintenance 
activities explicitly in the regulations.  Suggested language was provided to revise the 
definition of “manufacture” or to exclude the term “import” from this definition.  
 
A comment expressed support for the exclusion of existing replacement part inventories 
that had already been manufactured prior to the Priority Product listing or prior to the 
implementation date for any selected regulatory control option.  However, replacement 
parts produced after that date to maintain, service and/or repair the historic product as 
built should also be treated in this way. 
 
Response: 

In the July 2012 version of the proposed regulations, the term “manufacture” is defined 
to mean “make, produce, or assemble.  ‘Manufacture’ does not include any of the 
following actions, unless the action results in the addition, or increased concentration, of 
a Chemical of Concern, or replacement of a Chemical of Concern, in a product: 

(A) Repair or refurbishment of an existing consumer product; 
(B) Installation of standardized components to an existing consumer product; or 
(C) Making non-material alterations to an existing consumer product.”   
 

The exclusion for repair, refurbishment, installation of components, and making non-
material alterations were included in this definition of “manufacture” to make clear that 
these activities were not captured by the term assemble within this definition. 
 
The January 2013 definition of “manufacture” no longer includes the term “assemble” or 
the exclusions for repair, refurbishment, installation and non-material alterations, which 
are no longer needed because they relate to the term “assemble.”  The regulations 
(January 2013) include a new definition for “assemble” in order to provide regulatory 
relief to “assembler[s],” but did not include the exclusions for repair, refurbishment, 
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installation and non-material alterations.  For further discussion of this issue, please see 
discussion of the definition of “manufacture” in section 69501.1(a)(40) in the Response 
to Comments document prepared for the July 2012 version of the proposed regulations.   
 
The definition of “assemble” has been amended in the revised proposed regulations 
(January 2013) to make it explicit that to “repair, refurbish, maintain, or make non-
material alterations are included in the definition of “assemble.”  
 
Replacement parts for either repair or maintenance have not been added to the 
definition of “manufacture.”  DTSC never intended to exclude or categorically exempt 
replacement parts from these regulations.  Regulatory relief for replacement parts may 
be found in the definition of “consumer product” that exempts products that ceased 
being manufactured prior to the date of the Priority Product listing are not subject to the 
substantive requirements of the regulations (section 69501.1(a)(24)(B)).  DTSC may 
also determine the due date for regulatory response imposed on a Priority Product 
under subsection 69506.1(f). 
 
For further discussion of replacement parts, see discussion of section 69501.1(a)(new) 
in which comments requested that DTSC add a definition for “replacement parts.”   
 
DTSC is not making any changes to the regulations in response to these comments.  
 
§ 69501.1(a)(44) “Manufacturer” 
 
Comments:  3-15, 13-26, 15-1, 21-1, 25-4, 27-1, 43-12, 43-13, 54-3 
 
Comments Summary: 

The definition of “manufacturer” (January 2013) includes “any person that controls or 
has the capacity to specify the use of chemicals in such a product.”  DTSC, U.S. EPA, 
the Federal Aviation Administration, and other agencies exercising authority to regulate 
chemicals in products may be encompassed within this broad definition of 
“manufacturer.” 
 
While the recent amendments to the definition of “manufacture” provide a significant 
improvement, the amendments to the definition of “manufacturer” create additional 
concerns.  Having the capacity to specify chemicals is a very different matter from 
actual business practices.  DTSC should revise the draft definition to clarify that 
configuring a product does not render a person a manufacturer.   
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Many retailers are beginning to specify chemicals they do NOT want in their private 
label products.  Ironically, under DTSC's new definition, retailers who tell their 
manufacturers they do not want Candidate Chemicals or Chemicals of Concern in their 
products will also be deemed manufacturers because they have "the capacity to specify 
chemicals."   
 
The comments provide suggested language to revise this definition:   

• Delete the phrase, “has the capacity to specify the use of chemicals”; 
• Replace the phrase, “has the capacity to specify the use of chemicals" with 

“specifies the use of a chemical of concern”; and 
• Add the sentence, “A manufacturer is neither an assembler nor an importer.” 

 
Another comment recommends making a further clarification of the definition by 
modifying capacity to specify chemicals as follows, “has the capacity to specify, directly 
or indirectly, the use of chemicals."  This would expand the definition to include 
components that provide a specific functionality without specifying the use of chemicals.   
 
DTSC should provide guidance on how the definition of a “manufacturer” relates to duty 
to comply for responsible entities (section 69501.2(a)(1)(A)).    
 

Response: 

DTSC has revised the language in the April 2013 version of the proposed regulations to 
replace the phrase, “has the capacity to specify the use of chemicals” with the phrase 
“specifies the use of chemicals to be included in the product.”  This language addresses 
two of the concerns expressed in the above comments.  Note that specifying what 
chemicals NOT to use in the manufacture of a product does not make a retailer a 
"manufacturer".   
 
However, adding the phrase “indirectly and directly” would expand the definition to 
include not only specifying chemicals but also specifying components.  This is not what 
is intended by this revised the definition.  Controlling the specifications and design of a 
product were removed from the definition because the phrase inappropriately captured 
more entities as manufacturers than DTSC intended.   Adding “indirect and direct” does 
not provide any greater clarity and does not help establish a clear line of demarcation to 
clarify when an activity crosses the line from merely causing a product to be 
manufactured, as opposed to controlling the use of chemicals in a product.  DTSC will 
not be making changes in response to this comment. 
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The revised definition of “manufacturer” (January 2013 and April 2013) does not alter 
the effect of the requirements for manufacturers under the duty to comply provision in 
section 69051.2(a).  No changes to the regulations were requested, but guidance for 
compliance with the requirements of the regulations, especially regarding the 
Alternatives Analysis, will be developed after the regulations are adopted. 
 
Comments:  21-1, 40-13, 43-12, 54-3, 55-9 
 
Comments Summary: 

The above comments express concerns regarding the definition of “manufacturer” as 
follows: 

• The underlying statute is clear that product manufacturers are the primary 
entities responsible for compliance, and any definition of “manufacturer” should 
be true to that mandate; 

• In order to conduct an Alternatives Analysis, detailed information about other 
components manufactured by other suppliers would need to be available to the 
"manufacturer."  It is unrealistic to require the flow of information about 
alternatives and potentially sensitive or proprietary information between potential 
competitors; and 

• The regulations create definitional distinctions between product "manufacturers" 
and product "assemblers."  A clearer distinction needs to be made between 
“manufacturer” and “assembler.”  

 

Response: 

The only provision in the enabling legislation that specifically names the “manufacturer” 
is Health and Safety Code section 25253(b)(7), which imposes any end-of-life 
requirements on a manufacturer.  The authorizing legislation does not otherwise limit 
compliance with the law solely to product manufacturers.  And the expression of this 
limitation in one place is presumed to mean that the Legislature did not intend it 
elsewhere.  In addition, the approach taken in the proposed regulations is similar to the 
duty to comply approach embodied in other California statutes and regulations that 
impose requirements on products because they are sold in California.  The primary 
responsibility to comply with the substantive requirements of the regulations (i.e., 
conducting an Alternatives Analysis, compiling Alternatives Analysis Reports, and being 
subject to any regulatory response(s) imposed) falls on the manufacturer of a Priority 
Product.  However, if a manufacturer fails to comply, the responsibility falls on the 
importer next, followed by the assembler or retailer of the consumer product.  Without 
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enforcement at point of sale—California, DTSC cannot compel manufacturers located 
out of state or out of country to comply with these regulations.   
 
Except as provided in section 69501.4(a)(1)(D), the requirements throughout the 
regulations for submittal of information throughout the regulations is for available 
information.  If detailed information about other components manufactured by other 
suppliers were needed to complete the Alternatives Analysis, the responsible entity 
complying with the requirement to conduct an Alternatives Analysis would only have to 
include what is available.  If this exchange of information involves proprietary 
information for the completion of the AA Report, which becomes public, the regulations 
allow responsible entities to assert a claim of trade secret protection.  
 
The distinctions between “manufacturer” and “assembler” that are a concern for 
complex durable products are not fully addressed by one definition.  The definitions for 
the terms “assemble,” “assembler,” “component,” “import,” “importer,” “manufacture,” 
and “manufacturer” are all related to each other.  See section 69501.1 for discussion of 
the terms “assemble,” “assembler,” “component,” “import,” “importer,” “manufacture,” 
and “manufacturer” for further discussion as to how terms were amended and how the 
provision for duty to comply was changed to make conforming changes.   
 
DTSC is not making any changes to the regulations in response to these comments. 
 
§ 69501.1(a)(46) “Persistence” 
 
Comments:  7-18 
 

Comment Summary: 

Reference to OEHHA’s regulations should be eliminated. 

 

Response: 

This comment relates to a previous version of the regulations and does not address a 
change made in the January 2013 version of the proposed regulations.  This comment 
was addressed in Article 1 of the Response to Comments document for the July 2012 
version of the proposed regulations.  Please see the discussion of “persistence” under 
section 69501.1(a)(43) of that document. 
 
DTSC is making no changes to the regulations in response to this comment. 
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§ 69501.1(a)(47) “Person” 
 
Comment:  79-4 
 

Comment Summary: 

The definition of “person” is unduly broad and should be narrowed to not conflict with 
the authorizing legislation’s focus on consumer products. 
 

Response: 

This comment relates to a previous version of the proposed regulations and does not 
address a change made in the January 2013 version of the proposed regulations.  This 
comment was addressed in Article 1 of the Response to Comments document for the 
July 2012 version of the proposed regulations.  Please see the discussion of “person” 
under section 69501.1(a)(44) of that document.   
 
DTSC is making no changes to the regulations in response to this comment. 
 
§ 69501.1(a)(50) “Placed into the stream of commerce in California” 
 
Comment:  54-4 
 

Comment Summary: 

Use of the phrase “a component in an assembled product” in the definition of “placed 
into the stream of commerce in California” is problematic.  “Component” is defined as a 
specific homogeneous material.  “Homogeneous materials” are typically not 
“assembled” into a consumer product.  An “assembled product” is an assembly of items 
that may be comprised of one or more “components.”   

 

Response: 

This definition of “placed into the stream of commerce in California” was amended in the 
January 2013 version of the regulations to change the tense of the verb to match the 
language in the applicability section of the regulations (section 69501(b)).  The text was 
also amended to make clear that the applicability could apply to both an entire product 
or to a component of a product.   
 
The concern that a homogenous material is a component that is typically not 
assembled, thus making the term “assembled product” seem inappropriate, is not well 
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founded.  The definitions used in these regulations were crafted to be appropriate and 
useful to these regulations in particular, even if they differ at times from other uses 
outside of this program.  The definition of “assemble” in the regulations is written very 
broadly and includes any process that brings together components to create a product.  
These components may be homogenous materials that are brought together.  For 
example, applying paint to a surface is bringing two components together.  Thus, any 
component that is “assemble[d]” pursuant to the definition in the regulations into a 
product is considered a component in an assembled product for purposes of the 
regulations.   
 
DTSC is not making any changes in response to this comment. 
 
§ 69501.1(a)(51) “Potential” 
 
Comments:  6-13, 7-9, 14-5, 40-26, 40-27, 40-28, 46-22, 47-7, 61-8, 83-25, 83-41,  
88-19 
 
Comments Summary: 

The term “potential” is too vague, even as defined ("reasonably foreseeable based on 
reliable information") and will encompass products that do not have any real risk of 
exposure.  The prior draft of the regulations focused on a chemical's or product's "ability 
to cause" adverse impacts.  The term “ability to contribute” has been changed to 
“potential” throughout the proposed regulations.  This change unnecessarily broadens 
the level of risk associated with a chemical.  The definition should be narrowed to reflect 
a reasonable level of hazard a chemical poses when used as designed.   
 
Similarly, the proposed regulations' criteria for identifying Candidate Chemicals and 
Priority Products and for determining regulatory responses have been amended to 
include the term “potential” in a manner that makes those criteria overly broad.  The Key 
Prioritization Principles criteria in the proposed regulations now focus on hazard and 
presence as the dominant triggers for identifying a Priority Product (January 2013). 
 
Accordingly, imposing obligations on “responsible entities” to evaluate all "potential" 
exposures and adverse impacts of products and chemicals (as opposed to the product's 
actual "ability" to cause adverse impacts) is unworkable.  DTSC should focus on 
expected and probable health and environmental concerns. 

• The term “potential” should be deleted or appropriately defined; 
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• The numerous references to "potential" impacts and exposures in the regulations 

should be deleted, and the language should be revised back to the original text 
that used the term "ability" to cause adverse impacts; 

• The definition of the term “potential” should include the concept of likelihood, e.g. 
“…that the phenomenon described is likely and reasonably foreseeable based on 
reliable information”; and   

• “Contribute to” and “significant and widespread adverse impacts” are not defined, 
and so the terms are subjective. 

 
Response: 

DTSC has clarified the use of the term “potential” instead of “ability” in the revised 
proposed regulations (January 2013 and April 2013). 
 
In section 69501.1(a)(51) of the proposed regulations (January 2013 version) “potential” 
is defined as follows: “‘potential’ means that the phenomenon described is reasonably 
foreseeable based on reliable information.”  As expressed by the commenter, it is 
intended to direct DTSC to look at the inherent properties of a chemical to make the 
determination of the chemical’s capacity to contribute to or cause adverse impacts.   
 
The difference between ability and potential is that ability refers to being capable of 
performing a function and, as the word describes, it is present here and now.  Potential, 
on the other hand, is to become capable of performing a function that has not been 
tapped into just yet.  In the context of the proposed regulations, the ability of a chemical 
to cause an adverse impact refers to an inherent property of a chemical that is capable 
of causing an adverse impact.  The potential of a chemical to cause an adverse impact 
refers to the probability that an adverse effect will occur with specific exposure 
conditions.  Thus, a chemical will present the same hazard in all situations due to its 
innate chemical or physical properties.  However, considerable differences may exist in 
the adverse impacts from a chemical, depending on how the chemical is contained or 
handled and other conditions that result in or limit exposure.  Therefore, the term 
“potential” has been used instead of “ability” in the revised proposed regulations. 
 
The potential of any chemical to contribute to or cause adverse public health and/or 
environmental impacts (“adverse impacts”) using reliable information are factors that are 
considered in Article 2 for the addition of a Candidate Chemical, in Article 3 for the 
prioritization of product-chemical combinations, and in Article 5 in the Alternatives 
Analysis.  Please refer to the appropriate Responses to Comments in this document for 
further discussion regarding the use the term “potential” of a chemical to contribute to or 
cause adverse impacts. 
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DTSC is making no changes to the regulations in response to these comments. 

 
§ 69501.1(a)(52) “Practical Quantitation Limit” or “PQL”  
 
Comment:  33-15, 35-32 
 
Comments Summary: 

The PQL can and does carry a variety of definitions in practical application and is 
defined in several ways by various governmental agencies.  One suggestion is to revise 
section 69501.1(a)(52): "Practical Quantitation Limit" or "PQL" to mean “the lowest 
concentration of a chemical that can be precisely quantified (percent relative standard 
deviation within ± 10 percent) with an acceptable bias (percent recovery within 90-110 
percent) reliably measured within specifies limits of precision and accuracy using 
routine laboratory operating procedures.” 
 
Response: 

There are various definitions available for this term, as with many terms.  DTSC has 
considered the advantages and disadvantages of defining this term prescriptively, and 
has decided that due to the scope of the regulations both in the number of chemicals 
and the potential variations in product-chemical combinations, the provision should be 
defined more flexibly.  DTSC has chosen to define the PQL to mean “the lowest 
concentration of a chemical that can be reliably measured within specified limits of 
precision and accuracy using routine laboratory operating procedures.”  This definition 
was established by U.S. EPA’s drinking water program (52 FR 25690, U.S.EPA, 1987) 
and the same definition is used in EPA’s “Test Methods for Evaluating Solid Waste, 
Physical/Chemical Methods,” also known as SW-846.  Any PQL used to establish the 
AA Threshold should use appropriate data quality objectives and document the 
procedures in the AA Threshold notification.  DTSC believes that this definition is well 
established and that U.S. EPA has a variety of existing guidance documents describing 
how to establish the PQL. 
 
DTSC is not making any changes to the regulations in response to this comment. 
 
Comments:  5-1, 6-7, 6-8, 13-15, 13-16, 23-6, 29-14, 32-3, 33-13, 33-15, 35-23, 35-28, 
35-29, 35-30, 35-31, 35-32, 35-33, 39-13, 39-15, 43-3, 46-4, 46-9, 46-10, 46-11, 46-12, 
46-16, 46-19, 47-14, 47-15, 48-9, 48-15, 48-21, 50-1, 51-3, 51-4, 55-7, 63-2, 65-2, 66-4, 
70-15, 88-12, 88-13, 88-14, 90-2, 90-3, 90-4, 91-13 
 
Comments Summary: 
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The above comments object to the use of the PQL as the AA Threshold because it 
creates a lack of both clarity and certainty for the regulated community.  Some 
commenters believe that the use of the PQL essentially eliminates the concept of the 
AA Threshold or limits the administrative efficiency of the AA Threshold process.  The 
following concerns were stated: 
 
The PQL is an analytical term. 

• PQL is a procedure to determine the quality/validity of a laboratory measurement; 
• The proposed definition of the PQL must incorporate statistical rigor in order for it 

to have practical meaning; and 
• The PQL is the lowest quantity of a substance that can be measured.  

 
The PQL is subject to variations: 

• The PQL for any given Chemical of Concern can vary based on the matrix in 
which the chemical is contained, and the appropriateness of any given analytical 
methodology to detect the chemical; 

• PQLs from laboratories for the same Chemical of Concern could be different yet 
equally correct, resulting from variations across laboratories.  As a result, 
different “responsible entities” may or may not claim an AA Threshold Exemption 
for the same Priority Product based on different PQLs; 

• Lower limits might be possible if more analytical work and money is spent on 
establishing a lower PQL; 

• The PQL allows a responsible entity to set its own AA Threshold, by the choice of 
analytical method, leading to potential inconsistency between entities.   

• PQLs for well-characterized chemicals generally have lower values than less 
well-characterized chemicals; and 

• The PQL is subject to change with instrumental technology and methods 
development. 

 
The PQL is not related to the potential harm that could be caused by chemicals present 
in products: 

• Using the PQL provides no distinction between insignificant risk potential and 
potential risk, and consequently provides no value in terms of priority setting;  

• If the PQL is not being viewed as a risk level, then it should not be used to decide 
whether an Alternatives Analysis should be performed; 

• The PQL does not represent an exposure potential; 
• The PQL has no bearing on whether materials could migrate from the product 

and whether such migration results in any exposure for users of the product;  
• The PQL is likely to be substantially lower than any safe level of exposure; and 
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• The PQL replaces the appropriate science of toxicology and dose-response with 

the technological ability and sensitivity of analytical instrumentation. 
 
DTSC’s decision to utilize the PQL as a threshold value renders the AA Threshold 
Exemption ineffective, despite including reference to “intentionally added” and 
“contaminant”:  

• Contaminants must be below the PQL—in essence, if the presence of something 
can be measured, it is no longer a contaminant; 

• The AA Threshold as a moving target has been for all practical purposes stripped 
of all value; and 

• The PQL as a threshold value has no more or no less legitimacy than other 
policy decisions such as 0.01% or 0.1% by weight.  

 
Suggested revisions include clarifying the acceptable analytical standards for a PQL at 
the time of a Priority Product listing and inviting public comments on its utility and 
accuracy.  Recommended language was provided for the definition of “Alternatives 
Analysis Threshold.” 
 

Response: 

PQL is a laboratory term used to determine the quality/validity of a laboratory 
measurement that incorporates statistical rigor in order for it to have practical meaning.  
Although the PQL is a laboratory term, it has also been used as a regulatory term.  The 
regulatory significance of the PQL is the ability to use it as a measurement to determine 
if regulatory standards have been met or exceeded and it is not uncommon for 
regulatory agencies to use the PQL in regulations to set thresholds.  For example, 
under the Clean Water Act, PQLs are used to set drinking water maximum contaminant 
levels when the maximum contaminant level goal (health-based criteria) is set to zero, 
(e.g., for carcinogens).  Under the State of Washington and State of Maine’s new 
children’s programs, a notification is required for intentionally added chemicals of high 
concern if present in a product above the PQL concentration. 
 
DTSC is cognizant that the PQL will vary by analytical method and is media and 
chemical specific.  The using the PQL for the AA Threshold instead of the detection limit 
allows for the variability of analytical detection limits across different laboratories.  If 
more money is spent on establishing a lower PQL, it might be due to a more expensive 
analytical procedure, which might have a different PQL.  This will be acceptable during 
implementation because laboratories must each develop their own PQLs (as well as 
values for several other quality assurance/quality control parameters) as part of their 
normal procedures unrelated to the regulations.  The PQL will be established based on 
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the method detection limit of the analytical procedure, not just the PQL of one 
laboratory.  PQL’s for well-characterized chemicals will not result in variability within a 
Priority Product because the PQLs will be based on the same Chemicals of Concern.   
 
The PQL may be subject to analytical method “drift” due to advances in analytical 
techniques over time.  However, the PQL will be established at the time of the Priority 
Product is listed or within sixty (60) days of the Priority Product listing when a 
responsible entity submits the AA Threshold Notification (section 69505.3).  There 
should not be much variability due to technological changes; the PQL that is established 
during this time will remain fixed for purposes of complying with the AA Threshold.  
 
Despite the potential variability in the concentrations detected, the proposed regulations 
are aligned with and consistent with the goals and intent of AB 1879, in which 
continuous improvement is sought in the search for safer alternatives.  This is in lieu of 
establishing safe harbors for chemicals that have been demonstrated to be of concern.  
As technological advances are made and lower concentrations of chemicals are 
detected, assessments on whether they are of concern can be made.  
 
As such, because a particular analytical test method is not specified, the regulations 
allow responsible entities to comply with the requirements using a wide range of test 
methods to comply with the requirements.  However, whatever means is used to comply 
with the requirements must be provided in the Notifications that are submitted for 
compliance.  This is why in order to substantiate the AA Threshold, the laboratory 
methodology is required to be documented, including the statistical rigor, the quality 
control procedure and the name of the laboratory. 
 
DTSC will have various mechanisms to maintain a level playing field.  First, DTSC will 
rely on the rulemaking process as a participation mechanism for stakeholders to provide 
recommendations on the establishment of the PQL for each Priority Product that is 
being proposed.  Second, the AA Threshold Notification will be made available to the 
public on DTSC’s website for review.  Third, if the methodology to be used is an 
approved U.S. EPA method, then additional assurance can be provided by the use of 
an accredited lab program for laboratories (e.g. the federal National Environmental 
Laboratory Accreditation Program or the State’s Environmental Laboratory Accreditation 
Program).  Lastly, DTSC has the ability to audit the AA Threshold Notifications for 
compliance with the regulations. 
 
The PQL in the proposed regulations (January 2013) is not a risk threshold based on 
human health criteria, such as OEHHA’s safe harbor levels.  DTSC agrees that the PQL 
provides no distinction between insignificant risk potentials and potential risk, that it 
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does not necessarily represent exposure potential or potential for release, and it does 
not reflect the science of toxicology.  The PQL is a useful approach based on laboratory 
practice and methodology to distinguish between those Priority Products subject to the 
Alternatives Analysis and those that are not subject to the Alternatives Analysis.    
 
DTSC disagrees that the PQL is likely to be substantially lower than any safe level of 
exposure.  The Candidate Chemical list is dominated by carcinogens and reproductive 
toxicants.  Thus, any AA Threshold levels based solely on human health established for 
Chemicals of Concern in a Priority Product, would be highly dependent on the potential 
for exposure, but would also have the possibility of being set to close to zero if they are 
carcinogens. 
 
The previous version of the regulations (July 2012) had a case-by-case determination 
for the AA Threshold based on various risk criteria.  In response to comments to the 
proposed regulations (July 2012), the risk-based method was deemed not prescriptive 
enough to provide certainty to the regulated entities.  See the Alternatives Analysis 
Threshold portion of this Response to Comments document for further discussion 
regarding a risk-based AA Threshold.   
 
DTSC strongly disagrees with the assertion that the PQL makes the AA Threshold 
ineffective.  The purpose of the AA Threshold is to demark those Priority Products that 
are subject to the requirement to undergo an Alternatives Analysis and those that are 
not.  The regulations were revised to make clear that if a responsible entity adds a 
Chemical of Concern to a Priority Product, the substantive requirements of the 
regulations would apply.  That is, there is no default AA Threshold for intentionally 
added chemicals.  If the Chemical of Concern exists solely as a contaminant, then the 
responsible entity needs to confirm the presence or absence of the Chemical of 
Concern or comply with the AA.  The AA Threshold will not be a moving target because 
it will be established at the time of the Priority Product is listed or within sixty (60) days 
of the Priority Product listing when a responsible entity submits the AA Threshold 
Notification (section 69505.3).  Lastly, DTSC has set the AA Threshold to the PQL, in 
lieu of a default concentration of 0.1% or 0.01%, because it provides consistency in 
implementing a regulatory program, in a practical way, where both quality control and 
quality assurance is critical.  The PQL as a measurement is used to determine if 
regulatory standards have been met or exceeded.  Furthermore, there is regulatory 
precedence for utilizing the PQL3 as a regulatory threshold.  The proposed regulations 

3 Maximum Contaminant Levels set under the Safe Drinking Water Act (SDWA) Amendments of 1996 
(PL- 104-182) 
Children's Safe Product Reporting Rule, Chapter 173-334 Washington Administrative Code 
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do not make the AA Threshold ineffective for purposes of implementation or for 
achieving the goals of the statute.   
 
[Note:  DTSC has amended the revised proposed regulations (April 2013) to provide the 
flexibility for DTSC to set an AA Threshold for intentionally added Chemicals of  
Concern or to set an AA Threshold higher than the PQL for Chemicals of Concern that 
are present solely as a contaminant(s).  However, the default for the AA Threshold 
remains the PQL for contaminants.]   
 
DTSC is not making any changes to the regulations in response to these comments.   
 
§ 69501.1(a)(57) “Reliable information” 
 
Comments:  6-4, 7-18, 19-1, 30-2, 39-21, 47-32, 47-33, 47-34, 69-3, 88-20, 90-5 
 

Comments Summary: 

The proposed definition for “reliable information” violates standard scientific protocols 
because it still lacks an emphasis on weight of evidence evaluation, and does not 
consider actual exposure.  “Reliable information” is a concept crucial to operation of 
these proposed regulations.  Given the potential impact of decisions based on “reliable 
information,” the standards proposed for such information are inadequate.  DTSC 
should reconsider the following revisions to address issues that continue to be 
concerns: 

• The definition should include a weight-of-evidence approach that assures the 
integrity of these critical decisions in the regulations;   

• A set of scientific principles should be set out in Article 1 to ensure a science-
based process; 

• The definition should include a description or characteristics of what constitutes 
reliable information or studies; 

• The definition should include the Organization for Economic Cooperation and 
Development’s approach as a standardized mechanism for judging data 
reliability; 

• The definition should have a sufficient basis in science and be corroborated by 
scientific experts;  

• The definition should include an opportunity for information to be challenged to 
ensure that the information is truly reliable and reflective of sound science;  

Safer Chemicals in Children's Products Rules, Chapter 880 of the Rule Chapters for the Department of 
Environmental Protection, State of Maine 

Department of Toxic Substances Control Page 96 of 422 
 

                                                                                                                                             



  January 2013 Response to Comments 
Safer Consumer Products  Proposed Regulations, R-2011-02 

 
• The definition should be amended to explicitly recognize only data that has been 

developed according to established Good Laboratory Practices;   
• A study published in a scientifically peer reviewed report or other literature 

(section 69501.1(57)(A)1a) is not comparable to and should not be carry the 
same weight as the studies described in section 69501.1(a)(57)(A)1.b-1d.  The 
level of peer review and, in some cases public review, is substantially greater for 
the studies in 1b through 1d. 

 
Response: 

These comments relate to a previous version of the regulations and do not address a 
change made in the January 2013 version of the proposed regulations.  These 
comments have been addressed in Article 1 of the Response to Comments document 
for the July 2012 version of the proposed regulations.  Please see the discussion of 
“reliable information” under section 69501.1(a)(52) of that document.   
 
DTSC is making no changes to the regulations in response to these comments. 
 
Comments:  19-1, 43-10, 43-11, 47-2, 47-31, 47-33, 69-4, 92-15, 92-16, 92-17 
 

Comments Summary: 

The definition of “reliable information” is somewhat improved by the addition of a 
description of criteria for what is “trustworthy.”  The addition relating to study design 
hypothesis also makes sense.  However, the proposed definition of “reliable 
information” is still problematic.  Concerns regarding the amended language are as 
follows:  

• The definition should be amended to remove “disinterested” from the definition of 
“reliable information,” and simply require that reviews be conducted by “parties 
qualified by education and experience”; 

• By adding the “trustworthy” criteria, California is inventing its own unique system 
for determining the reliability and relevance of information, which will take time 
and effort.  This is in opposition to the statute, which directs DTSC to “…use, to 
the maximum extent feasible, available information from other nations, 
governments, and authoritative bodies that have undertaken similar chemical 
prioritization processes.” (Health and Safety Code section 25252(b)(2))  The 
Organization for Economic Cooperation and Development has developed a 
globally accepted method for rating the quality and reliability of studies; 

• A commenter opposes the provision in section 69501.1(a)(57)(D)2.  In some 
cases, this information could be conflict with the Title 29 of the Code of Federal 
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Regulations, General Provisions for the Use of Human and Animal Data (29 CFR  
§ 1990.143) pertaining to Identification, Classification, and Regulation of 
Carcinogens; 

• The revised definition appears to open the door to the acceptance of non-
scientific information in support of petitions to amend the Candidate Chemicals 
list and Priority Products list; 

• Published studies using simplistic methodologies whose authors claim far-
reaching implications linking potential chemical exposures and adverse health 
effects should not be used if completed alone, or in small numbers.  These 
studies should be considered inadequate if weighed against extensive research 
and product experience showing no meaningful adverse health effects; 

• Provided the criteria for reliable information is met, ensure that one positive study 
can be used, and that negative studies (especially those funded by industry in 
some way) get much less weight than positive ones.  These sentinel studies are 
behind many of the “late lessons from early warnings” that led to the Green 
Chemistry Initiative.  For a possible wording, see the proposal from Cal/OSHA to 
integrate the Globally Harmonized System (GHS) into California’s Hazard 
Communication Standard; 

• The revised definition of “reliable information” may require DTSC to use much of 
its scarce resources.  If resources are not available, DTSC staff will not be able 
to determine if information exists that could be considered reliable and/or to 
properly evaluate information submitted in work plans and alternatives 
assessments; and  

• Use authoritative agencies (e.g., OEHHA) to determine if submitted or available 
information is “reliable.” 

 

Response: 

The regulations have been amended and paragraphs (57)(A), (B), and (C) have been 
moved to section 69503.2(b)(1)(C) in Article 3 in the April 2013 version of the proposed 
regulations.  The language now in section 69503.2(b)(1)(C) was amended and the 
following criteria were added: 

• “The credentials and education and experience qualifications of the person(s) 
who prepared and/or reviewed the information; and  

• The degree to which the information is relevant for the purpose for which it is 
being considered by the Department.” 

 
However, the term “disinterested” was not removed from the provision.  The information 
should be reviewed by someone who is independent and does not have a vested 
interest in the outcome of the evaluation of data reliability.  
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DTSC disagrees that using the definition of reliable information conflicts with the statute, 
which directs DTSC to “use, to the maximum extent feasible, available information….”  
In fact, this provision implements that provision.  That is, it intended to allow DTSC to 
use existing scientific information and data.  DTSC is not using the weight of evidence 
approach; so, it would be inappropriate to require the use of the Organization for 
Economic Cooperation and Development’s guidance for rating the quality and reliability 
of studies.  A responsible entity is not prohibited from using this guidance document, but 
the regulations will not be revised to include Organization for Economic Cooperation 
and Development’s approach.   
 
It is unclear how using an appropriate hypothesis for a study design (section 
69501.1(a)(57)(D)2) conflicts with Title 29 of the Code of Federal Regulations, General 
Provisions for the Use of Human and Animal Data (29 CFR § 1990.143).  The provision 
refers to how the study was designed and the OSHA regulation specifies how the data 
is used.   
 
The revised definition includes language that only raises the standard regarding the 
criteria for what is considered reliable information.  It is not clear how this could be 
interpreted as lessening the requirements to allow the acceptance of non-scientific 
information in support of petitions to amend the Candidate Chemicals List and Priority 
Products List.  Furthermore, the ISOR explains that DTSC will evaluate whether the 
scientific study provided was conducted according to generally accepted principles, 
including testing protocols in which the test parameters documented are based on 
specific testing guidelines, or in which all parameters described are comparable to 
guideline methods, including, Organization for Economic Co-operation and 
Development’s Series on Principles of Good Laboratory Practice and Compliance 
Monitoring. 
 
The process to assess reliable information must remain flexible due to the diversity of 
the potential Priority Products universe and the associated information.  During 
implementation, there will be various opportunities to comment on the quality, relevance 
and reliability of the information and the GSRP will be available to assist on such 
matters.  And as mentioned elsewhere, many of the decisions made by DTSC and the 
responsible entities are subject to public comment.  This will undoubtedly lead to the 
submission of comments related to the quality of the information relied on to make a 
decision.   
 
DTSC is making no changes to the regulations in response to these comments.  
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§ 69501.1(a)(57) “Reliable information”  
 
Comments:  8-9, 47-2, 47-24, 47-25, 47-31, 47-32 
 
Comments Summary: 

DTSC must implement the identification of Candidate Chemicals, the selection of 
Priority Products and associated Chemicals of Concern, the oversight of Alternatives 
Analysis process, and the selection of regulatory responses with a rigorous, science-
based approach, in concert with state, federal and international best practices.  

The proposed regulations raise the following concerns: 
• The use of the narrative standard is subjective and facilitates a political, not 

scientific, basis for prioritization; 
• The inadequate definitions for “reliable information” and “reliable information 

demonstrating the occurrence of exposure” do not require a standardized 
mechanism to assess the quality; and 

• There is no discussion on the use of a weight of evidence process in situations 
where there are multiple studies for a single endpoint. 

 
DTSC should incorporate the following principles into Article 1 of the regulations to 
provide an overall theme and foundation for science-based implementation: 

• DTSC’s decision-making process shall meet benchmarks of objectivity, 
transparency, and scientific accuracy needed for health and environmental 
regulatory decision-making; 

• All evaluations shall rely on the best available scientific information regarding 
possible hazards and risks of substances, and employ consistent, objective 
methods and models to derive realistic determinations of hazards and risks at 
environmentally relevant levels of exposure; 

• Transparent criteria shall be established upfront to identify studies, and to 
evaluate their quality, relevance, and reliability; 

• All evaluations shall be based on a framework that takes into account and 
integrates all relevant studies while giving the greatest weight to information from 
the most relevant and highest quality studies; 

• Hazards and risks shall be presented in a manner understandable to 
stakeholders and risk managers.  Assessments should include central estimates 
and ranges, not just theoretical maximum exposure estimates to characterize 
potential risks; and 
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• Assessments shall provide full disclosure of key information.  When assumptions 

are used in lieu of scientific data, the assumptions must be disclosed along with 
the justification for their use.   

 
The commenter is encouraged by the criteria for reliable information; the criterion places 
the emphasis on real data, rather than models.  Basing the definition on actual 
measurable data, particularly data that demonstrates repeated findings shows a focus 
on sound science, particularly with respect to considering the inclusion or exclusion of 
such data in decision-making under the regulation. 
 

Response: 

These comments relate to a previous version of the proposed regulations and do not 
address a change made in the January 2013 version of the proposed regulations.  
These comments have been addressed in Article 1 of the Response to Comments 
document for the July 2012 version of the proposed regulations.  Please see the 
discussion of “reliable information” under section 69501.1(a)(52) and “Reliable 
information demonstrating the occurrence of exposures” under section 69501.1(a)(53) 
of that document. 
 
DTSC is making no changes to the regulations in response to these comments. 
 
§ 69501.1(a)(58) “Reliable information demonstrating…chemical” 
 
Comments:  7-18, 39-22, 47-35, 69-5 
 

Comment Summary: 

The definition needs to draw a tighter nexus between the presence of a chemical and 
potential consumer exposures, and there needs to be a nexus between a finding of 
“reliability” and scientific substantiation.  A comment recommends that paragraph (C) be 
written as “qualified scientific evidence” that was published in a scientifically peer 
reviewed report or other literature. 
 
Exposure monitoring is often not conducted on new or emerging chemicals, or 
chemicals that are not already under regulatory scrutiny, so this data does not exist.  
Additional factors like physiochemical properties, concentration of the chemical in a 
product, and intended use should be used to demonstrate potential occurrence of 
exposure in addition to the factors described. 
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Language similar to what is found in paragraphs (D) and (E) should be added to (A), 
(B), and (C) in this definition.  There needs to be a comparison of hazard and exposure 
information to indicate the potential of harm.  It is only when exposure concentrations 
associated with adverse impacts occurs that there is a concern for public health and the 
environment.  
 
Response: 

The recommendation that paragraph (C) be written as “qualified scientific evidence” that 
was published in a scientifically peer reviewed report or other literature is not necessary 
because this definition incorporates by reference the definition of “reliable information.” 
Therefore, this criterion is already included.   
 
Paragraph (D) includes exposure and environmental modeling as evidence of potential 
exposure.  The physiochemical properties, concentration of the chemical in a product, 
and intended use are factors that will be considered during the prioritization of product-
chemical combinations in Article 3.   
 
DTSC disagrees that subparagraphs (A) through (C) need to have quantifiable 
standards explicitly included in the regulatory text.  This definition simply establishes the 
types of reliable information that could demonstrate the occurrence of exposures and 
provides DTSC and responsible entities methods to assess exposures to the chemical 
of interest.  This definition is used in the regulations as a factor to add Candidate 
Chemicals and to prioritize product-chemical combinations.  During both of these 
processes, both the hazard and the potential exposures will be evaluated; so, it is not 
necessary to add this to this definition.   
 
DTSC is making no changes to the regulations in response to these comments. 
 
§ 69501.1(a)(59) “Replacement Candidate Chemical” 
 
Comments:  48-22, 54-5 
 

Comment Summary: 

Comment suggests clarifying the second part of the definition to: "A chemical that is 
present in the original listed Priority Product, the concentration of which may be 
adjusted in an alternative to the Priority Product to eliminate or reduce the concentration 
of the Chemical(s) of Concern." 
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The definition in the proposed regulations is potentially problematic.  Consider the 
following scenario, the Chemical of Concern is in a homogeneous material at a high 
concentration, but the homogenous material only represents a small percent by weight 
of the Priority Product.  Can the replacement chemical be used elsewhere in the Priority 
Product, without relation to the “component”?  It appears that the replacement chemical 
cannot be used to replace the Chemical of Concern.  Redefine it to mean “A chemical or 
group of chemicals that the manufacturer designates to replace the Chemical of 
Concern.”  It should not be tied to whether or not it appears elsewhere in the Priority 
Product.      

 

Response: 

If the Chemical of Concern is in the homogenous material, then the Priority Product is 
the homogenous material and any replacement Candidate Chemical would have to be 
used in the Priority Product (homogenous material in this example).  The replacement 
Candidate Chemical is tied to the Priority Product and should not be allowed to be 
deemed a replacement Candidate Chemical if it cannot replace the Chemical of 
Concern in the Priority Product.   
 
DTSC is not making any changes to the regulations in response to this comment. 
 
§ 69501.1(a)(60) “Responsible entity” 
 
Comments:  7-18, 36-1, 83-33 
 

Comments Summary: 

The regulation still includes “retailers” as a “responsible entity” even though retailers 
have little, if any, part in the design or manufacturing of the products, influence the 
chemical composition of the product, control as to how products are packaged and 
labeled by the manufacturer, or have the ability to conduct an Alternatives Analysis of 
the product.  Therefore, it is wholly inappropriate for them to share the regulatory 
burdens in the regulations, even if retailers’ responsibilities are the last step in the chain 
of responsibility after manufacturers and importers.  The onus should rest solely on the 
manufacturer, rather than the retailer to comply with the regulations.   

 

Response: 

There are some provisions that are specific to retailers due to their status that is distinct 
from manufacturers and importers.  But DTSC felt it was important to include retailers 
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as “responsible entities” to ensure that there is at least one entity in the product 
supply/sales chain that has responsibility for carrying out various duties under these 
regulations and that is under the jurisdiction of DTSC.  That is, the manufacturer, 
importer, or assembler may be headquartered outside of California, but only retailers 
located in California are affected by these regulations. 
 
In addition, retailers have the ability to “opt out” of the requirement to conduct an 
Alternatives Analysis by a very simple mechanism in Section 69501.2(b) (January 
2013).  That is, retailers may simply choose to cease ordering the Priority Product and 
notify DTSC of this fact in order to be excused from the otherwise applicable duty to 
conduct an Alternatives Analysis of the Priority Product.  This simple mechanism 
reflects DTSC’s appreciation of the fact that retailers are not similarly situated, as are 
manufacturers and importers.  This is also why the obligation to conduct the Alternatives 
Analysis or choose to opt out falls on a retailer only if the manufacturer and importer 
have both failed to comply with the requirement to conduct an Alternatives Analysis.  
 
DTSC is not making any changes to these regulations in response to these comments. 
 
§ 69501.1(a)(61) “Retailer” 
 
Comment:  41-18 
 

Comment Summary: 

The definition of a "retailer" states that it means “a person to whom a product that is 
subject to the requirements of this chapter is delivered or sold for purposes of sale or 
distribution by that person to a consumer” (emphasis added).  According to the 
authorizing legislation, the term “consumer product” also includes products sold to 
professional users.  This definition seems to suggest that a retailer selling a product to 
professionals would not be covered by the regulations.  

 

Response: 

This definition directly ties into the definition of “person” pursuant to proposed section 
60501.1(a)(47), the definition of “consumer product” in proposed section 69501.1(a)(24) 
in the April 2013 version of the regulations, and to the definition of “consumer product” 
in section 25251(e) of the Health and Safety Code.  The term “person” is not limited to 
an individual and “consumer product” is not limited to household or personal use.  The 
regulations do not limit the definition of “retailer” and includes business-to-business 
transactions. 
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DTSC is not making any changes to the regulations in response to this comment. 
 
§ 69501.1(a)(62) “Safer alternative” 
 
Comments:  7-18, 13-8, 13-27 
 
Comments Summary: 

By redefining “safer alternative” in this revised regulatory text, DTSC has done two 
things.  First, it has significantly expanded the universe of determinations that need to 
be made by the manufacturer, including comparison to other products for which the 
manufacturer has no reliable information.  When compared to the definition of “safer 
alternative” in the previous proposal, a manufacturer must now assess not only the 
relative hazards and exposure of the chemical in the product, but also with the 
manufacturing process itself.   
 
Second, it has greatly reduced the universe of alternatives to be considered.  Chemicals 
of Concern are only identified in combination with Priority Products.  The new name for 
the Candidate Chemical list is more appropriate than when it was named Chemicals of 
Concern.  It is not appropriate to include the Candidate Chemical list in this definition, 
and Candidate Chemicals should be deleted from the definition of “safer alternative.” 
 

Response: 

The comments have erroneously interpreted the amendments made to the definition of 
“safer alternative.”  The definition is used in two places in the regulations, in the 
prioritization of product-chemical combinations (Article 3) and in the regulatory 
responses (Article 6).  In Article 3, DTSC needs to assess the existence of a “safer 
alternative” as part of the prioritization process.  The definition needs to apply to both a 
product-chemical combination that is not a Priority Product and to a Priority Product.  A 
product-chemical combination is not a Priority Product unless and until it becomes 
listed.   Until that point, a product-chemical product combination may contain a 
Candidate Chemical only, not a Chemical of Concern.  This definition was revised to 
include a product (which could be a Priority Product), the Candidate Chemicals, the 
Chemical of Concern, the manufacturing process, and the replacement chemicals, 
whichever is/are applicable. The amended text does not significantly expand the 
universe of determinations that need to be made; it expands the range of alternatives 
that may be considered.  “Safer alternatives” includes not only are chemical 
replacements, but new product altogether, or a modification of the manufacturing 
process .  
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DTSC disagrees that Candidate Chemicals should be deleted from this definition.  
Although the name of the list is no longer “Chemicals of Concern,” these chemicals 
remain on lists developed by authoritative bodies that have identified hazard traits such 
as carcinogenicity, developmental toxicity, reproductive toxicity, mutagens, endocrine 
disruptors, neurotoxicity, persistence, bioaccumulative, etc.  By changing the name of 
the list to Candidate Chemicals, it cannot be inferred that DTSC has made a 
determination that Candidate Chemicals do not present a risk. In fact, the chemicals 
have been identified as Candidate Chemicals because they are candidates for further 
prioritization as Chemicals of Concern.   DTSC has determined that these Candidate 
Chemicals should not be included in “safer alternatives” and it is appropriate to keep 
Candidate Chemicals in this definition.  
 
DTSC is not making any changes to the regulations in response to these comments.   
 
§ 69501.1(a)(64) “Sensitive subpopulations” 
 
Comments:  6-20, 29-36, 29-37, 92-8, 92-18, 92-19, 92-20 
 
Comment Summary: 

Comments provided suggestions for revising this definition. 

• The definition should be revised to include, “or workers with greater exposures 
than the general population, due to the nature of their occupation and specific 
duties”; 

• The definition should be expanded to include women of reproductive age or 
include men and women of reproductive age; and 

• DTSC should explain how the inclusion of workers as a potentially sensitive 
subpopulation does not duplicate Cal/OSHA’s authority.    

 

Response: 

These comments relate to a provision that changed from the prior iteration of the 
proposed regulations, but the expressed comment is not directed to the change made.  
These comments were addressed in the Response to Comments document prepared 
for the July 2012 regulations.  Please refer to section 69501.1(a)(58) of that document 
for further discussion of “sensitive subpopulations.” 
 
DTSC is not making any changes to the regulations in response to these comments. 
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§ 69501.1(a)(65) “Technically feasible” 
 
Comments:  39-23, 40-24, 40-25, 87-8, 87-9 
 
Comments Summary: 

The above comments all suggest revising the definition or providing additional 
guidance.  The suggestions are as follows: 

• The proposed regulations need to be further revised to set more objective criteria 
for the evaluation and comparison of alternative products and replacement 
chemicals.  Each of the criteria is vague; 

• Feasibility determinations should be based on acceptable alternatives that are 
currently available, not on speculation as to products that are "expected to be 
sufficient."  Sufficiency does not necessarily mean equivalency.  The new 
definition will lead to required alternatives that have not been demonstrated to be 
feasible in various relevant markets; 

• The comment urges a return to the previous 2010 proposal that defined 
technological feasibility as "the extent to which a functionally acceptable 
alternative is currently available in the marketplace"; and 

• It is not clear how technical difficulties would be weighed against economic 
feasibility.  More guidance should be provided to understand how these two 
competing factors would be weighted.   

 

Response: 

DTSC revised this provision. The revised proposed regulations (April 2013) require the 
responsible entity to explain in the Final Alternatives Analysis Report its reasoning for 
the entity’s alternative selection decision if the decision is to retain the Priority Product  
and that decision is based in whole or in part on the product’s function and performance 
(section 69505.6(a)(2)(C).  The criteria are flexible to allow a responsible entity flexibility 
to determine what is a “technically feasible” alternative for its product and its specific 
circumstances.  DTSC will not be adding any more objective criteria to the definition of 
“technically feasible.” 
 
The phrase “expected to be sufficient” is still in the language to allow for the evaluation 
of near term foreseeable conditions that may not currently exist for the manufacturer.  
For example, the responsible entity may not currently have equipment or the materials 
to produce an alternative, but the equipment and materials may be commercially 
available.  The manufacturer may expect that it will be sufficient to implement an 
alternative, but the manufacturer may not know if it is sufficient until plans that are more 
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detailed are developed and approved.  If there is sufficient knowledge, equipment, 
materials, and other resources available in the market place, an alternative should not 
be eliminated from consideration because the alternative has not yet been developed 
and implemented by another responsible entity.  DTSC disagrees that that alternatives 
have to be demonstrated to be feasible to be considered technically feasible.  
 
DTSC has revised the definition of “technically and economically feasible” into two 
separate definitions, “technically feasible” and “economically feasible,” in the proposed 
regulations (January 2013 and April 2013).  How technical difficulties will be weighed 
against “economic feasibility” will be addressed by each responsible entity in the Final 
Alternatives Analysis Report.  DTSC has written the definition to have enough flexibility 
to allow a responsible entity to make product-specific determinations for relevant 
characteristics.  These regulations incorporate the minimum requirements for 
compliance.  If a responsible entity wishes to evaluate additional criteria, this may be 
done, but needs to be documented in the Alternatives Analysis Reports.  Furthermore, 
the Alternatives Analysis Reports will be posted and will be available for public 
comments, which should provide stakeholders an opportunity to provide input as to 
what should be considered “technically feasible”.   
 
DTSC is not making any further revisions to this definition in response to these 
comments.   
 
§ 69501.1(a)(66) “Trade secret” 
 
Comment:  29-54 
 

Comment Summary: 

The definition of “trade secret” should provide that “trade secret protection may not be 
claimed for information identifying or describing a hazard trait exhibited by a chemical or 
chemical ingredient” as specified in section 69509(f).  

 

Response: 

This comment relates to a previous version of the regulations and do not address a 
change made in the January 2013 version of the proposed regulations.  This comment 
was addressed in Article 1 of the Response to Comments document for the July 2012 
version of the proposed regulations.  Please see the discussion of “trade secret” under 
section 69501.1(a)(60) and Article 10 of that document.  
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DTSC is making no changes to the regulations in response to this comment. 
 
§ 69501.1(a)(67) “Useful life” 
 
Comment:  84-3 
 

Comment Summary: 

This definition needs to define and distinguish whether “useful life” includes shelf life 
and service life.  DTSC should clarify how useful life will be determined.  The most 
viable method to define it is to reference product category rules that have been defined 
by an industry association, which may or may not exist.  Suggested language was 
provided.  

 

Response: 

This comment relates to a previous version of the proposed regulations and does not 
address a change made in the January 2013 version of the proposed regulations.  This 
provision has been discussed in Article 1 of the Initial Statement of Reasons for the July 
2012 version of the proposed regulations.  Please see the discussion of “useful life” 
under Section 69501.1(a)(61) of that document.  However, as a point of clarification,   
DTSC notes that “useful life” is synonymous with service life, and does not include shelf 
life.   
 
DTSC is making no changes to the regulations in response to this comment. 
 
§ 69501.2 Duty to Comply and Consequences of Non-Compliance 
 
§ 69501.2 General 
 
Comment:  53-5 
 
Comment Summary: 

The total lead-time through supply chain to produce a consumer product is quite long, 
and each portion of the supply chain is always keeping some amount of inventory at 
each stage.  The comment recommends that the restriction to a product containing 
Chemical of Concern should consider a sufficient time frame by balancing the time to 
allow eliminating those inventory in a reasonable manner to avoid unnecessary disposal 
of materials and half-products, which may cause another kind of environmental impact. 
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Response:  
This comment relates to a provision that has text changes but the expressed concern is 
not related to the change in the regulations. This same comment was previously 
submitted and was responded to in the July 2012 Response to Comments document.  
Please see section 69501.2 Duty to Comply and Consequences of Non-Compliance of 
that document for further discussion. 
 
§ 69501.2(a) Manufacturer and Importer Options 
 
Comment:  60-4 
 

Comment Summary: 

The process to develop an AA is very complex, cumbersome, costly, and almost 
certainly beyond the financial and technical ability of many small to medium businesses, 
as the economic and other costs would be prohibitive.  The regulations should provide a 
streamlined Alternatives Analysis option for small to medium-sized manufacturers or 
other businesses. 
 

Response: 

The proposed regulations (section 69501.2(a)) require a responsible entity for a product 
to ensure compliance with the requirements pertaining to submitting a Priority Product 
Notification, performing an AA, and submitting AA Reports, and complying with 
regulatory responses applicable to its product.  
 
DTSC has incorporated various options whereby early adopters may take advantage 
and reformulate their products or replace their products so that they do not contain a 
Chemical(s) of Concern.  If a responsible entity reformulates its product or replaces the 
chemical or the product early on so as to not contain Chemical(s) of Concern, the 
responsible entity is relieved of the requirement to conduct an AA or a regulatory 
response, but must submit an appropriate notification to DTSC (sections 69505.2, 
69505.3, and 69506.1(b)).  The regulations authorize the use of consortia or trade 
association or some other collaborative entity to allow responsible entities to work 
together and share costs (section 69501.2(a)(2)).  Guidance documents on how to 
prepare an AA are in development to help responsible entities (section 69505).  DTSC 
has developed a very flexible AA process with various options to prepare the AA and 
extended due dates (section 69505.1(c), 69505.4, 69505.7(k)(1)(B), and 
69505.8(b)(4)(A)).  DTSC is also in the process of developing a Toxics Information 
Clearinghouse to house toxicological data that will be useful in preparing the AA 
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Reports.  All these provisions will help reduce costs for responsible entities subject to 
the proposed regulations. (January 2013)  
 
See Article 5 in this Response to Comments document for further discussion of 
notifications in lieu of AA Reports, and the various options available to submit an AA.  
 
§ 69501.2(a)(1)(B) Notification Must be Submitted by the Manufacturer 
 
Comment:  27-2 

 
Comment Summary: 

The manufacturer is the only responsible entity permitted to file the Alternatives 
Analysis Threshold Notification (section 69505.3) and Removal/Replacement 
Notification (section 69505.2).  That means importers, and potentially retailers, do not 
have the option to retain a product and opt out of the regulation by demonstrating that 
the Chemical of Concern may be a contaminant in negligible concentrations (below the 
PQL).  The comment recommends that the importer and retailer be allowed to file AA 
Threshold Exemptions and Removal/Replacement Notifications. 
 
Response: 

DTSC feels that it is important to have these notifications be prepared only by the 
“manufacturer.”  The AA Threshold Notification requires laboratory analysis to document 
compliance with the AA Threshold.  Only the manufacturer would have knowledge of 
the source of the Chemical of Concern and any significant changes in the 
manufacturing process that may affect the concentration of the Chemical of Concern in 
the Priority Product, which is crucial for the ongoing validity of the exclusion.  DTSC has 
determined that it is less burdensome for retailers to comply with the requirements 
related to cease ordering a Priority Product than to comply with the various notifications.  
 
DTSC is not making any changes to the regulations in response to this comment. 
 
§ 69501.2(b) Retailer and Assembler Options 
 
Comments:  60-3, 83-24 
 

Comments Summary: 

The regulations still include “retailers” as a “responsible entity” even though “retailers” 
have little, if any, part in the design or manufacturing of the products, and are therefore, 
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unlikely to be able to influence the chemical composition of the product or have the 
ability to conduct an Alternatives Analysis for the product.  Therefore, it is wholly 
inappropriate for them to share the regulatory burdens in the regulations, even if their 
responsibilities are the last step in the chain of responsibility after “manufacturers” and 
“importers.”  
 

Response: 

There are some provisions that are specific to retailers due to their status that is distinct 
from manufacturers and importers.  Nevertheless, DTSC felt it was important to include 
retailers as “responsible entities” to ensure that there is at least one entity in the product 
supply/sales chain that has responsibility for carrying out various duties under these 
regulations and that is under the jurisdiction of DTSC.  That is, the manufacturer, 
importer, or assembler may be headquartered outside of California, but only retailers 
located in California are affected by these regulations.  In addition, as discussed above, 
retailers have “opt out” provisions that manufacturers and importers do not. This allows 
retailers more flexibility and a simpler means of complying with the regulations. 
 
DTSC is not making any changes to the regulations in response to these comments. 
 
§ 69501.2(c) Failure to Comply List 
 
Comments:  29-74, 68-3, 83-34 
 

Comments Summary: 

"Failure to Comply" and "Failure to Respond" should trigger more meaningful penalties, 
including significant fines.  If the most stringent or only punitive measure to address 
"Failure to Comply" is a DTSC website listing, this is inadequate to compel compliance 
by responsible entities.  The comment suggests that it is up to those parties to comply 
with the regulations and that not doing so should result in listing on the Failure to 
Comply List without warning, until they rectify the situation. 
 

Conversely, another comment stated that it is imperative that any and all information 
posted to this list or other sections of DTSC’s website be accomplished only after 
“responsible entities” are provided many opportunities to object to the listing or remedy 
any compliance issues.   
 

Response: 
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Being placed on the “Failure to Comply List” is not the only consequence for non-
compliance.  If the responsible entity does not comply with Priority Product Notifications, 
the requirement to conduct and Alternatives Analysis, or regulatory responses, retailers 
are compelled to cease ordering the Priority Product, which is in essence a de facto ban 
on the product.  Chapter 6.5 of the California Health and Safety Code, which includes 
the authorizing legislation, gives DTSC the authority to impose penalties for violations of 
regulations adopted under that chapter.  Therefore, it is unnecessary for DTSC to revise 
the regulations to reiterate the statutory language that penalties may be imposed for 
violations of these regulations. 

 

It is usual and customary for DTSC to assist regulated entities with compliance, 
especially with regard to new regulatory programs.  In addition, it is not uncommon to 
issue warnings before imposing severe consequences for violations of new and 
complex programs.  This is under the general heading of “good government.”  Due to a 
lack of staff resources, it may be difficult to conduct outreach activities and educate 
business entities about the regulations.  Providing a warning before posting a failure to 
comply is fair to these businesses.  
 
DTSC is not making any change to the regulations in response to these comments. 
 
§ 69501.2(c)(4)(A) Information Identifying the Product 
 
Comment:  41-19 
 

Comment Summary: 

These provisions create the potential for discriminatory treatment.  By indicating on the 
Failure to Comply List the names of only some Priority Products (and for which the 
manufacturer has not complied with his obligations), but not for all Priority Products, 
severe disadvantage will result.  The manufacturers of known products will be reproved 
compared to those that are unknown to DTSC, which will not appear on the “Failure to 
Comply List.” 
 

Response: 

Within sixty (60) days of the Priority Product is listing, a responsible entity will have to 
comply if it manufactures, imports, assembles, or sells a Priority Product.  (Note: Not all 
of the responsible entities for any given Priority Product must comply, only one.  
Moreover, there is a hierarchy for the duty to comply that begins with the manufacturer.)  
DTSC is required to maintain and post on its website a “Failure to Comply List” that will 
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identify the “responsible entity(ies)” for any requirement that has not been complied with 
for a Priority Product.  DTSC anticipates that both retailers and assemblers will want 
confirmation regarding products they handle if the products appear to meet the 
description of the Priority Product.  The website will provide this information to members 
of the public so they can make informed decisions regarding Priority Products.  In 
addition to using resources to maintain and update the Failure to Comply List, DTSC will 
also follow up on responsible entities that may not be complying with the regulations as 
required in section 69501.2 and will rely in part on interested parties to bring these 
violators to DTSC’s attention.  DTSC has the authority to conduct audits or otherwise 
follow-up on products that appear to be Priority Products, but that do not show up on the 
website as complying or not complying.   

In addition to the Failure to Comply List, DTSC has the authority under Article 8 of 
Chapter 6.5 of Division 20 of the Health and Safety Code to enforce any of the 
provisions of these regulations.  This includes the issuance of orders imposing 
administrative penalties, the referral of violations to prosecutors for civil or criminal 
prosecution, the settlement of cases, and the adoption of enforcement policies and 
standards related to those matters.  DTSC is convinced that it cannot ensure 
compliance with these regulations unless it makes known to interested parties the 
names of responsible parties that are out of compliance, and may pursue various types 
of enforcement for violation of these regulations.  
 

DTSC is not making any changes to the regulations in response to this comment. 

§ 69501.3 Information Submission and Retention Requirements 
 
Comment:  29-75 
 

Comment Summary: 

The responsible entities should be required to post a bond or otherwise provide proof of 
insurance regarding the information they submit to DTSC.  
 

Response: 

DTSC does not believe it is necessary or appropriate to require persons submitting 
documents to DTSC to post a bond or otherwise provide proof of insurance regarding 
information submitted to DTSC.  This provision applies to any person submitting 
information and is not restricted to responsible entities.  It is also questionable whether 
DTSC has the authority to impose such a requirement.   
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DTSC is not making any changes to the regulations in response to this comment.   
 
§ 69501.3(b) Format 
 
Comments:  29-31, 41-20 
 

Comment Summary: 

The regulations require the information to be available only in English.  The comment 
recommends that the list of Chemicals of Concern and Priority Products should also be 
available in Spanish.  
 
It is unclear when and where the "manner and electronic format" for data submission 
will be specified.  Will DTSC consider using internationally recognized formats such as 
International Uniform Chemical Information Database? 
 

Response: 

DTSC also recognizes that there may be some instances in which the manufacturer 
operating outside of California may not speak English as the first language.  Despite this 
situation, section 69501.3(b) requires that all documents submitted to DTSC be in the 
format specified and in English.  This is necessary so as not to burden California 
taxpayers with having to pay for translation services.  DTSC believes the burden is 
appropriately placed on the manufacturers to seek and hire individuals that can assist 
them with meeting all of the requirements, including the requirement to submit 
documents in English. 
 

Implementing these regulations will require extensive coordination between all entities 
involved and protocols for collecting, tracking, and posting the required information.  
These details have not been fully resolved; so, it is premature to specify the data 
protocol in these regulations.  It is too early to tell what the timeline will be for specifying 
the required format for submittals.  Moreover, there is no reason to conclude it will be 
identical for all required submittals.  Therefore, DTSC will specify the required format on 
a case-by-case basis at the time it publishes the underlying documents that trigger the 
submittals. 
 
[Note:  Once submitted and accepted by the European Chemicals Agency (ECHA), 
reporting data under REACH is captured in the International Uniform Chemical 
Information Database (IUCLID).] 
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DTSC is not making any changes to the regulations in response to these comments. 
 
§ 69501.3(c) Certification Statement 
 
Comments:   29-75 
 
Comment Summary: 

Commenter is dismayed to see that the phrases “under penalty of perjury” and 
“punishable offense” have been removed.  Since there will be no independent 
verification of any of the documents given to DTSC, it is imperative that there be a 
threat of serious punishment and penalties for providing false information.  The 
commenter strongly urges that the original language be reinserted prior to final 
implementation of this regulation. 
 
Response: 

The previous versions of this provision included language that would have created a 
new crime and some commenters questioned whether DTSC had that authority.  DTSC 
is confident that the revised provision for certification statements that is to be signed by 
both the individual in charge of preparing the information and the owner or officer of the 
company or authorized representative will provide a level of confidence that the 
information was prepared by qualified personnel and that the information is true and 
accurate.   In addition, for the most part, the documents submitted to DTSC will be 
public documents and posted on DTSC’s website.  Accordingly, DTSC may receive 
information for interested parties or the general public if there are questions about the 
accuracy or integrity of the information submitted.  Finally, in this regard, the revised 
language still allows DTSC to take enforcement action for submittal of false information.   
 
DTSC is not making any changes to the regulations in response to this comment. 

§ 69501.4 Chemical and Product Information 
 
§ 69501.4(a) Information Gathering 
 
Comment:  6-21 
 
Comment Summary: 

DTSC should follow the three-step sequential, tiered process for collecting information 
set forth in section 69501.4(a)(1)(A) through (D).  The commenter finds DTSC’s 
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requirement to “generate new information…” necessary to implement this chapter” in 
section 69501.4(a)(1)(D) beyond the scope of the cited authorizing statute. 
 

Response: 

The comment relates to a provision that was changed in the January 2013 version of 
the proposed regulations, but the comment is not directed to the change made.  This 
comment was addressed in the Response to Comments for the July 2012 version of the 
regulations.  Please section 69501.4(a) of that document for further discussion of this 
provision. 
 
DTSC is not making any change to the regulations in response to this comment. 
 
§ 69501.4(a)(2) Scope of Products and Chemicals 
 
Comments:  6-21, 7-18, 8-10, 25-3, 27-4, 35-14, 35-15, 35-16, 35-17, 39-24, 41-4,  
41-21, 41-22  
 
Comments Summary: 

The amended draft dramatically expands the ability of DTSC to require entities to 
submit or generate information.  The proposed regulations provide DTSC with authority 
to request information from any product or chemical manufacturer, importer, retailer, or 
assembler even for consumer products specifically excluded from the authorizing 
legislation.  The Legislature clearly did not intend to grant DTSC such unlimited 
discretion and authority.  Many of these comments recommend that DTSC eliminate 
proposed section 69501.4(a)(2).  Specifically, the following concerns were expressed:  

• This section is invalid under the Administrative Procedure Act (APA) Government 
Code Section 11341 which prohibits exercising rulemaking power in excess of 
the scope of authority; 

• The section is invalid under APA Government Code section 11342.2 which 
invalidates a regulation if it enlarges the agency's statutory power; 

• The section fails to meet the requirements of the APA that a regulation be 
reasonably necessary to effectuate the purpose of the Act. (Government Code § 
11342.2); 

• The section establishes a significantly broader mandate than that given to the 
European Chemicals Agency in the REACH Regulation; 

• The section conflicts with Health and Safety Code section 25257.1, which 
prohibits DTSC from superseding or duplicating other agencies’ regulatory 
authority; 
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• DTSC provides no rationale for expanding the scope beyond responsible entities 

to include manufacturers, importers, assemblers, or retailers of any product or 
chemical, which contradicts DTSC‘s own acknowledgement of the limits of its 
statutory authority; and 

• It is unclear under what authority that DTSC can impose any requirements 
relating to those “consumer products” that are specifically excluded from the law 
(Health and Safety Code section 25251). 

 
Response: 

DTSC drafted the proposed regulations to be fully compliant with the APA and the 
authorizing legislation.  DTSC disagrees with the comments that the regulations do not 
comply with the requirements of the APA. 
 
This provision does not supersede or duplicate other agencies’ regulatory authority 
because it is not a requirement.  Section 69501.4 merely authorizes DTSC to request 
information.  There is no regulatory requirement for a responsible entity or other person 
to submit any information to DTSC before one’s product is identified as a Priority 
Product.  Businesses receiving a request from DTSC for information are not required by 
the regulations to provide the information.  DTSC does not have authority to require the 
submittal of information unless the Priority Product is placed into the stream of 
commerce in California and is subject to a regulatory response.  However, DTSC will be 
making these requests and will maintain and post on its website a “Response Status 
List.”  The list will identify the status of responses to the request (such as, information 
was provided, information not provided, or business was unable to provide information) 
and the identification of the businesses subject to the request.   
 
In response to the comment regarding statutorily exempt products, DTSC has revised 
the regulations (April 2013) to exclude from this provision products exempted from the 
definition of “consumer product” specified in Health and Safety Code section 25251.  
DTSC does not believe the scope of these requests should be limited, except for those 
products that are statutorily excluded.     
 
Comments:  29-39, 92-30  
 
Comment Summary: 

 
DTSC needs to be able to demand and get information from companies, no matter 
where they are located.  Companies may refuse to do this, making it appear that 
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information about a chemical or product’s hazards, exposures, etc. is not available.  
DTSC needs to be able to require companies to submit information or penalize them if 
they do not.  The language should be strengthened; throughout these sections, 
“request” should be replaced with “require.” 
 
Response: 

Section 69501.4 merely authorizes DTSC to request information.  There is no regulatory 
requirement for a responsible entity or other person to submit any information to DTSC 
before one’s product is identified as a Priority Product.  Although the status of parties’ 
responses to information requests will be posted on the Response Status Lists, there 
are no true compliance requirements.   
 
The proposed regulatory provisions (January 2013 and April 2013) that were not 
expressly authorized by the enabling legislation are based on DTSC’s determination 
that such provisions are implicitly authorized as necessary to have an effective 
regulatory program.  DTSC drafted the proposed regulations to be fully compliant with 
the APA, including the authority cited.  Thus, DTSC struck a balance between the lack 
of express authority to require data generation prior to an AA, with the desire to have 
robust information on which to make chemical and product prioritization decisions. 
 
The enabling statute does authorize DTSC to impose requirements to provide additional 
information needed to assess a Chemical of Concern and its potential alternatives as a 
regulatory response after the completion of the AA.  Thus, it is DTSC’s determination 
that it may not compel the generation of new information or the submittal of information 
that is not currently required in the regulations (January 2013 and April 2013) until the 
responsible entity has conducted an AA.   
 
In addition, there is existing authority in Health and Safety Code sections 57018 through 
57020 (also known as AB 289) for DTSC to request data (data call-ins).  Under this law, 
DTSC may request information regarding analytical test methods, fate and transport in 
the environment, and other relevant information about specified chemicals.  The law 
applies to individuals and companies who produce a chemical in California and to those 
who import a chemical into the state for sale in California. 
 
DTSC is not making any changes to the regulations in response to these comments.   
 
§ 69501.4(c) Response Status List  
 
Comments:  41-21, 83-17 
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Comment Summary: 

DTSC intends to post a Response Status List, regulatory determinations and other 
information on its website.  It is imperative that all information posted to this list or other 
sections of DTSC’s website be done only after “responsible entities” are provided many 
opportunities to object to the listing or posting of information, or remedy any compliance 
issues.   
 

The provisions lead to potentially discriminatory treatment between responsible entities 
solely due to whether they are known to DTSC and receive requests for input or not.  
Failure to comply with information requests results in the responsible entity being on the 
“Response Status List.”  An arbitrary selection of economic operators for soliciting 
information would create obligations for some, but not for others.  Hence, solely the fact 
of being known or not known to DTSC will potentially lead to discriminatory 
consequences for responsible entities.  The commenter seeks clarification on whether 
this provision includes manufacturers in other countries and how DTSC will ensure that 
other countries will be treated the same as manufacturers in the U.S.  The concern is 
that they might not be aware of the obligations under the regulations and 
correspondence or communication may be more difficult. 

 

Response: 

These regulations allow DTSC to request one or more chemical or product 
manufacturers, importers, assemblers, and/or retailers to provide existing information or 
to generate new information based on a schedule developed by DTSC.  The information 
requested may be any information about any chemical or product, not just those 
products that are covered more specifically by the regulations, that DTSC determines is 
necessary to implement the regulations.  DTSC may also request chemical and product 
information that is already available in the public domain.   
 
Businesses receiving a request from DTSC for information are not required by the 
regulations to provide the information.  However, DTSC is required to maintain and post 
on its website a “Response Status List” that will identify the responses (information 
provided, information not provided, or business was unable to provide information) to 
the request and which businesses were subject to the request.  DTSC may request the 
information from businesses in California and outside of California including businesses 
located out of the country. Therefore, there is no discriminatory intent or effect.  While it 
is true that foreign entities may not be quite as easy to identify for purposes of 
information requests, as are California or other U.S. firms, DTSC intends to keep a level 
playing field by conducting necessary research and outreach so that its information 
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requests are fair and even-handed.  DTSC will use resources to maintain and update 
the Response Status List and may follow up on manufacturers, importers, assemblers, 
or retailers that may not be responding to the information requests.  Further, DTSC will 
rely on interested parties to bring these entities to DTSC’s attention.   
 
DTSC is cognizant of the need to provide clear, well-articulated requests for data that 
provide the detailed descriptions of what is being requested.  DTSC is confident that it 
will be able to implement this provision of the regulations fairly and effectively. 
 
DTSC is not making any changes to the regulations in response to these comments. 
 
§ 69501.4(d) Safer Consumer Products Partner Recognition List 
 
Comments:  8-11, 41-23 
 
Comment Summary: 

The comments suggest that DTSC create a mechanism to acknowledge, without 
reporting, advanced reformulation.  The commenter supports the creation of the Safer 
Consumer Products Recognition List, but does not feel that it goes far enough.  While 
the current draft has a number of opportunities for product manufacturers to notify 
DTSC of product changes to achieve compliance without the need of a formal 
Alternatives Analysis, DTSC should promote voluntary action instead of the more formal 
approach as in the Removal or Replacement Notification under section 69501.2. 
 
How will the quality and integrity of voluntary Alternatives Analyses be evaluated? While 
a detailed process is laid out in section 69505.2 and following for responsible entities to 
conduct a "mandatory" Alternatives Analysis and in section 69505.6 for DTSC to verify 
the results of a "mandatory" Alternatives Analysis, there seems to be no such 
verification for voluntary Alternatives Analyses.   
 

Response: 

These comments relate to a previous version of the proposed regulations and do not 
address a change made in the January 2013 version of the proposed regulations.  
These comments have been addressed in Article 1 of the Response to Comments 
document for the July 2012 version of the proposed regulations.  Please see the 
discussion of the “Safer Consumer’s Product Recognition List” section 69501.4(d) in 
that document.   
 
DTSC is making no changes to the regulations in response to these comments. 
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§ 69501.5 Availability of Information on DTSC’s Website 
 
Comment:  83-35 
 
Comment Summary: 

It is imperative that all information posted to this list of available documents or other 
sections of DTSC’s website be done only after responsible entities are provided many 
opportunities to object to the listing or posting of information, or remedy any compliance 
issues.   
 
Response: 

Most of the listings on DTSC’s website are postings of documents submitted by 
responsible entities in response to a requirement, such as notifications or AA Reports; 
or documents DTSC has issued, such as the Candidate Chemicals list, the Priority 
Products lists, notices, requests for information, exemption determinations, and 
regulatory response determinations.  There are additional postings that indicate whether 
someone has requested an extended due date, filed a dispute, requested an exemption, 
etc.  All of these documents are subject to the California Public Records Act which, in 
general, requires disclosure of the conduct of governmental operations. 
 
The only posting that is associated with non-compliance issues is the Failure to Comply 
List that is posted for any responsible entity that has failed to comply with the 
regulations.  The regulations provide for an opportunity for the responsible entity to 
respond to the non-compliance before information is posted on DTSC’s website.  Any 
non-compliance item will be removed from the Failure to Comply List once the non-
compliance has been remedied (section 69501.2(c)).  Responsible entities may also 
avail themselves of the trade secret protection provisions found in Article 9 of the 
regulations (January 2013 and April 2013) to have DTSC post redacted copies of 
documents. 
 
Comments:  7-18, 41-24, 83-35 
 
Comments Summary: 

DTSC should use official state regulatory dissemination methods (e.g., California 
Regulatory Notice Register) as the primary means of communicating.   
 
This will be very resource-intensive to implement and bears a high risk of displaying 
inaccurate information, DTSC might wish to consider prioritization of a more selected list 
of information for publication.  
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Has DTSC ensured that the publication of the names of individual persons (section 
69501.5(b)(3)(D)) is compatible with rules on the protection of personal data? 
 
Response: 

These comments relate to a provision that changed from the prior iteration, but the 
comment is not directed to the change made.  These comments were submitted during 
the public comment period for the July 2012 version of the proposed regulations.  
Please see Response to Comment 11-32 discussing use of the California Regulatory 
Notice Register, see Response to Comment 57-26 for narrowing the list of available 
information, and see Response to Comment 68-20 for protection of personal data. 
 
DTSC is not making any changes to the regulations in response to these comments. 
 
§ 69501.5(a) Website Postings Requiring Noticing 
 

§ 69501.5(a)(6) Due Date Extensions for AA Reports 
 
Comment:  48-24 
 
Comment Summary: 

The comment supports DTSC's proposal to list the due date extensions for Alternatives 
Analyses (AA) Reports on its website, but continues to object to the unfair decision by 
DTSC to allow different deadlines and extensions for different responsible entities 
submitting AA Reports for the same chemical-product combination.  When any 
regulatory agency extends a comment period, it is applicable to all submitters, not just 
the entity seeking the extension.  The comment recommends that when a due date 
extension request is approved, the approved extension should apply to submission of all 
AA Reports for that particular chemical-product combination.   
 

Response: 

The provisions in Article 5 for a due date extension (sections 69505.1(c), 
69505.7(k)((1)(B), and 69505.8(b)(4)(A)) give DTSC latitude to provide a due date 
based on the complexity of the planned AA and the scope of the alternatives to be 
considered; it is not a “one-size fits all” approach.  As such, it is impractical to have the 
same deadline for all AA Reports if the scope of the AAs is vastly different.  It is 
essential that DTSC maintain this latitude because the regulations are intended to 
address a broad range of products—each with unique circumstances that are 
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impossible to be fully taken into account in a generally applicable regulations.  This 
flexibility in the proposed regulations may provide manufacturers with the opportunity to 
work with their supply chain and develop meaningful AAs. 
 
The regulations provide additional flexibility with regard to the type of AA process the 
responsible entities wish to undertake.  The responsible entities complying with the AA 
requirement must prepare one of the following to comply with the AA Report 
requirements: 

- A Preliminary AA Report plus a Final AA Report;  
- An Abridged AA Report;  
- A previously completed AA Report;  
- An Alternate Process Work Plan plus AA Report; and, if necessary; 
- An AA Report Addendum.   
 

Setting a single deadline for any and all of these AA Reports is contrary to the flexibility 
that the regulations provide to accommodate the varying needs of responsible entities, 
to the extent practical, without unnecessarily delaying the process indefinitely. 
 
DTSC is making no changes to the regulations in response to this comment. 

§ 69501.5(a)(7) AA Report Notices 
 
Comment:  48-25 
 
Comment Summary: 

DTSC must develop a clear mechanism for the submission of comments and provide 
additional guidance on the requirements for entities to respond to public comments for 
Preliminary Alternatives Analyses, draft Abridged Alternatives Analyses Reports, and 
Alternate Process Alternatives Analyses Work Plans.  This will provide a quality 
assurance mechanism now that the certified assessor and accreditation bodies 
provisions have been eliminated.   
 

Response: 

In response to comments, the proposed regulations (April 2013) have been amended to 
include a new provision titled, “Public Notice of Opportunity for Comment” under section 
69505.8(a).  This new provision specifies the mechanism for submitting comments.  
Please see section 69505.1(d), Consideration of Information and Public Comments, in 
this Response to Comments document for further discussion.  
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ARTICLE 2. Process for Identifying Candidate Chemicals  

Support for Amendments in Article 2 
 
Comments:  7-10, 8-12, 13-1, 18-4, 23-1, 29-2, 29-4, 29-5, 29-8, 29-9, 29-11, 29-22, 
29-25, 29-38, 30-1, 31-1, 35-1, 37-1, 39-1, 46-2, 47-1, 47-36, 47-42, 48-26, 48-27, 48-
29, 49-1, 51-1, 52-2, 60-1, 63-1, 65-1, 69-1, 71-3, 72-2, 76-1, 88-1, 91-1, 92-1 
 
Comments Summary: 
 
The above comments are in support of the provisions contained in Article 2.  The 
provisions in Article 2 carry out the directives in Health and Safety Code sections 25252 
and 25253 and the overarching legislative intent of the “Green Chemistry” statutes 
embodied in Health and Safety Code section 25255(a).  Article 2 describes the process 
to identify chemicals as Candidate Chemicals.  The process as laid out in section 
69502.2(a) of the proposed regulations establishes a robust initial list of Candidate 
Chemicals compiled from lists by authoritative organizations.  Section 69502.2(b) 
specifies the process for additions to the list of Candidate Chemicals, and section 
69502.3 specifies the process for listing Candidate Chemicals.   
 
Specific remarks from the commenters expressing support for various provisions in 
Article 2 are as follows: 

1. Section 69502.2(a) Initial List of Candidate Chemicals;  
• Support the reference to the initial list of chemicals for consideration as the 

“Candidate Chemicals list” rather than “Chemicals of Concern”;   
• Support the Candidate Chemicals list and the use of chemicals listed on 

authoritative organizations  lists;  
2. Support the designation of Candidate Chemicals in the Priority Products as 

“Chemical(s) of Concern” for that product.  Section 69502.2(a)(1)(C) Category 1 
Endocrine Disruptors – support inclusion of endocrine disruptors identified by the 
European Commission; 

3. Section 69502.2(a)(1)(G) European Union’s Persistent, Bioaccumulative and 
Toxic (PBT) – Registration, Evaluation, Authorisation and Restriction of 
Chemicals (REACH) Substances of Very High Concern PBT chemicals list 
represents an appropriate authoritative European source;  

4. Section 69502.2(a)(1)(I) Category 1 Respiratory Sensitizers - Support the 
addition of the list of respiratory sensitizers identified as Category 1 by European 
Commission in Annex VI to Regulation (EC)1272/2008; 

5. Section 69502.2(a)(2)(D) Impaired water bodies 303(d) list – Support the addition 
of chemicals identified as pollutants by California or the United States (U.S.) 
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Environmental Protection Agency pursuant to section 303(d) of the federal Clean 
Water Act and section 130.7 of Title 40 of the Code of Federal Regulations;  

6. Section 69502.2(b) Additions to the Candidate Chemicals list – Support this 
mechanism for additions to the Candidate Chemicals list that do not appear on 
existing authoritative body lists;   

7. Support use of term “potential” instead of “ability to” when referring to adverse 
impacts and exposures, and new definition of  “potential”; 

8. Section 69502.2(b)(1)(A)3 Cumulative Effects – Support DTSC's efforts to build 
in cumulative exposure, as that is an important component of the program;  

9. Section 69502.2(b)(1)(D) Adverse impacts – Support the provisions that allow 
DTSC to consider “structurally or mechanistically similar” chemicals for adding 
the chemical to the Candidate Chemicals list;  

10. Section 69502.2(b)(4) Safer Alternative – Support DTSC's decision to delete the 
prior section 69502.2(b)(4) because the existence or not of a “safer alternative” 
should have no bearing on whether a chemical is identified as a Candidate 
Chemical; 

11. Section 69502.3 Informational List – Support large, unranked list of chemicals 
and DTSC's plan to post this robust list of Candidate Chemicals that relies on the 
work of authoritative science bodies within thirty (30) days of the effective date of 
the regulations; 
• Support identification of a more focused subset of 230 Candidate Chemicals 

to be selected on the basis of the chemicals’ hazard traits and exposure 
characteristics for the outset of the program through 2016; and 

12. Section 69502.3(c) Public Notice of Proposed List Revisions – 
• Support the opportunity for formal public input on proposed revisions to the 

Candidate Chemicals list; and 
• Appreciate the extensive effort DTSC has once again invested in its latest 

effort to develop a regulatory system that attempts to fulfill the Director‘s 
stated objective of being meaningful, practical, and legally defensible.   

 
Response: 
DTSC acknowledges the support offered by these commenters.  There are no changes 
required to the proposed regulations in response to these comments. 
 
The term used to describe the initial list of chemicals to be considered when prioritizing 
product-chemical combinations is “Candidate Chemicals.”  Only those Candidate 
Chemicals that are the basis for a product-chemical combination being listed as a 
Priority Product will be designated “Chemicals of Concern” for that product.  This 
change in terminology from “Chemicals of Concern” to “Candidate Chemicals” is in 
response to commenters expressing concern that identifying a large list of chemicals as 
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“Chemicals of Concern” would result in a de facto “black list” of chemicals.  The 
proposed regulations establish an initial list of Candidate Chemicals that relies on 
various lists developed by authoritative bodies.  The lists specified in section 69502.2(a) 
maintained by authoritative bodies are also in harmony with similar lists and approaches 
of other jurisdictions.   
 
DTSC sought to start the Safer Consumer Products program with a manageable 
number of chemicals identified as Candidate Chemicals, based on chemical hazard 
information and indicators of exposure.  Section 69502.2(a) of the proposed regulations 
specifies the criteria for the initial list of Candidate Chemicals.  A chemical is a 
Candidate Chemical if it exhibits a hazard trait or an environmental or toxicological 
endpoint, and is listed on one or more of the enumerated lists in section 69502.2(a)(1) 
or 69502.2(a)(2).  A few of the commenters specifically support the lists in section 
69502.2(a)(1)(C) Category 1 endocrine disruptors and section 69502.2(a)(1)(G) 
European Union’s PBTs, which have been retained.  It is important to note that all of the 
lists enumerated in section 69502.2(a) are from authoritative organizations and all of the 
chemicals on the lists in regulations meet criteria as strong evidence for toxicological 
hazard traits or as evidence for the exposure potential hazard trait in Chapter 54.  The 
following two lists were added in section 69502.2(a) of  the revised regulations (January 
2013) in response to the comments received: 

• Section 69502.2(a)(1)(I) – chemicals classified by the European Commission as 
respiratory sensitizers Category 1 in Annex VI to Regulation (EC) 1272/2008; 
and 

• Section 69502.2(a)(2)(D) – chemicals identified as pollutants by California or the 
U.S. Environmental Protection Agency (EPA) pursuant to section 303(d) of the 
federal Clean Water Act, and section 130.7 of Title 40 of the Code of Federal 
Regulations.   

 
DTSC acknowledges support for the lists above and also appreciates the support for:  

• Section 69502.2(b) – Addition of chemicals;  
• Section 69502.2(b)(1)(A)3 – Chemical’s cumulative effects;  
• Section 69502.3 – Informational List; and  
• Section 69502.3(c) – Public Notice of Proposed List Revisions.   

 
The above sections have been retained in the proposed revised regulations (January 
2013 and April 2013).   
 
Section 69502.2(b)(4) - Safer Alternative has been deleted, as requested by several 
commenters.  The prior version (July 2012) of section 69502.2(b)(4) has been deleted 
because a Candidate Chemical is a chemical that exhibits a hazard trait and/or 
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environmental endpoint and is listed on one or more of the enumerated lists in section 
69502.2(a).  Existence or availability of a “safer alternative” should have no bearing on 
whether a chemical is identified as a Candidate Chemical.   
 
Commenters support the use of “potential” and also support the provision in section 
69502.2(b)(1)(D) of the revised regulations (January 2013) that allows DTSC to 
consider mechanistic and structural similarity in identifying Candidate Chemicals when 
other toxicity information is lacking.  These regulations are forward looking and allow 
DTSC to consider structurally or mechanistically similar chemicals for which there is a 
known toxicity profile for early warnings of harm.   
 
As expressed by the commenter, emerging science shows that many of the 
environmental and public health problems stem from the cumulative impact of many 
diverse stressors and numerous chemicals.  The provisions in section 
69502.2(b)(1)(A)3 allow DTSC to consider adverse impacts to public health or 
environmental impacts from combined exposures where applicable and to the extent 
data are available.  This too is forward looking—taking anticipatory action to protect 
public health or the environment if a reasonable threat of serious harm exists.   
 
DTSC is not making any changes to the proposed regulations in response to these 
comments.   

§ 69502.2 Candidate Chemicals Identification 
 
§ 69502.2(a) Candidate Chemicals List 
 
Comments:  29-1, 31-2, 69-2, 76-12, 92-2, 92-3, 92-4, 92-5, 92-6 
 
Comments Summary: 
These commenters oppose the change in terminology from “Chemicals of Concern” to 
“Candidate Chemicals,” and state that these chemicals are on the various authoritative 
lists making them Chemicals of Concern.  The comments express concern that this 
revision could be misleading to the public of the potential threat of these chemicals and 
recommend that DTSC should modify these regulations to refer to the initial list of 
chemicals as “Chemicals of Concern.” 
 
Response: 
DTSC has reviewed the commenters’ suggestions and has determined that no 
regulatory changes are necessary. 
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DTSC has met the intent of the authorizing legislation “to identify Chemicals of Concern” 
in the proposed regulations (January 2013).  The regulatory requirements are initiated 
only when a Chemical of Concern (new definition as of the January 2013 version)—
which is a Candidate Chemical paired with a product for prioritization—is listed as part 
of a Priority Product.  Thus, DTSC has amended the regulations to clearly effectuate the 
directive in the authorizing legislation to develop a process that identifies and prioritizes 
Chemicals of Concern.  Under the amended version of the proposed regulations 
(January 2013 and April 2013), first chemicals are identified as Candidate Chemicals.  
These chemicals are "candidates" for possible consideration under Article 3, which sets 
out the criteria and process for evaluating product-Candidate Chemical combinations for 
possible listing as Priority Products subject to the AA and regulatory response 
requirements of the regulations.  A Candidate Chemical that is the basis for a Priority 
Product listing is defined, and referred to throughout the regulations, as a "Chemical of 
Concern" with respect to that particular Priority Product and its alternatives (see 
sections 69501.1(a)(21) and 69503.5(a)(2)(B) (January and April 2013)).  This is 
consistent with the directives in Health and Safety Code section 25252(a), discussed 
above. 
 
It is true that the Candidate Chemicals on the initial list are drawn from authoritative 
organizations that have studied these chemicals and found them to be hazardous to 
human health and/or the environment.  However, context is extremely important, as a 
Candidate Chemical presents the same hazard in all situations due to its innate 
chemical or physical properties.  In addition, considerable differences may exist in the 
adverse impacts from a Candidate Chemical, depending on how the chemical is 
contained or handled, and other conditions that result in or limit exposure.  This is why 
the program is reviewing the Candidate Chemicals in products and prioritizing the 
product-chemical combination for action.  Thus, Candidate Chemicals that are the basis 
for listing of a Priority Product are identified as Chemicals of Concern in the revised 
proposed regulations (January 2013 and April 2013).   
 
DTSC believes that the term “Candidate Chemicals” will act as a “yellow flag” for the 
consumers and the stakeholders, indicating that there is a potential threat associated 
with the Candidate Chemicals.  The list of Candidate Chemicals will provide a better 
signal to the marketplace as to which chemicals may be identified as Chemicals of 
Concern (new definition as of January 2013), and consumers will be more informed 
about the Chemicals of Concern (new definition as of January 2013) that may be 
present in the products they purchase, which is key to creating the market for safer 
alternatives.    
 

Department of Toxic Substances Control Page 129 of 422 
 



  January 2013 Response to Comments 
Safer Consumer Products  Proposed Regulations, R-2011-02 

 
Comments:  1-2, 5-2, 8-12, 47-39, 47-40, 50-3, 51-1, 51-2, 52-1, 52-2, 61-14, 61-15, 
64-1, 66-3, 83-36 
  
Comments Summary: 
The above comments criticize the process of identifying Candidate Chemicals in the 
proposed regulations as overly broad.  The comments generally object to the “list of 
lists” approach in the proposed regulations, and the fact that the proposed lists of 
chemicals are drawn from multiple U.S. states and countries, each with a different set of 
criteria for evaluating chemicals and possibly different conclusions regarding the hazard 
potential of a particular chemical.  Another commenter states that the process for 
identifying Candidate Chemicals should be based on actual risk assessment rather than 
mere exposures, and there must be adequate cost analysis incorporated into this 
process, including for the initial five chemicals selected as the basis for initial Priority 
Products list. 
 
Commenters caution that the estimated 1,200 chemicals on Candidate Chemicals list 
will have the negative connotation of a black list of chemicals.  They recommend a clear 
disclaimer that inclusion on the Candidate Chemicals list is not a determination by 
DTSC that the chemical in question is a concern in any particular product.  Also, DTSC 
should provide the necessary background information - a clear, scientific explanation for 
the list’s content.  This will help avoid panic among members of the public and reduce 
the pressure on the industry to remove Candidate Chemicals from their products, and it 
may prevent regrettable substitution.  
 
Response: 
These comments relate to a previous version of the regulations and do not address a 
change made in the January 2013 version of the proposed regulations.  Thus, these 
comments address a topic that is outside the scope of the public comment period.  
Nonetheless, DTSC notes that these comments have been addressed in Article 2 of the 
July 2012 Response to Comments document.   Please see the discussions of Chemical 
Prioritization, Risk Assessment, and Narrative Standard under section 69502.1, and the 
discussion of the  Initial list of Candidate Chemicals under section 69502.2(a) in the July 
2012 Response to Comments document. 
 
DTSC reiterates that the initial list of Candidate Chemicals established by the proposed 
regulations will be published as informational list of Candidate Chemicals within thirty 
(30) days after the effective date of the regulations.  This informational list will include 
the hazard traits associated with the chemicals, as identified by the authoritative 
organization that developed the source list.  Also, in implementing the proposed 
regulations, DTSC will make the proposed revisions to the Candidate Chemicals list 
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available on its website, along with supporting documents pursuant to section 
69502.3(c).  This supporting document includes DTSC’s rationale, data, and information 
as well as the sources of information, to provide the public an understanding of the 
bases for the proposed listing decisions so that all parties can submit comments in 
response to these bases.   
 
DTSC is making no changes to the regulations in response to these comments. 
 
Hazard Traits 
 
Comments:  29-6, 29-7, 92-21, 92-22, 92-23, 92-24, 92-25 
 
Comments Summary: 
These comments pertain to the Candidate Chemicals list.  Some commenters 
recommend inclusion of all of the hazard traits identified by the Office of Environmental 
Health Hazard Assessment (OEHHA), and further recommend that DTSC add men and 
women of reproductive age to the definition of “sensitive sub-populations.”  A few 
commenters recommend neurodevelopmental hazard traits and suggest inclusion of 
respiratory irritants, asthmagens, and skin disorders such as skin irritants/ sensitizers, 
as these are the health endpoints of particular relevance to workers. 
 
Response: 
These comments relate to a previous version of the regulations and do not address a 
change to the January 2013 version of the proposed regulations.  Nonetheless, DTSC 
notes that these comments have been addressed in Article 2 of the July 2012 Response 
to Comments document.  Please see the discussion of Hazard Traits under section 
69502.1 and discussion on “sensitive subpopulations” under section 69501.1(a)(64) of 
the July 2012 Response to Comments document. 
 
DTSC acknowledges the suggestion to include respiratory irritants, asthmagens, skin 
irritants and sensitizers, as well as other health endpoints of particular relevance to 
workers, but respectfully declines to make any changes to the proposed regulations.  
While DTSC intends to begin the implementation of the Safer Consumer Program with a 
manageable list of Candidate Chemicals, workers are covered under the definition of 
“sensitive subpopulations.”  In addition, there are several opportunities for stakeholders 
to submit information and data (sections 69501.4, 69502.2, and 69503.3) to inform 
DTSC and propose chemicals for addition to the list of Candidate Chemicals.   
 
DTSC is making no changes to the regulations in response to these comments. 
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Potential 
 
Comments:  29-16, 29-17 
 
Comments Summary: 
These comments state that the use of the term “potential” should be harmonized in 
section 69502.2, which governs Candidate Chemicals Identification.  Commenter 
suggests the following language for sections 69202.2(a) and 69502.2(b): “Department 
may identify as Candidate Chemicals those chemicals that exhibit the potential for one 
or more hazard traits . . .” 
 
Response: 
DTSC respectfully disagrees with the commenter.  While harmonization of these two 
provisions in the abstract may be preferred, the purpose of the two types of list—in 
section 69502.2(a) Candidate Chemicals Lists and section 69502.2(b) Additions to the 
Candidate Chemicals List—are different.  Section 69502.2(a) identifies and establishes 
an initial list of Candidate Chemicals and lays out the scope of chemicals under the 
proposed regulations that may ultimately be further prioritized as Chemicals of Concern 
after evaluation of product-chemical combinations for listing as a Priority Product.   
 
The process laid out in section 69502.2(a) of the proposed regulations identifies 
chemicals that exhibit hazard trait(s) or an environmental or toxicological endpoint(s) 
and are listed on one or more of the enumerated authoritative organizations’ lists in 
section 69502.2(a).  This process establishes a robust list of an estimated 1,200 
chemicals as the initial list of Candidate Chemicals, based on work already done by 
authoritative organizations.  By relying on other authoritative organizations’ work, 
recommendations and regulations that support protecting human health or the 
environment to identify the initial list of Candidate Chemicals, DTSC is able to maximize 
resources, and minimize time and costs to California.  The Safer Consumer Products 
program is “jumpstarted” by starting with a robust initial list of Candidate Chemicals, and 
this approach allows DTSC to immediately begin evaluating product-chemical 
combinations to prioritize consumer products containing Candidate Chemicals to create 
the first Priority Products list.   
 
Starting with a manageable number of chemicals identified as Candidate Chemicals 
with hazard traits and indicators of exposure based on deliberative work done by 
authoritative organizations will allow DTSC to learn while making progress in the initial 
years of the program, and concurrently send an important signal to the marketplace. 
 

Department of Toxic Substances Control Page 132 of 422 
 



  January 2013 Response to Comments 
Safer Consumer Products  Proposed Regulations, R-2011-02 

 
While section 69502.2(a) specifies the process for identifying chemicals on the initial list 
of Candidate Chemicals, provisions in section 69502.2(b) allow DTSC to identify other 
chemicals that do not appear on existing authoritative organizations’ lists and to add 
them to the Candidate Chemicals list based on their potential to exhibit a hazard trait 
after the program has been implemented.   
 
Furthermore, the process laid out in section 69502.2(b) requires DTSC to evaluate the 
potential of any chemical to contribute to or cause adverse public health and/or 
environmental impacts using reliable information on one or more of the following factors:  

1. Chemical’s hazard trait(s) and/or environmental or toxicological endpoint(s);  
2. Chemical’s aggregate effects;  
3. Chemical’s cumulative effects with other chemicals with similar hazard traits 

and/or environmental or toxicological endpoints;   
4. Chemical’s physicochemical properties; 
5. Chemical’s environmental fate; 
6. Chemical’s potential to affect human populations and/or aquatic, avian, or 

terrestrial animal or plant organisms;  and  
7. Chemical’s potential to degrade, form reaction products, or metabolize into 

another chemical that exhibits one or more hazard trait and/or toxicological 
endpoint 
 

For the above stated reasons, the use of term “potential” in section 69502.2(b) is 
appropriate.  Please also refer to section 69502.2(b) in Article 2 of the July 2012 
Response to Comments document for a discussion of Additions to the Candidate 
Chemicals List.   
 
DTSC is making no change to the proposed regulations in response to these 
comments. 
 
Thresholds and Risk Assessment 
 
Comments:  23-1, 35-46, 37-4, 50-3, 66-3 
 
Comments Summary:  
The above comments expressed concern that there is no indication that thresholds or 
risk determination will be included in the candidate list preparation, considering the 
latest version of the regulations that only contaminants may be exempted from 
consideration, provided they are below the practical quantitation limit (PQL). 
 
Response: 
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DTSC does not completely understand the commenters’ concern but will explain the 
process for identifying and prioritizing Candidate Chemicals.   
 
Section 69502.2(a) of the proposed regulations identifies chemicals that exhibit hazard 
trait(s) or an environmental or toxicological endpoint(s) and that are listed on one or 
more of the enumerated authoritative organizations’ lists.  .   
 
While many of the source lists incorporate threshold values based upon rigorous 
scientific determinations of risk, having different thresholds in the Candidate Chemicals 
list than in the source lists incorporated in the proposed regulations would be 
unnecessarily complicated and confusing.  Furthermore, developing a single list with 
strict ordinal ranking would be irrational since there is no accepted valuation system that 
allows for the strict scientific ranking of adverse outcomes that are due to different 
pathological mechanisms or affect different biological systems or different biological 
species.   
 
Prioritization is a risk management decision that can be informed by risk assessment 
like approaches, but also reflects other potential policy influences and administration 
priorities.  Specific policy targets could move from removal of carcinogens to the 
removal of teratogens, and then on to the removal of neurotoxins depending on the 
magnitude of the issues within a specific decision or policy time frame.  Prioritization is 
informed by science, but it is not solely or purely a scientific decision.   
 
DTSC has intentionally avoided relying upon terminology such as “risk” to avoid the 
misconception that chemicals with unlike hazard traits can simply be compared based 
upon a single common “risk” metric.  For example, carcinogens whose adverse human 
health impacts are often expressed using "risk" metrics (where a common agent is 
presumed to operate by mechanism that have no toxicity threshold) cannot be easily 
compared with toxic agents that exhibit dissimilar hazard traits, such as developmental 
toxicity, into a single list and strictly ranked.  These regulations are applicable to hazard 
traits that include both carcinogenic and non-carcinogenic endpoints in both human and 
non-human species. 
 
DTSC has drafted the regulations to allow it to take regulatory action based upon newer 
toxicity information that is not being developed in traditional animal bioassays.  Such 
information may not be easily integrated into the traditional paradigm of risk assessment 
if the expected outcome is a “risk” metric.  Therefore, absolute adoption of a quantitative 
risk assessment process, including full uncertainty analysis, as the sole approach to 
prioritization is neither practical nor reasonable due to obvious gaps in scientific data.  
Exposure information may not be directly available within reasonable time frames to 
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allow for appropriate regulatory action.  Complete information on hazard and the lack of 
precise information on hazard within the strict boundary of a risk assessment 
requirement could stifle timely regulatory action.  DTSC reserves the option to use 
information about the magnitude of the presence of Chemical of Concerns in the market 
place as a surrogate for direct exposure data, which may not be available.   
 
A prescriptive process for identifying and prioritizing chemicals and products, with rigid 
criteria for DTSC to evaluate and make decisions, may provide a greater level of 
predictability and certainty to manufacturers who wish to evaluate their chemicals and 
consumer products—especially for chemicals and products not yet listed as Chemicals 
of Concern or Priority Products.  However, there may also be some negative 
consequences to that approach, as well.  More specifically, by definition, a prescriptive 
process for decision-making entails a fairly rigid adherence to a set of steps and/or 
specific weighting of various factors or criteria.  This, in turn, can be challenging to 
DTSC, especially since it greatly restricts DTSC from bringing its particular expertise 
and judgment to bear on a decision.   
 
In addition, a prescriptive process would only reflect decisions based on current science 
and understanding, and creates the possibility that the current process in place ignores 
new science and understanding for future decisions.  While regulations may be 
amended to reflect new science, by the time the regulations are amended the 
regulations may need further amendment because the science has progressed again.  
There is a valid concern that under a prescriptive approach, DTSC will constantly be 
behind new science and understanding, will constantly be amending regulations, and 
will be strapped into making regulatory decisions knowing that the regulatory process 
will not allow consideration of new scientific understanding of chemicals and products.   
 
In addition, there is a lack of knowledge and experience with a regulatory program of 
this scope and breadth, since this regulatory program is the first of its kind in the world.  
DTSC consulted with the Green Ribbon Science Panel (GRSP), and the GRSP and 
DTSC both recognized that the processes in regulations need a measure of 
predictability and certainty.  But the regulations also need to remain relevant and 
appropriate as the Safer Consumer Products program grows and matures with the need 
to incorporate advances in science, knowledge, and experience.  After considering 
extensive GRSP and stakeholder input on this issue, DTSC determined that any 
benefits would be outweighed by the negative consequences. 
 
For all these reasons, DTSC is not specifying a prescriptive process with thresholds for 
each chemical, but is instead using a narrative approach that allows DTSC to use best 
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available scientific information and practices to identify Candidate Chemicals (Article 2) 
and prioritize product-chemical combinations (Article 3).   
 
Please also refer to the discussion on Alternatives Analysis (AA) Threshold in Article 5 
of this document.   
 
DTSC is making no change to the proposed regulations in response to this comment. 
 
Initial List of Candidate Chemicals 
 
Comment:  7-3  
 
Comment Summary: 
The commenter objects to the list of lists approach and states that it “represents an 
abdication by DTSC of its responsibility under the statute to identify and prioritize 
Chemicals of Concern.”  Moreover, not all of the lists DTSC has specified are 
appropriate for this exercise because, either the developer of the list or the process by 
which that list has been developed does not afford due process for those who will be 
regulated under these regulations.  
 
Response: 
This comment relates to a previous version of the regulations and does not address a 
change to the proposed regulations made in the January 2013 version.  Nonetheless, 
DTSC notes that these comments have been addressed in Article 2 of the July 2012 
Response to Comments document.  Please see the discussion on Initial List of 
Candidate Chemicals under section 69502.2(a) in that document.    
 
While DTSC respectfully disagrees with the commenter and is making no changes to 
the proposed regulations in response to this comment, DTSC would like to reiterate the 
response to this serious allegation.  DTSC remains motivated and committed to use the 
best available scientific information.  Health and Safety Code section 25252(b)(2) 
requires DTSC to use, to the maximum extent feasible, available information from other 
authoritative organizations  (i.e., “organizations,” that have undertaken similar chemical 
prioritization processes).  It is important to note that DTSC has relied on this 
foundational requirement to support the first step in the prioritization process, that is, the 
identification of Candidate Chemicals (previously known as COCs).   
 
Section 69502.2(a) of the proposed regulations specifies that a chemical that exhibits a 
hazard trait or an environmental or toxicological endpoint, and that is listed on one or 
more of the incorporated chemical lists, is known as a Candidate Chemicals (previously 
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known as COC).  The source lists codified in section 69502.2(a) of the proposed 
regulations are from “authoritative organizations,” as defined in Chapter 54 of OEHHA’s 
companion regulations.  By relying on other authoritative organizations’ work, and 
recommendations and regulations that support protecting human health and/or the 
environment to identify the initial list of Candidate Chemicals (previously known as 
COCs), DTSC is able to maximize resources and minimize time and costs to California.  
The Safer Consumer Products program is “jumpstarted” by starting with a robust initial 
list of Candidate Chemicals (previously known as COCs).  And this approach allows 
DTSC to immediately begin evaluating product-chemical combinations to prioritize 
consumer products containing Candidate Chemicals to create the first Priority Products 
list.   
 
While the lists may have been developed by different authoritative organizations, for 
different purposes, the deliberative work done by these organizations in developing 
these lists is consistent with the proposed regulations.  That is, evaluating the chemicals 
and identifying their hazard traits based on a high level of evidence, with the ultimate 
goal of protection of public health and the environment.   
 
The principal criterion that placed these chemical lists together in proposed section 
69502.2(a) is that DTSC is accepting the chemical’s hazard trait identification by each 
authoritative organization that is responsible for the chemicals list.  The chemicals on 
these chemicals lists meet “strong evidence” criteria for toxicological hazard traits and 
evidence “criteria” for the exposure potential hazard traits, as specified in Chapter 54.  
Again, each of these chemicals lists was evaluated and analyzed for conformance with 
the important scientific and policy principles, and each of them is included as necessary 
to effectuate the statutory mandate to advance the search for safer chemicals in 
consumer products. 
 
The provisions in Article 2 are consistent with the overarching legislative intent and 
reflect DTSC’s consideration of the GRSP and stakeholder comments, in meeting the 
authorizing statute requirement to establish the identification and prioritization 
processes.  And in no way does the incorporation of the good work of other scientific 
bodies constitute an abdication of DTSC’s responsibilities.  In fact, DTSC is carrying out 
its responsibilities in an effective and efficient fashion by leveraging this work done by 
other scientific organizations.  DTSC has no interest in adopting regulations that do not 
meet the goals of the statute and is confident the regulations will accomplish the 
purpose of the statute.   
 
DTSC is making no changes to the regulations in response to these comments.  
 
Comment:  64-8 
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Comment Summary: 
This commenter expresses concern over being dependent on European data for 
California or U.S. regulations.  The commenter claims that there could be intentional or 
unintentional impacts from European Union lists on American manufacturing,  and 
suggests deletion of the lists in section 69502.2(a)(1)(B), section 69502.2(a)(1)(C), 
section 69502.2(a)(1)(G), section 69502.2(a)(1)(H), and section 69502.2(a)(1)(I). 
 
Response: 
Without any facts to support the allegation, DTSC cannot, in any detail, refute the 
commenter’s statement that there could be intentional or unintentional impacts from 
European Union lists on American manufacturing.  However, DTSC is unaware of any 
implications to U.S. or European Union manufacturing due to DTSC’s inclusion of 
European Union lists of chemicals as Candidate Chemicals under these regulations.   
 
The regulatory text is entirely consistent with the statutory provisions, is well within 
DTSC’s authority, and does nothing to impermissibly contract or expand the scope of 
activities described in the authorizing statute that are subject to these regulations.   
For a more detailed discussion on DTSC rationale for inclusion of the lists included in 
section 69502.2(a) of the proposed regulations (July 2012, January 2013, and April 
2013), please refer to the Final Statement of Reasons (FSOR) as well as the discussion 
under the corresponding sections in Article 2 of the July 2012 Responses to Comments.  
The above-mentioned documents discuss the following lists in more detail: 

• Section 69502.2(a)(1)(B): List of Category 1A and Category 1B carcinogens, 
mutagens and reproductive toxicants by European Commission; 

• Section 69502.2(a)(1)(C): List of Category 1 endocrine disruptors by European 
Commission; 

• Section 69502.2(a)(1)(G): List of persistent, bioaccumulative and toxic or very 
persistent and very bioaccumulative chemicals by European Commission; and 

• Section 69502.2(a)(1)(H): Canada’s list of persistent, bioaccumulative and 
inherently toxic chemicals. 
 

Please also see response to Comment 7-3 under section 69502.2(a)(1)(I) of this 
Response to Comments document for a discussion on the list of respiratory sensitizers 
identified by the European Commission.   
 
DTSC is making no changes to the regulations in response to this comment. 
 
§ 69502.2(a)(1)(C) Category 1 Endocrine Disruptors 
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Comment:  41-25  
 
Comment Summary:  
This commenter supports the list in section 69502.2(a)(1)(C), and noted that the 
reference to the list is correct as such except, “the text '(European Commission)' is 
wrong—the correct form is indeed '(EC)'.” 
 
Response: 
DTSC agrees with this comment.  In response to this comment, and to rectify the 
inadvertent omission of  the qualifying descriptor “Category 1” from the reference for the 
list of endocrine disruptors, section 69502.2(a)(1)(C) of the proposed regulations has 
been revised as follows:   
 
“Chemicals included as Category 1 endocrine disruptors by the European Commission 
in the candidate list of Substances of Very High Concern in accordance with Article 59 
of Regulation (EC) 1907/2006.”   
 
Comment:  47-41  
 
Comment Summary:  
This commenter supports the deletion of the European Commission endocrine disruptor 
list.   
 
Response: 
The commenter has misinterpreted this provision.  The list of endocrine disruptors from 
section 69502.2(a)(1)(C) has not been deleted; it has been revised to identify the 
correct reference in the revised proposed regulations (April 2013) as follows:  

• The proposed regulations (July 2012) included :  
“Category 1 endocrine disruptors identified in the European Commission DG Env 
report, Towards the establishment of a priority list of substances for further 
evaluation of their role in endocrine disruption, M0355008/1786Q/10/11/00”;  
 

• This has been revised in the proposed revised regulations (April 2013) as: 
“Chemicals included as Category 1 endocrine disruptors by the European 
Commission in the candidate list of Substances of Very High Concern in 
accordance with Article 59 of Regulation (EC) 1907/2006.”   

 
The older reference listed in section 69502.2(a)(1)(C) of the proposed regulations (July 
2012), refers to the very first report by BKH Consulting Engineers (Delft, the 
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Netherlands), dated November 2000.  BKH Consulting Engineers was commissioned by 
European Commission Director General Environment to conduct a study on endocrine 
disruption.  This was the first step towards the establishment of a priority list of 
substances for further evaluation of their role in endocrine disruption by the European 
Commission.  This first report has been superseded by subsequent chemical 
evaluations and reports.   
 
The revised reference refers to a list of endocrine disruptors compiled by European 
Commission, and is based on several studies that have been conducted since the first 
screening.  A total of 428 (out of 588) candidate list of chemical substances with 
endocrine disruptor effects have been evaluated, and the chemicals evaluated have 
been categorized as follows: 

Category 1: 194 substances categorized as Category 1 Endocrine Disruptors with 
at least one in vivo study providing clear evidence for endocrine disruption in an 
intact organism.   

 
Category 2:  125 substances categorized as Category 2 Endocrine Disruptors with 
Potential for endocrine disruption based on:   

• In vitro data indicating potential for endocrine disruption in intact organisms; 
and    

• Effects in vivo that may, or may not, be endocrine disruption-mediated. 
 

Category 3a:  No scientific basis for inclusion on list because there are endocrine 
disruption studies available, but there is no indication of endocrine disruption effects. 

 
Category 3b:  109 substances with insufficient data or no data at all.  

 
The endocrine system is important for the control and regulation of all the major 
functions and processes of the body, and endocrine disruption activity acts as evidence 
of a hazard trait.  The revised proposed regulations (January 2013 and April 2013) 
include 194 substances identified as Category 1 endocrine disruptors by European 
Commission in the initial list of Candidate Chemicals.   
 
DTSC is making no regulatory changes in response to this comment.   
 
Comments:  6-5, 6-6 
 
Comments Summary: 
These comments pertain to the endocrine disruptors list in section 69502.2(a)(1)(C).  
The commenter recommends removal of the list stating that DTSC should not rely upon 
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European lists still under development as the basis of Candidate Chemical listing.  Also, 
the commenter expresses concern that by referencing “endocrine disruptors identified in 
the candidate list of Substances of Very High Concern in accordance with Article 59 of 
Regulation 1907/2006,” DTSC has included a list that could be released in 2014, and is 
expected to be modified over time as new information and analysis becomes available. 
 
Response: 
DTSC respectfully disagrees with the comment that DTSC is including a list that could 
be released in 2014 by referencing the list of “Chemicals included as Category 1 
endocrine disruptors by the European Commission in the candidate list of Substances 
of Very High Concern in accordance with Article 59 of Regulation (EC) 1907/2006.”  
 
The commenter is mistaken.  Article 59 of the European Commission regulation 
(EC)1907/2006, states that by June 1, 2013 the commission shall carry out a review, 
taking into account the latest scientific knowledge, and assess whether or not, to subject 
substances identified as endocrine disruptors to “Authorisations,” the next step for 
candidate chemicals in the European Union’s REACH Program.   
 
The authorization procedure aims to assure that the risks from Substances of Very High 
Concern are properly controlled and that these substances are progressively replaced 
with suitable alternatives, while ensuring the good functioning of the European Union 
internal market.  Substances of very high concern are defined as: substances that meet 
one or more of the following criteria: 

• Category 1 and 2 carcinogens;  
• Category 1 and 2 mutagens;  
• Category 1 and 2 reproductive toxicants 
• Substances that are persistent, bioaccumulative and toxic or very persistent and 

very bioaccumulative; and  
• Substances such as endocrine disrupters, which are demonstrated to be of 

equivalent concern. 
 
The commenter has misinterpreted this provision.  Section 69502.2(a)(1)(C) of the 
proposed regulations (January 2013) refers to a revised report.  The previous reference 
in the proposed regulations (July 2012) referred to the very first report by BKH 
Consulting Engineers (Delft, the Netherlands) dated November 2000.  This report has 
been superseded by subsequent chemical evaluations and reports.  The revised 
regulations include 194 chemicals identified as Category 1 endocrine disruptors by the 
European Commission from a candidate list of a total of 428 chemical substances with 
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endocrine disruptor effects that have been evaluated based on initial screening followed 
by several studies.   
 
Please see the discussion under section 69502.2(a)(1)(C), in Article 2 of the July 2012  
Response to Comments document for a more detailed discussion. .   
 
DTSC is making no changes to the regulations in response to these comments. 
 
§ 69502.2(a)(2)(D) 303(d) List Impaired Waterways 
 
Comments:  7-3, 7-4, 7-10, 17-1, 29-5, 29-25, 31-1, 35-48, 47-41, 47-47, 63-12, 71-3, 
72-2, 76-1 
 
Comments Summary: 
These comments pertain to the addition of the 303(d) of the federal Clean Water Act list 
to the list of Candidate Chemicals in the proposed regulations.  The commenters 
express concern that having these additional pollutants among the Candidate 
Chemicals detracts from the stature of the regulations.  In addition, a few commenters 
state that adding the 303(d) list expands the list of Candidate Chemicals, while a few 
other commenters support the addition. 
 
Response: 
DTSC notes the following in response to these comments regarding addition of the 
303(d) list in section 69502.2(a)(2)(D) of the proposed regulations (January 2013), for 
the initial list of Candidate Chemicals: 
 
The 303(d) list includes chemicals identified as pollutants by California or the U.S. 
Environmental Protection Agency pursuant to section 303(d) of the federal Clean Water 
Act and section 130.7 of Title 40 of the Code of Federal Regulations.  This list 
essentially identifies water pollutants impairing the state's waters to the degree that they 
violate water quality standards as specified by the federal Clean Water Act and 
California's Porter Cologne Water Quality Control Act.  While the pollutants listed on the 
303(d) list are managed by water quality agencies, identifying them as Candidate 
Chemicals will require management upfront at the source, which is a consumer product.  
Furthermore, prioritizing consumer products containing the problem pollutants that enter 
waterways via treated wastewater or storm water runoff will not only improve the water 
quality but also help public agencies comply with permits issued under the Clean Water 
Act and the California Water Code.  Therefore, it is necessary to include the pollutants 
on the 303(d) list in order to ensure impacts on water resources are addressed and that 
water quality is given the priority it deserves when identifying Candidate Chemicals.  
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DTSC has drafted the proposed regulations to meet the statutory directives in Health 
and Safety Code sections 25252 and 25253, and the overarching legislative intent of 
the “Green Chemistry” statutes, as discussed in Health and Safety Code section 
25255(a), which requires DTSC 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.” 
 
As expressed by the commenters, the 303(d) list includes many unwanted anomalies 
such as algae, color, debris, electrical conductivity, oxygen, pH, scum, solids, 
temperature, trash, etc. And there are a number of pesticides included on the list that 
would be exempted from these regulations.  All of the anomalies and the pesticides 
included on the 303(d) list will be removed from the informational list (section 
69502.3(a)) of Candidate Chemicals to be published by DTSC within thirty (30) days 
from the effective date of the proposed revised regulations (April 2013). 
 
For the reasons stated above, the list of chemicals that are identified as pollutants by 
California or the U.S. Environmental Protection Agency under section 303(d) of the 
federal Clean Water Act and section 130.7 of Title 40 of the Code of Federal 
Regulations haves been added in section 69502.2(a)(2)(D).  These pollutants will be 
identified as Candidate Chemicals on the initial list.   
 
The 303(d) list of water pollutants has been substantiated by public comments of the 
proposed regulations (January 2013) and will be explained in the Final Statement of 
Reasons (FSOR).  Further, adding the 303(d) list of pollutants did not overly expand the 
initial list of Candidate Chemicals (approximately 1,200 chemicals), due to the fact that 
there are many overlaps between the various lists of chemicals specified in section 
69502.2(a).     
 
One of the commenters noted that the “variety of source lists are appropriate and will be 
useful as a starting point in a true prioritization process.”  This commenter supports 
DTSC’s efforts to modify the previous proposed source lists to better represent the work 
of authoritative bodies that use deliberative scientific processes with the opportunity for 
stakeholder input and comment.   
 
DTSC has reviewed the suggestions by the commenters and determined that no 
regulatory changes are necessary in response to the comments listed above.   
 
§ 69502.2(a)(1)(H) Canada’s List of PBiT Chemicals 
 
Comments:  47-43, 48-28, 64-8 

Department of Toxic Substances Control Page 143 of 422 
 



  January 2013 Response to Comments 
Safer Consumer Products  Proposed Regulations, R-2011-02 

 
 
Comments Summary: 
These comments pertain to section 69502.2(a)(1)(H).  The commenters state that 
Canada’s prioritization list of potential PBT compounds is mostly based on modeling 
completed in 2007 and will not be maintained over time.  Also, the comments 
recommend that the DTSC utilize the most up-to-date information on these chemicals 
from Canada in establishing its Candidate Chemicals list. 
 
Response: 
These comments relate to a previous version of the proposed regulations and do not 
address a change made in the January 2013 version.  Nonetheless, DTSC notes that 
these comments have been addressed in Article 2 of the July 2012 Response to 
Comments document.  Please see the discussion on Canada’s List of PBiT Chemicals 
under section 69502.2(a)(1)(H) in that document.   
 
DTSC is making no changes to the regulations in response to these comments. 
 
§ 69502.2(a)(1)(I) European Union Respiratory Sensitizers 
 
Comments: 7-3, 7-10, 8-12, 18-4, 29-4, 35-47, 41-25, 47-41, 47-44, 48-27, 63-12, 64-8, 
69-1, 76-1, 92-1, 92-21 
 
Comments Summary: 
These comments pertain to the addition of chemicals identified by the European Union 
as Category I respiratory sensitizers.  A few commenters opposed the addition of 
respiratory sensitizers to the list of Candidate Chemicals, stating that it expands the list 
of Candidate Chemicals, while a few other commenters supported the addition.  One of 
the commenters noted that the “variety of source lists are appropriate and will be useful 
as a starting point in a true prioritization process.”  This commenter supports DTSC’s 
efforts to modify the previously proposed source lists to better represent the work of 
authoritative bodies that use deliberative scientific processes with the opportunity for 
stakeholder input and comment.   
 
 
Response:   
DTSC notes the following in response to these comments on inclusion of the list of 
chemicals identified by European Union as Category I respiratory sensitizers in section 
69502.2(a)(1)(I) of the proposed regulations (January 2013) for the initial list of 
Candidate Chemicals.   
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There is an increasing concern about the association of respiratory disease with indoor 
air quality and environmental atmospheric pollution.  In addition, respiratory sensitizers 
are of particular relevance to workers given their greater exposure to chemicals as a 
result of the nature of their occupation and individuals with a history of greater 
propensity to illness.   
 
A workplace material is classified as a respiratory sensitizer only if it has caused 
sensitization reactions in a significant number of exposed workers.  U.S. regulatory 
agencies have not established consistent, evidence-based methods to identify and 
control exposures to substances that cause occupational asthma, where occupational 
asthma is defined as “a respiratory disease caused by exposure to irritants in the 
workplace.”  Occupational asthmagens are identified primarily by non-regulatory U.S. 
organizations and most are not regulated to prevent asthma.   
 
The European Union defines “respiratory sensitizer” as a substance that will induce 
hypersensitivity of the airways following inhalation of the substance.  Substances are 
classified as Category 1 respiratory sensitizers in accordance with the following criteria: 

• If there is evidence in humans that the substance can induce specific respiratory 
hypersensitivity; and/or 

• Where there are positive results from an appropriate animal test. 
 

The list of respiratory sensitizers has been substantiated by public comments on the 
proposed regulations (January 2013) and will be explained in the Final Statement of 
Reasons.  Furthermore, adding the list of respiratory sensitizers did not overly expand 
the initial list of Candidate Chemicals (approximately 1,200 chemicals), due to the fact 
that there are many overlaps between the various lists of chemicals specified in section 
69502.2(a). 

  
For all of the reasons stated above, the list of chemicals classified by the European 
Commission as respiratory sensitizers Category 1 in Annex VI to Regulations 
(EC)1272/2008 has been added in section 69502.2(a)(1)(I) of the proposed regulations 
for identification as Candidate Chemicals on the initial list.   
 
DTSC has reviewed the suggestions by the commenters and determined that no 
regulatory changes are necessary in response to the comments listed above.   
 
§ 69502.2(a)(1)(J) IARC Group 2B Carcinogens 
 
Comment:  47-45  
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Comment Summary: 
The commenter disagrees with inclusion of the International Agency for Research of 
Cancer’s (IARC) 2B carcinogens stating that the evidence level is less than that of other 
international carcinogen sources, and the comment recommends that DTSC not include 
chemicals listed as 2B carcinogens by IARC as Candidate Chemicals.  
 
Response: 
This comment relates to a previous version of the proposed regulations and does not 
address a change made in the January 2013 version.  Nonetheless, DTSC notes that 
this comment has been addressed in Article 2 of the July 2012 Response to Comments 
document.  Please see the discussion on IARC carcinogens under section 
69502.2(a)(1)(J) of that document.   
 
DTSC is making no changes to the proposed regulations in response to this comment. 
 
§ 69502.2(a)(1)(M) NTP Reproductive or Development Toxicants 
 
Comment:  47-46   
 
Comment Summary: 
The commenter recommends that only chemicals identified as reproductive and 
developmental toxicants with “Serious Concern” and “Concern” by the National 
Toxicology Program, Office of Health Assessment and Translation (OHAT) should be 
included in the Candidate Chemicals list, and chemicals identified as “some concern” 
should not be included. 
 
Response: 
This comment relates to a previous version of the proposed regulations and does not 
address a change made in the January 2013 version.  Nonetheless, DTSC notes that 
this comment has been addressed in Article 2 of the July 2012 Response to Comments 
document.  Please see the discussion on OHAT reproductive and developmental 
toxicants under section 69502.2(a)(1)(L) in that document.   
 
DTSC is making no changes to the regulations in response to this comment. 
 
§ 69502.2(a)(2)(F) California Biomonitoring Program  
 
Comments:  3-17, 47-48 
 
Comments Summary: 
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The commenters state that priority chemicals under the California Environmental 
Contaminant Biomonitoring Program should not be included in the Candidate Chemicals 
list, since identification of these chemicals as priorities for testing under the 
Biomonitoring Program is not necessarily an indication that the chemicals are known to 
be harmful.  The commenters recommend that the California biomonitoring program 
only contribute to the initial Candidate Chemical list those substances that have been 
tested and validated as of the effective date of the regulations.  
 
Response: 
These comments relate to a previous version of the proposed regulations and do not 
address a change made in the January 2013 version.  Nonetheless, DTSC notes that 
these comments have been addressed in Article 2 of the July 2012 Response to 
Comments document.  Please see the discussion on California’s Biomonitoring 
Program under section 69502.2(a)(2)(F) of that document.   
 
DTSC is making no changes to the proposed regulations in response to these 
comments. 
 
§ 69502.2(a)(2)(H) OSPAR List 
 
Comment:  47-48  
 
Comment Summary: 
The commenter recommends that the Oslo-Paris Convention (OSPAR) list of 
substances for priority action should not be included, since it does not meet the 
authoritative body criteria of being a deliberative scientific process with stakeholder 
input. 
 
Response: 
This comment relates to a previous version of the proposed regulations and does not 
address a change made in the January 2013 version.  Nonetheless, DTSC notes that 
this comment has been addressed in Article 2 of the July 2012 Response to Comments 
document.  Please see the discussion on the OSPAR List under section 
69502.2(a)(2)(H) of that document.   
 
DTSC is making no changes to the regulations in response to this comment. 
 
§ 69502.2(b) Additions to the Candidate Chemicals List 
 
Comments:  7-18, 29-8, 37-2, 37-4, 52-1 
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Comments Summary: 
The commenters state that adding to an already robust list of Candidate Chemicals will 
make it difficult to truly identify high priority chemicals, and when every chemical is a 
priority, none will be a priority.  While a few commenters express concern with the 
provision to add to the list of Candidate Chemicals in the proposed chemicals, a few 
others support the provision.  
 
Response: 
These comments relate to a previous version of the proposed regulations and do not 
address a change to the regulations made in the January 2013 version.  Nonetheless, 
DTSC notes that these comments have been addressed in Article 2 of the July 2012 
Response to Comments document.  Please see the discussion on Weight of Evidence 
under section 69502.1 of that document.   
 
DTSC is making no changes to the regulations in response to these comments. 
 
Comment:  53-7    
 
Comment Summary: 
The commenter acknowledges the importance of updating and adding chemicals to the 
list of Candidate Chemicals and states that it would be burdensome for the industry if 
they need to comply with each of the regulations, which have the same kind of purpose 
worldwide and individually.  The commenter recommends these regulations should 
closely work with other countries and/or areas authorities to take care of chemical 
controls, with the view to harmonize the approach.   
 
Response: 
This comment relates to a previous version of the regulations and does not address a 
change made in the January 2013 version.  Nonetheless, DTSC notes that this 
comment has been addressed in Article 2 of the July 2012 Response to Comments 
document.  See discussion of Updating the Chemical List of that document.   
 
DTSC reiterates that revising the regulations is not necessary in order to use 
information generated by any domestic and foreign entities that have information or 
other resources that they are willing to make available to DTSC.  Please also see the 
discussion on Harmonize under General Comments in Article 2 of the July 2012 
Response to Comments document.    
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§ 69502.2(b)(1)(A)3. Cumulative Effects 
 
Comments:  29-22, 29-23, 92-26, 92-27  
 
Comments Summary: 
These comments pertain to cumulative effects as a factor to identify adverse impacts 
and suggest that DTSC also include synergistic effects in the proposed regulations.   
 
Response:   
DTSC has reviewed the commenters’ suggestion to also include a chemical’s 
synergistic effects with other chemicals that, on their own, do not have the same or 
similar hazard traits or toxicological endpoints.  DTSC has determined that that no 
regulatory change is necessary. (DTSC notes that the regulations already allow it to 
take into account a chemical’s cumulative effects.  See section 69505.2(b)(1)3.) 
 
Section 69502.2(b)(1)(A)3. of the proposed regulations requires DTSC to consider a 
chemical’s cumulative effects with other chemicals with the same or similar hazard 
trait(s) and/or environmental or toxicological endpoint(s).  However, section 
69502.2(b)(1)(A)7. also allows DTSC to evaluate adverse impacts that may result from 
the potential for a chemical to degrade, form reaction products, or metabolize into a 
chemical that exhibits one or more hazard traits and/or environmental or toxicological 
endpoints.   
 
The provisions also allow DTSC to consider chemical metabolites, reaction products, 
and/or degradates that exhibit one or more hazard traits.  Thus, when the parent 
chemical does not exhibit a hazard trait, but chemical reaction products do, they 
contribute to the potential of a chemical to contribute to or cause adverse impacts, a 
consideration desired by the commenter. 
 
The commenters also suggest that the regulations include a chemical’s synergistic 
effects with hazards other than chemicals.  The suggested text for section 
69502.2(b)(1)(A)3. is to add  “or cumulative effects from combined exposure to the 
chemical and other hazards.”  
 
The proposed regulations do not preclude DTSC from considering synergistic effects of 
chemicals, as is desired by the commenter.  DTSC recognizes that the available 
scientific information has to be viewed in the overall context of the available relevant 
product and market information for a specific chemical in deciding whether or not a 
chemical has a hazard trait or a product-chemical combination should be pursued as a 
DTSC priority.  
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However, the amount of information about chemicals that end up in consumer products 
and thereafter, ranging from product-specific character, toxicity, exposure, fate and 
transport, and observed human morbidity and/or mortality that is available in the open 
literature to the government or in private holdings ranges from nothing to very 
substantial.  In anticipation of the variability of available information on chemicals and 
products, these regulations do not define or describe a rigid and explicit process.   
 
Complete fulfillment of each of the information areas described by the commenter as a 
requirement for DTSC before taking timely regulatory action is made impractical by the 
lack of information in the first place.  DTSC acknowledges that the ground-breaking 
nature of these public health and environmental protection regulations will require a 
flexible and adaptive process for prioritizing diverse patterns of product-chemical 
combinations.  The intent of these regulations is to get more hazard and safety 
information into the marketplace.  Therefore, it is perversely illogical to argue for 
features in DTSC’s regulatory decision-making process that would only allow those few 
cases where a full complement of scientific data exists to be approached.   
 
For the above reasons, DTSC is not accepting the proposed substitute language or 
making any changes to the regulations in response to these comments. 
 
§ 69502.2(b)(1)(D) Structurally or Mechanistically Similar Chemicals 
 
Comments:  29-9, 29-21, 92-1 
 
Comments Summary: 
The commenters support the provision that allows DTSC to consider structural and 
mechanical similarity of chemicals in evaluating adverse impacts, and recommends 
prioritizing classes or groups of chemicals or products rather than taking them up 
individually since many chemicals are structurally similar. 
 
Response: 
DTSC appreciates the support and acknowledges the commenters’ concern that a 
chemical with a slightly altered molecule is technically a different chemical from a 
closely related chemical but, in practice, performs the same function and exhibits similar 
health impacts.  DTSC also agrees that these technically new chemicals may not have 
the body of data as their sister chemicals on the Candidate Chemicals list, but the 
absence of data does not equate to absence of harm. 
 
Provisions for prioritization of Candidate Chemicals in consumer products are specified 
in Article 3.  The proposed regulations (April 2013) allow DTSC to evaluate structurally 
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or mechanistically similar chemicals for which there is a known toxicity profile based on 
reliable information.  DTSC also notes that the narrative nature of the regulations would 
allow other or new methods to evaluate chemical toxicity for possible inclusion as a 
Candidate Chemical.  Further, the Priority Product listing requires rulemaking pursuant 
to the Administrative Procedure Act (commencing with Government Code section 
11340).  Thus, there are ample and redundant protections to provide opportunities for 
public notice and comment before any chemicals and products are subject to regulatory 
action as Priority Products.   
 
DTSC is making no changes to the regulations in response to these comments. 
 
§ 69502.2(b)(3) Availability of Information (July 2012 version) 
 
Comments:  29-38, 29-41, 48-29, 92-1  
 
Comments Summary:  
These comments pertain to removal of the “availability of information” and “safer 
alternatives” requirements for prioritizing chemicals.  The commenters support this, 
stating that prioritization based on “availability of information” would have given more 
weight to chemicals with a greater amount of reliable information and chemicals, for 
which a safer alternative is already available.   
 
The commenters warn that by giving preference to, and relying on, the current 
availability of chemical data, instead of exercising DTSC’s authority to request new 
information, DTSC will find itself in the position of promulgating the data gap.  The 
commenters recommend that DTSC should exercise the call-in authority under AB 1879 
to require the generation of new health and environmental impact data in order to 
accurately identify Candidate Chemicals. 
 
Response: 
DTSC agrees with these comments.  The provision to consider the availability of a safer 
alternative chemical (section 69502.2(b)(4)) in identifying a chemical as Candidate 
Chemical has been removed from the proposed regulations (January 2013).  While 
acknowledging the availability of a known safer alternative chemical is an appropriate 
criterion in some places in the proposed regulations, considering the existence of a 
functionally acceptable and technically feasible alternative chemical in a specific 
application or a product is inappropriate at the Candidate Chemical listing stage.  
Therefore, “safer alternative” has been removed from the proposed regulations  
(January 2013). 
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Section 69502.2(b)(3) specified that reliable information that is available to substantiate 
adverse impacts and exposures is a factor to consider in identifying a Candidate 
Chemical.  In response to comments from stakeholders stating that chemicals with a 
greater amount of reliable information would be given a priority, DTSC removed the  
provision to consider the availability of information in identifying a chemical as 
Candidate Chemical from the revised proposed regulations (January 2013). 
 
Since then, DTSC has reconsidered this revision.  While the adverse impacts are 
important considerations in identifying a chemical as a Candidate Chemical, DTSC 
believes that the decision to identify and prioritize a Candidate Chemical is appropriately 
influenced by the availability of information.  It is true that new chemicals, and existing 
chemicals that have not been sufficiently studied, will frequently lack the data sets and 
the more robust the data set, the more likely DTSC can make an informed and 
appropriate prioritization decision.  However, there are provisions for DTSC to consider 
structurally or mechanistically similar chemicals for which there is a known toxicity 
profile. 
 
The ground-breaking nature of these public health and environmental protection 
regulations will require a flexible and adaptive process for prioritizing chemicals as well 
as diverse patterns of product-chemical combinations.  DTSC will give full consideration 
to any available and reliable scientific evidence of potential harm, actual harm, potential 
exposure and actual exposure in the prioritization process, and not just the chemicals 
with a greater amount of information.  This is consistent with the approaches taken by 
other scientific organizations.   
 
For the above stated reasons, the provision to consider the availability of information 
(section 69502.2(b)(3)),  in identifying a chemical as Candidate Chemical has been 
reinserted in the revised proposed regulations (April 2013).  
 
All stakeholders are welcome to provide information and scientific data to broaden and 
inform DTSC’s decisions during implementation of these regulations.  Also, there are 
provisions in the proposed regulations for DTSC to gather information, as expressed in 
these comments.  If additional information is needed and public sources of information 
do not provide the data/information required, DTSC may conduct a data/information 
call-in from responsible entities.  These information gathering provisions are also 
applicable in the early stages of implementation—even before a chemical has been 
identified as a Candidate Chemical.   
 
DTSC is making no further changes to the proposed regulations in response to these 
comments. 
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§ 69502.3 Candidate Chemicals List  
 
§ 69502.3(a) Informational List 
 
Comments:  47-36, 47-37  
 
Comments Summary: 
The commenter expresses concern that the proposed regulations start by consolidating 
a list of chemicals from 23 source lists in section 69502.2(a).  The Informational list to 
be published after the effective date of the regulations will be narrowed to approximately 
1,200 chemicals, but DTSC does not indicate how the reduction will take place other 
than indicating that it will take out the approximately 450 pesticides and prescription 
drugs that are exempted from the regulations.  Also, the commenter recommends that 
the regulations require the DTSC to list Candidate Chemicals by their Chemical 
Abstracts Service (“CAS”) number. 
 
Response: 
These comments relate to a previous version of the proposed regulations and do not 
address a change made in the January 2013 version.  Nonetheless, DTSC notes that 
these comments have been addressed in Article 2 of the July 2012 Response to 
Comments document.  Please see the discussion on Informational List under section 
69502.3(a) of that document.   
 
DTSC is making no changes to the regulations in response to these comments. 
 
Comments:  18-5, 29-3, 29-10, 92-28 
 
Comments Summary: 
The above comments refer to provisions regarding revisions to the Candidate 
Chemicals list in section 69502.3.  One of the comments suggests that the regulations 
need to explicitly state that the Candidate Chemicals list is automatically updated when 
any of the lists it relies upon are updated.  Others recommend that DTSC specify when 
the Candidate Chemicals list will be updated with either annual updates or at least every 
two years.   
 
Response: 
These comments relate to a previous version of the regulations and do not address a 
change made in the January 2013 version of the revised proposed regulations.  
Nonetheless, DTSC notes that these comments have been addressed in Article 2 of the 
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July 2012 Response to Comments document.  Please see the discussion on Update the 
List under section 69502.3(a) of that document.   
 
DTSC is making no changes to the regulations in response to these comments. 
 
§ 69502.3(c) Public Notice of Proposed List Revisions 
 
Comments:  29-11, 53-6, 53-8  
 
Comments Summary: 
One commenter supports the opportunity for formal public input on proposed revisions 
to the Candidate Chemicals list.  Other commenters are concerned that the process to 
identify the Candidate Chemicals is quite dependent on DTSC’s study and decision, 
considering that many chemicals are not scientifically proven to be hazardous.  A 
commenter alleges that without holding stakeholder discussions and receiving all of the 
stakeholder opinions, the determination may not be considered fair.  A commenter 
states that the public comment period of forty-five (45) days sounds too short and 
suggests that the time frame like defined in European Union REACH should be 
considered. 
 
Response: 
These comments relate to a previous version of the proposed regulations and do not 
address a change made in the January 2013 version.  This comment has been 
addressed in Article 2 of the July 2012 Response to Comments document.  Please see 
the discussion on Public Notice of Proposed List Revisions under section 69502.3(c) of 
that document.   
 
DTSC is making no changes to the regulations in response to this comment. 
 
§ 69502.3(d) Web Posting of Final List Revisions 
 
Comment:  6-23 
 
Comment Summary: 
The commenter states that DTSC should clarify the role of DTSC in responding to 
public comments and that transparency in DTSC’s processes is crucial.  Therefore, 
DTSC should respond to all substantive public comments. 
 
Response: 
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This comment relates to a previous version of the proposed regulations and does not 
address a change made in the January 2013 version.  Nonetheless, DTSC notes that 
this comment has been addressed in Article 2 of the July 2012 Response to Comments 
document.  Please see the discussion on Website Posting of List Revisions under 
section 69502.3(d) of that document.   
 
DTSC is making no changes to the regulations in response to this comment. 
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Article 3. Process for Identifying and Prioritizing Product-Chemical 

Combinations 

Support for Amendments in Article 3 
 
Comments:  6-16, 7-11, 7-12, 7-13, 7-14, 8-14, 10-3, 12-2, 12-3, 13-1, 13-28, 17-1, 18-
6, 23-1, 23-2, 29-22, 29-32, 30-6, 32-1, 35-1,35-43, 37-4, 39-32, 46-2, 46-20, 47-1, 47-
5, 47-38, 48-30, 47-38, 48-31, 48-33, 48-34, 48-35, 48-37, 51-5, 51-6, 57-1, 63-1, 65-1, 
66-1, 71-5, 71-15, 79-1, 87-14, 88-1, 91-1, 91-10, 92-1 
 
Comments Summary:   
The above comments expressed support for specific provisions in Article 3.  The 
provisions in Article 3 clarify, interpret and make specific the provisions of Health and 
Safety Code section 25253(a)(1).  More specifically, the article establishes the process 
for evaluating Candidate Chemicals in consumer products.  Consumer products listed 
as Priority Products containing Candidate Chemicals (designated as Chemicals of 
Concern when in a Priority Product) will be subject to the requirement to have a 
responsible entity conduct a comprehensive Alternatives Analysis (AA) under Article 5 
or comply with one of the other compliance options in lieu of conducting an AA.  The 
comments expressed support for the following provisions: 

• Section 69503, the change in terminology to “Candidate Chemical” unless a 
product-chemical combination becomes listed as a Priority Product, and the 
focus on product-chemical combinations; 

• Section 69503.2(a), which states that any product-chemical combination 
identified and listed as a Priority Product must meet both of the following criteria:  
(1) there must be potential public and/or aquatic, avian, or terrestrial animal or 
plant organism exposure to the Candidate Chemical(s) in the product; and (2) 
there must be the potential for one or more exposures to contribute to or cause 
significant or widespread adverse impacts; support for the reorganization and 
simplification of this section by moving the key prioritization principles to the 
beginning of the section; 

o Support for the requirement that a chemical must meet both criteria; and 
o Support for the placement of the key principles at the beginning of the 

section; 
• Section 69503.2(b), support for the inclusion of “adverse waste and end-of-life 

effects”; 
• Section 69503.2(b)(1)(B), which specifies that DTSC may also consider product 

uses, discharges, or disposals in any manner that have the potential to contribute 
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to or cause adverse waste and end-of-life effects associated with the Candidate 
Chemical(s) in products; 

• Section 69503.2(b)(2), which specifies that DTSC is to consider the scope of 
other regulatory programs in which products or Candidate Chemicals are 
regulated and assess if listing a product-chemical combination as a Priority 
Product would meaningfully enhance protection of public health and/or the 
environment with respect to the potential adverse impacts and/or exposure 
pathways that are the basis for the Priority Product listing; 

o Concur with added clarifying language regarding what DTSC will consider 
and that it will avoid regulatory duplication; 

• Section 69503.2(b)(3), which specifies that DTSC may consider whether there is 
a safer alternative available when deciding whether to list a product-chemical 
combination as a Priority Product; 

o Supports the change that allows for consideration of safer alternatives at 
this stage of prioritization; 

• Section 69503.3, which considers both adverse impacts and exposures in 
evaluating product-chemical combinations for possible listing as Priority  
Products; 

o Support for the clearly defined criteria for evaluating hazard traits and 
exposure regarding environmental and health concerns; 

• Section 69503.3(a)(3), concurs with the use of information associated with 
structurally or mechanistically similar chemicals with known toxicity; 

• Section 69503.3(b), which specifies that DTSC will evaluate the potential for 
public and/or aquatic, avian, or terrestrial animal or plant organism exposures to 
Candidate Chemicals in the product by considering one or more factors when 
evaluating product-chemical combinations for listing as Priority Products; 

• Section 69503.3(b)(3), which includes the workplace presence of products 
containing Candidate Chemical(s) in the evaluation of potential exposures; 

o Support for the inclusion of workplace presence as a prioritization factor; 
• Section 69503.3(b)(4)(D)3., support for the inclusion of “schools” in this 

subsection; 
• Section 69503.3(b)(4)(E), support for the inclusion of “frequency, extent, level 

and duration” to evaluate potential end-of-life scenarios; 
• Section 69503.3(b)(4)(F), which allows DTSC to consider the containment of a 

Candidate Chemical within a product and potential for releases of the Candidate 
Chemical during the product’s useful life and at the end-of-life when evaluating 
potential exposures to Candidate Chemical(s) in a product during the product’s 
life cycle; 

Department of Toxic Substances Control Page 158 of 422 
 



  January 2013 Response to Comments 
Safer Consumer Products  Proposed Regulations, R-2011-02 

 
o Support for the revision to consider whether a Candidate Chemical is 

accessible during use or at end-of-life; 
• Section 69503.3(b)(4)(G), which allows DTSC to consider engineering controls 

and administrative controls that reduce exposure concerns associated with the 
product when evaluating potential exposures to Candidate Chemical(s) in a 
product during the product’s life cycle; 

o Support for the inclusion of language “that reduce exposure concerns 
associated with the product”; 

• Section 69503.4(a), which specifies that DTSC will issue a Priority Product work 
plan that identifies and describes the product categories that will be evaluated 
during the three (3) years after the work plan has been issued; 

o Support for the removal of language that a Priority Product work plan may 
be revised to include one or more additional products if necessitated by 
statute or by a Governor’s Executive Order; 

• Section 69503.5(a)(2),  support for the addition of language which specifies that 
the Priority Products list shall be established and updated through rulemaking 
pursuant to the Administrative Procedure Act (APA); 

• Section 69503.5(b)(2)(A), which specifies that the Priority Products list will 
include the Candidate Chemicals’ hazard traits and/or environmental or 
toxicological endpoints; 

• Section 69503.5(b)(2)(B), which specifies that Candidate Chemical(s) that is/are 
the basis for the product being listed as a Priority Product is/are designated as 
Chemical(s) of Concern for that product; 

o Outlines a better mechanism to tailoring Chemicals of Concern to Priority 
Product combinations; 

• Section 69503.6(a), which specifies that DTSC will list as Priority Products on the 
initial list only those products that contain one or more Candidate Chemicals that 
meet one or more criteria in section 69502.2(a)(1) and one or more criteria in 
section 69502.2(a)(2); 

• Section 69503.6(b), which specifies that the initial final list of Priority Products will 
include no more than five (5) Priority Products; 

• Support for the focus on product-chemical combination being the Priority 
Product.  When the Chemical of Concern is successfully replaced, the product is 
no longer a priority; and 

• Elimination of the certified assessor process and accreditation bodies. 
 

These supportive comments did not recommend any changes to the proposed 
regulations; therefore, DTSC is not making any changes to the regulations in response 
to these comments. 
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§ 69503 General 
 
Comments:  5-2, 6-11, 6-12, 6-16, 10-3, 17-10, 23-1, 29-1, 29-22, 37-3, 46-2, 47-2, 47-
3, 47-4, 63-7, 65-5, 66-3, 90-6, 91-1  
 
Comments Summary: 

The above comments expressed general concerns with or made recommendations 
regarding the provisions in Article 3, which clarify, interpret and make more specific the 
provisions of Health and Safety Code section 25253(a)(1).  More specifically, Article 3 
establishes the process for identifying and prioritizing products that contain Candidate 
Chemicals.  A Candidate Chemical that is the basis for a product-chemical combination 
being listed as a Priority Product is designated a Chemical of Concern.  Consumer 
products listed as Priority Products containing Chemical(s) of Concern will be subject to 
the requirement to conduct a comprehensive AA under Article 5, subject to specified 
exceptions in Article 5.  In summary, the following concerns or recommendations were 
expressed regarding section 69503:  

• See previous comments submitted to DTSC on October 11, 2012 
• The proposed regulations decline to propose a prioritization of higher risk 

chemicals in consumer products; 
• The proposed regulations create a large, complex, data-intensive collection and 

assessment system with numerous requirements; 
• The approach to prioritizing product-chemical combinations is narrative, overly 

subjective, and is missing key scientific elements; 
• The absence of quantitative, objective decision-making criteria for prioritization, 

including how to assess economic impacts, could result in further uncertainty and 
additional burdens on industry during the rulemaking process; 

• The regulations need to focus on consumer product substances that pose “true 
risks” for human health and the environment, as opposed to substances 
identified based on “hazard traits” alone; 

• DTSC should prioritize classes or groups of chemicals (especially those that are 
structurally similar) or products rather than prioritizing them individually; 

• DTSC must employ a rigorous scientific process for selecting Priority Products 
and Chemicals of Concern; 

• The “narrative process” for prioritizing product-chemical combinations, is not an 
appropriate standard for identifying high priorities that will make meaningful 
improvements to public health and the environment; 

Department of Toxic Substances Control Page 160 of 422 
 



  January 2013 Response to Comments 
Safer Consumer Products  Proposed Regulations, R-2011-02 

 
• DTSC should allow a responsible entity to demonstrate the safety of its product 

before it is listed as a Priority Product;  
• DTSC should adopt a more focused program that concentrates on the 

substances in consumer products that pose true risks for human health and the 
environment based on risk-based evaluation of hazard, exposure, and the 
likelihood of harm; 

• The proposed regulations should clearly emphasize the attention to Priority 
Products and clarify this intent by crafting more specific criteria used in the 
prioritization; 

• The evaluation of Priority Products remains subject to broad DTSC discretion, 
and there are few boundaries on the types of information and analysis that DTSC 
can require an entity to produce; and  

• The proposed regulations have weakened the prioritization process to the point 
virtually any ingredient in any product could arguably be selected as a Priority 
Product. 
 

Response:  
The provisions in section 69503 did not substantively change from the July 2012 to 
January 2013 version of the proposed regulations.  The numbering within the section 
was changed to eliminate the inclusion of subsections (a) and (b); it was determined 
they were not necessary.  In addition, conforming changes were made to refer to 
“Candidate Chemicals” instead of “Chemicals of Concern.”  These were the only 
changes made from the July 2012 version to the January 2013 version of this provision.   
 
None of the comments above are directed at specific sections or to changes made from 
the July 2012 version of the regulations to the January 2013 version.  For a discussion 
of these topics and related topics, see Article 3 of July 2012 Response to Comments 
document.  In addition, some of the later sections of this document address some of the 
above comments to the extent they address changes made to the specific provisions in 
Article 3 that were changed from the July 2012 version of the proposed regulations.   
 
 No changes have been made to the regulations in response to these comments. 

§ 69503.2  Product-Chemical Identification and Prioritization Factors 

§ 69503.2(a) Key Prioritization Principles 
 
Comments:  4-7, 16-1, 46-24, 46-25, 47-9, 48-30, 55-11, 64-9, 70-2, 79-2, 83-7, 83-9, 
91-8, 91-9, 91-10, 91-11, 92-29  
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Comments Summary: 
The above comments expressed concern with section 69503.2(a), which specifies two 
key prioritization principles that any product-chemical combination identified and listed 
as a Priority Product must meet:   

(1)  There must be potential public and/or aquatic, avian, or terrestrial animal or 
plant organism exposure to the Candidate Chemical(s) in the product; and 

(2)  There must be the potential for one or more exposures to contribute to or cause 
significant or widespread adverse impacts. 

 
In summary, the following concerns were expressed: 

• The word “potential” is unclear with regard to exposure and impact.  It is unclear 
when this uncertain threshold of causation would be met; 

• The term “exposure” needs to be defined in the regulations; 
• The regulations are not following the statutory requirements in AB 1879 (i.e., 

consider volume of the chemical in commerce, the potential for exposure in a 
consumer product, and potential effects on sensitive subpopulations) before 
weighting other prioritization factors;  

• A vital phrase has been eliminated from the key prioritization principles – “…in 
quantities that would contribute to or cause adverse public health or 
environmental impacts,”  which demonstrates the potential for exposure to the 
chemical in the product to occur at a magnitude, frequency, and duration that 
raises a concern for potential health and/or environmental effects to arise; 

• The phrase “there is significant ability for public and/or aquatic, avian or 
terrestrial animal or plant organisms to be exposed to the Chemical(s) of 
Concern in the product in quantities that would contribute to or cause adverse 
public health or environmental impacts” should be reinstated in section 
69503.3(a) (2). 

• The key prioritization factors used in the July 2012 version of the regulations 
present a superior basis for prioritization and DTSC should use those;  

• The product-chemical prioritization process should start with the “Candidate 
Chemical”; 

• The criteria for selection of Priority Products are very broad and do not focus on 
the “worst first” approach nor do they provide an effective market signal; 

• An important premise of the regulations was to start with chemicals and then 
proceed to products;  

• DTSC should be required to demonstrate that a Candidate Chemical poses a 
significant hazard to human health and the environment, that a Priority Product 
may reasonably be expected to contain the Candidate Chemical in a significant 
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quantity, and that human and environmental exposure exists and that the Priority 
Product is a significant contributor to the observed exposure data; and 

• The regulations should focus on products that truly warrant additional regulation 
in order to reduce potential hazards to human health and the environment.   

 
Response: 
The provisions in section 69503.2(a) did not substantively change from the July 2012 to 
January 2013 version of the proposed regulations.  While section 69503.2 was renamed 
from “Priority Products Prioritization Factors” to “Product-Chemical Identification and 
Prioritization Factors” and the section was streamlined by removing provisions that are 
duplicated in sections 69503.2 and 69503.3, the functions of the provisions remain the 
same.  The provisions formerly in section 69503.2(b) and 69503.3(e) were moved to 
and combined in section 69503.2(a).   
 
In addition, the text formerly found in section 69503.2 “in quantities that would contribute 
to or cause adverse impacts public health or environmental impacts” was deleted.  The 
deleted text is redundant with the inclusion of the term “Potential” that is used 
throughout the proposed regulations.  “Potential” is defined in section 69501.1(a)(51)(A) 
as “the phenomenon described is reasonably foreseeable based on reliable 
information.”  It is consistent with Health and Safety Code sections 25252(a)(2) and (3), 
which mandate that in establishing an identification and prioritization process that, at a 
minimum, the “potential” for exposure to a chemical in a consumer product and 
“potential” effects on sensitive subpopulations be included.  For a more detailed 
discussion of the appropriateness of the use of the term “potential,” please refer to the 
discussion of Causation Standard in the July 2012 Response to Comments document.  .   
 
Given that the changes made are predominantly reorganizational changes, the 
responses in the July 2012 Response to Comments document for this provision are 
applicable here as well.  Therefore, no additional responses are required.  Nonetheless, 
DTSC offers the following as further explanation of this provision.   
 
As described in the discussion of Article 2 in this Response to Comments document, the 
authorizing legislation requires DTSC to identify and prioritize chemicals or chemical 
ingredients in consumer products.  The prioritization process in Article 2 identifies 
chemicals or chemical ingredients that have adverse health and/or environmental or 
toxicological endpoints.  While earlier versions of the proposed regulations referred to 
the initial chemicals list as Chemical(s) of Concern, for simplicity and to explicitly create 
a multiple stage chemical identification and prioritization process, these chemicals are 
now called Candidate Chemicals.  It is only after Candidate Chemical(s) that is/are the 

Department of Toxic Substances Control Page 163 of 422 
 



  January 2013 Response to Comments 
Safer Consumer Products  Proposed Regulations, R-2011-02 

 
basis for a product-chemical combination being listed as a Priority Product that it is then 
referred to as Chemical(s) of Concern.  
 
The prioritization processes in Articles 2 and 3 place an emphasis on protecting public 
health and the environment and focus on the product-chemical combinations of highest 
concern.  As discussed in the July 2012 Response to Comments document, the 
prioritization process in Article 2 identifies chemicals that have been listed on 
authoritative lists as having adverse impacts on the public health and/or the 
environment.  When those chemicals exhibit a hazard trait, they are designated as 
Candidate Chemicals.  When consumer products are identified as a source of the 
Candidate Chemicals, and they meet the factors in section 69502.2(a), those products 
may be evaluated and prioritized using the factors specified in sections 69503.2(b)(1) 
through (3).  Collectively, these provisions carry out the legislative mandate to establish 
an identification and prioritization process that includes, but is not limited to:  

1) The volume of a chemical in commerce in California;  
2) The potential for exposure to a chemical in a consumer product; and  
3) Potential effects on sensitive subpopulations, including infants and children.   

 
Consumer products will be listed as Priority Products taking into account these criteria 
as well as the other criteria set out in Article 3. 
 
As stated in the Initial Statement of Reasons (ISOR), the provisions specify that DTSC 
may evaluate products to determine their potential adverse impacts and associated 
potential exposures by considering the factors listed in section 69503.2(b)(1) through 
(3), for which information is available.  Based on the evaluation, DTSC will determine 
which products should be proposed and listed as Priority Products, in accordance with 
the process laid out in subsequent sections. 
 
“Potential” is defined in section 69501.1(a)(51)(A) as “the phenomenon described is 
reasonably foreseeable based on reliable information.”  It is consistent with Health and 
Safety Code sections 25252(a)(2) and (3), which mandate that in establishing an 
identification and prioritization process, at a minimum, the “potential” for exposure to a 
chemical in a consumer product and “potential” effects on sensitive subpopulations be 
included. 
 
For a more detailed discussion on the appropriateness of the use of the term “potential,” 
please refer to the discussion of Causation Standard in the July 2012 Response to 
Comments document and discussion of that term under Article 1 of this document.   
 
DTSC is not making any change to the regulations in response to the above comments. 
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§ 69503.2(b) Identification and Prioritization Process  
 
Comments:  35-38, 39-26, 47-4, 47-6, 47-10, 47-12, 51-7, 52-2, 52-3, 65-5, 72-4, 83-
39, 86-6, 88-18, 91-10 
 
Comments Summary: 
The above comments expressed concern with section 69503.2(b), which specifies the 
process DTSC will follow to identify and list Priority Products.  More specifically, DTSC 
will evaluate product-chemical combinations to determine the potential adverse impacts, 
potential exposures, and potential adverse waste and end-of-life effects associated with 
the product-chemical combination by considering the factors in sections 69503.2(b)(1) 
through (b)(3).  In summary, the following concerns were expressed: 

• The “narrative process” for prioritizing product-chemical combinations is not an 
appropriate standard for identifying high priorities that will make meaningful 
improvements to public health and the environment; 

• DTSC should use a standardized product nomenclature system to identify and 
select Priority Products;  

• DTSC should prioritize the Chemicals of Concern within each Priority Product to 
ensure that the chemicals with the highest risk to human health and the 
environment are addressed first; 

• DTSC should develop a rigorous prioritization process or committee review 
procedures to select product-chemical combinations under review; 

• DTSC should have a more transparent process with clear selection criteria which 
will assist both the public and impacted stakeholders in understanding current 
and future expectations;  

• The proposed product prioritization process has become even more problematic 
and unpredictable, both in the description of the process, as well as in the 
definition of important terms that describe the process; 

• Undue emphasis is placed on “potential” rather than “actual” exposures;  
• Potential cost savings to public agencies should be included in Article 3 as a 

factor for prioritizing product-chemical combinations; 
• The product life cycle may be interpreted to include a very broad chain of 

activities that could potentially include raw materials extraction, transportation, 
manufacturing, distribution and sale, use, and product disposal; 

• The term “life cycle” needs to be appropriately defined to address the key life 
cycle product stages that would be relevant for this determination;  

• Products should not be listed as Priority Products if they contain Candidate 
Chemicals that are only present as low-level impurities in raw materials and that 
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are well-controlled, not a safety concern, and are not economically feasible to 
remove;  

• DTSC should limit the prioritization to Candidate Chemicals that have been 
intentionally added and have a function in the product; 

• The criteria for selection of Priority Products are very broad and should focus on 
a “worst first” approach, and provide an effective market signal;  

• The prioritization process relies heavily on the definition of “potential adverse 
waste and end-of-life effects,” which is a very open-ended definition; and 

• Does DTSC intend to consider the entire life cycle when assessing adverse 
waste and end-of-life effects?   
 

Response: 
The provisions formerly section 69503.2(b) key prioritization factors were combined with 
former section 69503.3(e) and moved to section 69503.2(a).  Section 69503.2(b) titled 
“Identification and Prioritization Process” was created to streamline and sequentially list 
the process and criteria that DTSC will use to identify, evaluate, and list product-
chemical combinations it determines to be of high priority.  The provisions previously in 
section 69503.2(a)(1)(A) and (B) were moved to section 69503.3(a) and (b) under 
Adverse Impact and Exposure Factors in the proposed regulations dated January 2013.   
 
The prioritization of product-chemical combinations does not heavily rely on the 
definition of “potential adverse waste and end-of-life effects” for prioritization.  Section 
69503.2(b), Identification and Prioritization Process, specifies that DTSC may identity 
and list products it determines to be of high priority based on the evaluation of a 
product-chemical combination to determine its associated potential adverse impacts, 
potential exposures, and potential adverse waste and end-of-life impacts.  As specified 
in section 69503.2(b)(1)(A), DTSC will take into account the life cycle impacts, as 
defined in section 69501.1(a)(42), of the product when assessing adverse impacts. 
 
DTSC disagrees with the commenter’s assertion that there is undue use of the term 
“potential” in this section.  “Potential” is defined in section 69501.1(a)(51)(A) as “the 
phenomenon described is reasonably foreseeable based on reliable information.”  It is 
consistent with Health and Safety Code sections 25252(a)(2) and (3), which mandate 
that in establishing an identification and prioritization process that, at a minimum, the 
“potential” for exposure to a chemical in a consumer product and “potential” effects on 
sensitive subpopulations be included.  For a more detailed discussion of the 
appropriateness of the use of the term “potential,” please refer to the discussion of 
Causation Standard in the July 2012 Response to Comments document.  DTSC 
disagrees that potential cost savings to public agencies needs to be explicitly identified 
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as a prioritization factor. The prioritization process appropriately focuses on the harm 
caused by chemicals and the potential for exposure to them.  Potential cost savings to 
public agencies is a factor that DTSC may consider when it is selecting regulatory 
responses that it may impose.  (See section 69506(c)(3)) 
 
Despite the above changes the response in the July 2012 Response to Comments 
document are applicable here as well.  Please see the discussions on Priority Products 
Prioritization Factors under section 69503.2 in that document. 
 
DTSC is making no changes to the regulations in response to these comments. 
 
§ 69503.2(b)(1)(A) Adverse Impacts and Exposures 
 
Comments:  46-23, 47-8, 48-32 
 
Comments Summary: 
The above comments expressed concern with section 69503.2(b)(1)(A), which specifies 
that DTSC will begin the product-chemical combination evaluation process by 
evaluating potential adverse impacts posed by Candidate Chemicals in a product due to 
potential exposures by considering one or more factors listed in sections 69503.3(a) 
and 69503.3(b).  In summary, the following concerns were expressed:  

• DTSC should clarify whether its prioritization process will start by reviewing the 
chemical or the product when evaluating exposures as described in section 
69503.2(b); and 

• DTSC should be required to consider all those factors where information is 
available; DTSC should strike the term “one or more” where used in sections 
69503.2(b)(1)(A), 69503.3(a) and 69503.3(b). 

 
Response: 
The provisions in section 69503.2(b)(1)(A) did not substantively change  from the July 
2012 to January 2013 version of the proposed regulations.  Section 69503.2(b) titled 
“Identification and Prioritization Process” was created to streamline and sequentially list 
the process and criteria that DTSC will use to identify, evaluate, and list product-
chemical combinations it determines to be of high priority.  The provisions previously in 
section 69503.2(a)(1)(A) and (B) were moved to section 69503.3(a) and (b) in the 
proposed regulations dated January 2013.  In addition, to streamline and further clarify 
the process under section 69503.2(b), the overarching prioritization factors were 
sequentially listed while the specific adverse impact and exposure factors were 
strategically moved to section 69503.3.  Section 69503.2(b) includes “Adverse Impacts 
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and Exposures” in section 69503.2(b)(1)(A), “Adverse Waste and End-of-Life Effects” in 
section 69503.2(b)(1)(B) and “Availability of Information” in section 69503.2(b)(1)(C).   
 
DTSC respectfully disagrees that the proposed regulations should further clarify 
whether the prioritization process will commence with the chemical or the product.  The 
initial identification and prioritization process begins with the identification of Candidate 
Chemicals in Article 2.  When consumer products are identified as a source of the 
Candidate Chemicals, those products may be evaluated and prioritized using the factors 
specified in sections 69503.2(b)(1) through (3).  As section 69505.2(b)(1)(A) provides, 
“the Department [DTSC] shall begin the product-chemical combination evaluation 
process by evaluating the potential adverse impacts posed by the Candidate 
Chemical(s) in the product due to potential exposures during the life cycle of the 
product.”  (Emphasis added.)  Thus, the regulation clearly specifies how DTSC is to 
begin the evaluation and what it consists of—an evaluation of the Candidate Chemical 
in the product.  So, the evaluation is not of the chemical in a vacuum or the product in a 
vacuum; it is an evaluation of the interplay of the chemical in the product.   
 
DTSC respectfully disagrees that the term “one or more” used in sections 
69503.2(b)(1)(A), 69503.3(a) and 69503.3(b) should be deleted.  DTSC will use the 
information that is available at the time product-chemical combinations are being 
evaluated and will not revise the proposed regulations to require DTSC to ensure that 
all information be available before moving forward.  Sections 69503.3(a)(1) and 
69503.3(b) state that DTSC will evaluate product-chemical combinations for the 
potential for Candidate Chemicals to contribute to or cause adverse impacts.  In its 
evaluation, DTSC will evaluate potential adverse impacts and potential exposures to 
product-chemical combinations by considering the factors in section 69503.3(a)(1)(A) 
through (G) and sections 69303.3(b)(1) through (4) when “information is reasonably 
available.”  
 
DTSC is making no changes to regulations in response to these comments. 
 
§ 69503.2(b)(1)(B) Adverse Waste and End-of-Life Effects 
 
Comments:  14-2, 14-4, 46-8 
 
Comments Summary: 
The above comments express concern with section 69503.2(b)(1)(B), which specifies 
that DTSC may consider product uses, discharges, or disposals that have the potential 
to contribute to or cause adverse waste and end-of-life effects associated with the 
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Candidate Chemical in the product.  In summary, the following concerns were 
expressed:  

• Products that do not contribute to or cause widespread adverse public health 
and/or environmental impacts should warrant special consideration and lower 
prioritization than products that are directly aimed at individuals; 

• The regulations should only apply in instances where end-of-life issues are not 
being dealt with by market-based programs; and 

• The use of adverse waste and end-of-life effects are not appropriate criteria for 
evaluating product-chemical combinations for listing of Priority Products.  Health 
and Safety Code section 25253(a)(2)(j) states that waste and end-of-life disposal 
are criteria required to be evaluated as part of the evaluations of alternatives—
and not for prioritization. 

 
Response:  
Section 69503.2(b), titled “Identification and Prioritization Process,” was created to 
streamline and sequentially list the process and criteria that DTSC will use to identify, 
evaluate, and list product-chemical combinations it determines to be of high priority.  
The provisions previously in section 69503.2(a)(1)(A) and (B) were moved to sections 
69503.3(a) and 69503.3(b) in the proposed regulations dated January 2013.  In 
addition, to streamline and further clarify the process under section 69503.2(b), the 
overarching prioritization factors were sequentially listed, while the specific adverse 
impact and exposure factors were strategically moved to section 69503.3. 
 
Section 69503.2(a)(1)(B)5 of the July 2012 version of the proposed regulations 
addressed end-of-life impacts as one of the criteria used in evaluating product-chemical 
combinations.  In response to comments on the July 2012 version of the proposed 
regulations, section 69503.2(b)(1)(B), titled “Adverse Waste and End-of-Life Effects,” 
was added (January 2013).  This provision explicitly states that concerns related to end-
of-life impacts would be addressed through the prioritization process.   
 
As discussed earlier in this document, in section 69503.2(a), Key Prioritization 
Principles, the prioritization processes in Articles 2 and 3 are consistent with Health and 
Safety Code section 25252(a), which requires that in prioritizing chemicals and the 
products that contain them, DTSC must take into account, but is not limited to:  

1) The volume of a chemical in commerce in California;  
2) The potential for exposure to a chemical in a consumer product; and  
3) Potential effects on sensitive subpopulations, including infants and children.   
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Inclusion of adverse waste and end-of-life effects—one of the thirteen (13) [A through 
M] criteria specified in statute—as a prioritization factor is necessary to effectuate the 
goals of the authorizing legislation.  One of those goals is “significantly reducing 
adverse health and environmental impacts of chemicals used in commerce, as well as 
the overall costs of these impacts to the state’s society, by encouraging the redesign of 
consumer products, manufacturing processes, and approaches.”  (Health & Safety 
Code section 25255(a))  DTSC’s authority to include adverse waste and end-of-life 
effects as a prioritization factors is implicit.   
 
That is, the Legislature specifically drafted a non-exhaustive list of factors that DTSC 
must use in identifying and prioritizing chemicals and products.  The fact that DTSC 
drafted a prioritization criterion that is also a criterion to be evaluated during the AA 
does not mean that the prioritization criterion is inconsistent with the statute.  On the 
contrary, it shows a continuity of evaluation of relevant factors and a harmonization both 
between the authorizing legislation and the regulations and within the regulations.  
DTSC finds it necessary for an effective chemical and product identification and process 
to be able to consider adverse waste and end-of-life effects as part of its evaluation, as 
well as having the responsible entity consider these factors during the AA.   
 
DTSC is not making any changes to the regulations in response to these comments.   
 
§ 69503.2(b)(1)(C) Availability of Information 
 
Comments:  37-4, 47-24 70-2, 87-12, 87-13, 92-31 
 
Comments Summary: 
The above comments express concern with section 69503.2(b)(1)(C), which specifies 
that DTSC must consider the extent and quality of information that is available to 
substantiate the existence or absence of potential adverse impacts, potential 
exposures, and potential adverse waste and end-of-life effects.  In summary, the 
following concerns were expressed:  

• There is no discussion on the use of weight of evidence process in situations 
where there are multiple studies for a single endpoint;  

•  DTSC should require companies to provide needed information on product-
chemical combinations such as market presence, customers, product-chemical 
combination, etc.—with penalties for non-compliance; 

• There is an undue reliance on the volume of data available as the primary 
criterion for setting priorities; 

• DTSC should focus on the results of the studies and the effectiveness of related 
protective measures to determine the prioritization; 
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• It is critical to establish a weight of evidence approach to evaluate chemical 

toxicity and other scientific questions pertaining to human health and the 
environment; and 

• DTSC will base its decision to identify and list a priority product on information 
that is “reasonably” available. 

 
Response: 
The provisions in section 69503.2(b) did not change significantly from the July 2012 
version to the January 2013 version of the proposed regulations.  [DTSC did introduce 
the concept of “quality” of information in section 69503.2(b)(1)(C).  But none of the 
comments was directed to this change.]  Section 69503.2(b) titled “Identification and 
Prioritization Process,” was created to streamline and sequentially list the process and 
criteria that DTSC will use to identify, evaluate, and list product-chemical combinations it 
determines to be of high priority.  The provisions formerly in section 69503.2(a)(2) 
related to availability of information were moved to section 69503.2(b)(1)(C).  
 
The text “all other factors being equal, a product for which there is a greater amount of 
information to substantiate adverse impacts and exposures… shall be given a higher 
priority…” formerly under section 69503.2(a)(2) under availability of information was 
deleted as a result of its redundancy with these and other provisions and the defined 
term “potential.”   
 
None of the comments above are directed at any of the changes made from the July 
2012 version of the regulations to the January 2013 version.  Therefore, the July 2012 
Responses to Comments are applicable here as well.  Nonetheless, DTSC offers the 
following as further explanation of this provision and notes that these comments have 
also been addressed in Article 3 of the July 2012 Response to Comments document.  
Please see the discussions on Priority Products Prioritization Factors under section 
69503.2 in that document.   
 
Health and Safety Code sections 25251 through 25257 do not provide DTSC with 
authority to require responsible entities to submit information regarding Candidate 
Chemicals.  Thus, DTSC has included provisions that allow DTSC to request 
information relevant to chemical and product identification and prioritization, but 
responsible entities are not compelled to provide DTSC with the requested information.  
After products are included on the Priority Products list, however, responsible entities 
for Priority Products will be subject to the requirement to conduct a comprehensive AA 
under Article 5, unless an alternate means of compliance is chosen.  See sections 
69505.2 and 69505.3 of this Response to Comments document for more details.   
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DTSC will give full consideration to any available and reliable quantitative evidence of 
observed hazard traits and exposure in the prioritization process.  Unfortunately, the 
amount of information about chemicals that end up in consumer products, ranging from 
product concentrations, toxicity, exposure, and fate and transport, that is available in the 
open market or literature ranges from nothing to very substantial.  A full complement of 
quantitative exposure information has rarely accompanied any chemical or product into 
the marketplace. 
 
In anticipation of the variability of available information on chemicals and products, 
these regulations do not specify a rigid and explicit process that demands the absolute 
existence and consideration of quantitative exposure information prior to DTSC making 
a regulatory decision.  In fact, pursuant to Health and Safety Code section 25252, the 
prioritization process established by DTSC must include, but not be limited to, 
consideration of the volume of the chemical in commerce in the state and the potential 
for exposure in consumer products.  While DTSC shares a preference for direct 
evidence of exposure, DTSC cannot be constrained in making public health and 
environmental protection decisions because of the lack of precise quantitative exposure 
information.  DTSC will give full consideration to any available and reliable scientific 
evidence of potential harm, actual harm, potential exposure, and actual exposure in the 
prioritization process.   
 
DTSC recognizes that the extent and quality of available scientific information has to be 
considered in deciding whether or not a Candidate Chemical exhibits a hazard trait 
and/or environmental or toxicological endpoints in a product-chemical combination and 
should be listed as a Priority Product.  In addition, DTSC recognizes that the body of 
information regarding market presence, product type and concentration, toxicity, 
exposure, and fate and transport may come from various sources such as scientific 
peer reviewed literature, other governments or authoritative sources, and from private 
research holdings, and that the scope of what is available may range from non-existent 
to very substantial.   
 
The intent of the proposed regulations is one of “prevention of harm” and not “recovery 
from harm.”  A rigid process like that described by the comments urging that the 
regulations require “quantitative evidence of exposure” would limit regulatory action by 
DTSC until all suggested information areas are filled.  This is inconsistent with the intent 
of the authorizing legislation and these regulations to prevent harm. 
 
If DTSC were to adopt such an approach, actions under the regulations would be 
delayed as manufacturers engaged in comprehensive campaigns to generate 
information under DTSC oversight about their chemicals and products.  Information 
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needed would not be limited to the filling of all data gaps concerning hazards for all 
chemicals currently of interest to DTSC, if not more, but would also logically require 
manufacturers to develop equally comprehensive data packages to support a complete 
safety case for all new chemicals, products or alternatives subject to the regulations 
following the same rubric.  Again, across the universe of chemicals and products in the 
marketplace, those responsible for their presence in the marketplace have not equally 
filled the marketplace with similar safety information. 
 
The proposed regulations require a rulemaking process at the time DTSC lists Priority 
Products.  Further, all decisions will be based upon information available to DTSC and 
all stakeholders will be welcome to provide scientific data to broaden and inform (rebut, 
clarify, or support) DTSC’s approach and decisions. 
 
In response to the above and related comments, section 69503.2(b)(1)(C) of the 
proposed regulations dated April 2013, was amended to specify that in evaluating the 
quality of the available information DTSC will consider, as applicable, the following: 

1) The level of rigor attendant to the generation of the information, including, when 
relevant, the use of quality controls;  

2) The degree to which the information has been independently reviewed by 
qualified disinterested parties; 

3) The degree to which the information has been independently confirmed, 
corroborated, or replicated; 

4) The credentials and education and experience qualifications of the person(s) who 
prepared and/or reviewed the information; and 

5) The degree to which the information is relevant for the purpose for which it is 
being considered by DTSC. 
 

Specifying these factors for evaluating information quality in the regulations gives clear 
direction as to the criteria DTSC will use to evaluate the relative quality of the various 
pieces of information obtained or submitted related to the identification of chemicals and 
the identification and prioritization of product-chemical combinations.  This also provides 
responsible entities and other interested parties who submit information to DTSC with 
advance guidance as to how their information may be viewed by DTSC in terms of its 
quality. 
 
DTSC is making no additional changes to the regulations in response to these 
comments.   
 
§ 69503.2(b)(2) Other Regulatory Programs 
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Comments:  4-7, 29-25, 31-1, 32-10, 35-13, 35-42, 35-44, 39-27, 39-28, 46-5, 46-26, 
47-23,  53-9 
 
Comments Summary: 
The above comments expressed concern with section 69503.2(b)(2), which specifies 
that DTSC will consider the scope of other state and federal laws and applicable treaties 
or international agreements under which the product or the Candidate Chemicals in the 
product is/are regulated and the extent to which these other regulatory requirements 
address, and provide adequate protections with respect to the same potential adverse 
impacts, exposure pathways, and adverse waste and end-of-life effects.  This section 
further provides that if a product is regulated by another entity with respect to the same 
potential adverse impacts, exposure pathways, and adverse waste and end-of-life 
effects, DTSC may list that product as a Priority Product only if DTSC determines that 
the listing would meaningfully enhance protection of public health and/or the 
environment with respect to the potential adverse impacts, exposure pathways, and/or 
adverse waste and end-of-life effects that are the basis for listing the product as a 
Priority Product.  In summary, the following concerns were expressed:  

• Section 69503.2(b)(2) violates the statutory requirement for an exemption where 
there would be a conflict with or duplication of existing laws and regulations;  

• DTSC grants itself the authority to assess the adequacy of other state and 
federal programs as well as international agreements to provide adequate 
protections with respect to specified adverse effects; 

• There appears to be a contradiction between sections 69501(b)(3)(A) and 
69503.2(b)(2).  It appears that water and other environmental pollutants could be 
exempted from the regulations based on existing regulation of the pollutant in 
emissions or discharges rather than regulation of the product that contains such 
a chemical;  

• There is a lack of clarity regarding how DTSC will consider other regulatory 
programs and determine if they provide adequate protection related to chemicals 
used in products; 

• This section continues to be in conflict with Health and Safety Code section 
25257.1, which forbids DTSC from adopting by regulation requirements that 
would result in “superseding” regulatory authority of other agencies (state or 
federal); and  

• The European Union regulations should be included to harmonize the scope or 
the chemicals in the list. 
 

Response: 
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The provisions in section 69503.2(b)(2) changed somewhat from the July 2012 version 
to the January 2013 version of the proposed regulations in order to further clarify how 
the provision will factor into the prioritization process.  That is, the change made explicit 
that DTSC may prioritize a product that is regulated by another entity with respect to the 
same potential adverse impacts, exposure pathways, and adverse waste and end-of-life 
effects as a Priority Product only if doing so would “meaningfully enhance protection of 
public health and/or the environment…” 
 
Section 69503.2(b), titled “Identification and Prioritization Process,” was moved and 
streamlined to sequentially list the process and criteria that DTSC will use to identify, 
evaluate, and list product-chemical combinations it determines to be of high priority.  
The provisions formerly in sections 69503.2(a)(3) and 69503.3(b), related to “Other 
Regulatory Programs,” were combined and moved to section 69503.2(b)(2) (January 
2013).  
 
The responses related sections 69503.2(a)(3) and 69503.3(b) the in the July 2012 
Response to Comments document are applicable here as well.  Please see the 
discussions on Other Regulatory Programs under section 69503.2 in that document.   
 
Health and Safety Code section 25257.1 requires, in effect, that DTSC take into account 
the degree to which consumer products that are under consideration for listing as a 
Priority Product are adequately regulated to address potential adverse impacts, 
potential exposure pathways, and adverse life cycle impacts.  That mandate is 
implemented in Article 1, which establishes the basis for a complete exemption from the 
regulations consistent with section 25257.1, and again here in Article 3.  
 
In Article 3, DTSC considers the extent of regulation by one or more other regulatory 
programs not as an all-or-nothing evaluation of whether the product is exempt.  Rather, 
DTSC considers the extent of existing regulation along a continuum as part of the 
prioritization process.  Again, a product that is only regulated during a portion of its life 
cycle or only as to a given aspect of use may still be eligible for listing as a Priority 
Product.  The provisions contain necessary latitude that allows DTSC to list a product 
as a Priority Product that is regulated by another entity only if DTSC “determines that 
the listing would meaningfully enhance protection of public health and/or the 
environment with respect to the potential adverse impacts and/or exposure pathways 
that are the basis for the listing.”  It is not necessary to cite other international, federal, 
or local requirements to harmonize the proposed regulations with those regimes. 
 
The proposed regulations specify the factors that DTSC will take into account, if the 
information is reasonably available, in prioritizing a product and do not specify that 

Department of Toxic Substances Control Page 175 of 422 
 



  January 2013 Response to Comments 
Safer Consumer Products  Proposed Regulations, R-2011-02 

 
DTSC will be “requesting” information about workers in California or outside the State.  
For a more detailed discussion on how the proposed regulations may regulate products 
that are already regulated without running afoul of Health and Safety Code section 
25257.1, please refer to the discussion of Preemption and Duplication/Conflicts under 
the Procedural, Legal and Overarching Issues portion of this Response to Comments 
document and the July 2012 Response to Comments document. 
 
Further, in response to the above and related comments, the provisions in section 
69503.2(b)(2) were amended to include “and/or adverse waste and end/of life effects” 
that are the basis for the listing.  
 
DTSC is making no further changes to the regulations in response to these comments.   
 
§ 69503.2(b)(3) Safer Alternatives 
 
Comments:  3-9, 3-10, 29-3, 32-7, 35-38, 35-39, 35-45, 39-29, 46-27, 86-7 
 
Comments Summary: 
The above comments expressed concern with section 69503.2(b)(3), which specifies 
that DTSC may consider whether there is a readily available safer alternative that is 
functionally acceptable, technically feasible, and economically feasible when deciding to 
list a product-chemical combination being listed as a Priority Product.  In summary, the 
following concerns were expressed:  

• The language in the regulations predisposes DTSC to list a product-chemical 
combination as Priority Product if there is a “readily available safer alternative”; 

• DTSC may prioritize based on convenience rather than based on risk, presence 
of actual hazard, and routes of significant exposure for the hazard; 

• The word “may” should be changed to “shall” in this section; 
• It is unclear how DTSC will use information on safer alternatives and which 

sources would be considered reliable; 
• Expand “substitution availability” to include “use of a safer technological or 

administrative approach that delivers a comparable functional purpose”; and 
• DSTC must include the evaluation of safer alternatives, instead of “in its 

discretion,” within the Priority Product identification and prioritization process. 
 

Response: 
The provisions in section 69503.2(b)(3) did not substantively change from the July 2012 
version to the January 2013 version of the proposed regulations.  The text in section 
69503.2(b)(3), titled “Safer Alternatives” was formerly in section 69503.3(d).  While the 

Department of Toxic Substances Control Page 176 of 422 
 



  January 2013 Response to Comments 
Safer Consumer Products  Proposed Regulations, R-2011-02 

 
section was moved and minor editorial and conforming changes were made, the 
function of the provision remains the same.  None of the comments above are directed 
at any of the changes made from the July 2012 version of the regulations to the January 
2013 version.  Therefore, the responses in the July 2012 Response to Comments 
document for Article 3 are applicable here as well.  Please see the discussion on Safer 
Alternatives under section 69503.3(d) of that document.  
 
DTSC is making no changes to the regulations in response to these comments. 
 

§ 69503.3 Adverse Impacts and Exposure Factors 
 
§ 69503.3(a)(1) Adverse Impacts 
 
Comments:  8-13, 46-23, 47-8, 83-9 
 
Comments Summary:   
The above comments expressed concern with section 69503.3(a)(1), which specifies 
that in evaluating product-chemical combinations for possible listing as Priority 
Products, DTSC will evaluate and prioritize them based on potential adverse impacts 
associated with Candidate Chemical(s), by considering one or more of the listed factors 
for which information is reasonably available.  In summary, the following concerns were 
expressed:  

• DTSC should be required to consider in totality all factors listed in section 
69503.3(a) or section 69503.3(b) for which information is readily available.  The 
commenter recommends striking “one or more” where it is used in these 
sections. 

 
Response:   
The provisions in section 69503.3(a)(1) did not  change  significantly from the July 2012 
version to the January 2013 version of the proposed regulations.  The provisions 
formerly in sections 69503.2(a)(1)(A) were moved to section 69503.3(a)(1) and minor 
editorial and conforming changes made, but the provisions function remain the same. 
(In addition, the phrase “associated with structurally or mechanistically similar chemicals 
for which there is a known toxicity profile” was added as a factor that may be considered 
under section 69503.3(a)(3).)  But none of the above comments is directed at any of the 
changes made from the July 2012 version of the regulations to the January 2013 
version.  Therefore, the responses in the July 2012 Response to Comments document 
are applicable here as well.  Nonetheless, DTSC offers the following as further 
explanation of this provision and notes that these comments have been addressed in 
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Article 3 of the July 2012 Response to Comments document.  Please see the 
discussion of Adverse Impacts Associated with the Chemical(s) of Concern under 
section 69503.2(a)(1)(A) in that document.  
 
Sections 69503.3(a)(1) and 69503.3(b) of the proposed regulations state that DTSC, in 
evaluating product-chemical combinations for possible listing as Priority Products, will 
evaluate the potential for Candidate Chemicals to contribute to or cause adverse 
impacts and evaluate potential exposures to public health and the environment (January  
2013).  DTSC will take into account the factors in section 69503.3(a)(1)(A) through (G) 
and section 69303.3(b)(1) through (4) when “information is reasonably available.”  In 
addition, DTSC will use the information that is available at the time product-chemical 
combinations are being evaluated, and will not revise the proposed regulations to 
require DTSC to ensure that all information be available before moving forward.   
 
DTSC is making no changes to the regulations in response to these comments. 
 
§ 69503.3(a)(1)(B) & (C) Aggregate and Cumulative Effects 
 
Comments:  6-22, 29-22, 29-24, 39-30, 92-26, 92-27 
 
Comments Summary: 
The above comments expressed concern with sections 69503.3(a)(1)(B) and  
69503.3(a)(1)(C), which specify that in prioritizing products for adverse impacts and 
exposures, DTSC will take into account the Candidate Chemical(s)’ aggregate and 
cumulative effects with other chemicals with the same or similar hazard trait(s) and/or 
environmental or toxicological endpoint(s) if information about these two factors is 
reasonably available.  In summary, the following concerns were expressed:  

• It is important to consider cumulative effects not only with other chemicals but 
with “other environmental factors,” including nutrition, the built environment, and 
socioeconomic status; 

• The proposed regulations should read, “Candidate Chemical(s)’ cumulative 
effects with other chemicals with similar hazard trait(s) and/or environmental or 
toxicological endpoints, as well as with other environmental factors”; 

• Chemical exposures may not be cumulative in practice, and this factor may 
significantly overstate a Candidate Chemical’s potential exposure; 

• DTSC has not recognized that a chemical can have synergistic effects with 
hazards other than chemicals, or that cumulative effects may result when one 
chemical interacts with other chemicals that, on their own, do not have the same 
or similar traits or end points; 
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• Add the phrase “or cumulative effects from combined exposure to the chemical 

and other hazards” and clarify the meaning of “cumulative” to include synergistic 
effects; and 

• The regulations fail to mention the framework DTSC will use to evaluate 
aggregate and cumulative effects, and DTSC should clarify the process. 

 
Response:   
The provisions in section 69503.3(a)(1)(B) and (C) did not substantively change from 
the July 2012 version to the January 2013 version of the proposed regulations.  The text 
previously in section 69503.2(a)(1)(A)1.b and 69503.2(a)(1)(A)1.c of the proposed 
regulations dated July 2012 was moved to section 69503.3(a)(1)(B) and (C).  None of 
the comments above are directed at any of the changes made from the July 2012 
version of the regulations to the January 2013 version.  Therefore, the responses in the 
July 2012 Response to Comments are applicable here as well.  DTSC notes that these 
comments have been addressed in Article 3 of the July 2012 Response to Comments 
document.  Please see the discussion of Aggregate and Cumulative Effects under 
section 69503.2(a)(1)(A)1.b and c.  of the Response to Comments document for the 
July 2012 version of the proposed regulations.  
 
DTSC is making no changes to the regulations in response to these comments. 
 
§ 69503.3(a)(2)(A) Adverse Impacts: Sensitive Subpopulations  
 
Comment:  64-10 
 
Comment Summary: 
The above comment expressed concern with section 69503.3(a)(2)(A), which specifies 
that DTSC shall give special consideration to the ability of a Candidate Chemical in a 
product to contribute to or cause adverse impacts to sensitive subpopulations.  In 
summary, the following concern was expressed: 

• The term “sensitive subpopulation” is troublesome and should be deleted.  How 
does one know what a sensitive subpopulation is, or is impacted by?   

 
Response: 
This comment relates to a previous version of the proposed regulations and does not 
address a change made to the January 2013 version.  Nonetheless, DTSC notes that 
these comments have been addressed in Article 3 of the July 2012 Response to 
Comments document.  Please see the discussion of Adverse Impacts: Sensitive 
Subpopulations under section 69502(a)(1)(A)2.a, in that document.  
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DTSC is making no changes to the regulations in response to this comment. 
 
§ 69503.3(b) Exposures   
 
Comments:  6-15, 46-23, 47-5, 47-8, 47-9, 83-6, 83-9 
 
Comments Summary:    
The above comments expressed concern with section 69503.3(b), which specifies that 
in evaluating product-chemical combinations for listing as Priority Products, DTSC must 
evaluate potential exposures to public health and the environment by considering one or 
more of the listed factors for which information is readily available.  In summary, the 
following concerns were expressed:  

• There is no requirement to establish a connection between a specific product and 
the observed potential for exposure;  

• DTSC should be required to consider all factors listed in section 69503.3(a) and 
section 69503.3(b) for which information is readily available and not have the 
discretion to consider one or more; 

• The exposure factors are very broad-based and the focus in the criteria seems to 
be on “presence,” “contact,” and “occurrence,” which are not the same as 
exposure; and  

• Presence does not equal significance; thus, quantitative information 
demonstrating exposures at levels of concern must be a primary driving factor in 
priority setting decisions. 

 
Response: 
The provisions formerly in section 69503.3(b) related to “Other regulatory Programs.”  
As a result of streamlining efforts, those provisions were moved to section 
69503.2(b)(2).  The provisions formerly in section 69503.2(a)(1)(B), related to 
exposures, were moved to section 69503.3(b).  In addition, paragraphs(B) and (C) were 
added to sections 69503.3(b)(4), which require that DTSC take into account, in its 
prioritization process, whether a product is manufactured, stored or transported through 
California solely for use outside of California.  In addition, DTSC must take into account 
whether the product is placed in the stream of commerce in California solely for to the 
manufacture of products that are exempted from the definition of “consumer product.”  
Previously, these factors served as the basis for a complete exemption from the 
regulations.  They now act as factors to be taken into account during product 
prioritization for possible listing of Priority Products.  Please refer to the discussion 
below under 69503.3(b)(4)(B) Products for Use Solely Outside of California.  Despite 
the above changes, the function of remaining provisions remains the same.  
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The above comments are not directed at any of the changes made from the July 2012 
version of the proposed regulations to the January 2013 version.  Therefore, the 
responses in the July 2012 Response to Comments document under are applicable 
here as well.  Nonetheless, DTSC offers the following as further explanation of this 
provision and notes that these comments have been addressed in Article 3 of the July 
2012 Response to Comments document under section 69503.2(a)(1)(B) Exposures. 
 
Section 69503.3(b) requires that in evaluating a product-chemical combination for 
possible listing as a Priority Product, DTSC must evaluate the potential for public and/or 
aquatic, avian, or terrestrial animal or plant organism exposure(s) to the Candidate 
Chemical(s) in the product taking into account one or more of the factors enumerated in 
sections 69503.3(b)(1) through (4).  While DTSC will take into account all of the factors 
for which information is available, it is not prudent to require that all of the specified 
information be obtained before making a decision.  It is important to note that there will 
be varying amounts of information from product to product, and the regulations need to 
stay flexible in order to allow DTSC and responsible entities to make timely decisions.  
Please refer to the discussion in section 69503.3(b)(2) Exposures: Occurrence of 
Exposures to Candidate Chemicals of this document for more details on the factors and 
role of occurrence of exposure.  
 
DTSC is making no changes to the regulations in response to these comments. 
 
§ 69503.3(b)(1) Exposures: Market Presence   
 
Comment:  39-31 
 
Comment Summary: 
The above comment expressed concern with section 69503.3(b)(1), which specifies that 
in prioritizing products for exposure to the Candidate Chemical(s), DTSC may take into 
account the market presence of the product, assuming information is reasonably 
available regarding this factor.  This includes considering:  the state sales volume, sales 
by units, and or the intended uses, types and age groups of targeted customer base(s).  
In summary, the following concern was expressed:  

• This factor assumes that market presence is automatically linked to chemical 
exposure and this presumption is false in a number of cases. 

 
Response: 
Section 69503.3(b)(1) did not substantively change from the proposed regulations dated 
July 2012 to January 2013.  While the provisions of section 69503.2(a)(1)(B)1. were 
moved to section 69503.3(b)(1) as part of DTSC’s streamlining efforts, the function of 
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the provisions remains the same.  The above comment is not related to a change made 
to the January 2013 version of the proposed regulations.  Nonetheless, DTSC provides 
a brief explanation of the rationale for this section. 
 
As stated in the ISOR, this section appropriately identifies criteria that are relevant to 
science-based evaluations of exposure.  Some examples include the frequency, extent, 
level, and duration of potential exposure, and containment of the Candidate Chemical(s) 
within the product.  It is necessary to include factors such as market presence, as it is a 
valuable substitute for exposure data (i.e., surrogate, to extrapolate or measure 
predicted potential exposure, for which there is little data).  These criteria are necessary 
to effectuate the statutory mandate in Health and Safety Code section 25252(a)(1) that 
the regulations specifically include criteria related to volume of sales in California.  
Naturally, if a chemical is not in commerce or present in products one could extrapolate 
that exposure to the chemical is unlikely.  It is not necessary to quantify a risk to lower 
or minimize the hazard posed by a chemical.  
 
DTSC is making no changes to the regulations in response to these comments. 
 
§ 69503.3(b)(2) Exposures: Occurrence of Exposures to Candidate Chemicals 
 
Comment:  83-13 
 
Comment Summary: 
The above comment expressed concern with section 69503.3(b)(2), which specifies that 
in prioritizing products for exposure to Candidate Chemicals, DTSC must evaluate the 
occurrence, or potential occurrence, of exposures to Candidate Chemical(s) in products 
by considering one or more of the factors for which information is reasonably available.   
In summary, the following concern was expressed:  

• The terms “the occurrence, or potential occurrence” of exposure are confusing, 
inconsistent with common practice for exposure assessments and should be 
changed to “the exposure to, or potential exposure to.” 

 
Response: 
While the provisions of section 69503.2(a)(1)(B)2. were moved to section 69503.3(b)(2) 
as a result of streamlining efforts, and minor editorial changes and conforming changes 
made, the function of the provisions remains the same.  In response to the above 
comment and other streamlining efforts, the terms “reliable information regarding 
exposures” and “demonstrating the occurrence of exposure” were deleted from this 
provision, reliable information is effectively taken into account in section 
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69503.2(b)(1)(C), a companion provision that establishes the criteria DTSC will take into 
account.   
 
As stated in the ISOR, section 69501.1(a)(53) defines “reliable information 
demonstrating the occurrence of exposures to a chemical.”  The definition clarifies the 
type of information that qualifies as evidence of an occurrence of exposure and results 
in a definition that conforms to existing general scientific approaches and concepts.  In 
response to the above and related comments, the definition of “reliable information” has 
been amended and is in section 69501.1(a)(57) of the revised proposed regulations.  
(January 2013) 
 
In addition, a companion definition in section 69501.1(a)(58) of the revised proposed 
regulations specifies a definition for “reliable information demonstrating the occurrence, 
or potential occurrence, of exposures to a chemical.”  “Reliable information 
demonstrating” is a subset of “reliable information” and defines the types of reliable 
information that could demonstrate the occurrence of exposures.  The proposed 
definition of “reliable information demonstrating” provides DTSC and responsible entities 
approaches to assess exposures to the chemical of interest.  It is important to note that 
these approaches demonstrating exposure must satisfy the definition of “reliable 
information.”  (January 2013) 
 
In response to the above and related comments, section 69503.2(b)(1)(C) of the 
proposed regulations dated April 2013 was amended to specify that in evaluating the 
quality of the available information, DTSC will consider, as applicable, the factors 
included in section 69503.2(b)(1)(C)1. through 5. (April 2013).  
 
§ 69503.3(b)(3) Exposures: Household and Workplace Presence 
 
Comments:  39-31, 47-44, 79-3, 92-9 
 
Comments Summary: 
The above comments expressed concern with section 69503.3(b)(3), which specifies 
that in prioritizing products for exposure to Candidate Chemicals, DTSC may take into 
account the household and workplace presence of the products.  In summary, the 
following concerns were expressed:  

• This factor assumes that market presence is automatically linked to chemical 
exposure and this assumption is false in a number of cases; 

• The inclusion of “workplace” presence as a prioritization factor is inconsistent 
with the statute’s focus on “consumer products”; and 
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• An evaluation of route of exposure information as well as “frequency, extent, 

level and duration” should be included. 
 
Response: 
In response to objections on a related provision, section 69501(b)(3), of the proposed 
regulations dated July 2012—which excluded products made in California but not sold 
in the state—the proposed regulations were amended (January 2013).  Comments on 
the July 2012 version of the regulations expressed concern regarding exposure to 
workers where products are manufactured and exposure to communities through which 
the products are transported in California.  Workers who use and produce products are 
typically exposed to larger quantities of chemicals and/or products, on a daily basis, for 
years than is the general population.  
 
The comments contended that the provision seems to also subvert the authorizing 
legislation's goal of incorporating life cycle thinking, which is defined in the regulations to 
include manufacture, transport, and distribution.  While the July 2012 version of the 
proposed regulations included the “manufacturing, use, storage, transportation, waste, 
and end-of-life management practices and the locations of these practices” as one of 
the product prioritization factors, formerly in section 69503.2(a)(1)(B)4.a, it failed to 
explicitly include workplace presence.  The amended provisions include “workplace” 
and were moved to section 69503.3(b)(3) (January  2013). 
 
Information concerning the household and workplace presence of the product and other 
products containing the same Candidate Chemical(s), including the number of products, 
how common their household and workplace presence is, the frequency of use, and the 
concentration of the chemical in those products may also be considered by DTSC as 
part of prioritization.  The evaluation of the frequency, extent, level and duration of use 
of a product-chemical combination can identify the routes of exposure to a Candidate 
Chemical.  This information can be used to assess aggregate exposure—the total 
exposure to the same Candidate Chemical from various sources of products that 
contain the Candidate Chemical that may contribute to or cause adverse effects to 
receptors using household and workplace products or are involved in the manufacturing 
process in the workplace. 
 
Information concerning the household and workplace presence of the product is 
important with respect to public health exposures to the product and the Candidate 
Chemical(s) in the product.  DTSC acknowledges that in many cases this information 
will be difficult, if not impossible, to obtain.  It is for this reason that the proposed 
regulations only require DTSC to consider this factor to the extent that information is 
available.  This type of information will be sought by searching the public domain and 
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requesting manufacturers to provide this information voluntarily through data call-ins 
conducted under section 69501.4.  DTSC may also consider using survey techniques to 
obtain this information. 
 
The consideration of workplace exposures does not conflict with the scope of the 
authorizing legislation.  While the term “consumer product,” if left undefined, may not be 
universally understood to include products made or used in the workplace, this is not 
the factual backdrop for these regulations.  That is, the Legislature drafted a definition of 
“consumer product” in the authorizing legislation that is extremely broad.  More 
specifically, that definition in Health and Safety Code section 25251(e) provides  in 
pertinent part that a “‘consumer product’ means a product or part of the product that is 
used, brought, (sic) or leased for use by a person for any purposes.”  Thus, products 
used within the workplace fit squarely within the legislatively crafted definition of 
“consumer product.”   
 
In addition, DTSC makes no assumption whatsoever that market presence is 
automatically linked to chemical exposure.  However, without data about market 
presence, DTSC cannot fully explore and evaluate potential exposure that results from 
a given product.   
 
DTSC is making no changes to the regulations in response to this comment. 
 
§ 69503.3(b)(4)(B) Products for Use Solely Outside of California 
 
Comment:  32-8 
 
Comment Summary: 
The above comment expressed concern with section 69503.3(b)(4)(B), which specifies 
that in prioritizing product-chemical combinations for exposure to the Candidate 
Chemical(s), DTSC may consider whether a product is manufactured, stored in, or 
transported through, California solely for use outside of California.  In summary, the 
following concern was expressed:   

• The new language no longer excludes products manufactured, stored, or 
transported through California even when destined for use outside of California.  

 
Response: 

In response to objections regarding section 69501(b)(3) of the proposed regulations 
dated July 2012, which excluded from this program products made in, stored in, or 
transported through California but not sold in the state, the proposed regulations were 
amended in the January 2013 version.  Comments on the July 2012 version of the 
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regulations expressed concern regarding exposure to workers where products are 
manufactured and exposure to communities through which the products are transported 
in California.  Workers who use and produce products are typically exposed to larger 
quantities of chemicals and/or products—on a daily basis, for years—than is the general 
population. 

 
In response to these comments, DTSC removed this provision as an exemption that 
was previously in section 69501(b)(3) of the July 2012 version of the proposed 
regulations.  The provision was moved to section 69503.3(b)(4)(B) of the January 2013 
revised draft, where it serves as a prioritization factor in the evaluation of product-
chemical combinations for possible listing as Priority Products. 
 
Based on the above explanation, DTSC is making no further changes to the regulations 
in response to this comment.  
 
§ 69503.3(b)(4)(D)3  Types of Uses 
 
Comments:  32-9, 35-39, 83-43, 92-32, 92-34 
 
Comments Summary: 
The above comments expressed concern with section 69503.3(b)(4)(D)3., which 
specifies that in prioritizing products for exposure to Candidate Chemical(s), DTSC may 
take into account products or releases from household and recreational use, use by 
sensitive subpopulations, product use in homes, schools, workplaces, or other 
locations.  In summary, the following concerns were expressed:   

• Presence of the product/releases now includes homes, schools, workplaces, and 
other locations.  The comment questioned how this aligns with authorities of 
other regulatory programs (i.e., Cal/OSHA);  

• Include language that specifies that “workers, customers, clients, and members 
of the general public” do not have to all be in the same place at the same time; 
and 

• DTSC does not have regulatory authority over workplace exposures to Candidate 
Chemicals and this should be removed; these are under the jurisdiction of U.S. 
OSHA and Cal/OSHA. 

 
Response:   
The provisions in section 69503.3(b)(4)(D)3. did not substantively change from the July 
2012 version to the January 2013 version of the proposed regulations.  The text that 
was in section 69503.2(a)(1)(B)4.b.iii of the proposed regulations dated July 2012 was 
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moved to section 69503.3(b)(4)(D)3.  However, the function of the provision remains the 
same.  None of the comments above are directed at any of the changes made from the 
July 2012 version of the regulations to the January 2013 version.  Therefore, the 
response to comments in the July 2012 Response to Comments document are 
applicable here as well.  DTSC notes that these comments have been addressed in 
Article 3 of the July 2012 Response to Comments document.   
 
DTSC is making no changes to the regulations in response to these comments. 
 
§ 69503.3(b)(4)(E) Frequency, Extent, Level, and Duration of Exposure 
 
Comment:  6-12 
 
Comment Summary: 
The above comment expressed concern with section 69503.3(b)(4)(E), which specifies 
that in prioritizing products for exposure to Candidate Chemical(s), DTSC may assess 
the frequency, extent, level, and duration of potential exposure for each use and end-of-
life scenario for the Candidate Chemical(s).  In summary, the following concern and 
recommendation was expressed:   

• The route of exposure is critical in determining the potential for adverse impacts 
and should be included as a descriptor. 

 
Response: 
The provisions in section 69503.3(b)(4)(E) did not change significantly from the July 
2012 version to the January 2013 version of the proposed regulations.  (DTSC does 
note, though, that the word “potential” was added before the word “exposure.”) The text 
that was in section 69503.2(a)(1)(B)4.c of the proposed regulations dated July 2012 
was moved to section 69503.3(b)(4)(E) (January 2013); however, the function of the 
provision remains the same.  While the above comment does not address a change 
made to the proposed regulations dated January 2013, DTSC offers the following 
explanation. 
 
This subparagraph addresses factors that play a part in whether or not adverse health 
effects and/or environment impacts may result from a potential exposure during the 
product’s life cycle.  Exposure to the Candidate Chemical(s) may occur during 
“manufacturing, use, storage, transportation, waste generation, and end-of-life.”  
Section 69503.3(b)(4)(E) specifies that DTSC may consider the frequency, extent, level, 
and duration of exposure for each use scenario and end-of-life scenario in prioritizing 
product-chemical combinations.   
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“Frequency” establishes how often; “level” establishes the amount, dose or 
concentration of the Candidate Chemical that an individual or environmental endpoint(s) 
is being exposed to; and “duration” establishes how long the exposure occurs for.  
“Extent” as is used in the proposed regulations establishes the number and/or routes of 
exposure(s), which may include multiple routes of exposure pathways including 
inhalation, ingestion, and skin contact. 
 
DTSC is making no changes to the regulations in response to this comment. 
 
§ 69503.3(b)(4)(F) Containment of Chemical of Concern 
 
Comments:  14-3, 47-51, 83-1, 83-2, 83-5, 83-4, 83-5, 83-40, 92-7 
 
Comments Summary: 
The above comments expressed concern with section 69503.2(b)(4)(F), which specifies 
that in prioritizing products for exposure to Candidate Chemical(s), DTSC may take into 
account how well a Candidate Chemical(s) is contained within the consumer product, 
including potential accessibility to and/or releases of the Candidate Chemical(s).  In 
summary, the following concerns were expressed:   

• “Inaccessible components” should not be an exposure concern, are of low 
priority, should be defined, and removed from prioritization; 

• Use of definition of “inaccessible” as is used by the U.S. Consumer Product 
Safety Commission, found at Title 16, Code of Federal Regulations, Parts 
1500.48 and 1500.49 is appropriate for children’s products up to age eight, and 
can potentially be modified for other types of products; and  

• Assembled products that only contain Candidate Chemicals in inaccessible 
components should not be prioritized. 

 
Response: 
The text in section 69503.3(a)(1)(B)4.d of the proposed regulations dated July 2012 was 
moved to section 69503.3(b)(4)(F) in the January 2013 version as part of DTSC’s 
overall streamlining efforts.  In addition, other editorial and conforming changes related 
to the use of terms “Candidate Chemicals,” “potential,” and reference to “useful” and 
“end-of-life” were included.  The revisions effectively continue to specify that in 
prioritizing products, DTSC may consider whether the Candidate Chemical(s) is/are 
contained within the product and evaluate the potential accessibility to the Candidate 
Chemical(s) during the useful life of the product and at the end-of-life.   
 
As stated in the ISOR, how the Candidate Chemical is contained or bound during the 
use of the product and the degree to which the containment is sustainable at end-of-life 
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(e.g., recycling, disposal) determines, in part, the potential for and the amount of 
exposure that may occur.  For instance, the Candidate Chemical may be a component 
inside a product and may not be accessible to the user, in which case, there is little to 
no exposure as a result of use of the product.  The ISOR does not state that this 
scenario would not constitute an exposure concern.  Further, “containment” is not 
synonymous with “inaccessible components.”  The provisions are consistent with the 
goals and intent of AB 1879, and it is not necessary to modify California regulations to 
be consistent with Washington’s children’s product laws, the federal Hazardous 
Substance Act, and the Consumer Product Safety Improvement Act.  California’s Safer 
Consumer Products regulations are  far more comprehensive than those other 
regulatory programs, and the proposed regulations are consistent with Health and 
Safety Code sections 25251 through 25257.1—the authorizing legislation.  One of the 
goals of the authorizing legislation is to significantly limit or reduce exposure to 
chemicals in products (Health and Safety Code section 25253(a)).  This provision is 
consistent with that goal.   
 
The language specifies “potential accessibility to the Candidate Chemical(s) during the 
useful life or the product and the potential for releases of the Candidate Chemical(s) 
during the useful life and at the end-of-life” will be taken into account in establishing the 
potential for exposure.   
 
DTSC is making no changes to the regulations in response these comments. 
 
§ 69503.3(b)(4)(G) Engineering and Administrative Controls 
 
Comments:  29-42, 39-32, 92-33 
 
Comments Summary:  
The above comments expressed concern with section 69503.3(b)(4)(G), which specifies 
that in prioritizing products for exposure to the Candidate Chemical(s), DTSC may take 
into account any engineering and administrative controls that reduce exposure concerns 
associated with the product.  In summary, the following concerns were expressed:  

• The proposed regulations rely on simply reducing or containing chemical 
exposures instead of preventing their use and exposures to them;  

• “Containment” fails to drive the development and use of safer, less toxic 
chemicals and too often fails in occupational settings; 

• Inaccessibility may help reduce potential exposures and reduce the priority of a 
product; however, it is critical that DTSC recognize that mere presence of a 
Candidate Chemical should not be grounds for Priority Product listing; 
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• Engineering controls are not long-term solutions that prevent adverse health and 

environmental effects;  
• Change the wording to read “Engineering and administrative controls that reduce 

exposure concerns associated with the product and its components, the specific 
type(s) of each, and their demonstrated effectiveness”; 

• Engineering and administrative controls should not be used as a factor for 
prioritization and listing of Priority Products; and  

• The mere presence of a Candidate Chemical should not be grounds for Priority 
Product listing.    

 
Response:   
The provisions in section 69503.3(b)(4)(G) did not substantively change from the July 
2012 version to the January 2013 version of the proposed regulations.  The text in 
section 69503.2(a)(1)(B)4.e of the proposed regulations dated July 2012 was moved to 
section 69503.3(b)(4)(G) and the text “that reduce exposure concerns associated with 
the product” was added; however, the function of the provision remains the same.  
None of the comments above are directed at any of the changes made from the July 
2012 version of the regulations to the January 2013 version.  DTSC notes that these 
comments have been addressed in Article 3 of the July 2012 Response to Comments 
document.  Therefore, the responses in the July 2012 Response to Comments 
document are applicable here as well.  Nonetheless, DTSC offers the following as 
further explanation of this provision: 
 
Consistent with the intent and goals of AB 1879, section 69503.2(b)(1)(A) specifies that 
DTSC will evaluate any potential adverse impacts or potential exposures to Candidate 
Chemicals in consumer products during the products’ life cycle.  Health and Safety 
Code section 25253(a) states that one of the purposes of the regulations is to 
“determine how best to limit exposure to or the level of hazard posed by a chemical of 
concern.”  One way to limit exposure is to remove the chemical or reduce its 
concentration, and another is to use engineered safety measures or administrative 
controls in order to limit and/or reduce exposure.   

 
In evaluating engineering or administrative controls during the product prioritization 
process in Article 3, DTSC will take into account the efficacy and frequency that these 
engineered or administrative controls result in to ensure that the Candidate Chemical(s) 
is/are not released into the environment throughout the life cycle of the product.  If 
engineering or administrative controls are in place, but these alone do not prevent a 
release, DTSC may consider this as well.  For example, there could be emerging 
contaminants in water bodies or demonstrated to be present in human tissue with 
associated adverse impacts.  The exposures could result, at least in part, from a given 
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product—despite engineering and/or administrative controls in place.  Such a product 
could be listed as a Priority Product.  It is not necessary to set out in the proposed 
regulations the specificity requested regarding components.  DTSC retains the flexibility 
in section 69503.5 to describe the Priority Product to the detail warranted at the time the 
list is made final.  
 
DTSC is making no changes to the regulations in response these comments.  
 
§ 69503.3(b)(4)(H) Exposures: Chemical of Concern Degradation and Migration  
 
Comments:  64-11, 83-41 
 
Comments Summary:   
The above comments expressed concerns with section 69503.3(b)(4)(H), which 
specifies that in prioritizing products for exposure to the Candidate Chemical(s), DTSC 
may take into account the potential for the Candidate Chemical(s) to migrate and/or 
degrade.  In effect, DTSC may consider the degradation product’s potential to release 
into, migrate from, or distribute across environmental media, and the potential for the 
degradation products to accumulate and persist in biological and/or environmental 
compartments or systems.  In summary, the following concerns were expressed: 

• A great span of chemicals and products made of wood, plastics, solvents, 
fabrics, coatings, etc. may through the application of heat, electrical arc or fire, 
undergo degradation to harmful, even carcinogenic products; and 

• A more restrictive adjective such as “likelihood” or “probability” should be used 
instead of “potential.” 

 
Response: 
The provisions in section 69503.3(b)(4)(H) did not substantively change from the July 
2012 to January 2013 version of the proposed regulations.  The text in section 
69503.2(a)(1)(B)4.f of the proposed regulations dated July 2012 was moved to section 
69503.3(b)(4)(H) in the January 2013 version and minor conforming changes 
referencing Candidate Chemical(s) were made.  But the function of the provision 
remains the same.  None of the comments above are directed at any of the changes 
made from the July 2012 version of the regulations to the January 2013 version.  DTSC 
notes that these comments have been addressed in Article 3 of the July 2012 Response 
to Comments document.  Therefore, the responses in the July 2012 Response to 
Comments document are applicable here as well.   
 
DTSC is making no changes in the regulations in response to these comments. 
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§ 69503.4 Priority Product Work Plan 
 
§ 69503.4(a) and (b) Initial and Subsequent Work Plans 
 
Comments:  7-13, 29-66, 83-44 
 
Comments Summary: 
The above comments expressed concern with section 69503.4(a) and (b), which 
specifies that within one (1) year after the effective date of the regulations, DTSC will 
issue a work plan that identifies and describes the product categories that DTSC will 
evaluate to identify product-chemical combinations to be considered for the Priority 
Products list during the next three (3) years.  Subsequent work plans must be issued by 
DTSC no later than one (1) year before the three (3) year expiration date of the current 
work plan, and these later work plans become effective when the prior work plan 
expires.  Each work plan must include a general explanation of the decision to select 
the identified product categories for evaluation during the life of the work plan.  
However, the initial Priority Products list of section 69503.6 is not subject to the above 
provisions.  In summary, the following concerns were expressed:  

• It is unclear if the work plans are a prerequisite to the listing of a Priority Product; 
• Clarify how often will the work plans will be published;  
• The timeline is too long for the issuance of an initial Priority Products list.  The 

commenter stated that the list will not be established until a full year after the 
regulations are implemented; 

• The initial work plan should be made available 90 days after adoption of the 
regulations; and  

• The GS1Global Product Classification (GPC) is an appropriate source for 
describing products and they should be identified at the class level for the Priority 
Product Work Plan. 

 
Response: 
While the text in section 69503.3(f) of the proposed regulations dated July 2012 was 
moved to section 69503.4(a), and the text in section 69503.4(f)(2) was moved to 
69503.4(b) in the January 2013 version, the functions of the provisions remain the 
same.  In addition, rather than specifying a date, the revised language in section 
69503.4(a) instead specifies that one (1) year after the effective date of the regulations, 
DTSC will issue a Priority Product work plan.  None of the above comments are directed 
at any of the changes made from the July 2012 version of the regulations to the January 
2013 version.  DTSC notes that these comments have been addressed in Article 3 of 
the July 2012 Response to Comments document.   
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The initial Priority Products list, addressed in section 69503.6, is not subject to the work 
plan provisions.  Given the narrowed scope of the initial Priority Products list, limited to 
no more than five (5) Priority Products, that list will be available 180 days after the 
effective date of the proposed regulations and is not subject to DTSC holding one or 
more workshops prior to issuing the proposed initial Priority Products list or the work 
plan requirement.  DTSC is of the opinion that the limited scope of this initial list and the 
need to get the program implemented on a small scale within a reasonable amount of 
time, it is not necessary to subject the initial list of Priority Products to the work plan 
requirement.   
 
These provisions are intended to provide signals to the market place regarding the 
scope of product categories that will be under evaluation over a three (3) year period.   
 
DTSC is making no changes to the regulations in response these comments.  
 
§ 69503.4(c) Revisions to Work Plans 
 
Comment:  70-3 
 
Comment Summary: 
The above comment expressed concern with section 69503.4(c), which specifies that 
DTSC may revise an adopted work plan to include one or more additional product 
categories if necessitated by either being legally required to take action on a particular 
chemical and/or product prior to the expiration of the work plan or DTSC grants a 
petition under section 69504.1.  In summary, the following concern was expressed:  

• DTSC should include additional language in section 69503.4 to clarify that DTSC 
will revise a proposed Priority Products work plan based on public comments 
which indicate there is no adverse impact or exposure from the Candidate 
Chemical(s) in the Priority Product. 

 
Response: 
The provisions formerly in section 69503.3(f)(1)(A) through (C) in the proposed 
regulations dated July 2012 were moved to sections 69503.4(c) of the proposed 
regulations dated January 2013.  In addition, paragraphs (A) and (B) were combined to 
remove duplicative statements regarding actions that DTSC would be legally required to 
take either by legislation and/or an order by a Governor’s Executive Order.  Despite the 
amendments, the functions of the provisions remain the same.  The above comment is 
not directed at the changes made from the July 2012 version of the regulations to the 
January 2013 version.  DTSC notes that this comment has been addressed in Article 3 
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of the July 2012 Response to Comments document.  Those responses are applicable 
here as well.   
 
DTSC is making no changes to the regulations in response this comment. 
 
§ 69503.4(d) Public Input 
 
Comments:  70-1, 70-3, 70-4 
 
Comments Summary: 

The above comments expressed concern with section 69503.4(d), which specifies that 
DTSC must hold one or more public workshop to provide an opportunity for comments 
prior to issuing each work plan.  In summary, the following concerns were expressed:  

• Expand the public comment process in section 69503.4  to allow for the removal 
of product-chemical combinations that do not meet the criteria outlined in section 
69503.2; and  

• DTSC should include additional language in this section to clarify that DTSC will 
revise a proposed Priority Product Work Plan based on public comments which 
indicate there is no adverse impact or exposure from the Candidate Chemical in 
the Priority Product.  

 
Response:   
The provisions formerly in section 69503.3(f)(3) in the proposed regulations dated July 
2012 were moved to section 69503.4(d) of the proposed regulation dated January 2013, 
and a heading titled “Public Input” was added.  The function of the provision remains the 
same.  The above comments are not directed at the changes made from the July 2012 
version of the regulations to the January 2013 version.  DTSC notes that these 
comments have been addressed in Article 3 of the July 2012 Response to Comments 
document.  See that document for further discussion of this issue.   
 
DTSC is making no changes to the regulations in response these comments. 
 

§ 69503.5 Priority Products List 
 
§ 69503.5(a)(2) Priority Products List Established through Rulemaking  
 
Comments:  6-16, 30-7, 47-11 
 
Comments Summary: 
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The above comments expressed concern with section 69503.5(b)(2), which specifies 
that the Priority Products list must be established and updated through rulemaking 
pursuant to the APA and DTSC must hold one or more public workshops to provide an 
opportunity for comment prior to issuing a proposed Priority Product list.  In summary, 
the following concerns were expressed:  

• DTSC has exempted the first round of chemicals-products from the APA process;  
• There should be an explicit mechanism that would authorize manufacturers to 

provide information about the hazards and exposures related to the product; 
• Responsible entities should be able to submit product safety rationale for review 

by DTSC for product-chemical combinations that should not be Priority Products 
and need not continue with an AA; and 

• How will DTSC assess economic impacts in prioritizing product-chemical 
combinations, which could result in further and additional burdens on industry 
during the rulemaking process? 

 
Response: 
The provisions formerly in section 69503.4(b) of the proposed regulations dated July 
2012 were moved section 69503.5(a)(2) in the January 2013 version of the proposed 
regulations.  While the prior version of section 69503.4(b) mimicked the APA process to 
a great extent, the regulatory text did not explicitly cite or invoke the APA process.  The 
revisions in section 69503.5(a)(2) require that the Priority Products list that is 
established be adopted as a rulemaking under the APA process.  As such, DTSC will 
prepare an economic and fiscal impact analysis, as required with each rulemaking and 
address economic impacts on the relevant industries.  Recitation of those aspects of the 
APA in these proposed regulations is not necessary; they are in place as a matter of 
law.  This is because all of the myriad APA requirements will apply to DTSC’s 
rulemaking to adopt a Priority Product list; DTSC need not repeat some or all of those 
requirements in these regulations in order for them to apply.   
 
The initial Priority Products list is not exempt from the APA process.  All Priority 
Products lists will be established and updated through rulemaking pursuant to the APA.  
Further, the proposed regulations clearly state that DTSC will hold one or more public 
workshops to provide an opportunity for comments on product-chemical combinations 
prior to issuing a proposed Priority Products list, with the exception of the initial Priority 
Products list.  It is important to note that the public workshop is not part of the APA 
process in all circumstances.  DTSC is required to review and respond to all relevant 
public comments regarding the listing process as part of its obligations under the APA; a 
response to comments received during the informal workshop(s) is not required. 
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The APA process does allow responsible entities to provide information about the 
hazards and exposures of the product, and it is not necessary to include that in the 
proposed regulations.  As such, responsible entities could submit product information 
for review by DTSC for product-chemical combinations during the earlier informal 
workshop phase and/or during the formal APA process.  In fact, DTSC anticipates that it 
will receive comments along these lines from different interested parties (e.g., 
manufacturers, non-governmental organizations, academics, and the general public). 
 
No changes have been made to the regulations in response to these comments. 
 
§ 69503.5(b) List Contents 
 
Comments:  7-13, 41-26, 47-12, 47-60, 48-36 
 
Comments Summary: 

The above comments expressed concern with section 69503.5(b), which specifies that 
the proposed and final Priority Products list must include the following: 

(1) A description of the product-chemical combination that is sufficient for a 
responsible entity to determine whether one or more of its products is a Priority 
Product;  

(2) The Candidate Chemical(s) that is/are the basis for the product being listed as a 
Priority Product and the hazard traits and/or environmental or toxicological 
endpoints known to be associated with those chemicals; and 

(3) The due date for submission of the Preliminary AA Report. 

 
In summary, the following concerns or requests for clarification were expressed:  

• DTSC should use a standardized product nomenclature system in identifying and 
listing Priority Products; 

• The GS1 Global Product Classification (GPC) is an appropriate source for 
describing products and they should be identified at the brick level for the Priority 
Products list; 

• A single Chemical of Concern should serve as the basis for designating a 
product as a Priority Product since the subsequent AA would be required to 
conduct a comparative analysis of all potential alternatives for each Chemical of 
Concern in the Priority Product;  

• The Priority Products list does not include a statement of the practical 
quantitation limit (PQL) and preferred analytical test method(s) if the Chemical of 
Concern may be present as a contaminant.   
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• The analytical method, matrices, and standard(s) to be used to determine a PQL 

for a Chemical of Concern should be included; and 
• How will priority products be identified in the list – by general descriptors of 

purpose and function, or by individual brand names? 
 
Response: 
The provisions formerly in section 69503.4(a)(2)(A) of the proposed regulations dated 
July 2012 were moved to section 69503.5(b)(2)(A) in the January 2013 version.  In 
addition, minor conforming changes related to the change in terminology related to 
Candidate Chemical and Chemicals of Concern were made.  In addition, language was 
added in section 69503.5(b)(1)(A) regarding description of the product-chemical 
combination and to section 69503.5(b)(1)(B) regarding whether or not the product-
chemical combination is an assembled product.  None of the above comments is 
directed to changes made in the January 2013 version of the proposed regulations.  
DTSC notes that these comments have been addressed in Article 3 of the July 2012 
Response to Comments document.  Please see the discussion of Priority Products List: 
Contents under section 69503.4(a)(2) in that document.  Nonetheless, the explanation 
below is also provided in response to these comments: 
 
In Article 3, Priority Products are identified and prioritized by:   

(1) Evaluating the potential for adverse impacts and exposure during the 
product’s life cycle;  

(2) Taking into account the product’s adverse waste and end-of-life effects; and  
(3) Considering the quality and extent of information available to substantiate the 

existence or absence of potential adverse impacts, potential exposures, and 
potential adverse waste and end-of-life effects. 

 
If a listed Priority Product contains two (2) or more Candidate Chemicals that have each 
been identified as exhibiting a hazard trait and/or environmental toxicological endpoint, 
it would be inappropriate and irresponsible to allow DTSC to designate only one of 
these chemicals as a Chemical of Concern.  Each product-chemical combination listed 
as a Priority Product is identified and prioritized based, in part, on an evaluation of the 
Candidate Chemicals contained there.  Once listed as a Priority Product, each 
Candidate Chemical in the product that was the basis for the identification as a Priority 
Product is considered a Chemical of Concern.  The intent of the regulations is to ensure 
that Chemicals of Concern are evaluated for safer substitutes through the AA process to 
protect public health and the environment.  This intent of the regulations would be 
undermined if DTSC simply ignored harmful chemicals, Candidate Chemicals, in Priority 
Products simply because there is more than one in a product. 
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In response to the above and related comments, DTSC included a new subsection in 
the April 2013 version of the regulations under section 69503.5(c), which reads: 
 

AA Threshold.  The Department may, for one or more product-chemical 
combinations, specify in the proposed and/or final Priority Products list an AA 
Threshold concentration for any Chemical of Concern that is an intentionally added 
ingredient.  The Department may also specify an AA Threshold concentration 
greater than the applicable PQL for any Chemical of Concern that is a contaminant. 

 
The revisions elsewhere in the January 2013 version of the proposed regulations 
specify that a default AA Threshold is available for a manufacturer’s Priority Product 
only if the Chemical(s) of Concern are present in the product solely as contaminants, 
and the concentration of the Chemical(s) of Concern does not exceed the PQL for the 
chemical(s).  If during the product prioritization process, DTSC determines that an AA 
Threshold is necessary for a particular intentionally added chemical in a particular 
product, this may be addressed in the rulemaking for that Priority Product listing.  DTSC 
also has the ability to establish specific AA Thresholds on a case-by-case basis for 
intentionally added chemicals in Priority Products and to raise the applicable AA 
Threshold above the PQL for contaminants as well.   
 
DTSC is making no further changes to the regulations in response to these comments.  
 
§ 69503.5(c) Complex Durable Products 
 
Comments:  4-4, 39-33, 40-17, 40-18, 40-19, 41-27, 83-8, 83-45 
 
Comments Summary:   
The above comments expressed concern with section 69503.5(c), which establishes the 
provisions by which a complex durable product or its components may be listed as a 
Priority Product.  In summary, the following concerns were expressed: 

• The listing of only known assembled products containing a listed Priority Product 
creates a disadvantage for such products compared to products that may contain 
components but are unknown to DTSC;  

• The definition of a “complex durable product” as having 100 or more 
manufactured components should be redefined to refer to 50 or more 
components; 

• It is “arbitrary and capricious to summarily discriminate against children’s product 
makers” and the exclusion puts children’s product manufacturers at a 
disadvantage compared to manufacturers of other assembled products;  
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• The term “manufactured component” is not defined.  It is unclear how this term 

would apply to electrical and electronic equipment, which typically consists of 
hundreds of parts and pieces; and 

• It is unclear how DTSC will interpret the definition of “complex durable product.”  
For example, is a computer screen a discrete component or is it composed of its 
subsection components (e.g., glass, housing, lamp, etc.)? 

 
Response:   
The provisions formerly in 69503.4(a)(2)(B)2. of the proposed regulations dated July 
2012 were moved to section 69503.5(c) in the January version of the proposed 
regulations.  In addition, use of the term “homogenous material” has been deleted from 
the regulations as unnecessary due to related changes made to the definition of 
“component” in Article 1.    The function of the provisions remains the same.  The above 
comments are not directed at any of the changes made from the July 2012 version of 
the regulations to the January 2013 version.  DTSC notes that these comments have 
been addressed in Article 3 of the July 2012 Response to Comments document. For 
further discussion of this topic, see section 69503.4(a)(2)(B) of the July 2012 Response 
to Comments document .   
 
No changes have been made to the regulations in response to these comments. 
 
§ 69503.5(e) Priority Product Notifications  
 
Comments:  21-2, 25-2, 27-5, 39-34, 39-35, 48-38 
 
Comments Summary: 
The above comments expressed concern with section 69503.5(e), which specifies that 
each responsible entity for a Priority Product must provide a Priority Product Notification 
to DTSC within sixty (60) days after the establishment of a Priority Product list or within 
sixty (60) days after the product is placed into the stream of commerce in California, 
whichever is later.  In summary, the following concerns or need for clarification were 
expressed: 

• Require only the manufacturer—not all responsible entities—to submit Priority 
Product Notifications, and require other parties to do so only if the manufacturers 
fail to comply; 

• This section requires “each responsible entity” for a listed Priority Product to 
provide a Priority Product Notification, while section 69501.2 provides that 
retailers and assemblers must comply with requirements applicable to a 
responsible entity only after a manufacturer and importer have failed to comply; 
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• It is unclear when retailers and assemblers are required to provide a Priority 

Product Notification to DTSC; and  
• It appears that there is a duplication of Priority Products Notifications between 

sections 69503.5(e) and 69503.7.  DTSC must delete duplicative requirements or 
otherwise clarify in the regulations what the difference is between these two 
sections. 

 
Response:   

The provisions in section 69503.5(e) did not substantively change from the July 2012 
version to the January 2013 version of the proposed regulations.  While the provisions 
in section 69503.4(g) of the proposed regulations were moved to section 69503.5(e), 
the function of the provisions remains the same.  Therefore, the responses in the July 
2012 Response to Comments document are applicable here as well.  None of the 
comments above are directed at any of the changes made from the July 2012 version of 
the regulations to the January 2013 version.  Nonetheless, DTSC offers the following as 
further explanation of this provision: 

 
As stated in the ISOR and in section 69501.2 of the revised proposed regulations 
(January 2013), Duty to Comply and Consequences of Non-Compliance, the regulations 
place the primary responsibility to comply on the manufacturer of a Priority Product.  
However, if a manufacturer fails to comply, the responsibility falls on the importer, and 
then if still not met, the retailer or assembler of the consumer product.  A “responsible 
entity” as defined, means any manufacturer, importer, or assembler or retailer of the 
consumer product.  For a more detailed discussion on the hierarchy of these 
responsibilities, refer to the ISOR for Article 1, the Article 1 portion of this Response to 
Comments document, and the Response to Comments for the April 2013 version of the 
proposed regulations, as well as the Final Statement of Reasons (FSOR) for Article 1. 

 
Given that a vast number of the consumer products placed into the stream of commerce 
in California are done so by someone other than the manufacturer of the product, the 
duty to comply in the proposed regulations is not placed solely on the manufacturer.  
DTSC’s ability to implement the directives of Health and Safety Code sections 25252 
and 25253 requires that DTSC be able to compel and enforce compliance with the 
requirements of Chapter 55 in California.  As such, the proposed regulations are similar 
to the duty to comply approach embodied in other California statutes and regulations 
that impose requirements on products that are sold in California, but manufactured both 
in-state and out-of-state (e.g., California’s Toxics in Packaging Prevention Act, Article 
10.4 of Chapter 6.5 of Division 20 within the Health and Safety Code).    
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Retailers or assemblers of listed Priority Products may wait until the manufacturer 
and/or importer complies with the Priority Product Notification requirement or must 
cease ordering the Priority Product within ninety (90) days of DTSC’s notice of non-
compliance issued to the manufacturer and importer and posted on DTSC’s website.  
The retailer or assembler must submit a Priority Product Cease Ordering Notification.  
 
It is true that there is some overlap between section 69503.5(e) and section 69503.7(a).  
Section 69503.5(e) specifies the procedural requirements for submitting a Priority 
Product Notification once a product has been listed.  That is, section 69503.5(e) sets 
out the time frame for submitting these notifications.  Section 69503.5(e) serves as 
something of a pointer, by directing the reader to the related provision to see what the 
related requirements consist of.  Section 69503.7 in turn specifies the required contents 
of the notification, in addition to confirming the applicable time frame.  As such, they are 
not duplicative provisions.  
 
No changes have been made to the regulations in response to these comments. 

§ 69503.6 Initial Priority Products List 
 
§ 69503.6(a) Scope of Candidate Chemicals.  
 
Comments:  6-14, 13-29, 23-1, 23-2, 28-8, 29-25, 41-28, 47-38, 69-7, 71-5, 72-3, 76-8, 
83-46, 92-35, 92-36  
 
Comments Summary: 

The above comments expressed concern with section 69503.6(a), which specifies that 
DTSC may list a product on the Priority Products list if it contains one or more 
Candidate Chemicals that meet the criteria specified in sections 69502.2(a)(1) and 
69502.2(a)(2).  In summary, the following concerns, recommendations or requests for 
clarification were expressed:  

• It is not clear how DTSC will select the first set of products to “beta-test” the 
regulations;   

• It is critical that there is transparency that details the selection criteria and 
rationale to support the decision-making process for the initial Priority Products 
list; 

• DTSC should include at least one water-polluting product in the initial Priority 
Product list; 

• It is unclear if the initial Priority Products list will be subject to the same APA 
process as future Priority Products lists; 
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• The criteria should be expanded to include impacts on environmental endpoints 

and impacts related to exposure to emerging chemicals and organic solvents; 
• The criteria in this section are too restrictive and only allow for chemicals that are 

harmful to people and leave outs environmental pollutants;  
• The restrictions in this section exclude some important chemicals with 

occupational health concerns; 
• The requirement that a consumer product must contain one or more Candidate 

Chemical and meet one or more of the criteria in section 69502.2 is too 
restrictive;  

• The exposure criteria eliminate from consideration emerging chemicals and 
organic solvents for which there is no collected exposure data; 

• The regulations need to clarify that if a Candidate Chemical is on the lists in 
section 69502.2(a)(1), and not on those in section 69502.2(a)(2), it can be listed 
on the Initial Priority Product list if it is a Candidate Chemical that has adverse 
effects on sensitive subpopulations, particularly workers;  

• There should be a periodic process to identify a narrowed list on the basis of 
hazard and indicators of exposure;  

• The regulations should require that DTSC update the Candidate Chemicals 
beyond 2016 that considers both hazard and exposure information; and 

• Can DTSC provide an estimate of how many Chemicals of Concern will be 
identified in the initial Priority Products list? 

 
Response: 
The provisions in section 69503.6(a) did not substantively change from the proposed 
regulations dated July 2012 to the January 2013 version.  While the provisions in 
section 69503.3(g) of the proposed regulations dated July 2012 were moved to section 
69503.6(a) in the January 2013 version, the function of the provisions remains the 
same.  Therefore, the responses in the July 2012 Response to Comments document 
are applicable here as well.  None of the comments above are directed at any of the 
changes made from the July 2012 version of the regulations to the January 2013 
version.  Nonetheless, DTSC offers the following as further explanation of this provision.   
DTSC is aware of the narrowed scope of products eligible for listing on the Initial Priority 
Products list and any revisions to it through January 1, 2016.  That is, only those 
product-chemical combinations that meet one or more criteria in section 69502.2(a)(1) 
and (a)(2) may be included initially.  In short, these two provisions limit DTSC to identify 
products for the initial Priority Product list only those chemicals that: 
 

i) Have a hazard trait or toxicological or environmental endpoint listed on one or 
more of the authoritative organization’s chemical lists; and 
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ii) Appear on an exposure or monitoring related chemical list. 

 
This narrowing in scope of the proposed regulations is limited to the initial Priority 
Products list and revisions to it through January 1, 2016.  Future Priority Products lists 
do not have this limitation.  In part, the narrowed scope was done to enable DTSC and 
the regulated community to learn by doing.  In addition, section 69503.6(a) effectively 
narrows the scope of Candidate Chemicals to approximately 250 of the approximately 
1,200 Candidate Chemicals that may be identified as Chemicals of Concern in the early 
stages of implementation. 
 
As discussed earlier in section 69503.4(a) and (b) Initial and Subsequent Work Plans, 
the initial Priority Products list is not subject to the work plan.  The scope of the initial 
Priority Products list addressed in section 69503.6 will be limited to no more than five 
(5) Priority Products, and it will be available no later than 180 days after the effective 
date of the, and it is not subject to DTSC holding one or more workshops prior to issuing 
the proposed initial Priority Products list.   
 
While a feasibility or beta test has not been conducted, DTSC has incorporated 
sufficient narrowing in the scope of the initial Priority Products list, to allow for this sort 
of testing without unnecessarily delaying the process.  As indicated in the ISOR, and 
section 69503.6(b), of the proposed regulations (January 2013), the initial list of Priority 
Products shall include no more than five (5) Priority Products.  The purpose in 
narrowing the number of Priority Products required to undergo an AA in the first round is 
to help DTSC and responsible entities to learn by doing and address any flaws or issues 
with the requirements.  During the initial three (3) year period, DTSC will determine what 
works well, and what could be improved and may modify the regulations accordingly, if 
DTSC determines that is appropriate or necessary.  An advantage to this approach is 
that consumer products that are currently of concern can be immediately subjected to 
the requirements to expedite a move to safer alternatives, while simultaneously creating 
the framework for others to follow. 
 
To the extent that a water-polluting product-chemical combination meets the criteria 
specified in section 69503.6(a), it may be listed in the initial Priority Product list.  
 
DTSC is making no changes to the regulations in response to these comments. 
 
§ 69503.6(b) Size of the List 
 
Comments:  10-3, 12-2, 13-9, 13-29, 46-6 
 
Comments Summary: 
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The above comments expressed concern with section 69503.6(b), which specifies that 
the initial final Priority Products list will include no more than five (5) Priority Products.  
In summary, the following concerns were expressed:  

• A pilot phase could accomplish the goals of testing out this program without 
creating compliance liabilities for the regulated community;  

• The regulatory scheme DTSC has proposed is still in excess of what the initial 
phase should be; and 

• The initial Priority Products list should be limited to one Chemical of Concern per 
Priority Product. 

 
Response: 
The provisions in section 69503.6(b) did not substantively change in the proposed 
regulations from the July 2012 to the January 2013 version.  While the provisions in 
section 69503.4(e) of the proposed regulations were moved to sections 69503.6(b) and 
(c), the function of the provisions remains the same.  Therefore, the responses in the 
July 2012 Response to Comments document are applicable here as well.  None of the 
comments above are directed at any of the changes made from the July 2012 version of 
the regulations to the January 2013 version.  For a discussion of these topics, see 
section 69504.3(e), Initial Priority Products list and Public Input, of DTSC’s Responses 
to Comments document for the July 2012 version of the proposed regulations.  
 
DTSC is making no changes to the regulations in response these comments. 
 
§ 69503.6(d)(2) Workshops 
 
Comment:  48-39 
 
Comment Summary: 
The above comment expressed concern with section 69503.6(d)(2), which specifies a 
procedural exception wherein DTSC will not hold a public workshop prior to issuing the 
proposed initial Priority Products list.  In summary, the following concerns were 
expressed:  

• It is unclear why DTSC would not hold one or more public workshops prior to 
issuing the initial Priority Products list. 

 
Response:   
Given the narrowed scope of the initial Priority Products list addressed in section 
69503.6, the list will be limited to no more than five (5) Priority Products.  It will be 
available no later than 180 days after the effective date of regulations and is not subject 
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to DTSC holding one or more workshops prior to issuing the proposed Priority Products 
list.  This allows DTSC to expeditiously begin working on identifying and prioritizing 
product-chemical combinations as soon as the regulations become effective.  DTSC 
believes that it is important to get the implementation of this program under way, and 
that the APA process will provide a sufficient opportunity for public comment on the 
initial small number of Priority Product that DTSC may list.   
 
DTSC is making no changes to the regulations in response these comments. 

§ 69503.7 Priority Product Notifications 
 
§ 69503.7(a) Notifications to the Department 
 
Comments:  8-15, 21-2, 25-2, 27-5, 39-34, 39-35, 41-5, 41-29, 41-30, 48-38 
 
Comments Summary:  
The above comments expressed concern with section 69503.7(a), which specifies that 
within sixty (60) days after the adoption of a Priority Products list, each response entity 
must notify DTSC that its product-chemical combination is a Priority Product.  In 
summary, the following concerns were expressed: 

• Extend the notification deadline from 60 to 180 days for formulated products, 
such as paint; 

• Require the manufacturer to submit Priority Product Notifications and require 
other parties to do so only if the manufacturer fails to comply; 

• It is unclear which “responsible entity” for a listed Priority Product  must provide 
the Priority Product Notification; 

• It appears that there is a duplication of Priority Product notifications between 
sections 69503.5(e) and 69503.7; 

• The steps that DTSC will take in order to determine noncompliance are not set 
out in previous versions of the proposed regulations or in the ISOR; and  

• How will DTSC ensure that all responsible entities are treated equally, given that 
at the time of listing Priority Products DTSC will not have a complete market 
overview? 

 
Response: 
While section 69503.7(a) of the proposed regulations dated July 2012 was amended in 
the January 2013 version with a heading titled “Notifications to the Department,” and 
editorial and conforming changes were made, the provisions did not substantively 
change.  As stated in the ISOR for section 69501.2, Duty to Comply and Consequences 
of Non-Compliance, the regulations place the primary responsibility to comply on the 
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manufacturer of a Priority Product.  However, if a manufacturer fails to comply, the 
responsibility falls on the importer, and then if still not met, the retailer or assembler of 
the consumer product.  A “responsible entity” as defined, means any manufacturer, 
importer, assembler, or retailer of the consumer product.  For a detailed discussion on 
the hierarchy of these responsibilities, refer to the ISOR for Article 1, the Article 1 
portion of the Response to Comments documents for the July 2012 version, this  
Response to Comments document, the April 2013 Response to Comments document, 
and the FSOR for Article 1. 
 
Given that a vast number of the consumer products placed into the stream of commerce 
in California are done so by someone other than the manufacturer of the product, the 
duty to comply in the proposed regulations is not placed solely on the manufacturer.  
DTSC’s ability to implement the directives of Health and Safety Code sections 25252 
and 25253 requires that DTSC be able to compel and enforce compliance with the 
requirements of Chapter 55 in California.  As such, the proposed regulations are similar 
to the duty to comply approach embodied in other California statutes and regulations 
that impose requirements on products that are sold in California, but manufactured both 
in-state and out-of-state (e.g., California’s Toxics in Packaging Prevention Act, Article 
10.4 of Chapter 6.5 of division 20 of the Health and Safety Code).   
 
Retailers of Priority Products that DTSC has as Priority Products listed may wait until 
the manufacturer and/or importer complies with the Priority Product Notification 
requirement or must cease ordering the Priority Product within ninety (90) days of 
DTSC’s notice of non-compliance issued to the manufacture and importer and posted 
on DTSC’ website.  The retailer or assembler must submit a Priority Product Cease 
Ordering Notification.  
 
It is true that there is some overlap between section 69503.5(e) and section 69503.7(a).  
Section 69503.5(e) specifies the procedural requirements for submitting a Priority 
Product Notification once a product has been listed.  That is, section 69503.5(e) sets 
out the time frame for submitting these notifications.  Section 69503.5(e) serves as 
something of a pointer, by directing the reader to the related provision to see what the 
related requirements consist of.  Section 69503.7, in turn, specifies the required 
contents of the notification, in addition to confirming the applicable time frame.  As such, 
they are not duplicative provisions.  
 
DTSC is making no changes to the regulations in response to these comments. 
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ARTICLE 4. Petition Process for Identification and Prioritization of Chemicals and 

Products 

§ 69504 Applicability and Petition Contents 
 
Comments:  18-7, 29-12, 46-5, 47-49 
 
Comments Summary:  
Comments expressed support for section 69504(a): 

• One comment supported the provision allowing a person to petition the 
Department of Toxic Substances Control (DTSC) “to add or remove from the lists 
specified in section 69502.2(a),” reflecting the importance of updating the lists 
from authoritative bodies periodically as new scientific research emerges; and 

• One comment supported the process whereby a person may petition DTSC to 
add or remove a chemical or the entirety of an existing chemical list to the 
Candidate Chemicals list.   
 

Comments expressed concern about section 69504(a): 

• One comment does not agree that “any person” should be able to petition DTSC, 
and believes there should be limitations on the number, scientific validity, or 
frequency of petitions; and 

• One comment disagreed with the ability to add entire lists of chemicals to the 
Candidate Chemicals list.  
 

Response:  
Comments supporting section 69504(a) are noted.   
 
The comment regarding the lack of limitations on petitions does not relate to a change 
in the proposed regulations made in the January 2013 version.  Likewise, the comment 
regarding the ability to add entire lists of chemicals to the Candidate Chemicals list does 
not apply to a change in the proposed regulations dated January 2013.  DTSC notes the 
comments in support of the changes allowing a petition to remove a chemical or an 
entire chemicals list.  These comments were responded to in the Response to 
Comments addressing Article 4 for the July 2012 version of the proposed regulations.  
See those responses to comments for a detailed discussion of this topic.  DTSC is not 
making any changes to the regulation in response to these comments. 
 
Comments:  39-37, 83-47 
 
Comments Summary: 
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Comment expressed concern that the three-year waiting period in sections 69504(b)(2) 
and 69504(b)(3)  for submitting a petition is overly onerous, especially as related to 
69504(b)(3).  A responsible entity may feel its product was listed as a Priority Product 
based on error, or improper or unreliable information.  The commenter suggests that 
there should be some mechanism to address such errors.   
 
Response: 
DTSC respectfully disagrees.  The three-year limitation on petitions will ensure that 
DTSC is not flooded with petitions in the early stages of regulations implementation.  
Also, DTSC will not allow petitions to remove entire lists of chemicals for three years 
because DTSC has established that the lists in section 69502.2(a) represent a robust 
group of chemicals that have certain hazard traits.  DTSC considered the advice of the 
Green Ribbon Science Panel (GSRP), public comments, and input from other state 
agencies when compiling the initial Candidate Chemicals lists in section 69502.2(a).  
These lists have been compiled by authoritative bodies and address issues of 
carcinogenicity, developmental toxicity, reproductive toxicity, genotoxicity, endocrine 
toxicity, neurotoxicity, bioaccumulations, and environmental persistence.  As a result of 
the careful consideration and numerous resources that went into choosing the lists of 
chemicals to constitute the initial Candidate Chemicals list, DTSC does not feel that 
immediately considering petitions to remove these lists would be a wise use of limited 
resources when trying to implement a complex regulatory program.   
 
Likewise, DTSC does not believe that immediately accepting petitions to remove a 
product-chemical combination from the Priority Products list would be good use of 
resources.  There is already a mechanism in place to allow responsible entities to 
dispute a decision to list a product-chemical combination as a Priority Product.  A 
responsible entity who that feels that its product was listed as a Priority Product based 
on error, or improper or unreliable information can dispute the decision under the Article 
7 dispute resolution process.  The process for informal dispute resolution, as explained 
in that Article, is very efficient and requires a responsible entity to request dispute 
resolution, nothing more.  In addition, the listing of Priority Products will be done under 
the APA, which has robust opportunities for public comment.  So, a responsible entity 
may use the APA process to seek to prevent DTSC from listing a particular product as a 
Priority Product.   
 
DTSC is not making any changes to the regulation in response to these comments. 

§ 69504.1 Merits Review of Petitions 
 
Comments:  39-38, 39-39 
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Comments Summary:  
Comments expressed concern that the criteria in 69504.1(b)(4) is overly strict and 
subjective.  Commenter thinks the provision sets an overly high bar for petitioners when 
they might present comprehensive, high-quality information suggesting the chemical 
ought to be removed, and that this conclusion is supported by other findings, but they 
cannot succeed on the merits because the chemical is still on a source list.  The 
comment suggests that the section be removed and DTSC should consider chemicals 
petitioned for removal independently from their source list status.  
 
Response: 
DTSC respectfully disagrees.  DTSC has explained the reasoning behind the decision 
not to accept petitions for delisting of chemicals that are still listed on any of the lists in 
section 69502.2(a) in prior responses to comments and the Initial Statement of Reasons 
(ISOR).  This provision is necessary to preclude a wasteful expenditure of DTSC 
resources on petitions for removal of chemicals that have been well established as 
possessing one or more hazard traits and are appropriately captured as Candidate 
Chemicals.   
 
DTSC is not making any changes to the regulation in response to these comments. 
 
Comments:  29-12, 39-38, 39-40 
 
Comments Summary: 
Comments regarding section 69504.1(b)(5): 

• One comment expressed concern about the provision allowing an entire 
authoritative bodies’ lists to be removed, despite DTSC’s efforts to ensure that 
such removal would only occur in the case that the body’s scientific standards 
were not rigorous.  Commenter believes this provision leaves much to 
interpretation and potential mischief, and recommends deleting this provision; 
and 

• One comment expressed concern that the criteria in 69504.1(b)(4) is overly strict 
and subjective.  The comment expressed concern that this provision is based on 
subjective analysis.  How will DTSC determine if the level of rigor has changed?  
What if the list lacked scientific rigor to begin with?  This subjective analysis 
could lead to dismissal of otherwise meritorious petitions.  
 

Response:  
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DTSC respectfully disagrees.  With respect to the concern that the section 
69504.1(b)(5) leaves too much room for interpretation and mischief, DTSC does not 
share the commenter’s view.  DTSC will make the ultimate decision regarding petitions 
based on the merits of the petition.  As laid out in section 69504.1(b), DTSC will 
evaluate the merits of petitions based on multiple factors, not only the factor listed in 
69504.1(b)(5).  Additionally, DTSC has built-in the protection from section 69504(b)(2) 
that prohibits these types of petitions for three years from the effective date of the 
regulations.  
  
DTSC also disagrees that the criteria in section 69504.1(b)(5) is overly strict and 
subjective.  The lists that establish the Candidate Chemicals lists, as detailed in section 
69502.2(a), were selected because they were compiled by authoritative bodies and 
address important hazard traits.  DTSC has taken the comments of the GSRP, the 
public, and other state agencies into account in selecting these initial lists, and believes 
that they all represent a sufficient level of scientific rigor.  Section 69504.1(b)(5) simply 
asks a petitioner to show whether the authoritative body responsible for the list has 
changed its methods for assessment of chemicals since the time the regulations 
became effective.  This is not the only factor that DTSC will consider when evaluating 
the merits of a petition to remove an entire list of chemicals.   

DTSC is not making any changes to the regulations in response to these comments.  
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ARTICLE 5. Alternatives Analysis   
 
Support for the Amendments in Article 5 
 
Comments:  18-8, 18-11, 18-13, 18-15, 23-1, 28-1, 29-33, 29-34, 29-55, 29-56, 29-62, 
29-63, 29-67, 29-69, 29-72, 39-43, 39-53, 46-2, 47-1, 47-2, 47-52, 47-64, 48-55, 48-56, 
48-57, 48-61, 48-62, 48-63, 48-70, 48-71, 48-72, 48-77, 48-79, 51-8, 51-9, 51-11, 65-1, 
71-8, 71-9, 76-1,84-1, 92-1  
 
Comments Summary: 
The above comments expressed support for the provisions in Article 5 in the January 
2013 proposed regulations.  Comments expressing support for the provisions 
expressed support for inclusion of the following amendments or retention of the 
specified provisions:  

• Section 69505.1(a), which was amended to clarify that the Alternatives Analysis 
(AA) is required for only those Priority Product-Chemical of Concern 
combinations that continue to be placed into the marketplace after the Priority 
Product listing;  

• Section 69505.1(b)(3), which retained the provisions that the requirements of 
Article 5 may be fulfilled by the responsible entity or another entity on its behalf; 

• Section 69505.1(d)(2), which was added to include a public comment period for 
the Preliminary AA, Abridged AA Report  and Alternate Process Work Plan 
submitted to DTSC;  

• Section 69505.2, which was added to allow responsible entities to avoid 
conducting an AA in circumstances when a Chemical(s) of Concern is removed, 
a product is removed from California commerce, or the product-chemical is 
replaced; 

• Section 69505.2(b)(9)(D), which was added and requires that hazard traits for 
replacement chemicals be included in the Removal/Replacement Notifications 
submitted to DTSC; 

• Section 69505.2(b)(9)(F)1. and 2., which allow responsible entities to select 
replacement chemicals that are not on the Candidate Chemicals list or Candidate 
Chemicals that are already in use to manufacture the same product;  

• Section 69505.4(a), which retained the two stage, tiered AA process;  
• Section 69505.4(c)(1)(C)3., which retained the language providing that if an AA 

Work Plan contains information claimed by the responsible entity to be a trade 
secret, a separate, publicly available Work Plan may be submitted to DTSC that 
masks claimed trade secret information; 
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• Section 69505.4(b), which retained the provisions of the Abridged AA that allow a 

responsible entity that determines a functionally acceptable and technically  
• feasible is not available to submit the Abridged AA Report and commence 

research and development; 
• Section 69505.4(c), which retained the provisions of using an alternate AA 

process; 
• Section 69505.4(e)(3), which was amended to limit the requirement to submit a 

revised AA Report to only those cases where a selection decision changes and 
only within three (3) years of DTSC approving a Final AA Report;   

• Section 69505.4(f), which retained the provisions allowing a responsible entity 
the opportunity to select a different alternative, provided that an updated report 
outlining the rationale for the change is submitted to DTSC; 

• Section 69505.5(a)(3)(B), which retained the language that allows a responsible 
entity to submit a Chemical Removal Intent and/or Confirmation Notifications in 
lieu of completing an AA.  

• Section 69505.5(a)(3)(B), which retained language allowing a responsible entity 
to submit a Chemical Removal Intent and/or Confirmation Notifications in lieu of 
completing an AA after determining during the first stage AA that the Chemical(s) 
of Concern are not necessary in the Priority Product;  

• Section 69505.5(b)(1)(A) and (B), which retained allowing the responsible entity 
to “consider any identified alternative in the AA or explain in the AA Report why 
such an alternative is not viable for consideration”;  

• Section 69505.5(b)(1)(B), which was amended to allow DTSC to specify in 
guidance materials tools that are sufficient for meeting the requirements of this 
section;  

• Section 69505.5(d), which was added to allow responsible entities to eliminate 
options based on additional information not listed in section 69505.5—allowing 
responsible entities to consider adverse environmental and public health impacts 
only, with further analysis in second stage; 

• Section 69505.6(a), which retained that only relevant factors need to be 
considered further, while allowing the manufacturer to explain why other factors 
are not relevant to the analysis;    

• Section 69505.6(a)(1)(A), which was amended to add the term “material” as a 
criterion for determining relevance in the AA;  

• Section 69505.6(a)(2), which retained the provisions that qualitative, as well as 
quantitative, information may be provided for relevant factors; 

• Section 69505.6(a)(2)(A), which was amended to limit the focus of the AA to only 
the Chemical(s) of Concern and alternative replacement chemical and any other 
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chemical in the alternative that differs from those chemicals already contained in 
the product; 

• Section 69505.6(a)(2)(C), which was retained and amended to explicitly state 
that the manufacturer must evaluate, monetize and compare the costs to public 
health, the environment, government agencies and non-profit organizations for 
each potential alternative;  

• Section 69505.6(b), which was amended to list information to be evaluated in the 
comparison of the Priority Product and alternatives; 

• Section 69505.6(c), which was amended to allow the consideration of additional 
factors  to take place before the alternative(s) are selected; 

• Section 69505.6(d), which retained allowing a responsible entity to select more 
than one alternative; 

• Section 69505.7(a)(4), which retained the language whereby if an AA Report 
contains information claimed by the responsible entity to be a trade secret, a 
separate, publicly available AA Report shall be submitted to DTSC that masks 
claimed trade secret information only to the extent necessary to protect its 
confidential nature; 

• Section 69505.7(a)(4)(A), which retained the requirement that a responsible 
entity claiming information in an AA Report as trade secret provide a separate 
publicly available AA Report with trade secret information removed; 

• Section 69505.7(d)(4), which retained the provisions that compel the responsible 
entity to provide information in the AA Reports on the supply chain; 

• Section 69505.7(e)(4), which was amended to include the addition of Material 
Safety Data Sheets to the required contents of an AA Report; 

• Section 69505.7(g)(2)(B), which was amended to require that the Preliminary AA 
Reports include information about which “relevant safeguards” in other regulatory 
programs were considered; 

• Section 69505.7(h), which retained the flexibility of allowing the manufacturer to 
use a variety of analytical tools to conduct an AA; 

• Section 69505.7(j), which was amended to explicitly allow more than one 
alternative; 

• Section 69505.7(j)(2)(C), which was amended to limit the focus of the AA to only 
the Chemical of Concern and alternative replacement chemical and any other 
chemical in the alternative that differs from those chemicals already contained in 
the product; 

• Section 69505.7(k), which retained the flexibility to provide responsible entities  
the necessary time to implement their alternative through specifying an 
Implementation Plan in the final report; 
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• Section 69505.7(k)(1)(A), which was amended to require yearly progress reports 

for responsible entities that receive an extended due date for a Final AA Report; 
• Section 69505.7(k)(2), which was amended to include the opportunity within the 

implementation plan to identify any steps necessary to ensure compliance with 
existing laws; and 

• Section 69505.8(a), which was amended to clarify the scope of DTSC’s review of 
AAs which will help to ensure that each AA receives a meaningful review. 

 
Response:  
Amendments in response to the above comments were not necessary.  For a more 
detailed discussion on each of the above- mentioned provisions, please refer to the 
specific sections, which are set forth below.   
 
Object to Amendments in Article 5 
 
Comments:  7-7, 12-4, 29-61, 32-11, 35-1, 41-3, 41-9, 41-12, 41-13, 46-5, 55-4, 60-5, 
91-6 
 
Comments Summary:  
The above comments expressed concerns that are general in nature related to Article 5.  
In summary, the following concerns were expressed: 

• DTSC should incorporate a safe harbor process whereby early adopters of the 
AA process seeking to solve complex product design challenges could work 
within the spirit of the Safer Consumer Products regulations, but avoid the 
crushing bureaucratic burdens that will stifle the ability to bring a new safer 
innovative product to the market; 

• The proposed regulations give DTSC discretion to implement the program 
without providing sufficient clarity for the regulated community; 

• The best, non-biased way to conduct AAs would be for manufacturers to pay into 
a fund that is then administered by DTSC to hire one or more AA experts to 
conduct the AA or for DTSC to conduct the AAs itself;  

• The proposed regulations seem to be at odds with the U.S. “Smart Regulation” 
policies and principles;  

• DTSC has not considered an alternative way for crafting the process, which 
would avoid duplicative work for both responsible entities and DTSC and 
correspond more to the Restrictions Title under Registration, Evaluation, 
Authorisation and Restriction of Chemicals, Regulation (REACH) or the 
Canadian Chemicals Management Plan; 
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• The proposed regulations will impose unnecessary costs and administrative 

requirements on companies that result in higher priced products for California 
consumers; 

• DTSC has failed to consider alternatives to the proposed regulations that would 
enable the regulated community to more efficiently comply with the intent of the 
underlying statute; 

• DTSC should start with a small pilot program with one Chemical of Concern for 
one product on a voluntary basis to give an example to both sides of how the 
regulations actually work; and 

• The proposed regulations should rely on to promote “benign by design” products 
via incremental product improvements.   
 

Response: 
DTSC has incorporated various options whereby early adopters may take advantage 
and reformulate their products so that they do not contain a Chemical(s) of Concern.  If 
a responsible entity reformulates its product and it does not contain Chemical(s) of 
Concern, the responsible entity is relieved of the requirement to conduct an AA under 
Article 5.  Further, because DTSC has taken advantage of work already under way 
under REACH and Canada, responsible entities may also take advantage of the 
progress made under those programs to address some of the requirements under the 
proposed rule.  For example, while the proposed regulations do not require that data 
gaps be filled as part of the AA, these other programs are filling some of the data gaps 
that may be useful in preparing the AA Reports called for under the proposed 
regulations.  This reduces costs for responsible entities subject to the proposed 
regulations.    
 
The proposed regulations are process regulations and provide the necessary clarity to 
prioritize chemicals and chemical ingredients and the products that they are contained 
in.  The proposed regulations do not specify thresholds beyond what is scientifically 
appropriate at this time.  That is, the regulations do include the concept of an AA 
Threshold, as discussed in Article 1 and later in this article.  As such, DTSC disagrees 
that the regulations lack clarity for the regulated community to understand the 
requirements.   
 
DTSC respectfully disagrees that these regulations do not comply with the “smart 
regulation” policy of the United States, while noting that DTSC is not bound by this 
policy since it is not an arm of the federal government.  Nonetheless, DTSC believes 
these regulations do comply with that policy.  Accordingly, DTSC is not making any 
changes to the proposed regulations in response to these comments. 
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DTSC considered various alternatives to the proposed regulations and evaluated them 
on the merits in making meaningful, practical, and timely gains towards the 
advancement of safer consumer products.  The other alternatives considered were 
dismissed as a result of the costs to the State—and thus taxpayers—coupled with the 
impracticability of implementation.  For a more detailed discussion of the alternatives 
considered, please refer to the July 2012 Response to Comments document under 
Alternatives to Article 5 and the Discussion of the APA in the Procedural, Legal, and 
Overarching Issues section of that document, the Informative Digest and the ISOR for 
these proposed regulations.  
 
DTSC is mindful that the proposed regulations will impose additional costs and 
administrative requirements on companies that may result in higher priced products for 
California consumers.  It is important to note, however, that products that contain 
Chemical(s) of Concern also place impacts on Californians through higher medical and 
environmental restorations costs. 
 
DTSC will address the specific comments not covered by the above responses in 
conjunction with the specific sections to which they refer.   
 
DTSC is not making any change to the regulations in response to these comments.  
 
Deletion of Accreditation Bodies and Certified Assessors 
 
Comments:  1-3, 8-21, 13-1, 23-1, 41-2, 41-3, 45-5, 45-6, 45-7, 45-8, 46-2, 47-52, 48-
98, 49-1, 63-1, 63-4, 65-1, 76-3, 83-14, 84-1 
 
Comments Summary: 
The above comments expressed support and/or concern with the decision to delete the 
provisions requiring accreditation bodies and certified assessors previously contained in 
Article 8 and required as part of the preparation of the AA specified in Article 5.  In 
summary, the following concerns or support were expressed:  

• A commenter was pleased that the requirement to use a "Certified Alternatives 
Assessor" for the AA has been removed; 

• Removal of this requirement, while not eliminating the need for completing the 
assessment, allows for companies to use their own science and health 
professionals; 

• While many have argued that managing a state certified assessor program would 
be expensive, given the prospect of enlisting a host of talented professionals in 
completing and/or evaluating the AA’s, the up-front management costs would be 
more than offset; and 
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• Inclusion of the certified assessor program is the only feasible means of 

mobilizing the market to do more of the work in achieving the goals of the Safer 
Consumer Products Regulations given the limited state budget.  

 
Response: 
As stated in the July 2012 Response to Comments document, the provisions requiring 
accreditation bodies and certified assessors were deleted.  This was in response to 
comments, and as a result of the added costs to both industry and DTSC, coupled with 
the potential that the provisions may have the unintended consequence of redirecting 
efforts.  This could have delayed the assessment of products without ensuring quality 
AAs. 
 
Although adopting these regulations without a certification process could potentially 
increase the amount of time required for DTSC’s review of the work that is submitted, 
DTSC nonetheless believes that the preferred course at this time is to delete the 
provisions.  In the early years of implementation of these regulations, focused outreach 
and training on AAs by DTSC will be a necessary component.  This is true regardless of 
whether the regulations are adopted with or without a certification program, thereby 
yielding little cost savings to the state by including a certification program.  The use of 
existing outreach programs such as fact sheets, mailers, and workshops to disseminate 
information and guidelines related to AAs will ensure consistency in the quality and rigor 
of the AAs, without necessitating a certification program.   
 
The review process set out in Article 5, coupled with the audit provisions formerly in 
Article 9 (July 2012) and now in Article 8 (January 2013), will provide DTSC sufficient 
oversight over the work products that are submitted.  In addition, DTSC anticipates 
working with responsible entities in developing the AAs.  Responsible entities may 
conduct and prepare an in-house AA and the associated reports without becoming or 
necessitating the use of a certified assessor.  Public review and comment on Final AA 
Reports plans have been included in the proposed regulations to make use of 
stakeholder input to improve AA content and ensure the integrity of the AAs.  DTSC will 
learn from the first years of implementation and will, if necessary, adopt future 
regulations in the out years to address any training or educational requirements that it 
determines need to be established in regulations.  
 
Persons preparing and carrying out an AA and preparing AA Reports are no longer 
required to be certified to conduct one and may be performed in-house by the 
responsible entity or through contract with a consultant, by a trade association and/or 
collaborative.   
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DTSC is not making any changes to the regulations in response to these comments.  
 

§ 69505(a) Guidance Materials  
 
Comments:  33-23, 39-41, 41-10, 41-32, 53-10 
 
Comments Summary: 
The above comments expressed concerns with section 69505(a) of the proposed 
regulations dated January 2013, which specifies the timing for the release of AA 
guidance materials.  The section specifies that before finalizing the initial list of Priority 
Products, DTSC must make available on its website guidance materials to assist 
persons in performing the AAs in accordance with Article 5. 
In summary, the following concerns were expressed: 

• These guidelines must be promulgated in accordance with the APA 
requirements because the guidelines effectively are regulations.  This is 
because they are standards to be applied to entities under AB 1879.  Yet, 
nothing in the proposed regulations states or even suggests that the guidelines 
will be subject to public notice and comment;  

• The proposed text is very complicated to read and understand and it clearly 
does not use the least burdensome tools and it is doubtful that it will achieve its 
objectives; and 

• Third world country authorities and trade associations should be involved in the 
process for the development of such guidance documents.  
 

Response:  
The provisions contained in section 69505(a) did not substantively change from the July 
2012 to January 2013 version of the proposed regulations.  While a heading titled 
“Guidance Materials” was added and reference to section 69503.4 was deleted, the 
function of the provisions in the section remains the same. 
 
As stated in the July 2012 Response to Comments document, Health and Safety Code 
section 25253(c) mandates that in developing its regulations, DTSC ensure that the 
tools available are in a form that allows for ease of use and transparency of application.  
Section 69505(a) addresses this mandate and requires that prior to finalizing the initial 
list of Priority Products DTSC must prepare and make available guidance materials to 
assist persons in performing Alternatives Analyses.  Efforts to make guidance materials 
available are under way, and such materials will be available online before finalization of 
the initial Priority Products list.  
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During implementation, DTSC will continue to coordinate with interested stakeholders to 
develop guidance materials, but has intentionally not restricted itself in regulation to 
coordinate with other specific entities, whether foreign or domestic, to prevent any 
unintended delay in developing guidance materials should the participation of other 
entities become limited.  The proposed regulations appropriately place the responsibility 
on DTSC to develop and make available guidance materials.  In developing its guidance 
materials, DTSC will ensure that adequate review has been conducted prior to posting it 
on its website for use by others. 
 
Consistent with Health and Safety Code section 25253(c), in developing the guidance 
materials, DTSC will make every feasible effort to devise simplified and accessible tools 
that consumer product manufacturers, importers, and retailers can use to make safer 
consumer product decisions.  Guidance materials are intended to guide practitioners in 
conducting AAs for a wide range of products and may be developed to be product-
specific, if DTSC determines that is appropriate and useful.  Simple and accessible 
tools, as specified in the authorizing legislation, does not necessarily equate to 
materials being easy for a layperson to understand and be capable of conducting an AA 
and preparing the corresponding AA Reports.   
 
The proposed regulations provide the criteria with narrative standards that must be 
addressed to complete an AA.  While the regulations contain the criteria and 
procedures, the guidance materials will guide preparers in performing the AAs (i.e., 
sources of information, trends or emerging technologies, etc.).  The guidance materials 
are non-binding materials that do not need to be adopted under the Administrative 
Procedure Act (APA).  DTSC understands its obligations under the APA and proceeds 
to adopt regulations when required—as demonstrated by its actions in adopting these 
regulations.   
 
DTSC made no changes in response to the above comments.   
 
§ 69505(b) Sample Alternatives Analyses 
 
Comments:  39-42, 41-33, 71-7, 91-7 
 
Comments Summary:  
The above comments expressed concerns with section 69505(b) of the proposed 
regulations dated January 2013, which specifies that various AA Reports will be made 
available on DTSC’s website and that these reports are later required to be considered 
as specified in section 69505.1(d).  The companion provisions require the responsible 
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entity to determine if the posted AA(s) contains relevant information that may be used to 
conduct its own AA.  In summary, the following comments were expressed: 

• DTSC should provide an opportunity for stakeholders to comment on proposed 
guidance materials regarding their sufficiency as guidance materials (i.e., 
comprehensive, reliable, credible, and scientifically sound);  

• DTSC should provide a sample Preliminary AA Report as a guide for 
manufacturers to summarize chemical information in a manner that the public 
can understand thereby allowing the public to provide substantive comments;  

• DTSC must ensure that the regulations and implementing guidance provide clear 
target design criteria with accompanying methodology describing how 
alternatives will be assessed as to whether they meet the criteria; and  

• Is DTSC aware of AAs and do they correspond to all the requirements in the 
proposed regulations, and were they established within the same time frames? 

 
Response:  
The provisions contained in section 69505(b) did not change significantly in the 
proposed regulations dated January 2013.  A heading titled “Sample Alternatives 
Analyses” was added and the text “the Department is aware of and that” and “are 
supported by reliable information” were deleted.  In addition, the term “entity” was added 
to require that the information regarding the person or entity who prepares the AA be 
included in the website DTSC creates to house the sample AAs.  However, how the 
provisions in the section function remain the same.  
 
As stated in the ISOR, while the program under the proposed regulations is harmonized 
with commonly used life cycle assessment tools, a program that addresses the thirteen 
criteria of AB 1879 is not in existence elsewhere.  To the extent that current efforts of 
manufacturers who are balancing choices and making tradeoffs in re-manufacturing a 
product, address the thirteen criteria in the proposed regulations, those AAs may be 
available for use by others.   
 
As stated in the July 2012 Response to Comments document, DTSC is currently 
engaging numerous stakeholders in scoping development of guidance documents 
through various workshops.  In developing the guidance materials, DTSC will continue 
to make every feasible effort to include stakeholders in the development of tools that are 
comprehensive, reliable, credible, and scientifically sound.  Some stakeholders 
engaged in the scoping and development of the guidance materials have voiced the 
view that the Alternatives Analysis processes currently undertaken by them largely meet 
the requirements of Article 5.  To the extent these existing AAs are made available to 
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DTSC either through the guidance development process or compliance with the 
requirements of Article 5, these AAs will be made available on DTSC’s website.  
 
Section 69505.8 of the proposed regulations dated January 2013 and section 69505.9 
of the April 2013 version, contains the criteria by which DTSC will evaluate the AA 
Reports and/or work plan for compliance with the requirements of Article 5.   
 
DTSC had not envisioned developing guidance for the general public to use as 
guidance to review and submit comments on the AA Reports and/or work plans that 
would be reviewed under section 69505.1(d).  Given the highly technical contents of a 
Preliminary AA Report, it may be difficult for the Preliminary AA Report to be written in a 
manner that the general public at large may understand.  It is far more likely that AA 
practitioners and other stakeholders closely involved will be the primary reviewers of the 
Preliminary AA Reports.  As such, preparing guidance regarding technical documents 
specifically for a lay audience is not necessary or a wise use of limited resources.  
Should DTSC determine during implementation that the AA Reports must be prepared 
for a wider audience, it will seek to make changes to the guidance documents and/or 
the regulations, as appropriate.   
 
In response to the above concerns and comments regarding other related provisions, 
the proposed regulations dated January 2013 have been amended in the companion 
provisions to address concerns related to public review and comment on AA Reports.  
Section 69505.1(d)(2) has been amended, and provisions related to public comment 
have been deleted.  A new section 69505.8 Public Review on AA Reports has been 
added (April 2013).     
 
Section 69505.8(a) of the proposed regulations dated April 2013 requires that any 
public comments be submitted to DTSC for review and evaluation.  DTSC will evaluate 
the comments submitted on the merits.  DTSC will then inform the responsible entity of 
the issues, if any, that need to be addressed in an AA Report Addendum.  See 
discussion of section 69505.8 in the April 2013 Response to Comments document for 
further information on this provision. 
 
DTSC is making no further changes to the regulations in response to these comments. 

§ 69505.1 Alternatives Analysis: General Provisions  

§ 69505.1(a) Applicability 
 
Comments:  7-18, 14-9, 76-14 
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Comments Summary: 
The above comments expressed concern with section 69505.1(a) of the proposed 
regulations (January 2013), which was amended to specify that Article 5 does not apply 
to a product for which the notification requirements of section 69505.2 or section 
69505.3 have been fully and timely met.  In summary, the following concerns were 
expressed: 

• The process is extremely cumbersome and unclear and will be difficult for 
responsible entities to discern which, if any, aspects may apply to their products;   

• The proposed regulations have too broad a scope, and the scope should be 
altered to exclude home appliances; and  

• Lead-Acid batteries should be exempted from the rule as they are already highly 
regulated. 

 
Response: 
The section in the proposed regulations dated January 2013 was amended to include a 
heading titled “Applicability” and make more specific the options a responsible entity has 
in complying with the requirements for conducting an AA.  If a responsible entity does 
not submit a timely Removal/Replacement Notification in accordance with section 
69505.2 or an AA Threshold Notification in accordance with section 69505.3, the 
responsible entity must conduct an AA following one of the four options under section 
69505.4.  A responsible entity may comply with the requirements by following one of the 
following four processes: a conventional two- stage AA, an Abridged AA, an Alternate 
Process, or a previously completed AA. 
 
As stated in the July 2012 Response to Comments document and detailed in the Final 
Statement of Reasons (FSOR), the provisions throughout the proposed regulations 
have been modified to make explicit that the AA requirements apply only to the 
Chemical(s) of Concern that is/are the basis for listing the Priority Product and any 
selected alternative(s).  In addition, DTSC does not have the authority to exempt 
products or the entities that manufacture them beyond what is specified in the 
authorizing legislation.  For a detailed discussion regarding the limits on DTSC’s 
authority to grant requests for exemption, see the discussion in the July 2012 Response 
to Comments document and elsewhere in this Response to Comments document 
entitled “Requests for Exemption” under the “Procedural, Legal, and Overarching 
Issues” portion of these documents.   
 
DTSC is not making any changes to the regulations in response to the above 
comments. 
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§ 69505.1(b)(2)(A) Preliminary AA Report Deadline 
 
Comments:  8-16, 23-5, 29-66, 32-4, 35-18, 41-31, 46-5, 47-54, 48-7, 53-11 
 
Comments Summary:  
The above comments expressed concern with the amended provisions of section 
69505.1(b)(2)(A) (January 2013), which specifies the time period for submittal of the 
Preliminary AA Report.  The Preliminary AA Report must be submitted 180 days after 
the Priority Products list is finalized, unless otherwise specified.  In summary, the 
following concerns were expressed: 

• The deadline for the Preliminary AA Report is unreasonable given the tasks that 
must be accomplished, and should be extended to twelve (12) months; 

• The regulations are overly generous to responsible entities with the allowed 
timelines and the granting of extensions; 

• The timelines are aggressive and do not comport with industry’s experience 
involving the development of alternative formulations (i.e., U.S. EPA’s Design for 
the Environment program);  

• The Preliminary AA fails to adequately consider consumer acceptance, has 
limited economic feasibility criteria and requires an external economic impact 
analysis for conducting alternatives analyses; and 

• The proposed regulations should state clearly that all AA Reports will have the 
same deadline for submission, and that an extension request granted to one 
responsible entity will be extended to all. 

 
Response:  
The provisions in section 69505.1(b)(2)(A) of the proposed regulations dated January 
2013 did not substantively change from the July 2012 version, but were amended (i.e., 
renumbered) to reflect overarching streamlining efforts.  New sections, subsections, and 
paragraphs are referenced; however, the deliverables and deadlines remain 
unchanged. 
 
Section 69505.1(b)(2)(A) specifies a default time period of 180 days from the listing of a 
product as a Priority Product for submittal of the Preliminary AA Report, but also allows 
DTSC to establish a different due date for the Preliminary AA Report.  The proposed 
regulations provide sufficient flexibility to extend the time frames.  The complexity of 
products will be taken into account when determining a practical time frame for 
submittal of the Preliminary AA Report.  In addition, DTSC expects to receive 
stakeholder input when the Priority Products list is published, allowing DTSC to set due 
dates for Preliminary AA Reports which could exceed 180 days from finalization of the 
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Priority Products list.  It is not necessary to extend this time frame in the proposed 
regulations since that will be done on a case- by- case basis through the public 
comment process for establishing the Priority Products list.  
 
Based on the activities conducted during the first stage of the AA and information 
required to be included in the Preliminary AA Report under section 69505.7, DTSC 
believes that 180 days will in most cases provide a sufficient amount of time for 
preparation of the Preliminary AA Report.  The opportunity to request an extension is 
provided for in section 69505.1(c)(1) to address those unusual situations for which 180 
days is inadequate.  Due to the anticipated scope of the Preliminary AA, only one ninety 
(90) day extension request opportunity is provided. 
 
As stated in the ISOR, the provisions give DTSC latitude to provide a due date based 
on the complexity of the planned AA and scope of the alternatives to be considered.  It 
is not “one-size fits all.”  As such, it is impractical to have the same deadline for all 
Preliminary AAs if the scope of the various AAs is vastly different.  It is essential that 
DTSC maintain this latitude because the regulations are intended to address a broad 
range of products, each with unique circumstances that are impossible to be fully taken 
into account in a generally applicable regulation.  This flexibility in the proposed 
regulation may provide manufacturers with the opportunity to work with their supply 
chain and develop meaningful AAs.  Further, specifying a due date for the Preliminary 
AA Report is necessary to ensure that: responsible entities know how long they have to 
submit the Preliminary AA Report; the AA process proceeds on a timely basis; and to 
put all responsible entities on a level playing field. 
 
The Preliminary AA Report must include an implementation schedule for the second 
stage AA.  Given that responsible entities are not required to test or validate findings 
during the first stage, but instead reserves that for second stage, DTSC believes that 
180 days will, in most cases, provide a sufficient amount of time for preparation of the 
Preliminary AA Report.  Again, if this is not the case, responsible entities may request a 
one-time extension from DTSC. 
 
As stated in the July 2012 Response to Comments document, comparison of this 
program to U.S. EPA’s Design for the Environment may at first blush seem to 
demonstrate that the period for preparing the AA Reports is insufficient.  However, it is 
important to note that Design for the Environment is a voluntary program comprised of 
partnerships between U.S. EPA, industry, environmental groups, and academia.  These 
proposed regulations establish the framework, which may include, but does not require, 
coordination with other entities.  A responsible entity may proceed with conducting the 
AA without coordinating its efforts with other entities.  Further, the proposed regulations 
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allow the responsible entity tremendous flexibility in establishing the scope of the AA.  
The scope will not be dictated by any other entity.  Finally, the step-wise approach 
specified in the proposed regulations should lead to clear approaches and generate 
efficiencies.  While voluntary programs have their place, mandatory programs, such as 
in the proposed regulations, create the necessary urgency to compel more accelerated 
results.  A clear disadvantage with voluntary programs is that there are no deadlines or 
repercussions for failing to make progress.   
 
DTSC is not making any changes in response to the above comments. 

§ 69505.1(b)(2)(B) Final AA Report Deadline  
 
Comments:  5-3, 8-16, 23-5, 29-66, 32-4, 41-31, 41-41, 46-5, 47-54, 47-55, 47-56, 47-
57, 47-59, 48-7, 48-40, 62-3, 65-5, 70-12, 70-13, 70-14, 83-15, 88-23 
 
Comments Summary: 
The above comments expressed concern with the length of time a responsible entity 
has to prepare and submit a Final AA Report.  The comments predominantly state that 
the time period is too short and should be extended for a variety of reasons.  In 
summary, the following concerns were expressed:    

• DTSC should consider a variable time frame for companies to find alternatives;  
• It can take three (3) to five (5) years or more during the product development 

process when an alternative is not well known;   
• At least twenty six (26) months is necessary for research and development and 

only if a EPA Pre-Manufacture Notification (PMN) is NOT required; 
• Many substitutions will likely require multiple materials to be substituted for the 

one Chemical of Concern;  
• The regulations allow all DTSC actions to be stayed during a dispute until the 

dispute is resolved.  This can lead to frivolous delay tactics by the regulated 
entities;    

• The initial replacement of phosphate automatic dishwashing products was 
accomplished in three years; 

• The time frames should be expanded to a minimum of twenty-four (24) months 
for the Final AA Report for individual company and thirty (30) months for 
consortia;  

• DTSC could be creating an uneven playing field that will disadvantage 
responsible entities that submit timely and thorough AAs; 

Department of Toxic Substances Control Page 226 of 422 
 



  January 2013 Response to Comments 
Safer Consumer Products  Proposed Regulations, R-2011-02 

 
• The proposed regulations fail to adequately consider consumer acceptance, 

have limited economic feasibility criteria, and require an external economic 
impact analysis for conducting AAs;  

• DTSC has not documented any feasibility analysis or "beta-testing" to examine 
whether the required work can be conducted at all, to estimate the costs and 
necessary time frame for conducting an AA and whether these costs are 
proportionate;    

• DTSC should adopt a flexible approach during the initial phase of the 
implementation of the regulations to determine if the time frames are actually 
workable; and  

• DTSC must state clearly that all AA Reports will have the same deadline for 
submission, and that an extension request granted to one responsible entity will 
be extended to all.  

 
Response: 
The provisions in section 69505.1(b)(2)(B) of the proposed regulations dated January 
2013, did not substantively change from the July 2012 version, but were amended to 
reflect overarching streamlining efforts (i.e. they were renumbered).  The new sections, 
subsections, and paragraphs are referenced; however, the deliverables and deadlines 
remained unchanged. 
 
During the second stage AA and corresponding Final AA Report, the relevant factors for 
analysis are refined, compared, and assessed.  Collectively, the Preliminary and Final 
AA Reports establish the basis for identifying the most suitable alternative to the Priority 
Product, if any, and lay the foundation for imposition of the appropriate regulatory 
response(s) under Article 6, if any. 
 
The Final AA Report must include a schedule for implementing the selected alternative 
and regulatory responses, if applicable.  As such, any registrations, if not already done 
during the early stages of the Final AA can be undertaken or accounted for at this point.  
In addition, market requirements, such as consumer acceptance, and costs may be 
further evaluated.  As stated In the July 2012 Responses to Comments document and 
in the ISOR, the regulations do not require that the alternative be ready for market 
distribution at the completion of the AA Report.  Instead, the regulations require that the 
implementation plan include the anticipated period for making the alternative available 
in the market place, if an alternative is selected.  As such, the comments expressing 
concerns with the deadlines are largely unfounded.   
 
A due date in the regulations for the Final AA Report is necessary to ensure that: the 
responsible entities know the time period frame for submitting the Final AA Report; 
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responsible entities are kept on a level playing field; and the AA process is completed 
on a timely basis.  The proposed regulations, however, provide responsible entities 
opportunities to extend the due date for submitting the Final AA Report.  While the 
provisions establish a set time period for submitting the Final AA Report, they also 
provide flexibility for accommodating more complex Priority Products and AAs that 
require additional time in finalizing the Final AA Report.  Because entities are not 
required to fill the data gaps associated with an alternative, twelve (12) months or an 
extension up to twenty-four (24) or thirty six (36) months is ample time to compile 
existing information, and summarize findings. 
 
If one were to take the example of phosphates in automatic dishwashing products, the 
above-mentioned timelines would be more than sufficient to form a consortium or similar 
partnership and to perform the analysis and submit the Final AA Reports.  Phosphate 
replacement required four (4) to five (5) different chemicals depending on the 
formulation and the initial replacement was accomplished in three years.4  DTSC 
acknowledges that each product and industry is different, but believes that the time 
frames specified, especially with the ability to request extensions, is sufficient for a 
meaningful alternatives analysis to be completed. 
 
Section 69507(d) provides that any disputed requirement imposed by DTSC is stayed 
while the administrative dispute is pending, thus allowing the party disputing DTSC’s 
action to postpone compliance until the administrative dispute resolution process is 
complete.  This is necessary to avoid prejudice to the responsible entity’s interests while 
the matter is under review and prevents the waste of resources that would occur were a 
responsible entity to initiate changes that might be rendered unnecessary by any 
change in the requirement as a result of DTSC’s review.  DTSC has no basis for 
concluding that there will be abuse of this mechanism to delay compliance with 
requirements imposed by DTSC.  DTSC will endeavor to resolve disputes quickly to 
avoid delay as much as possible. 
 
Although the decisions are stayed, copies of all disputes and requests for review filed 
with DTSC are made available on DTSC’s website, as called for in section 
69501.5(a)(10) (April 2013) .  Further, information regarding the product-chemical 
combinations that resulted in the listing of the product as a Priority Product with a 
Chemical(s) of Concern will also be available on DTSC’s website.  Interested parties will 
be informed of the hazard posed to either public health and/or the environment.    
 
As stated earlier, each responsible entity will define the scope of the AA it wishes to 
undertake; as such, it is impractical to issue a single due date and regulatory response 

4 Procter and Gamble, Grocery Manufacturers Association 
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for each Chemical(s) of Concern/Priority Product combination.  The regulatory 
responses will be dictated by the findings of each AA. 
 
The Pre-Manufacture Notification, required under the federal Toxic Substances Control 
Act (TSCA) and Title 40 of the Code of Federal Regulations section 720.3, does not 
create a logistical limitation in conducting an AA pursuant to the proposed Article 5, nor 
does it require additional time be taken into account.  A Pre-Manufacture Notice must 
be submitted to U.S. EPA if the manufacturer intends to import or use any new chemical 
substance which is not on the TSCA Inventory or otherwise excluded from notification. 
 
TSCA excludes certain substances from Pre-Manufacture Notification and provides 
exemptions for others.  Substances manufactured solely for use as pesticides, food, 
food-additives, drugs, or cosmetics, tobacco and tobacco products, nuclear source 
materials, firearms and ammunition, impurities, and byproducts that have no 
commercial use, non-isolated intermediates, and new chemical substances 
manufactured solely for export are statutorily excluded.  Substances imported, 
manufactured/used for research and development, test-marketing, used in low volume, 
are Polymers, are low release and exposure all qualify for exemptions from the Pre-
Manufacture Notification requirements.  Further, the notification is not due until ninety 
(90) days before the manufacturer begins to manufacture or import a new chemical 
substance for a commercial purpose, meaning ready for distribution or thirty (30) days 
for a Low Volume Exemption or Low Release and Exposure and forty-five (45) days 
before manufacture or importation under test-marketing.  As such, the concerns 
requesting additional time for compliance with these notification requirements are 
largely unfounded.  
 
While a feasibility study or beta test has not been conducted, DTSC has incorporated 
sufficient narrowing in the scope of the Priority Products that may be named on the 
initial list to allow for this type of approach without unnecessarily delaying the process.  
As indicated in the ISOR and in section 69503.6(b) of the proposed regulations 
(January 2013), the initial list of Priority Products will include no more than five (5) 
Priority Products.  The purpose of narrowing the number of Priority Products required to 
undergo an AA in the first round is to help DTSC and responsible entities to learn by 
doing and iron out any flaws or issues with the requirements.  During the initial three (3) 
year period, DTSC will determine what works well and what could be improved, and 
may modify the regulations accordingly, if DTSC determines that is appropriate or 
necessary.  An advantage to this approach is that consumer products that are currently 
of concern can be immediately subjected to the requirements to expedite a move to 
safer alternatives, while simultaneously creating the framework for others to follow.     
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DTSC made no changes to the regulations in response to the above comments.   

§ 69505.1(b)(3) Consortium and/or Collaborative   
 
Comments:  5-3, 35-18, 41-11, 47-54, 47-58, 50-7, 52-5, 88-22 
 
Comments Summary: 
The above comments expressed concerns with section 69505.1(b)(3), which allows 
responsible entities to comply with the requirements of Article 5 entirely on their own, 
through a contract, consortium, collaborative, and/or similar partnership.  Responsible 
entities may conduct the analysis in-house or through contract with a consultant acting 
on behalf of the responsible entity.  Or the responsible entity may perform parts of the 
AA to comply with portions of the requirements while a person acting on its behalf 
complies with the other requirements of Article 5.  The following concerns regarding 
flexibility, timing and intellectual property of responsible entities were expressed: 

• It would be beneficial for all parties involved if the regulation allowed for a joint 
AA to perform one submission instead of multiple submissions; 

• Despite the latest revisions in Article 5, the various procedures involved remain 
heavily bureaucratic and require numerous notifications or reports to be 
submitted; 

• A full AA remains excessively complex since the range of factors to be analyzed 
is extremely broad and will require huge amounts of data that might be very 
difficult to obtain; 

• Responsible entities that are small to medium enterprises might well be unable to 
find all relevant data, not even with the help of outside consultants.  Or, they may 
be able to find such data only at very high cost compared to the company's 
financial means; 

• Flexibility in timing and report submission is also prudent when the responsible 
entity is a consortium, trade association, or public-private partnership; 

• Antitrust requirements in the U.S. demand care in building such relationships. 
This makes them cumbersome, since communication must involve a third party 
for oversight and blinding of most communication; 

• It could take three (3) to four (4) months to build a consortium, before any 
analysis is done on a Chemical(s) of Concern /Priority Product pairing;  

• The AA for both first and second stage will take more time for a consortium to 
complete than for a product manufacturer; and 

• An additional provision should be included in which a consortium is permitted to 
form within one year of the Priority Product listing. 
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Response: 
As stated in the July 2012 Responses to Comments document and the ISOR, the 
provisions regarding the sequencing of lists to arrive at a final list of Chemical(s) of 
Concern and Priority Products allow for public input.  Thus, they provide adequate lead 
time for responsible entities to begin forming either through contract or other agreement 
a contract, consortium, collaborative and/or similar partnerships.  Quite simply, 
responsible entities do not have to wait for the finalization of the Priority Products list to 
begin the start-up work of forming some sort of collaborative to work on AAs.  Nor would 
it be fair or prudent to allow those working under one of the above collaborative 
arrangements to have more time in every case than a manufacturer.   
 
Given that DTSC will make public the chemicals and products under evaluation for 
review and comment prior to finalizing the Chemical(s) of Concern and Priority Products 
lists, responsible entities will have one (1) to two (2) years, in some instances longer, to 
be informed of the chemicals and the products that are being considered for 
prioritization.  Responsible entities may choose to begin forming a consortium, 
collaborative, and/or similar partnerships before the pertinent lists are finalized to 
address similar concerns in the event that their chemical and/or product is ultimately 
listed.  
 
A group of manufacturers, whether large, medium or small, may work together to offset 
the costs of performing an AA on their own to achieve a common goal.  But the 
formation of a collaborative is not required under the proposed regulations.  Further, the 
provisions in the proposed regulations do not require a responsible entity to enter into a 
contractual agreement with a contractor to perform the AA.  A responsible entity may 
perform the AA in- house, either in part or entirely.   
 
The regulations intentionally do not carve out provisions for small to medium- sized 
manufacturers or manufacturers in third world countries; as such, they are subject to the 
same requirements as manufacturers located in the U.S. and California.  Creating 
exemptions for small to medium-sized enterprises is not authorized under the 
authorizing legislation (Health and Safety Code sections 25251 through 25257.1).  
Further, if exemptions were created for out-of-state manufacturers, it would create a 
disadvantage to California-based manufacturers.  All manufacturers may contract with 
any parties to assist them in complying with the requirements specified in Article 5.  
They may choose to join or form a collaborative and/or consortium or independently 
comply with the requirements and must submit their work to DTSC within the time 
frames allocated.   
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Contractual business arrangements between the responsible entities and any 
contractors, a collaborative, or consortium may well need to address issues regarding 
release of confidential business information.  The regulations do not change this sort of 
arrangement.  Consultants frequently work for multiple clients and are privy to 
confidential business information.  This concern may be addressed by nondisclosure 
agreements or other mechanisms between the responsible entity, their consultants 
and/or their clients.  Small companies without the technical capacity to develop an AA 
may join efforts to fill the data gaps of common interest and offset those costs and then 
undertake independently, those parts of the AA that are product-specific.   
 
DTSC recognizes that AAs undertaken by consortia, collaborative, trade association, or 
similar partnerships representing an industry segment or an entire industry may have 
limited utility for some or all parties involved depending on the particular product and 
industry.  As indicated earlier in the other approaches considered, a collaborative- or 
trade association- created AA will, in many respects, be similar to a state sponsored AA, 
in which the AA is conducted in a generic sense and would not address any product-
specific or use-specific impacts.  The results from a collaborative or trade association 
AA may not adequately address the appropriate regulatory responses and may require 
that each responsible entity conduct some portion of the AA on its own to address the 
product-specific impacts.  That is allowed under the regulations.   
 
Notifications are necessary to provide DTSC information regarding the Priority Products 
and responsible entities that elect to remove a Chemical(s) of Concern.  Without a 
notification, DTSC would not have a means to identify the Priority Products that have 
been reformulated, making compliance confirmation and enforcement unworkable.  The 
notification provides a means to identify the responsible entities and the Priority 
Products to ensure that those products may be tested and determined to be free of the 
Chemical(s) of Concern that is/are the basis for the product being listed as a Priority 
Product. 
 
DTSC is not making any change to the regulations in response to the above comments.  

§ 69505.1(c) AA Report Due Date Extension  
 
Comments:  48-41, 80-3, 83-22 
 
Comments Summary:  
The above comments expressed concerns with section 69505.1(c) of the proposed 
regulations dated January 2013, which allows responsible entities to request an 
extension to the due date for the Preliminary AA Report or Alternate Process AA work 
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plan.  The provisions allow up to ninety (90) days extension for the submittal of either 
report provided the request is submitted sixty (60) days before the applicable due date 
for the report.  The following concerns were expressed with these provisions: 

• The revised regulations do not specify criteria for DTSC’s decisions on extension 
requests for submittal of AAs and will create difficulties in refusing extension 
requests; 

• DTSC must state clearly that all AA Reports will have the same deadline for 
submission, and that an extension request granted to one responsible entity will 
be extended to all; 

• Sections 69507.4 and 69507.6 give responsible entities a thirty (30) day time 
frame to file a Request for Review while establishing DTSC has sixty (60) days to 
issue an order granting or denying the Request for Review, or a notice of 
ongoing review, which only provides an estimated date that DTSC expects to 
issue an order; and 

• If a responsible entity has hired resources to assist them with the complex AA 
process and then they are left awaiting a determination for unspecified period of 
time this will create additional costs and complications. 

 
Response:  
The proposed regulations at section 69505.1(c) provide responsible entities with an 
opportunity to request an extension to the due dates for submittal of the Preliminary AA 
Report or Alternate Process AA Work Plan.     
 
Extension requests that comply with sections 69505.1(c)(1) through (3) will be granted 
by DTSC; additional criteria is not necessary.  As stated earlier, each responsible entity 
will define the scope of the AA it wishes to undertake.  As such it is impractical to issue 
the same deadline for work beyond the Preliminary AA Report.   
 
Sections 69507.4 and 69507.6 contain provisions for requesting a formal review of 
regulatory responses, which may be imposed after the AA has been completed.  It is 
important to note that the proposed regulations do specify the time by when the 
responsible entity should expect to receive a determination from DTSC either granting 
or denying a request or a notice of ongoing review.  In its notice of ongoing review, 
DTSC must specify the estimated time by when a final determination on the request will 
be made.  
 
The requests for reviews are for disputing a finding, such as the requirement of a 
specific regulatory response that DTSC has issued.  They are not intended for 
extensions to the AA process.  It is highly unlikely that a responsible entity will not know 
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within a thirty (30) day time frame the ramifications of a regulatory response that it 
disagreed with, but would not file an appeal disputing the requirements.  DTSC is then 
required to review within sixty (60) days the appeal disputing the findings.  DTSC is 
aware that a responsible entity may hire resources to assist it with meeting the 
requirements of an AA.  DTSC also understands that responsible entities may specify in 
the scope of work portion of any contract with consultants that potential delays that may 
be encountered throughout the process.  This is common practice and is not a new 
arrangement created by the proposed regulations.  (See discussion of Article 7 in the 
Initial Statement of Reasons, Final Statement of Reasons, and Response to Comments 
document for the July 2012 version of the regulations for further discussion of the 
dispute resolution provisions.) 
 
DTSC is making no changes to the regulations in response to the above comments.  

§ 69505.1(d) Consideration of Information and Public Comments  
 
Comments:  1-3, 7-6, 13-10, 13-30, 15-3, 17-3, 17-4, 18-8, 20-2, 28-2, 29-64, 30-10, 
30-11, 31-3, 32-12, 33-16, 33-17, 33-19, 33-20, 33-21, 33-22, 35-19, 35-20, 35-21, 38-
1, 39-44, 39-57, 40-29, 40-30, 40-31, 41-36, 46-2, 46-5, 46-28, 46-29, 46-30, 46-31, 47-
53, 48-42, 48-74, 63-2, 63-4, 63-5, 63-5, 65-5, 66-11, 71-6, 71-7, 71-11, 76-2, 76-3, 80-
1, 80-2, 83-48, 83-49, 83-50, 88-2, 88-3, 88-4, 88-6 
 
Comments Summary: 
The above comments expressed concerns with section 69505.1(d) of the proposed 
regulations (January 2013).  Section 69505.1(d)(1) requires a responsible entity 
conducting an AA to consider all relevant information made available on DTSC’s 
website, including any relevant public comments, and any additional information or 
technical assistance DTSC provides regarding AA.  The responsible entity must 
summarize these efforts in the Final AA Report or final Abridged AA Report, whichever 
is applicable.  
 
In addition, under section 69505.1(d)(2),DTSC must post on its website a notice 
regarding the availability for public review and comment of each Preliminary AA Report, 
draft Abridged AA Report, and Alternate Process AA Work Plan submitted to DTSC.  
The notice must include the time period, not to exceed forty-five (45) days, during which 
the public may submit comments, and the method(s) for submitting comments.  Any 
public comments on these documents must be submitted to the entity that submitted the 
document to DTSC with a copy submitted simultaneously to DTSC.  In summary, the 
following concerns were expressed: 
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• Public review and comment of AAs will not create quality assurance, will be 

unproductive, delay the process without benefit to decision making and 
potentially compromise Confidential Business Information (CBI);  

• The public, even if they are an educated public, is not in a position to have 
access to the information needed to evaluate these case-specific analyses; 

• An independent third party review of AAs is important for the success of this 
program; 

• DTSC should be responsible for collecting, responding to and/or coordinating 
with the project proponent since they are bound by confidentiality and can 
provide quality assurance rather than the public or a third party; 

• The proposed regulations will create the sharing of competitively sensitive 
information creating potential exposure under federal antitrust laws, and that 
exposure cannot be eliminated or minimized on the grounds that the information 
sharing is mandated by state law;   

• It is more appropriate for the public to provide their feedback for a responsible 
entity's choice in the marketplace through their buying preferences; 

• Include a formal public comment period for all exemption requests;  
• Increase the comment period so that adequate and meaningful scientific input is 

received; 
• Only the Final AA Reports should be made public in order to protect CBI; 
• There should be criteria on the types of comments that must be submitted and/or 

responded to (i.e., based on reliable and credible information, science- based 
and germane to the product) who determines what is relevant and the level the 
responsible entity is required to respond to must be included?;  

• A comprehensive AA will reveal CBI of a manufacturer’s supply chain and 
manufacturing capabilities and should not be made public;  

• Require that the Final AA Report and any exemptions also be subject to public 
comment; and 

• DTSC should clarify that the reports posted on the website will be the versions 
with masked trade secrets;   

 
Response: 
In response to the above comments, section 69505.1(d) of the proposed regulations 
dated January 2013 has been modified and retitled “Consideration of Information.”  The 
revised provisions require that the responsible entity conducting an AA consider all 
relevant information made available on DTSC’s website and any additional information 
or technical assistance DTSC may provide regarding AA.  The responsible entity is no 
longer required to consider public comments at this stage.  The responsible entity must 
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summarize these efforts in the Final AA Report or Abridged AA Report, whichever is 
applicable.  (April 2013).   
 
In addition, in response to concerns related to public comments and the responsible 
entity’s obligation to examine and subsequently respond to the comments, the 
provisions previously in section 69505.1(d)(2) have been moved to section 69505.8 
under “Public Comments on AA Reports.”  Section 69505.8(a) requires that upon 
receipt of a Final AA Report or an Abridged AA Report, DTSC must post on its website, 
and send to persons on the electronic mailing list(s) that DTSC establishes related to 
these regulations, a notice regarding the availability of the pertinent report for public 
review and comment.  In its notice, DTSC must specify the comment period, provide a 
link to the location on DTSC’s website where a copy of the Final AA Report or Abridged 
AA Report may be viewed and specify the methods for submitting comments on the 
report.  The comment period must be no less than forty-five (45) days from the date the 
notice of availability of the Final AA Report or Abridged AA Report is posted or the date 
the notice is sent to persons on the electronic mailing list(s), whichever is the later date.  
DTSC will take into account the Priority Product and the scope of the Final AA Report or 
Abridged AA Report in establishing review time frames greater than forty-five (45) days.  
(April 2013) 
 
Section 69505.8(b) requires that DTSC review the public comments within thirty (30) 
days after the close of the public comment period and notify the person that submitted 
the Final AA Report or Abridged AA Report of those issues that DTSC determines must 
be addressed in an AA Report Addendum.  (April 2013) 
 
In determining which issues must be addressed, DTSC will review the comments on the 
merits and use professional judgment in identifying the issues that must be addressed 
by the responsible entity.  In establishing a due date for an AA Report Addendum, the 
scope and complexity of the comments/issues that must be addressed will be taken into 
account by DTSC.  
 
The regulations reflect the authorizing legislation, which specifies the type of information 
that may and may not be claimed as trade secret.  While the proposed regulations do 
not require that all critical business decisions be released to external entities, they do 
require that information related to hazard traits for chemicals be made public.  All AA 
Reports posted on DTSC’s website in accordance with section 69501.5(a)(6) will be in 
their redacted form.  For a more detailed discussion on treatment of trade secret 
information under these regulations, please refer to the discussion under trade secret in 
Article 10 of the July 2012 Response to Comments document and Article 9 in the 
January 2013 and April 2013 Response to Comments documents.   
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As a result of the amendments made in this section all references to the Draft and Final 
Abridged AA Report have also been deleted, as they are no longer necessary.  The 
Preliminary AA Report, Abridged AA Report, and Alternate Process AA Work Plan will 
not be subject to public comment; however, they will be posted on DTSC’s website in 
accordance with section 69501.5.  Interested stakeholders may review Preliminary AA 
Reports, Abridged AA Reports, and Alternate Process AA Work Plans and submit 
comments when the Final AA Reports are submitted.  DTSC believes this is an 
appropriate balance between keeping stakeholders informed and involved while 
ensuring progress is made towards safer consumer products.  Given the scope of 
Removal/Replacement Notifications and AA Threshold Notifications in lieu of conducting 
an AA, DTSC believes it would not improve the quality of the program by subjecting 
these notifications to public comment.  Accordingly, DTSC has not included them 
among the reports subject to public comment.  The Final AA Report and the Abridged 
AA Report are subject to public comment.  (April 2013) 
 
As stated in the ISOR, DTSC has considered various alternatives for ensuring the AAs 
that are prepared and submitted are of the rigor necessary for this to be an effective 
program.  Third party verification was considered prior to the July 2012 version, but was 
dismissed because of its duplicative nature without the assurance of meaningful gains.  
A third party verification requirement for an AA would require that once a responsible 
entity has completed its AA, it would then submit the AA Reports to the third party 
organization to ensure compliance with the requirements of Article 5.  The third party 
verification structure would necessitate some level of qualification and licensing of third 
parties capable of successfully completing the AA.  That is, additional qualification 
requirements—beyond those set out in Article 8 of the proposed regulations dated July 
2012—would be necessary.  Please refer to the July 2012 Responses to Comments 
document for further discussion on why those alternatives were dismissed.  
 
DTSC is making no further changes to the regulations in response to these comments. 
 

§ 69505.1(e) Compliance Status 
 
Comments:  32-12, 83-21, 41-35, 41-37 
 
Comments Summary: 
The above comments expressed concern with section 69505.1(e) of the proposed 
regulations.  The provisions specify that DTSC’s failure to make a compliance 
determination for an AA Report within the applicable time frame specified in section 
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69505.8 (January 2013) (section 69505.9 in April 2013) or failure of the Director to 
respond to an appeal or Request for Review submitted under Article 7 within sixty (60) 
days does not cause an AA Report to be deemed compliant with Article 5.  In summary, 
the following concerns were expressed: 

• These regulations impose extensive and specified time restrictions on 
responsible entities yet relieve DTSC of the burden to appropriately respond to 
deadlines that it has created. 

 
Response: 
The provisions in section 69505.1(e) of the proposed regulations dated January 2013, 
were previously set out in section 69505.1(i) in the July 2012 version.  The provisions 
were not substantively amended, but were moved to better align and group 
requirements under the most appropriate headings.  A heading titled “Compliance 
Status” was added and reference to “Preliminary and Final” was deleted.  The term “AA 
Report,” as defined in section 69505.1(a)(1), means both of these reports and it is, 
therefore, unnecessary to be repeated in this section.  
 
While DTSC will make every attempt to meet the review time frames specified, the 
provision prevents the de facto, and potentially harmful, approval of a Preliminary AA 
Report or Final AA Report that does not comply with the applicable requirements of 
Health and Safety Code section 25253 and/or Article 5.  This provision effectively 
provides necessary latitude in the event DTSC is unable to act within the 60-day time 
frame due to resource limitations or other reasons. 
 
In response to other related comments, section 69505.8 of the proposed regulations 
dated January 2013 was amended to include DTSC’s review criteria when evaluating 
Reports and work plans (April 2013).   
 
DTSC made no changes to the regulations in response to the above comments.  

§ 69505.2 Removal/Replacement Notification in Lieu of AA 

§ 69505.2(a) Applicability  
 
Comments:  29-19, 29-20, 35-37, 39-45, 41-38, 45-3, 48-43, 48-45, 65-1, 76-2, 76-13, 
83-52, 88-1, 92-39, 92-40 
 
Comments Summary: 
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The above comments expressed concerns with section 69505.2(a) of the proposed 
regulations dated January 2013, which allows a manufacturer to submit one of the 
following notifications in lieu of, and by the due date for, the Preliminary AA Report or by 
the due date for the Final AA Report or Abridged AA Report if a Preliminary AA Report 
was previously submitted.  A summary of these concerns is expressed below: 

• A Chemical Removal Intent and/or Confirmation Notification, certifying that the 
Chemical(s) of Concern will be/have been removed from the product without the 
use of any replacement chemical(s); 

• A Product Removal Intent and/or Confirmation Notification, certifying that the 
manufacturer will cease or has ceased fulfilling orders for the product from 
persons selling or distributing the Priority Product in California; 

• A Product-Chemical Replacement Intent and/or Confirmation Notification, 
certifying that the Chemicals(s) of Concern will be or have been removed from 
the product and any replacement chemical meets one of the following criteria: 

o The replacement chemical is not on the list of Candidate Chemicals; or 
o The replacement chemical is a Candidate Chemical that is already in use, 

in lieu of the Chemical(s) of Concern, to manufacture the same product by 
the same or a different manufacturer. 

 
An intent notification must be followed by submission of a Confirmation Notification 
within ninety (90) days or by the due date for the Preliminary AA Report or Final AA 
Report, whichever is later.  In summary, the comments expressed the following:  

• Chemical removal intent notifications need to be better aligned with good 
occupational health and safety practices and regulations (e.g., the California 
Hazard Communications Standard); 

• The entire purpose of this regulation is to avoid regrettable substitutes, and this 
section almost ensures that regrettable substitutes will happen; 

• At a minimum, any manufacturer seeking this exemption under this section 
should be required to disclose the identity of this chemical to the public so as to 
increase transparency and allow consumers to make informed decisions; 

• Under the proposed amendments, a manufacturer would be able to switch from 
PBDEs to chlorinated Tris without having to disclose this fact to consumers and 
without having to conduct an AA to determine if there were safer alternatives;  

• DTSC will not be able to do anything if a manufacturer moves from a Candidate 
Chemical to one that is not yet on the Candidate Chemicals list but has a large 
body of evidence demonstrating its negative impact on human health or the 
environment; 
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• The action of manufacturers choosing to move out of a Chemical(s) of Concern 

to a replacement chemical not on the Candidate List, does not fall within the 
scope of the regulation. This “off ramp” favors unsubstantiated chemical de-
selection;   

• The proposed regulations require two separate and very data-intensive 
submissions, almost as demanding as the AA, and it is not clear what 
regulatory, environmental, or other benefit either report serves; 

• Rather than have separate intent and confirmation notifications, there could be 
one generic petition for exemption that permits several justifications;  

• Any exemption requests from regulated parties should be open to public input;   
• Strike the proposed exemption notification requirement and require only that a 

responsible entity notify the agency by letter within sixty (60) days if it meets 
the requirements; and 

• Why would a program that is built on the principle of ensuring safer alternatives 
allow manufacturers to use chemicals that may be untested or that may not 
have yet been added to the Candidate Chemicals list? 
 

Response: 
The amended provisions are intended to provide an incentive to responsible entities to 
elect to remove the Chemical(s) of Concern that are not necessary for the product 
performance or function, or when a readily available safer alternative to the Chemical of 
Concern exists, without being required to undergo the process of conducting an AA.  In 
addition, the provisions provide a logical exemption to the requirement to conduct an AA 
if the Priority Product is no longer being manufactured with the Chemical of Concern 
which was the basis for its listing and/or the Priority Product is taken off the California 
market.  (January and April 2013)  
 
The provision allows reformulations, redesigns, or replacements to occur without 
conducting an AA when the reformulated product does not contain any Chemical(s) of 
Concern.  As discussed below, a responsible entity may substitute for the Chemical(s) 
of Concern with a replacement chemical that is not on the Candidate Chemicals list or a 
Candidate Chemical that is already in use for the Priority Product, to manufacture the 
same product and not be required to conduct an AA. 
 
The proposed regulations address Health and Safety Code section 25255(a) which 
states that the overall goal of the authorizing legislation is “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.” 
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While the concern about “regrettable substitutes” is a valid concern, it is important to 
note that regrettable substitutes resulted in large part from the lack of an infrastructure 
to address chemical replacement and not necessarily because the science to evaluate 
replacements was lacking.  Individual chemicals were prioritized absent meaningful 
information, often done in response to policy pressures and absent mindful 
considerations of the science.  The science was there, but without a process to review 
and evaluate the information, it was often ignored.  The proposed regulations establish 
a science-based process to identify and prioritize chemicals and chemical ingredients 
that may be of concern in consumer products.  
 
The notifications and options afforded to responsible entities are not only an 
improvement from the status quo, but also ensure that the appropriate factors are being 
timely considered when looking for safer alternatives.  In addition to the mandatory 
evaluation of Priority Products by responsible entities, the regulations provide an 
incentive for manufacturers to take the initiative to seek safer alternatives before their 
products are prioritized.  The goals of the proposed regulations are not necessarily to 
prioritize every product and conduct an AA for each product, but instead to promote 
incremental improvements across a broad spectrum of products.   
 
As such, the notifications allowed under this section create the incentive for 
manufacturers to begin considering reformulations to safer products while avoiding the 
time and expense of undergoing an AA.  A manufacturer who takes the initiative to 
remove the Chemical(s) of Concern in its product is afforded opportunities to minimize 
the amount of DTSC oversight and/or avoid the requirement of conducting an AA under 
Article 5.  The specified activities must be carried out by no later than the due date for 
the applicable AA Report and one of the following Intent Notifications followed by the 
Confirmation Notification must be submitted.  The Table 4  graphically depicts the 
various options available to responsible entities to take action short of conducting an AA 
and indicates the corresponding notification to DTSC that is required to be eligible for 
the various options.  
 
Table 4. Removal/Replacement Notification in lieu of conducting an AA 

 

Manufacturers who... May submit a:  

Have removed or will remove the Chemical(s) of Concern 
from the Priority Product without the use of any replacement 
chemical(s) 

Chemical Removal Intent  
and/or Confirmation 
Notification. 
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Will cease or have ceased fulfilling orders for the product 
from persons selling or distributing the Priority Product in 
California. 

Product Removal Intent 
and/or Confirmation 
Notification. 

Will remove or have removed the Chemicals(s) of Concern 
from the Priority Product and any replacement chemical is 
not a Candidate Chemical or if a Candidate Chemical DTSC 
did not prioritize that chemical as a Chemical of Concern 
even though it was already in use in the manufacture of the 
Priority Product.   

Product-Chemical 
Replacement Intent and/or 
Confirmation Notification.  

 
 
As discussed in the ISOR and in the response to comments under Article 2, the 
Candidate Chemicals list, formerly referred to as Chemical(s) of Concern in earlier 
versions of the proposed regulations, is comprised of chemicals that exhibit hazard 
traits and/or an environmental or toxicological endpoints; that universe is approximately 
1,200 chemicals.  Section 69503.6(b) of the proposed regulations limits the initial list of 
Priority Products to no more than five (5) Priority Products.  (January and April 2013)  
 
Section 69503.6(a) effectively narrows the scope of Candidate Chemicals to 
approximately 250 of the approximately 1,200 Candidate Chemicals that may be 
identified as Chemicals of Concern in the early stages of implementation.  It is 
conceivable that for the first three (3) years of implementation, a replacement chemical 
on the Candidate Chemicals list that does not meet both of the above criteria may be 
substituted for a Chemical of Concern, but this possibility seems remote.  DTSC will 
have the ability to name more than one (1) Chemical of Concern in a product and has 
the capacity to evaluate chemicals to make sure the scope of Chemicals of Concern in 
a given Priority Product is appropriate.  In the event that a chemical that is not on both 
the section 69502.2(a)(1) and (a)(2) lists is substituted in the early years for a Chemical 
of Concern, DTSC may prioritize that product-chemical combination in a subsequent 
Priority Product listing.  Similarly, a chemical in commerce not on the Candidate 
Chemicals list could be used as a replacement chemical.  And to the extent it poses 
potential adverse public health and environmental impacts, it may subsequently be 
added to the Candidate Chemicals list.  
 
In later years, both Polybrominated Diphenyl ethers (PBDEs) and chlorinated Tris (Tris 
1,3-dichloro-2-propyl phosphate), cited in the above comments, could be prioritized.  
This is also true of other chemicals in the family of brominated and chlorinated organic 
chemical compounds used as flame retardants.  Responsible entities would have the 
same options as outlined above (i.e., conduct the AA or submit one of the prescribed 
notifications as an alternate means of compliance). 
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Given the timelines for submittal of a Removal/Replacement Notifications, this option 
may be more attainable by responsible entities with a known alternative that can be 
confirmed as workable within eighteen (18) months after the product is listed as a 
Priority Product by DTSC.  The proposed regulations do not allow for extensions in 
submitting Removal/Replacement Notifications.  Thus, the replacement chemical being 
contemplated may well be a known alternative that was not identified by DTSC as a 
Chemical of Concern within the Priority Product.  And while a responsible entity may 
select a chemical replacement that is not a Candidate Chemical, given that function, 
performance, and legal requirements must still be met by the product, it is unlikely that 
this can occur in an eighteen (18) month5 time frame, unless that alternative is well 
known and the hazard traits associated with the alternative chemicals are also known.  
Thus, only chemicals that have been studied and evaluated to a certain extent are likely 
replacements.  This too is an assurance against regrettable substitutes.   
 
DTSC has not created an unsubstantiated chemical de-selection process, but has 
instead created a practical means of allowing responsible entities to expedite the 
selection of safer alternative without DTSC oversight.  Section 69505.2(b)(9)(A) through 
(F) collectively require that the responsible entity evaluate the hazard traits and/or 
environmental or toxicological endpoints of the replacement chemical(s) whether a 
“Candidate Chemical” or not.  In selecting a replacement chemical, it seems likely that 
the manufacturer would only consider replacement chemicals that exhibit fewer hazard 
traits and endpoints than those of the chemical it is replacing.  The requirements 
provide a necessary and practical means of addressing the Chemical(s) of Concern that 
are prioritized and replaced with chemicals that are of less concern.  Responsible 
entities that exercise this initiative are then not required to undergo a rigorous AA to 
select an alternative.  The information contained in the notifications is necessary to 
enable DTSC to conduct audits, ensure compliance, and take enforcement action if 
necessary.  The hazard trait information included in the notification is necessary to 
enable DTSC to evaluate whether a selected replacement chemical should be added to 
the Candidate Chemicals list and/or the replacement product-chemical combination 
should be added to the Priority Products list.  The requirements provide a necessary 
and practical means of addressing the Chemicals of Concern that are prioritized and 
replaced with chemicals that are of less concern.  Responsible entities that exercise this 
initiative are then not required to undergo a rigorous AA to select an alternative.   
 
Removal/Replacement Notifications are necessary to provide DTSC information 
regarding the Priority Products and responsible entities that elect to remove a 
Chemical(s) of Concern from California commerce.  Without a notification, DTSC would 

5 6 months to submit Intent Notification and 12 months to submit Confirmation Notification. 
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have no means to identify the Priority Products that have been reformulated, making 
compliance confirmation and enforcement unworkable.  The notification provides a 
means to identify the responsible entities and the Priority Products to ensure that those 
products may be tested and determined to be free of the Chemical(s) of Concern that 
is/are the basis for the product being listed as a Priority Product. 
 
The notification requirements require that responsible entities include the content 
requirements specified in section 69505.2(b).  The name of the replacement 
chemical(s), the concentration of each replacement chemical in their reformulated 
product and the hazard traits, and/or environmental or toxicological endpoints 
associated with the replacement chemical(s) must be included.  In addition, the 
information submitted to DTSC related to Intent and Confirmation Notifications will be 
posted on DTSC’s website, thereby providing consumers the information they seek to 
make informed purchasing decisions.  
 
The notification requirements apply to all replacement chemicals whether on the 
Candidate Chemicals list or not.  DTSC is cognizant that replacement chemicals not on 
the Candidate Chemicals list may have potential health and environmental effects.  
However, to the extent that replacement chemicals exhibit hazard traits, those 
chemicals must be addressed through a subsequent Candidate Chemical and/or Priority 
Product prioritization.  In addition to the prioritization processes afforded through the 
proposed regulation, consumers may provide the necessary feedback in the 
marketplace through their buying preferences.   
 
As discussed in the ISOR, and in the response to comments under Article 2, the 
Candidate Chemicals list (previously Chemical(s) of Concern in earlier versions) is 
comprised of chemicals that exhibit hazard traits and/or an environmental or 
toxicological endpoints.   

 
The Intent and Confirmation Notifications do not require further alignment with the 
California Hazard Communications Standard since they serve a different purpose from 
that other program.  As stated above, the Intent and Confirmation Notifications will 
provide DTSC and interested parties, including consumers, information regarding the 
replacement chemicals.  Under the California Hazard Communications Standard, 
manufacturers or importers are still required to assess the hazards of substances which 
they produce or import.  All employers are required to provide information to their 
employees about the hazardous substances to which they may be exposed, by means 
of a hazard communication program, labels and other forms of warning, such as 
Material Safety Data Sheets and information and training.   
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The Removal/Replacement Notifications provide a necessary and logical exemption to 
the requirement to conduct an AA, if the responsible entity elects to no longer introduce 
the Priority Product into California commerce or selects a replacement chemical that 
was not prioritized.  Given the scope of Removal/Replacement Notifications and AA 
Threshold Notifications in lieu of conducting an AA, DTSC believes it would not improve 
the quality of the program by subjecting these notifications to public comment.  
Therefore, DTSC has not made this a requirement.   
 
DTSC is making no change to the regulations in response to this comment.    

§ 69505.2(b)(4) Content Requirements for Intent and Confirmation 
Notifications  

 
Comments:  39-46, 48-44 
 
Comments Summary: 
The above comments expressed concern with section 69505.2(b)(4) of the proposed 
regulations, which specifies the content requirements for Chemical Removal, Product 
Removal, and Product-Chemical Replacement Intent and Confirmation Notifications.  
The name of, and contact information for, all persons in California, other than the final 
purchaser or lessee, to whom the manufacturer directly sold the Priority Product within 
the prior twelve (12) months must be included in each of  the notifications provided to 
DTSC.  In summary, the following concerns were expressed: 

• DTSC should rely instead on a combination of testing, when available, adequate 
quality control or quality assurance protocols through audits to ensure 
compliance with the regulations; and  

• DTSC is asking for extensive information, on customers and distributors that is 
likely to be considered commercially sensitive and confidential information. 

 
Response: 
As stated earlier, Removal/ Replacement Notifications and the content requirements are 
necessary for DTSC to effectuate a meaningful and practical audit and enforcement 
program.  DTSC will conduct random audits to establish and/or verify the rate of 
compliance with Removal/ Replacement Notifications.  In addition, as the program 
matures, this information could be used for subsequent product prioritizations.  To the 
extent the Notifications submitted contain trade secret information, that information will 
be redacted when posted on DTSC’s website.  See Trade Secret Protection under 
Article 10 of the July 2012 Responses to Comments document and Article 9 of this 
Response to Comments document as well as the April 2013 version for a detailed 
discussion of the handling of trade secrets under these regulations.   
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DTSC made no changes to the regulations in response to the above comments.  

§ 69505.2(b)(9)(D) Content Requirements: Replacement Chemicals  
 
Comments:  18-9, 29-18, 29-20, 39-46  
  
Comments Summary:  
The above comments expressed concern with section 69505.2(b)(9)(D) of the proposed 
regulations dated January 2013, which specifies that for Chemical Removal 
Notifications and/or Product-Chemical Replacement Notifications, the notification must 
identify the Chemical(s) of Concern that will be or have been removed from the product 
and the name of the replacement chemical(s), the concentration of each replacement 
chemical in the reformulated product, and the hazard traits and/or environmental or 
toxicological endpoints known to be associated with the replacement chemical(s).  In 
summary, the following concerns were expressed: 

• The “potential” standard of evidence should apply in this situation so that DTSC 
may consider whether the replacement is indeed a better alternative or perhaps 
should even be listed as a Candidate Chemical; 

• Including all of the information for a re-designed product is a prohibitively long 
and complex process; 

• DTSC should remove the notices as they are an unnecessary paperwork 
exercise or vastly simplify them and not rely on testing;  

• DTSC should rely on audits per Article 8 of companies’ compliance assurance 
systems to demonstrate that Chemical(s) of Concern have been removed; and 

• The name of the Chemical(s) of Concern being removed or the name of the 
replacement chemical and its concentration in the reformulated product is 
necessary upfront for DTSC to ensure that the removal or reformulation does not 
increase potential exposures or adverse impacts. 

 
Response: 
The use of the term “potential” in this situation is not appropriate.  If during the 
prioritization process under Article 3, DTSC determines based on reliable information 
that multiple product-chemical combinations of a product type are of concern, DTSC 
has the authority to list all the various product-chemical combinations as Priority 
Products.  Candidate Chemicals that are likely replacement chemicals based on reliable 
data may be evaluated for the potential toxicological endpoints and prioritized 
accordingly.  Please refer to the above discussion under section 69505.2(a) Applicability 
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of this Response to Comments document for further details on the utility and need of the 
reporting requirements set out in these provisions.   
 
Without notifications, DTSC would not have a means to identify the Priority Products 
that have been reformulated, making compliance confirmation and enforcement 
unworkable.  The notifications provide a means to identify the responsible entities and 
the Priority Products to ensure that those products may be tested and determined to be 
free of the Chemical(s) of Concern that is/are the basis for being listed as Priority 
Products.  While the proposed regulations do not specify specific analytical 
requirements, it is necessary that the responsible entity demonstrate through analytical 
testing the methodology and identify the laboratory used.  This requirement is common 
practice to allow DTSC to verify the qualifications of the testing laboratory.  
 
As specified in section 69505.2(a) and (b), the Chemical(s) of Concern that have been 
or will be removed must be included in the notification that is provided to DTSC.  
Further, section 69505.2(b)(9)(D) specifies that the name of the replacement chemical, 
its concentration and the hazard traits, and/or environmental or toxicological endpoints 
be included in the Notification.  As stated earlier, the information contained in the 
notifications will then be used by DTSC to conduct audits, establish compliance and 
take enforcement action if necessary, and inform DTSC about subsequent chemical 
prioritizations.  The hazard traits and/or environmental or toxicological endpoints posed 
by the replacement chemical will be taken into account in subsequent listings. Please 
refer to section 69505.2(a) Applicability for more details. 
 
DTSC will conduct random audits to establish and/or verify the rate of compliance with 
Removal/ Replacement Notifications.  In addition, as the program matures this 
information may be used for subsequent product prioritization processes. 
DTSC made no changes in response to the above comments.  

§ 69505.2(b)(9)(F) Content Requirements: Replacement Chemicals on 
Candidate List  

 
Comments:  29-20, 48-46, 92-37, 92-38 
 
Comments Summary: 
The above comments expressed concern with section 69505.2(b)(9)(F)1. and 2. of the 
proposed regulations dated January 2013, which specify that for Chemical Removal 
Notifications and/or Product-Chemical Replacement Notifications, the notification must 
identify the Chemical(s) of Concern that will be or have been removed from the product 
and the name of the replacement chemical(s), the concentration of each replacement 
chemical in the reformulated product, and information demonstrating that the 
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replacement chemical(s) is/are not on the list of Candidate Chemicals; or if the 
replacement chemicals is on the Candidate list that it is already in use to manufacture 
the same product. In summary, the following concerns were expressed: 

• DTSC will not be able to do anything if a manufacturer moves from a Candidate 
Chemical to one that is not yet on the Candidate Chemicals list but that has a 
large body of evidence demonstrating its negative impact on human health or the 
environment; 

• Without an AA, DTSC and the public will not know if there were safer alternatives 
available to the replacement chemical;   

• This type of information is necessary upfront for DTSC to ensure that 
reformulation does not increase potential exposures or adverse impacts; 

• Replacement chemicals should not automatically be ones that are already in use 
in the same or similar products, as allowed in section 69505.2(b)(9)(F)2.; 

• History tells us that just because something is in a product as a “replacement” 
does not mean it has been tested appropriately or is less toxic than the original; 
and 

• Add language to ensure that if a replacement chemical is a Candidate Chemical 
and used in a similar/same product, that its hazard traits and endpoints must be 
less toxic than those of the chemical it is replacing.    
 

Response: 
As stated in the discussion under section 69505.2(a) Applicability, the 
Removal/Replacement Notifications are intended to provide an incentive to responsible 
entities to elect to remove the Chemical(s) of Concern that are not necessary for the 
product performance or function, or when a readily available safer alternative exists, 
without being required to undergo the process of conducting an AA.  The provisions 
offer a logical exemption to the requirements if the Priority Product is no longer being 
manufactured with the Chemical of Concern which was the basis for its listing and/or the 
Priority Product is taken off the California market.   
 
The Intent and Confirmation Notification contents required under sections 69505.2(b)(1) 
through (10) require, among other things, that the information, rationale, and factors 
used to reformulate a product be included in the notification.  In addition, the name of 
and hazard traits and/or environmental or toxicological endpoints known to be 
associated with the replacement chemical must be identified.  Section 69505.2(b)(9)(D) 
through (F) collectively require that the responsible entity evaluate the hazard traits 
and/or environmental or toxicological endpoints of the replacement chemical(s) whether 
a “Candidate Chemical” or not.   
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Section 69505.2(b)(9)(F) specifies that the replacement chemical must meet one of two 
conditions.  Either the replacement chemical is not on the Candidate Chemicals list or 
the replacement chemical is on the Candidate Chemicals list, but that chemical is 
already in use to manufacture the same product.  In the latter case, DTSC will have had 
the opportunity during its prioritization process to evaluate available information and 
determine whether or not the chemical posed the same concern as the Chemical of 
Concern that was prioritized.  In other words, if DTSC determines the hazard traits and 
endpoints are less toxic than those of the Chemical of Concern that is being prioritized, 
DTSC may decide not to list a chemical that could end up serving as a replacement 
chemical.  
 
The proposed regulations do not require that the replacement chemicals be Candidate 
Chemicals already in use in the same or similar products to be eligible for the 
notification and avoidance of the duty to conduct an AA.  But given the periods 
necessary to reformulate products, replacement chemicals may well be Candidate 
Chemicals already in use for that purpose that were not prioritized as part of the 
identification of a Priority Product.   
 
Section 69505.2(b)(9)(F) in effect limits the chemicals that may be used as replacement 
chemicals to those chemicals that DTSC has not to identified and prioritize as a 
Candidate Chemicals, or Candidate Chemicals used in the product but that DTSC has 
not identified as Chemicals of Concern for the Priority Product.  The fact that DTSC did 
not to list the chemical as a Candidate Chemical used to manufacture the same product 
or as a Chemical of Concern for the Priority Product means that DTSC has already 
determined that the chemical does not pose the same risk as the Chemical of Concern 
in the Priority Product that warrant requiring an AA. 
 
This provision is necessary to preclude a reformulation (without the benefit of an AA) 
that uses as a replacement chemical a Candidate Chemical that DTSC did not identify 
as a basis for listing the Priority Product (i.e., a Chemical of Concern) merely because 
the Candidate Chemical was not previously used to manufacture the same product.  
Although not identified as a Chemical of Concern, such a Candidate Chemical could 
pose potential adverse impact and exposure concerns not previously evaluated by 
DTSC if used to as a replacement chemical for the Chemical of Concern. 
 
DTSC is mindful of the concern about regrettable substitutes, which historically resulted 
in large part as a result of a lack of an infrastructure requiring comparisons, and not 
from a lack of scientific data.  Similarly, conducting complex AAs on every alternative 
that may ever be considered is not in the best interest of all stakeholders involved.  The 
regulations strike a balance between the competing concerns of moving quickly to safer 
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alternatives and avoiding regrettable substitutes.  The proposed regulations establish a 
process by which all entities may begin to consider impacts across the life cycle of the 
products that they manufacturer before ever being prioritized.  The goal in this instance 
is incremental improvement. 
 
DTSC is making no changes to the regulations in response to the above comments.  

§ 69505.2(c) Chemical Removal Notification Certification Statements  
 
Comments:  39-47, 48-47, 48-48, 92-41 
 
Comments Summary: 
The above comments expressed concern with section 69505.2(c) of the proposed 
regulations dated January 2013, which specifies that Chemical Removal Intent and 
Confirmation Notifications must include certification statements containing the specified 
information in section 69505.2(c)(1) or (2), whichever is applicable.  The information 
must certify the intent to comply within ninety (90) days and followed by a confirmation 
that the Chemical(s) of Concern have been removed, information has been provided to 
persons selling or distributing the Priority Product in California, and the manufacturer 
has ceased placing the Priority Product in California Commerce.  In summary, the 
following concerns were expressed:  

• This section should be deleted because it is nearly impossible for a manufacturer 
to remove a Chemical(s) of Concern without the use of one or more replacement 
chemicals; 

• It is not likely, given the complex supply chain for some products, that any 
manufacturer will be able to accomplish all of the certification requirements within 
ninety (90) days;   

• DTSC should clarify how responsible entities must notify persons selling or 
distributing the Priority Product in California regarding the reformulated product 
by specifying that posting information on a company website is sufficient notice; 
and  

• Add language to ensure that notifications include a requirement to change Safety 
Data Sheets information within three (3) months; notify and train workers about 
the changes, and provide the information to Cal/OSHA. 

 
Response: 
As stated earlier, the provisions in section 60505.2 are options available to responsible 
entities that provide an incentive to elect to remove the Chemical(s) of Concern that are 
not necessary for the product performance or function, or when a readily available safer 
alternative exists, without being required to undergo the process of conducting an AA.  
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These provisions are not intended to be as lengthy and involved as the provisions for 
conducting an AA.  The extent to which a responsible entity can take advantage of the 
provisions in section 69505.2 may in some instances depend on how much work has 
been done independent of the proposed regulations.  If a responsible entity waits until 
its product is listed as a Priority Product to begin considering alternatives to Candidate 
Chemicals/Chemical(s) of Concern in its product, these provisions may not be of much 
use. However, forward-thinking responsible entities may be able to avail themselves of 
these provisions by voluntarily evaluating whether or not there is a need for a Candidate 
Chemical in their products before the products are ever listed as Priority Products.  The 
provisions also provide a logical exemption to the requirements if the Priority Product is 
taken off the California market.  Of course, in this situation the product no longer poses 
any risk to Californians. 
 
There is an erroneous understanding of the requirements expressed in the comments.  
An Intent Notification, a Preliminary AA Report, or Alternate AA Work Plan must be 
submitted to DTSC within 180 days from the date the Priority Product is listed.  After 
submitting one of the above documents, a responsible entity must submit either a 
Confirmation Notification within ninety (90) days if an Intent Notification was filed or a 
Final AA Report or Confirmation within twelve (12) months after submitting the 
Preliminary AA Report.  Given the content requirements of these notifications, sufficient 
time has been afforded to the responsible entity for compliance with the notification and 
certification requirements.  
 
The proposed regulations do not require that a specific mechanism be used by the 
manufacturer to notify the persons who sell or distribute the product that they 
manufacture.  As such, the manufacturer may employ the most convenient means of 
ensuring the information is transmitted to distributors and retailers.  This may include, 
but is not limited to, mailers, electronic mail, and/or posting information on the 
manufacturer’s website.   
 
While DTSC appreciates the merits of the interplay between multiple programs, the 
Intent and Confirmation Notifications serve a different purpose than conveying 
information to the end user under other programs.  Material Safety Data Sheets and/or 
Safety Data Sheets must be updated through a separate mechanism and not the 
proposed regulations, as was suggested.  Those requirements are already in existence, 
and DTSC sees little to no benefit in duplicating those efforts here.   
 
DTSC is making no change to the regulations in response to the above comments.  
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§ 69505.2(e) Product-Chemical Replacement Notification Certification Statements 
 
Comments:  48-49, 48-50 
 
Comments Summary: 
The above comments expressed concern with section 69505.2(e) of the proposed 
regulations dated January 2013, which specifies that Product-Chemical Replacement 
Intent and Confirmation Notifications must include Certification Statements containing 
the specified information in section 69505.2(e)(1) or (2), whichever is applicable.  The 
information must certify the intent to comply within ninety (90) days and followed by a 
confirmation that the Chemical(s) of Concern have been removed, information has been 
provided to persons selling or distributing the Priority Product in California, and the 
manufacturer has ceased placing the priority product in California commerce.  In 
summary, the following concerns were expressed: 

• DTSC should clarify how responsible entities must notify persons selling or 
distributing the Priority Product in California regarding the reformulated product 
by specifying that posting information on a company website is sufficient notice.  

Response: 
The proposed regulations do not require that a specific mechanism be used by the 
manufacturer to notify the persons who sell or distribute the product that they 
manufacture.  As such, the manufacturer may employ the most convenient means of 
ensuring the information is transmitted to distributors and retailers, which may include, 
but is not limited to mailers, electronic mail, and/or posting information on the 
manufacturer’s website.   
 
Section 69505.2(e)(1) was amended (April 2013) to clarify that the Notification must 
include a statement certifying  that “the manufacturer”  will fulfill all of the requirements 
of that subsection within ninety (90) days of the date the Product-Chemical 
Replacement Intent Notification is submitted to DTSC.   
 
DTSC made no additional changes to the regulations in response to the above 
comments.  
 
§ 69505.3 Alternatives Analysis Threshold Notification in Lieu of AA 

§ 69505.3(a) Notification Requirements  
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Comments:  6-17, 6-18, 7-2, 8-17, 10-5, 35-1, 35-37, 39-48, 45-4, 46-5, 46-32, 47-50, 
52-4, 60-2, 63-6, 65-5, 66-5, 66-6, 83-10, 83-12, 83-13, 83-28, 83-51, 83-52, 83-53, 91-
14 
  
Comments Summary: 
The above comments expressed concerns with section 69505.3(a) of the proposed 
regulations dated January 2013, which specifies that Article 5 does not apply to a 
responsible entity’s Priority Product if the manufacturer submits an AA Threshold 
Notification to DTSC concurrently with the Priority Product Notification, or by the due 
date for the Preliminary AA Report for the Priority Product.  In summary, the following 
concerns were expressed:  

• The proposed regulations should allow manufacturers the option of 
demonstrating the safety of a Priority Product;  

• A clear "de minimis" value rather than the proposed practical quantitation limit 
(PQL) or an AA Threshold should be provided; 

• A "de minimis" level more clearly acknowledges that the risk is not actionable;   
• This provision is the single most important provision to ensuring a workable 

program; 
• The AA Threshold notification is unnecessary.  Under other chemical regulatory 

programs in existence (e.g., European Union  Restriction of Hazardous 
Substances Directive and REACH Regulation) there is no notification required if 
a chemical is below certain established threshold limits; 

• The notification requirement should be deleted and only be required if the entity 
exceeds a threshold;  

• The PQL makes the AA Threshold irrelevant because it will be on a case-by-case 
basis, making it a moving target;  

• PQL is essentially the smallest amount of a chemical that can be reliably 
measured—“if you can measure it, you must account for it”;  

• By applying the threshold only to contaminants, the logical extension is that a 
responsible entity must account for an intentionally added Chemical(s) of 
Concern, even if it cannot be reliably measured;  

• DTSC should request additional information only when needed;  
• Responsible entities should be allowed to assert a right to confidentiality of the 

chemical identity if such information could plausibly allow competitors to 
ascertain confidential business information regarding raw materials, 
manufacturing processes, or other pertinent information; 

• DTSC should return to the previous version of the proposed regulations in which 
the AA Threshold process was applicable to all Chemicals of Concern, 
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regardless of their source, and the broader number of factors that could be used 
to establish the AA Threshold value; and  

• If a product contains a Chemical of Concern as a contaminant how will the 
responsible entity know and/or how can it be reliably measured?   

 
Response:  
The processes in Articles 2 and 3 are designed to identify chemicals (as Candidate 
Chemicals) that have adverse impacts on public health and/or the environment if 
exposures to the chemicals occur; and identify and prioritize product-chemical 
combinations for which there is the potential for exposures to the Candidate Chemicals 
in the product potentially resulting in adverse impacts.  In Article 3, consumer products 
containing chemicals listed as Candidate Chemicals under Article 2 will be prioritized 
based on potential adverse public health and environmental impacts, potential 
exposures, and relevant factors.  The Candidate Chemical(s) that is/are the basis for 
listing a product as a Priority Product become the Chemical(s) of Concern for that 
product.  An AA under Article 5 must be performed for each product that is a Priority 
Product by one of the responsible entities for the product.  A Priority Product is 
exempted from Article 5 AA requirements if the concentrations of the Chemical(s) of 
Concern in the Priority Product do not exceed the applicable AA Threshold(s) (if AA 
Thresholds have been set for the Priority Product-Chemical of Concern) and the 
manufacturer of the product submits an AA Threshold Notification to DTSC. 
 
Section 69501.1(a)(12) defines the AA Threshold as either: (i) the PQL for a Chemical 
of Concern present in the Priority Product solely as a contaminant; or (ii) the applicable 
concentration, if any, specified by DTSC during the Priority Product listing process 
under section 69503.5(c).  Given the Candidate Chemicals’ adverse public health and 
environmental impacts, it would not be prudent for DTSC to establish a threshold above 
the PQL absent information demonstrating that a higher level is appropriate.  By 
establishing the AA Threshold at the PQL for Chemicals of Concern present in Priority 
Products solely as contaminants, and having no default AA Threshold for intentionally 
added Chemical(s) of Concern, in effect, requires that manufacturers ask whether the 
Chemical(s) of Concern in the products that they manufacture is/are necessary – both 
for chemicals knowingly used to manufacturer a product and other chemicals present in 
a product that can be reasonably and reliably detected and measured. 
 
DTSC considered in its earlier regulations proposal, dated September 2010, the use 
and concept of the term “de minimis” to harmonize the proposed regulations with the 
application of de minimis level concepts with numerous state, federal, and global 
regulations.  The “de minimis” levels and concepts contemplated in earlier versions of 
these regulations were never intended to define a level at which risks were negligible or 
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unimportant.  The term “de minimis” as is used in the European Union’s Restriction of 
Hazardous Substances Directive, REACH and other programs is a reporting limit based 
on volume, not risk.  The overlapping and potentially conflicting uses of the term caused 
DTSC to reconsider the use of the term and to instead create an independent term to 
minimize the mistaken assumption that the concentration equates to an acceptable level 
of risk.  The proposed regulations dated July 2012 appropriately introduced the use of 
the term “Alternatives Analysis Threshold” and related Exemption Notification—that is 
an exemption from the requirement to conduct an AA.  In response to comments on the 
proposed regulations dated July 2012, the term was amended to “Alternatives Analysis 
Threshold Notification.”       
 
While the definition specifies that the PQL is the lowest concentration of a chemical that 
can be “reliably measured,” there is a lower limit – that is the concentration at which 
instruments will detect the presence of a contaminant (e.g., a Chemical of Concern) with 
consistent confidence.  If a chemical is detected at this lower level but cannot be reliably 
quantified this is commonly referred to as the method detection limit (MDL).  This level 
can vary from laboratory to laboratory.  The fact that the chemical concentration cannot 
be reliably quantified at these lower levels makes the MDL unsuitable for policy setting 
and/or regulatory decision-making.  Similarly, there is a higher concentration than the 
PQL at which a chemical concentration may be quantified.  However, because some 
chemicals (e.g., carcinogens) cause adverse impacts at very low levels, at or near zero, 
it is unsuitable to use higher levels of quantification for policy setting and/or regulatory 
decision-making.  It is important to note that chemicals may have adverse impacts 
below levels that can be measured and/or quantified.  
 
The concentrations between the PQL and MDL are real and provide indications of 
presence; however, because of the inability to reliably quantify contaminants at the 
MDL, the MDL is used as the starting point to establish a more reliable concentration — 
the PQL.  There are two primary approaches to establish the PQL using the MDL: (1) 
the laboratory performance method; and (2) the multiplier method.  In the laboratory 
performance method, through the application of statistical and scientifically acceptable 
methods, the MDL is used to extrapolate the PQL.  In essence, this method establishes 
the PQL based on the performance of a representative number of laboratories that can 
reliably quantify the concentration using appropriate analytical methods.  This method 
takes into account the practicability of laboratories quantifying the identified 
concentration.  The multiplier method is based on multiplying the MDL by a factor 
ranging from three (3) through ten (10).  This takes into account the variability and 
uncertainty that can occur at the MDL.  The MDL multiplier method may be most 
suitable when a representative number of laboratories are not available to establish a 
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more rigorous PQL.  Historically, the laboratory performance method has been used to 
validate the PQLs that were developed using the MDL multiplier method. 
 
The PQL, as defined in the proposed regulations, is consistent with U.S. EPA’s 
approach and takes into account the quantitation limits, precision and biases, normal 
operations of laboratories, and the programmatic needs to have a sufficient number of 
laboratories available to conduct compliance monitoring.  The PQL is, in effect, the point 
where an occurrence or presence of a contaminant (e.g., a Chemical of Concern) can 
be reliably quantified by most laboratories for specific chemical contaminants using day-
to-day routine laboratory operating procedures.  
 
An AA Threshold is available as a default for a manufacturer’s Priority Product only if 
the Chemical(s) of Concern are present in the product solely as contaminants, and the 
concentration of the Chemical(s) of Concern(s) does not exceed the Practical 
Quantitation Limit (PQL) for the chemical(s).  If during the product prioritization process, 
DTSC determines that an AA Threshold is needed for a particular intentionally added 
chemical in a particular product, this can be addressed in the rulemaking for that Priority 
Product listing.  This option was added to the April 2013 version of the regulations in 
response to public comments.  That is, DTSC has the ability to establish specific AA 
Thresholds on a case-by-case basis for intentionally added chemicals in Priority 
Products.  If DTSC exercises this authority, it will do so at the time it lists Priority 
Products. 
 
DTSC is cognizant that PQLs are media- and product -specific, and that the AA 
Threshold provisions require that manufacturers account for any concentration of 
intentionally added Chemical(s) of Concern in the products that they manufacture.  
Despite the potential variability in the concentrations detected, the proposed regulations 
are aligned with and consistent with the goals and intent of AB 1879, in which 
continuous improvement is sought for safer alternatives in lieu of establishing safe 
harbors for chemicals that have been demonstrated to be of concern.  As technological 
advances are made and the concentrations of chemicals are detected, assessments of 
whether they are of concern can be made.  DTSC believes that this approach strikes 
the proper balance between innovation and safer consumer products. 
 
Given that establishing the “safety” of a Priority Product would entail the essential 
elements of conducting an AA—demonstrating a lack of adverse impacts on public 
health and /or the environment—DTSC does not understand the practicality of allowing 
“manufacturers the option of demonstrating the safety of a Priority Product” as an 
exemption from the AA requirements.  Further, if a Priority Product were in fact “safe,” 
how is it that it was prioritized?  Prioritization means the product contains Chemical(s) of 
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Concern, it is present in commerce in California in high volume, and there is a 
propensity for exposure resulting from the product.  A responsible entity may, in 
conducting the AA, demonstrate the “safety” of the Priority Product and elect to retain 
the Chemical of Concern in a product; that is, a responsible entity is not required to 
eliminate the Chemical of Concern as the outcome of the AA.  However, the Priority 
Product may be subject to regulatory responses depending on the outcome of the AA.  
 
At the onset, DTSC will develop guidance materials to address the preparation of the 
AA and may provide examples of how to demonstrate compliance with threshold 
requirements, if appropriate.  Responsible entities may use supply chain declarations, 
third party chemical management certifications, and internal process controls to obtain 
data; however, the data demonstrating compliance with any threshold must be provided 
with the appropriate notifications and/or AA Reports specified in the regulations.    The 
AA Threshold will be a case-by-case determination based on the presence of 
contaminants in the particular Priority Product, the PQL, and criteria for the protection of 
public health and the environment.   
 
DTSC may list Priority Products that contain Chemical(s) of Concern, whether 
intentionally added or as a contaminant.  This information will inform the responsible 
entities of the Priority Products that are the focus of the AA.  If a product contains 
Candidate Chemical(s) but is not listed as a Priority Product, there are no requirements 
under the proposed regulations.  However, the manufacturer may elect to remove the 
Candidate Chemical(s) independently and no reporting requirements are triggered.  
Once listed as a Priority Product, however, the regulations specify the information that 
must be included in an AA Threshold Exemption Notification, including the source of the 
contaminant Chemical(s) of Concern(s).  The notification must identify the PQL(s) for 
the Chemical(s) of Concern and the methods used to determine the PQL(s).  The 
manufacturer is required to notify DTSC if the information in the AA Threshold 
Exemption Notification significantly changes or the product no longer meets the criteria 
for an AA Threshold Exemption. 
 
AA Threshold Notifications and the content requirements are necessary for DTSC to 
effectuate a meaningful and practical enforcement program.  DTSC will conduct random 
audits to establish and/or verify the rate of compliance with Notifications.  In addition, as 
the program matures this information may be used for subsequent product prioritization 
processes.  
 
Health and Safety Code section 25257(f) specifies that the trade secret provisions do 
not apply to hazardous [sic] trait submissions for chemicals and chemical ingredients.  
DTSC is not authorized to expand or contract the scope of the information that the 

Department of Toxic Substances Control Page 257 of 422 
 



  January 2013 Response to Comments 
Safer Consumer Products  Proposed Regulations, R-2011-02 

 
Legislature specified may be claimed as trade secret.  The proposed regulations 
address trade secret issues in Article 9 of the January 2013 and April 2013 version of 
the regulations.  These provisions were previously Article 10 in the July 2010 version of 
the regulations.  While manufacturers must disclose the full composition of their product 
to DTSC, they may claim trade secret protection for certain pieces of information.  This 
protects that information from being disclosed to the public.  The reader is directed to 
the detailed discussion of trade secret provisions for more information on this topic.  
 
In response to the above comments, section 69505.3(a)(4)(A) was amended (April 
2013).  The text “Alternatives Analysis Threshold” was deleted and replaced with PQL.  
In addition, section 69505.3(a)(4)(B) was added.  This is a companion provision to 
section 69503.5(c), which allows DTSC to establish AA Threshold for a Priority Product 
listed based on intentionally added chemical(s), if DTSC determines that this is 
appropriate during the listing of the Priority Product.  Corresponding changes in section 
69505.3(b) were made to replace PQL with AA Threshold. 

§ 69505.3(a)(1)-(9) Notification Requirements  
 
Comments:  39-49, 48-8, 48-51, 48-52, 48-53 
 
Comments Summary: 
The above comments expressed concerns with section 69505.3(a)(1) through(9) of the 
proposed regulations dated January 2013, which specify the content requirements of an 
AA Threshold Notification. In summary, the following concerns were expressed: 

• A responsible entity must identify all other responsible entities for a product.  It 
should be DTSC’s responsibility to find out who the responsible entities are; 

• Requiring the manufacturer to describe its entire marketplace, potential 
competitors and all, may put responsible entities in an untenable position; 

• This section overly relies on testing to demonstrate compliance and should 
instead rely on audits to ensure compliance;  

• It does not matter whether a Chemical of Concern is intentionally added or not; it 
should only matter whether it is present;  

• The definition in section 69501.1(a)(26) should be eliminated, and section 
69505.3(a)(4) should be adjusted to only focus on whether the substance is 
present or not;  

• The risk of having a Chemical of Concern as a low level contaminant can still be 
addressed as part of an AA;   

• Delete section 69505.3(a)(5)—a PQL is meaningless if there is no reference to 
an analytical method;  
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• DTSC should clarify that acceptable analytical standards for a PQL will be 

published by DTSC at the time DTSC lists a Priority Product for a Chemical of 
Concern that is present in a Priority Product solely as a contaminant; and 

• Allow analytical testing on representative products rather than imposing the 
burden of testing for every product or part number to be consistent with EU’s 
REACH program.  
 

Response:  
As stated earlier, AA Threshold Notifications and the content requirements are 
necessary for DTSC to effectuate a meaningful and practical enforcement program.  
DTSC will conduct random audits to establish and/or verify the rate of compliance with 
the Notifications that are submitted.  In addition, as the program matures this 
information may be used for subsequent product prioritization processes.   
 
The requirements specified in section 69505.3(a)(2) require that the manufacturer 
identity any known responsible entities for the product—this includes the manufacturers,  
importers, assemblers, and retailers, as defined.  Ironically, as is evidenced in other 
programs under DTSC’s oversight, many responsible entities may voluntarily notify 
DTSC of other responsible entities (i.e., competitors, whom they determine are not 
meeting a particular requirement).   
 
While DTSC agrees that the source of Chemical(s) of Concern, whether intentionally 
added or a contaminant, does not dictate the adverse impacts that the Chemical(s) of 
Concern may pose, it is important to maintain a distinction.  The distinction is necessary 
to enable the identification of alternatives.  As the program matures and as responsible 
entities are more aware of the constituents in the products that they manufacture, this 
distinction will become of more importance in identifying and selecting alternatives.  As 
such, the term “contaminant” as defined in section 69501.1(a)(26)(A) is necessary and 
will not be amended or deleted.   
 
Section 69505.3(a)(4)(A) and (B) require that the AA Threshold Notification include a 
statement that either that: (A) the Chemical(s) of Concern is only present as a 
contaminant and that it does not exceed the PQL for that Chemical of Concern or that: 
(B) the chemical does not exceed the AA Threshold established by DTSC under section 
69503.5.  These two paragraphs provide DTSC with necessary latitude during the 
prioritization process that ensures progress is made toward safer alternatives, while 
ensuring the latest technological advances are being reflected.  If sufficient reliable 
information is available for DTSC to appropriately establish an AA Threshold level, one 
will be proposed, subjected to public review, and included in the Priority Products list.  
However, if information is not available to indicate that DTSC should deviate from the 
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PQL along with the analytical methods, then the AA Threshold for contaminants will be 
the PQL.  (April 2013)   
 
Sections 69505.3(a)(5) and (8) of the AA Threshold Notification work in tandem.  Under 
subsection (a)(5), the PQL must be provided, and under (a)(8) the analytical test 
method and any quality control and assurance must be specified.  The narrative criteria 
provided in the proposed regulations specify the standards that must be met and 
provide great latitude in meeting those standards.  As such, because a particular 
analytical test method is not specified, the regulations allow responsible entities to 
comply with the requirements using a wide range of test methods to comply with the 
requirements.  However, whatever means is used to comply with the requirements must 
be provided in the notifications that are submitted for compliance.   
 
 
In response to the above and related comments, section 69505.3(a)(4)(A) was 
amended (April 2013).  The text “Alternatives Analysis Threshold” was deleted and 
replaced with PQL.  In addition, section 69505.3(a)(4)(B) was added.  This is a 
companion provision to section 69503.5(c), which allows DTSC to establish an AA 
Threshold for a Priority Product listed, based on intentionally added chemical(s), if 
DTSC determines that this is appropriate during the listing of the Priority Product.  
Corresponding changes in section 69505.3(b) were made to replace PQL with AA 
Threshold. 

§ 69505.3(b) Burden of Proof  
 
Comment:  48-8 
 
Comment Summary: 
The above comment expressed concern with section 69505.3(b) of the proposed 
regulations, which requires that the manufacturer demonstrate that the concentration of 
the Chemical(s) of Concern in its Priority Product does not exceed the applicable PQL.  
In summary, the following was expressed: 

• Add a list of acceptable analytical methods and their PQLs for the Chemical(s) of 
Concern in components below which no AA need be completed.   

Response: 
Given that the PQL is inherently a case-by-case mechanism, it is not practical to specify 
generally applicable analytical methods in regulation.  Again, PQLs are chemical-
specific.  Because these proposed regulations apply to approximately 1,200 Candidate 
Chemicals as of the effective date of the regulations, there is no ability to specify a 
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uniform PQL.  For further information on PQLs, see discussion of this topic in Article 1 
of this Response to Comments document.    
 
DTSC made no changes to the regulations in response to the above comment. 

§ 69505.4 Analysis of Priority Products and Options 

§ 69505.4(a) AA Stages 
 
Comments:  8-19, 35-18 
 
Comments Summary:  
The above comments expressed concern with section 69505.4(a), of the proposed 
regulations dated January 2013, which specifies that the AA must be conducted in two 
stages.  In summary, the following concerns were expressed:  

• The new language in the proposed regulations describing the AA process and 
resultant reports are extremely cumbersome and unclear;  

• The tiered AA described in the regulation could easily incur significant costs 
unjustifiable in the marketplace, regardless of the inherent safety of the product 
or viability of successful AA outcome; and 

• The provisions significantly inhibit the ability of a company to choose the AA 
pathway that can lead to a quasi-product ban, which is clearly different from the 
stated intent of the regulations. 

 
Response: 
Section 69505.4(a) of the proposed regulations dated January 2013 did not change 
significantly from the July 2012 version, but was amended to reflect overarching 
streamlining efforts.  The section was amended with a heading titled “AA Stages” and 
modified to reflect the corresponding section and/or subsections being cross-referenced 
as a result of the streamlining effort.  Section 69505.4(a) specifies that one of the 
options available to responsible entities to conduct an AA is through a two stage 
approach that culminates in the submittal of a Preliminary and Final AA Report (January 
2013).    
 
As stated in the July 2012 Responses to Comments document, the proposed 
regulations are among the first comprehensive, state-level efforts to motivate 
companies to find safer alternatives to hazardous chemicals and are viewed as a 
possible national model for chemical reform.  The rulemaking is, in effect, a preemptive 
strategy that aims to reduce the use of toxic substances in the design of products and 
industrial processes with the aim of creating safer and sustainable products that do not 

Department of Toxic Substances Control Page 261 of 422 
 



  January 2013 Response to Comments 
Safer Consumer Products  Proposed Regulations, R-2011-02 

 
threaten public health or persist in the environment.  The use of fewer hazardous 
substances means healthier air quality, cleaner drinking water, and a safer workplace.  
The rulemaking also promotes transparency by compelling chemical manufacturers to 
provide sufficient information for businesses, consumers and public agencies to choose 
viable safer alternatives to hazardous chemicals used in consumer products.   
 
As is reflected in the companion Economic and Fiscal Impact Statement Form 399 and 
the ISOR, there are unknowable and unknown costs that will be experienced by 
responsible entities.  For a more detailed discussion on the economic and fiscal impacts 
of these regulations, please refer to the accompanying Form 399 and supporting 
documents. 
 
The proposed regulations provide ample opportunities for responsible entities to 
condense and/or minimize the amount of work that must be undertaken, all while 
meeting the criteria and intent of AB 1879.  Under the proposed regulations, a 
responsible entity is allowed to submit a Chemical Removal Notification if it meets the 
specified requirements.  In response to public comments received, the instances under 
which a Chemical Removal Notification may be submitted have been expanded.  Please 
refer to section 69505.2 Removal/Replacement Notification in Lieu of Alternatives of this 
Response to Comments document for further details.     
 
If a responsible entity does not meet the requirements for submitting a 
Removal/Replacement Notification, as discussed above, it is then afforded other options 
to choose from to satisfy the requirements of Article 5.  A responsible entity may choose 
to conduct: 

1) A conventional AA—that is, a first and second stage followed by the 
corresponding Preliminary and Final AA Report;  

2) An Abridged AA;  
3) An Alternate process AA; or  
4) Submit an existing or Previously Completed AA to comply with the requirements 

of Article 5.   
 
The Removal/Replacement Notifications, coupled with the four options for complying 
with Article 5, provide ample pathways for responsible entities.  In addition, should a 
responsible entity after conducting the AA, choose to retain the Priority Product it may 
do so.  However, regulatory responses may be required to mitigate any adverse 
impacts. 
 
In addition, as expanded on in the July 2012 Responses to Comments regarding 
section 69505.5, first stage of AA, the responsible entity may screen potential new 
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ingredients for severe hazard “show stoppers” as a preliminary step to narrow the field 
of potential candidate ingredients to those that show promise for further assessment.   
 
DTSC made no changes to the regulations in response to the above comments.  

§ 69505.4(b) Abridged Alternatives Analysis  
 
Comments:  18-10, 40-24, 41-39, 48-54 
 
Comments Summary: 
The above comments expressed concern with section 69505.4(b), of the proposed 
regulations dated January 2013, which specifies that a responsible entity may conduct 
an Abridged AA and sets out the requirements for this option.  In summary, the following 
concerns were expressed:  

• Require that responsible entity demonstrate that no functionally acceptable or 
technically feasible alternatives is/are available; 

• The responsible entity should be required to demonstrate why AAs on DTSC 
websites per section 69505.(b) are not relevant; 

• The AA is required regardless of whether a functionally acceptable, technically 
feasible or economically feasible alternative exists; 

• The new provisions allow responsible entities to an submit Abridged AA Report if 
they conclude during the preliminary AA that there are no alternatives; 

• An Abridged AA Report seems less resource- intensive and allows a responsible 
entity to conclude during the Preliminary AA Report that no alternatives are 
available which is  counterintuitive to the intention that DTSC pursues with the 
proposed regulations; and 

• The requirement to identify factors for comparison of the Priority Product and 
alternatives should not be required for Abridged AA Reports because Abridged 
AA Reports are only prepared if there is no functionally acceptable and 
technically feasible alternative. 

 
Response:  
Section 69505.4(b) of the proposed regulations dated January 2013 did not change 
significantly from the July 2012 version, but was amended to reflect overarching 
streamlining efforts.  The section was amended with addition of a heading titled 
“Abridged AA Report,” inclusion of terms “functionally acceptable” and “technically and 
economically feasible,” addition of the modifiers “draft” and “final” in relation to the 
Abridged AA Reports, editorial changes, and other corresponding section and/or 
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subsections being cross-referenced as a result of the streamlining effort (January 2013).  
The Abridged AA Report itself is not new to the January 2013 version.   
 
The Abridged AA Report provisions in section 69505.4(b) are intended to assist 
responsible entities by providing a mechanism to move towards providing product 
information for consumers and conducting research and development when it is 
evidently clear that suitable alternatives are not available for a more in-depth evaluation.  
The provisions are not intended to circumvent or bypass the intent and goal of AB 1879, 
which is to find safer alternatives to reduce or limit exposure to Chemical(s) of Concern.  
Rather, they are but one means among many of pursuing the quest for safer products.   
 
In response to related comments on the first and second stage AA, section 69505.4(b) 
was amended.  Section 69505.4(b) of the proposed regulations (April 2013) specifies 
that after completing the first five steps of the first stage of the AA and concluding that a 
functionally acceptable and technically feasible alternative is not available, the 
responsible entity may prepare an Abridged AA Report.  The Abridged AA Report must 
summarize the first stage findings and the relevant factors of the second stage specified 
in section 69505.6(a).  Completing the first stage and portions of the second stage of 
the AA ensure that all thirteen criteria specified in statute are addressed prior to 
imposing any regulatory responses.   
 
Section 69505.7 specifies the content requirements for all AA Reports, including the 
Abridged AA Report.  The Abridged AA Reports uniquely straddle the first and second 
stage AA to ensure that the data and information necessary to make an informed 
decision is considered evaluated, summarized and submitted to DTSC.  Section 
69505.1(d) requires that the responsible entity consider all relevant documents made 
available on DTSC website and any technical assistance provided by DTSC.  The 
responsible entity must summarize these efforts in the Abridged AA Report.  Upon 
completion of the Abridged AA Report, responsible entities must then comply with, at a 
minimum, two regulatory responses: section 69506.3, Product Information for 
Consumers and section 69506.8, Advancement of Green Chemistry and Green 
Engineering.  Other regulatory responses may also be required until a safer alternative 
is identified.  Given that the goals and intent of AB 1879 are to find safer alternatives 
DTSC believes this is an appropriate incentive. 
 
DTSC is not making any further changes to the regulations in response to the above 
comments.  

§ 69505.4(c)(1)(D) Work plan for Product Introduced in the Market Place  
 
Comment:  41-34, 76-14 
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Comments Summary:  
In summary, the above comment expressed the view that the provisions in this 
subsection are somewhat confusing.  They seem to allow new Priority Product(s) 
containing Chemical(s) of Concern to be placed on the market in California, even after 
the products have been listed as Priority Products, responsible entities have already 
conducted their AAs and DTSC has already imposed a regulatory response (which 
might actually be a ban or an obligation to replace a chemical of concern).  This 
provision should, therefore, be limited until such time that DTSC has imposed a 
regulatory response for a given Priority Product.  
 
Response: 
Given that each responsible entity will undertake an AA of the complexity and rigor that 
it determines appropriate, it is anticipated that the regulatory responses that are 
imposed will differ among various responsible entities.  This provision is intended to 
address those instances in which a consumer product meeting the description of the 
Priority Product is first placed into the stream of commerce after the listing has 
occurred.  Given that it is impossible to predict the frequency with which this will occur, 
the provision allows for the responsible entity to enter into the process by providing the 
alternate process that they used in conducting the AA for the product.  The time periods 
that are afforded, while streamlined, allow for a possible extension similar to that for a 
conventional AA.   
 
In response to related comments, section 69505.4(c)(1)(D) was amended (April 2013).  
The amended text requires that the Alternate Process Work Plan be submitted to DTSC 
no later than the due date for the Priority Product Notification for the product.  
Reference to products first introduced into the stream of commerce in California after 
the date the product is included on the Priority Product list has been deleted as no 
longer necessary.  That is, by tying the due date for submittal of the Alternate Process 
Work Plan to the due date for the Priority Product Notification, the differential due dates 
for products first introduced into the stream of commerce is already addressed.  (See 
section 69505.1(b)(2)(C).)   
 
DTSC made no changes to the regulations in response to the above comments.  

§ 69505.4(d) Previously Completed AAs 
 
Comments:  35-18, 39-50, 41-6, 41-40  
 
Comments Summary:  
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The above comments expressed concerns with section 69505.4(d) of the proposed 
regulations, which allows responsible entities to submit a previously prepared AA 
Report to comply with all or part of the requirements in Article 5.  In summary, the 
following concerns were expressed:  

• This allows responsible entities to comply with the AA process by simply 
submitting a previously completed AA and calling it their own; and   

• There is no clear requirement that this can only be done with the agreement of 
the entity that did submit the previous AA—now available in the public domain (at 
least for a certain period of data protection).  Otherwise, the second entity will not 
have to incur the costs and efforts related to the AA, which were borne in full by 
the first entity.    

 
Response: 
The provisions formerly in section 69505.1(f) of the proposed regulations dated July 
2012 were moved to section 69505.4(d) in the January 2013 version.  However, 
substantive changes were not made.  In addition, a heading titled “Previously 
Completed AAs” was added, minor editorial changes were made, and other 
corresponding section and/or subsections being cross-referenced were amended 
(January 2013).    

While DTSC understands the concern that one responsible entity may make use of 
another entity’s work, these parties are free to enter into contractual agreements to 
protect the originating party’s work or have the originating party be compensated for its 
work.  The usual rules of copyright and other protections for intellectual property are not 
abrogated by these regulations.  In addition, it will be the rare case in which two parties 
are so similarly situated that a previously completed AA may completely suffice for both 
entities.  DTSC is aware that companies not otherwise affiliated with one another may 
find ways to build off work done by other companies.  This program is no different in that 
regard.  Please refer to the response provided under section 69505.1(b)(3) Consortium 
and/or Collaborative of this Response to Comments document  § 69505.1(b)(3)
 Consortium and/or Collaborativefor further details. 
 
The regulations intentionally do not endorse a specific life cycle analysis tool or process.  
Responsible entities are free to use any life cycle assessment tool provided the 
responsible entities meet the submittal dates and meet the substantive requirements of 
Article 5.  To the extent that a previously prepared AA complies with the requirements in 
Article 5, those AAs may be submitted and/or amended to comply with the 
requirements.  
 
DTSC made no changes to the regulations in response to the above comments.  
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§ 69505.4(f) Reformulation  
 
Comments:  39-51 
 
Comments Summary:  
The above comments expressed concerns with or requested clarification of section 
69505.4(f) of the proposed regulations, which requires a responsible entity that removes 
or reduces the concentration of the Chemical of Concern(s) and uses one or more 
replacement Candidate Chemicals to include in the AA a comparison of both Priority 
Product and the reformulated product.  In summary, the following concern was 
expressed: 

• The purpose of this section is not clear since a thorough analysis will consider 
options, and may not perform a complete assessment of certain options if initial 
screening determines they are not viable.   

Response: 
Section 69505.4(f) was added to conform to the addition of the Removal/Replacement 
Notifications (January 2013).  Section 69505.4(f) allows a logical alternative to the 
responsible entity if at any point during the AA the responsible entity determines that the 
Chemical(s) of Concern can be replaced with chemicals of less concern.    
 
DTSC made no changes to the regulations in response to the above comments.  

§ 69505.5 Alternatives Analysis: First Stage 

§ 69505.5(c) Initial Evaluation and Screening of Alternative Replacement 
Chemicals  

 
Comments:  17-5, 39-52, 45-2, 48-1, 48-2, 48-5, 48-58, 48-59, 48-60, 48-64, 48-101, 
86-8  
 
Comments Summary: 
The above comments expressed concern or requested clarification of section 
69505.5(c) of the proposed regulations, which specifies the third of six (6) steps in the 
first stage of conducting a Preliminary AA.  The third step requires a responsible entity 
to conduct an initial screening of alternatives.  In summary, the following concerns were 
expressed:  

• The first stage is overly broad and should focus more directly on the factors that 
are relevant to screening for acceptable, safer alternatives and does not allow for 
narrowing the scope of the evaluation based on importance or relevance;  
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• Simple models can often be more predictive and more useful than excessively 

complex ones;  
• Practitioners can develop methods that are peer reviewed to narrow the list of 

factors that are relevant or that can serve as useful proxies for phenomena;  
• The first and second stages of the AA should be adjusted to better fit the 

capabilities of the entities and environmental scientists who will be tasked to 
carry out the work; 

• The regulations do not require a responsible entity to eliminate as an alternative 
replacement chemical one that has the potential to pose adverse impacts equal 
to or greater than those posed by the Chemical of Concern;   

• Replacement chemicals that pose adverse impacts equal to or greater than those 
posed by the Chemical of Concern should be considered non-viable and the 
responsible entity should be required to described them under section 
69505.5(b)(1)(B); and  

• Elimination of an alternative on the basis of only public health or environmental 
impacts is ill advised.  Those two types of impacts by definition do not include 
consideration of exposure.  Thus, one could eliminate an alternative simply 
based on hazard traits when in fact the exposure profile is such that it is 
inherently safer than the Priority Product.   

 
Response: 
Section 69505.5(c) of the proposed regulations dated January 2013 did not 
substantively change from the July 2012 version.  The provisions previously in section 
69505.3 were moved to section 69505.5 as a result of streamlining efforts.  These same 
streamlining efforts led to moving the Chemical Removal Notifications from 69505.1(g) 
into section 69505.2 and the AA Threshold provisions from Article 3 into section 
69505.3.  While the provisions moved, the requirements, for the most part, remained 
unchanged and are not new.  (January and April 2013)  
 
As stated in the ISOR, this provision specifies that for alternatives that include 
replacement of a Chemical of Concern with another chemical, the Preliminary AA 
Report must include a comparison of the adverse public health and environmental 
impacts associated with each chemical being considered as a possible alternative to the 
Chemical(s) of Concern in the Priority Product.  Comparison of the alternative chemical 
with the Chemical of Concern’s adverse impacts on public health and the environment 
is of significance in that it is undoubtedly the cause for the listing of the Chemical of 
Concern and Priority Product.  Chemicals that are subsequently evaluated to replace a 
Chemical of Concern should have “overall” fewer adverse impacts on public health and 
the environment. 
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In response to comments received on the proposed regulations dated July 2012, the 
provisions were modified to more accurately reflect that a responsible entity may 
eliminate from further consideration alternatives that have the potential to pose equal or 
greater adverse impacts than posed by the Chemical(s) of Concern in the Priority 
Product.  A responsible entity may continue to evaluate alternatives that demonstrate 
less overall adverse impact than the Priority Product does. 
 
The evaluation during the first stage, conducted as Step 3, requires that the responsible 
entity evaluate if the alternatives being considered would have a material contribution to 
one or more adverse impacts associated with the Chemical(s) of Concern and/or the 
replacement chemicals under consideration.  If the responsible entity is considering 
alternatives that involve removing or reducing the concentration of the Chemical(s) of 
Concern and using one or more alternative replacement chemicals, quantitative or 
qualitative information must be provided.  The quantitative information and analytical 
tools that are used may be supplemented by available qualitative information to quantify 
or qualify the adverse impacts that will lead to making a determination if a material 
contribution exists.   
 
DTSC is cognizant that the factors to be evaluated under the first stage may be 
expansive; however, it would be inappropriate in the regulations to narrow the scope of 
the factors that must be addressed as a general proposition.  The narrowing must 
instead be done on a case-by-case basis that is product- and/or chemical-specific as 
the AA is conducted and the factors are evaluated by the responsible entity.  The 
rationale used to narrow the factors and thus scope of the AA, must be summarized and 
included in the Preliminary AA Report that is submitted to DTSC. 
 
Given the broad range of qualifications possessed by practitioners and the variability of 
the scope of any given AA undertaken, it is impractical to adjust the proposed 
regulations to better fit the capabilities of the entities and environmental scientists who 
will be tasked to carry out the work.   
 
Further, the provisions in section 69505.5(d)(2) specify that the responsible entity may 
eliminate from further consideration in the AA any alternative replacement chemical(s) 
that it determines has/have the potential to pose adverse impacts equal to or greater 
than those posed by the Chemical(s) of Concern; the proposed regulations do not 
mandate that these alternatives be eliminated.  (January and April 2013) 
 
As stated earlier, guidance materials may be developed to be product-specific if DTSC 
determines that it is appropriate and useful to assist responsible entities with narrowing 
the scope of the AA, establishing the relevant factors, and balancing different public 
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health and environmental impacts.  Any  guidance materials will developed during 
implementation of the proposed regulations. 
 
While the provisions do not allow a responsible entity to eliminate an alternative based 
on economic issues, consumer acceptance or performance considerations as part of 
step three, it is allowed at the subsequent step four. 
 
In response to the above comments, section 69505.5(c) has been amended.  The 
provisions from section 69505.6(a), of the second stage of the AA, have been moved 
into section 69505.5(c) as step 3, of the first stage to require that the relevant factors be 
evaluated as part of the first stage and then further analyzed during the second stage.  
Section 69505.5(c) Step 3 titled “Identification of Factors Relevant for Comparison of 
Alternatives” has been inserted and the subsequent subsections moved accordingly.  
The above-mentioned change requires that the responsible entity take into account any 
factor that makes a material contribution to one or more adverse impacts associated 
with the Priority Product and the alternatives being considered during the first stage and 
for which there is a material difference in the factor’s contribution to such impact 
between the Priority Product and one or more of the alternatives under consideration.  
During the second stage, the responsible entity, taking the relevant factors into account, 
considers the adverse multimedia life cycle impacts, product function and performance 
and economics.  Any alternative that is evaluated and eliminated or retained must be 
summarized and included in the Preliminary AA Report as specified in section 
69505.7(j).  (April 2013) 

§ 69505.6 Alternatives Analysis: Second Stage. 

§ 69505.6(a) Identification of Factors Relevant for Comparison of 
Alternatives 

 
Comments:  18-12, 39-54, 48-4, 81-1, 81-2, 86-9, 86-10  
 
Comments Summary: 
The above comments expressed concern or requested clarification of section 
69505.6(a), which sets out the first of five steps in the process for conducting the 
second stage of the AA.  The first step during the second stage is the identification of 
factors that are relevant for an in depth comparison.  In summary, the following 
concerns were expressed: 

• The exposure pathways of section 69505.6(a)(1) should be combined with 
section 69505.6(a)(3);   
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• Second stage of the AA should focus on life cycle issues, including material 

resources and consumption impacts and waste and end-of-life impacts and 
relevant impact areas from stage one 1;  

• An assessment of the potential for public health impact, which does not take into 
account the mechanism of exposure and dose will not be effective and may be 
untenable in practice over the long term;    

• Elimination of risk assessment and an exposure analysis will not improve the 
overall process; 

• Beyond determining which factors make a material contribution, it is essential to 
weigh the importance of each factor making a material contribution;  

• Explicit weighting of factors is essential to any transparent decision making;  
• Removing factors when they are the same for the Priority Product and the 

alternatives eliminates the ability to measure the cumulative impact of each 
option and possibly overemphasize the importance of less important factors; and  

• Analytic tools are specifically designed to take into account the degree of 
similarity, the degree of difference between options, and the importance of each 
factor.  It is essential that the degree of similarity be retained for these analytic 
tools to work correctly.   

 
Response: 
Section 69505.6(a) of the proposed regulations dated January 2013 did not 
substantively change from the July 2012 version.  The provisions previously in section 
69505.4 were moved to section 69505.6 as a result of streamlining efforts (January 
2013).  These streamlining efforts also moved the Chemical Removal Notifications from 
69505.1(g) into section 69505.2 and the AA Threshold provisions from Article 3 into 
section 69505.3 (January 2013).  While the provisions moved, the requirements, for the 
most part, remained unchanged and are not new.   
 
As stated in the ISOR, the principal goal of the second stage and corresponding Final 
AA Report is to further evaluate the alternatives identified in the first stage.  The second 
stage of the AA and companion Final AA Report requires the collection and use of 
available information and tools to identify the relevant factors and an evaluation of those 
factors to qualify or quantify the impacts posed by the alternatives being evaluated.  The 
second stage simultaneously addresses the thirteen statutory “A through M” criteria and 
multimedia life cycle factors.  The multimedia life cycle factors conceptually include 
routes of exposures and impacts.  Hence, the proposed regulations do not dismiss or 
eliminate risk assessment or exposure analysis, but instead allow for the evaluation of 
those impacts to be considered and to identify a safer alternative.   
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Relevant factors are those factors that will have material differences in the impacts 
observed between the alternatives being considered and the Priority Product.  If, for 
example, the Priority Product and the alternatives being considered all have the same 
amount and type of environmental impact, those impacts need not be further evaluated.  
However, if for example the Priority Product poses greater adverse air impacts because 
of its greenhouse gas emissions than the alternative(s) being considered, that factor is 
relevant and must be further evaluated.  If analytical tools require that the degree of 
similarity be retained to properly assess other factors then they should be retained.  The 
regulations do not require that they be dismissed.  The regulations establish the 
framework, and any professional judgment used to evaluate the factors and comply with 
the requirements is permissible.  However, the rationale and tools that are used must be 
summarized and submitted to DTSC in the reports that are submitted.    
 
The number and types of products that the regulations will address, dictate that 
guidance documents may be developed for product types and/or sector-specific 
consideration, if appropriate, to address weighting factors and/or the appropriate use of 
specific quantitative analysis tools like quantitative structure/activity relationship models.  
The regulations do not restrict the use of any available tools or models.  However, any 
tools and/or models used must be included and summarized in the Preliminary and/or 
Final AA Report, as appropriate.  As stated earlier, guidance materials may be 
developed to be product-specific if DTSC determines that it is appropriate and useful to 
assist with narrowing the scope, establishing the relevant factors, and balancing and/or 
weighting of factors, and different public health and environmental impacts.  Guidance 
materials will developed during implementation of these regulations. 
 
In response to the above and other related comments and streamlining efforts, the 
provisions section 69505.6(a)(1) were moved to section 69505.5(c) under Step 3 of the 
first stage AA (April 2013).  In addition, the provisions of section 69505.6(a)(3) were 
moved to section 69505.5(c)(3), also under Step 3 of the first stage AA (April 2013).  
Moving the above mentioned provisions requires that “exposure pathways” be 
considered as part of the relevant factors during the first stage and considered earlier in 
the process to refine the scope of the AA.   

§ 69505.6(a)(2)(A) Multimedia Life Cycle Factors Relevant for Comparison  
 
Comments:  18-12, 19-2, 29-71, 35-24, 39-54, 41-41, 48-3, 48-65, 81-3, 88-29, 91-1 
 
Comments Summary:  
The above comments expressed concern with section 69505.6(a)(2)(A), which requires 
that the responsible entity collect and use available information on the multimedia life 
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cycle impacts and chemical hazards for chemical ingredients known to be in the Priority 
Product and the alternatives being considered.  In summary, the following concerns 
were expressed:  

• The second stage AA should focus on life cycle issues, including material and 
resource consumption impacts and waste and end-of-life impacts and relevant 
impact areas from first stage that may involve trade-offs or require more detailed 
analyses; 

• The product function section should be simplified because performance and legal 
requirements have already been determined in first stage;   

• The regulations must distinguish the analysis to be conducted under section 
69505.6(a)(2)(A) and ensure this is not a duplicate of the evaluation in section 
69505.5(c)(1)(A); 

• “Extraction of raw materials” should be added to the life cycle impacts listed, this 
is an often significant life cycle impact that should not be ignored;    

• Protection of intellectual property is an important aspect of being able to obtain a 
market advantage for the resources that are put into the AA and research and 
development;   

• The range of factors to be analyzed during the second step of the AA is 
extremely broad, which makes it very difficult to conduct the analyses within 
reasonable cost and time. This will be even more complicated if a manufacturer 
is located in a third country and hence clearly less familiar with conditions and 
government structures in California;    

• DTSC has not documented any feasibility analysis or "beta-testing" to examine 
whether the required work can be conducted at all, to estimate the costs and 
necessary time frame for conducting an AA, and whether these costs are 
proportionate;  

• Any chemicals in the alternatives that are not on the Candidate Chemicals list 
should be exempt from the AA requirements;  

• Streamline the regulations so that only those chemicals that DTSC has identified 
as posing a potential “risk” to the user of the final product are required to conduct 
an AA; and 

• DTSC should ensure that there is the opportunity to assess health impacts based 
on actual exposure or the form of a given constituent within the context of the AA 
to ensure defensible decision-making.  

 
Response:  
Section 69505.6(a) of the proposed regulations dated January 2013 did not 
substantively change from the July 2012 version.  The provisions previously in section 
69505.4 were moved to section 69505.6 as a result of streamlining efforts (January 
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2013).  These streamlining efforts also moved the Chemical Removal Notifications from 
69505.1(g) into section 69505.2, and the AA Threshold provisions from Article 3 into 
section 69505.3 (January 2013).  While the provisions moved, the requirements, for the 
most part, remained unchanged and are not new.   
 
The terms used in section 69505.6(a)(2)(A) are defined in section 69501.1(a).  As 
stated in the ISOR, the definitions make a distinction between “materials and resource 
consumption impacts,” as that term is used in section 69505.6(a)(2)(A) and 
“manufacturing costs” included in the subsequent section 69505.6(a)(2)(C).  It is 
important to maintain this distinction to be consistent with the intent and goal of AB 
1879.  “Extraction of raw materials” is included under the term “materials and resource 
consumption impacts,” as defined in section 69501.1(a)(45).  Further, “life cycle” as 
defined in section 69501.1(a)(42) includes raw material extraction.  Amendments to 
these definitions are not necessary. 
 
As stated in the ISOR, the first and second stage of the AA, and the corresponding 
Preliminary and Final AA Reports, respectively, comprise the process for an evaluation 
of the availability of potential alternatives and address the impacts through a multimedia 
life cycle evaluation.  During the first stage, the goal, scope, and range of alternatives 
being considered in the AA must be identified.  In the subsequent second stage, the 
relevant factors are refined, compared, and assessed.  Collectively, these processes 
and the accompanying reports establish the basis for identifying the most suitable 
alternative to the Priority Product, if any, and lay the foundation for imposition of the 
appropriate regulatory response(s) under Article 6.  The factors in section 
69505.5(c)(1)(A), while similar to those in section 69505.6(a)(2)(A), are not duplicative. 
As stated earlier, section 69505.5(c)(1)(A) establishes the scope of the factors that will 
be considered and section 69505.6(a)(2)(A) refines and fully addressed those factors in 
establishing the basis for selecting an alternative.      
 
The guidance materials that may be developed for product types and/or sector-specific 
consideration may well address weighting factors and/or the appropriate use of specific 
quantitative analysis, if appropriate.  The regulations do not restrict the use of any 
available tools or models.  However, any tools and/or models used must be included 
and summarized in the Preliminary and/or Final AA Reports, as applicable. 
Consistent with Health and Safety Code section 25253(a)(2) of the authorizing 
legislation, the proposed regulations require a process that takes into account the life 
cycle impacts, economic impacts of the Priority Product, and potential alternatives using 
life cycle assessment tools.  End-of-life management has typically fallen on 
municipalities and costs have been passed on to the public, taxpayers, and 
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government.  DTSC believes it was the intent of the Legislature to depart from this 
paradigm.  
 
While a feasibility study or beta test has not been conducted, DTSC has incorporated 
sufficient narrowing in the scope of the number of Priority Products that may be named, 
to allow for this sort of approach without unnecessarily delaying the process.  As 
indicated in the ISOR, and section 69503.6(b) of the proposed regulations (January 
2013), the initial list of Priority Products will include no more than five (5) Priority 
Products.  The purpose in narrowing the number of Priority Products required to 
undergo an AA in the first round is to help DTSC and responsible entities to learn by 
doing and resolve any flaws or issues with the requirements.  During the initial three (3) 
year period, DTSC will determine what works well and what could be improved and may 
modify the regulations accordingly, if necessary or appropriate.  An advantage to this 
approach is that consumer products that are prioritized can be immediately subjected to 
the requirements to expedite a move to safer alternatives, while simultaneously creating 
the framework for others to follow. 
 
The regulations intentionally do not carve out provisions for small to medium-sized 
manufacturers or manufacturers in Third World countries; as such, they are subject to 
the same requirements as manufacturers located in the U.S. and California.  Creating 
exemptions for small to medium-sized enterprises is not authorized under Health and 
Safety Code sections 25251 through 25257.1.  Further, if exemptions were created for 
out-of-state manufacturers, it would create a disadvantage to California-based 
manufacturers.  All manufacturers may contract with any parties to assist them in 
complying with the requirements specified in Article 5, including hiring someone that is 
familiar with conditions and government structures in California.  They may choose to 
join or form a collaborative and/or consortium or independently comply with the 
requirements and must submit their work to DTSC within the time frames allocated.   
 
Health and Safety Code section 25257(f) specifies that the trade secret provisions do 
not apply to hazardous [sic] trait submissions for chemicals and chemical ingredients.  
DTSC is not authorized to expand or contract the scope of the information that may be 
claimed as trade secret beyond those limitations imposed by the Legislature.  The 
proposed regulations address trade secret issues in Article 9 of the regulations 
(previously Article 10 in the July 2010 version.)  While manufacturers must disclose the 
full composition of their products to DTSC, they may claim trade secret protection for 
certain pieces of information.  This protects that information from being disclosed to the 
public.  The reader is directed to the detailed discussion of trade secret provisions in the 
ISOR and the three Responses to Comments documents for more information on this 
topic.  
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The goals and intent of AB 1879 is to find alternatives to Chemical(s) of Concern to 
reduce adverse public health and environmental impacts, regardless of whether 
alternatives have been identified or not.  Priority Products will be listed with the 
Chemical(s) of Concern, their hazard traits, and if applicable, whether the entire product 
or merely a component(s) of the products is under scrutiny as the Priority Product.   
 
Consistent with Health and Safety Code section 25253(a)(1), the proposed regulations 
require that the process for evaluating Chemical(s) 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 Chemical(s) of Concern include the evaluation of alternatives.   
While the proposed regulations allow responsible entities to submit a 
Removal/Replacement Notification in accordance with section 69505.2, the Notification 
must be submitted within specified time frames consistent with the submittal of the 
Preliminary AA Report and/or Final AA Report.  The options created under section 
69505.2 are incentives to expedite the selection of safer alternatives without DTSC 
oversight.  Section 69505.2(b)(9)(A) through (F) collectively require that the responsible 
entity evaluate the hazard traits and/or environmental or toxicological endpoints of the 
replacement chemical(s) whether a “Candidate Chemical” or not.   The requirements 
provide a necessary and practical means of addressing the Chemicals of Concern that 
are prioritized and replaced with chemicals that are of less concern.  Responsible 
entities that exercise this initiative are then not required to undergo a rigorous AA to 
select an alternative.  Please refer to the discussion under section 69505.2(a) 
Applicability of this Response to Comments documents for more details on 
Removal/Replacement Notifications. 
 
Exempting alternatives solely on the basis that the chemical(s) is/are not on the 
Candidate Chemicals list is counter to the goal of AB 1879. But the Removal Notification 
provides the necessary incentive to manufacturers for expediting the quest for safer 
alternative, while ensuring the hazard traits of replacement chemicals are meaningfully 
evaluated.  The concentration of each replacement chemical in the reformulated product 
and the hazard traits and/or environmental or toxicological endpoints known to be 
associated with the replacement chemical, whether on the Candidate Chemicals list or 
not, must be included in the applicable Removal/Replacement Notification and/or the 
Preliminary and Final AA Report that is conducted and if necessary, the appropriate 
regulatory responses required.  A manufacturer may submit a Chemical 
Removal/Replacement Notification in lieu of conducting an AA as discussed in section 
69505.2(a) Applicability of this Response to Comments document, if after commencing 
the AA, it determines that it can meet the criteria specified.   
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As stated earlier, under the prioritization process in Article 3, consumer products 
containing Candidate Chemicals will be prioritized based on:  

(1) Volume in commerce;  
(2) Propensity for exposure; and  
(3) Exposure to sensitive subpopulations.   

 
Those Candidate Chemicals identified in the Priority Products become the Chemical(s) 
of Concern and may be named in the Priority Products.  As such, the proposed 
regulations do focus on the chemicals that DTSC has identified as posing a potential 
“risk” to the user of the final product and are thus subject to the AA.  Further, the 
proposed regulations provide ample opportunity to evaluate the hazards and select 
alternatives that best limit exposure to or reduce the level of hazard posed by a 
Chemical of Concern through reformulation, reengineering or regulatory responses.  
The proposed regulations are not intended to replace conventional risk assessments or 
to quantify and “assess health impact based on actual exposure.”  Rather, the proposed 
regulations are intended to prevent exposures and minimize them to the maximum 
extent practical.  
 
In response to related comments and streamlining efforts, portions of section 
69505.6(a)(2) were moved to section 69505.5(c) under Step 3 of the first stage AA 
(April 2013).  In addition, section 69505.6(a)(1) was amended and titled Adverse 
Impacts and Multimedia Life Cycle Impacts (April 2013).  With the movement of the 
specified provisions, the relevant factors are considered earlier in the AA process and 
are used to refine the scope of the AA before evaluating those factors during the second 
stage AA.  
 
DTSC is not making any further changes to the regulations in response to these 
comments.  

§ 69505.6(a)(2)(B) Product Function and Performance Factors Relevant for 
Comparison 

 
Comments:  47-2, 47-61, 48-66, 86-11, 88-24 
 
Comments Summary: 
The above comments expressed concern with section 69505.6(a)(2)(B), which requires 
that the responsible entity identify the principal and manufacturer-intended uses or 
applications, the functional and performance attributes and the applicable legal 
requirements for the Priority Product.  In summary, the following concerns were 
expressed: 
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• Consumer acceptance is always relevant and important and should be an explicit 

factor during the first stage;  
• The product function section should be simplified because performance and legal 

requirements have already been determined in first stage; and 
• Economic feasibility of a product should be moved to next section “Economic 

Impacts.”  
 
Response: 
As stated in the ISOR, a responsible entity may consider other relevant information and 
data not specifically requested or identified in section 69505.6(a) through (d).  Step four 
allows a responsible entity to include factors during the first stage that it believes may 
significantly influence the alternative that is selected for further evaluation.  This 
provision provides responsible entities latitude in considering other factors that they 
consider relevant and significant in identifying viable alternatives, including economic 
factors, consumer acceptance or performance considerations.  Those findings must be 
included in the Preliminary AA Report.  “Consumer acceptance,” as requested by the 
comment may be included, but is not required.  The responsible entity may elect to 
include other factors it determines influence the selection of an alternative, provided that 
information is included in the Final AA Report. 
 
Product Function and Performance Factors, as specified in section 69505.6(a)(2)(B), is 
more expansive that what is set out in section 69505.5(a)(1).  Section 69505.5(a)(1) 
does not contain the life cycle implications, as is called for in the authorizing legislation.  
 
DTSC respectfully disagrees that product feasibility should be moved to Economic 
Impacts.  The impacts considered under section 69505.6(a)(2)(C) are related to fiscal 
and economic impacts.   
 
DTSC made no changes to the regulations in response to the above comments.  
 

§ 69505.6(a)(2)(C) Economic Impacts  
 
Comments:  7-15, 18-12, 29-69, 32-13, 35-25, 35-26, 38-2, 39-55, 41-41, 46-33, 46-34, 
47-63, 48-67, 48-68, 63-14, 71-8, 86-12, 89-5, 91-15, 92-12, 92-13, 92-14 
 
Comments Summary: 
The above comments expressed concern with section 69505.6(a)(2)(C), which requires 
that the responsible entity evaluate and compare the economic impacts of the Priority 
Product and the alternatives being considered.  In summary, the following concerns 
were expressed: 
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• The full economic analysis should be an integral part of the entire AA evaluation 

for all potential alternative selections and should be revised back to the original 
proposal;   

• Economic analysis is both excessively burdensome and unnecessary and should 
only be required if relevant to making a decision to retain the Chemical of 
Concern or replace it with a Candidate Chemical;  

• The new language has the power to greatly expand the universe of entities that 
would need to be considered in the economic impacts; reference to “non-profit” 
organizations should be deleted; 

• Economic impacts must address not only costs to a manufacturer or responsible 
entity, but to consumers and taxpayers; 

• The requirement to develop and share internal cost impacts, including 
manufacturing, equipment and resource consumption costs will reveal important 
competitive process information that has the potential to compromise a 
business’s position in commerce;  

• DTSC must retain the responsibility to evaluate the economic impacts to the 
state and to avoid doing so in this case attempts to shift the burden in 
Government Code Section 11346.3(b) to the regulated community; 

• There are no well-established methodologies or valuation techniques that are 
able to properly assess these types of costs to enable rigorous and meaningful 
comparisons across all of the A through M criteria and all exposure pathways 
and life cycle segments; 

• Externalized costs are extraordinarily hard to calculate, and should not be 
required for cases in which the Chemical of Concern is being phased out; 

• Clarify what the costs to "non-profit organizations” means;  
• The provision should be clarified to only such instances where the non-profit 

organization is working as an agent of a government entity based in California 
and should be captured as a governmental cost;  

• The proposed regulations fail to acknowledge the full picture of economic 
impacts with regards to manufacturing and marketing; and  

• “Public health costs” must include the costs incurred by individuals, health care 
medical systems and insurance programs, government agencies that deal with 
the adverse public health effects of the chemical/product, and their 
consequences.  
 

Response:  
Section 69505.6(a) of the proposed regulations dated January 2013 did not 
substantively change from the July 2012 version.  The provisions previously contained 
in section 69505.4 were moved to section 69505.6 as a result of streamlining efforts, 
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which moved the Chemical Removal Notifications from 69505.1(g) into section 69505.2 
and the AA Threshold provisions from Article 3 into section 69505.3 (January 2013). 
 
Section 69505.4(a)(2)(C)1. through 9. of the proposed regulations was amended 
(January 2013) to streamline the provisions under two primary tiers.  The first tier must 
be addressed whether the Priority Product is retained or an alternative is selected.  
Section 69505.6(a)(2)(C)1. requires that the responsible entity evaluate, monetize, and 
compare the relevant exposure pathways and life cycle segments the impacts of the 
Priority Product and the alternatives on: 

a. Public health and environmental costs; and  
b. Costs to governmental agencies and non-profit organizations that manage waste, 

oversee environmental cleanup and restoration efforts, and/or are charged with 
protecting natural resources, water quality, and wildlife.   

 
Section 69505.6(a)(2)(C)2., the second tier, requires that if the responsible entity’s 
alternative selection decision to retain the Priority Product is based, in whole or in part, 
on internal cost impacts, this decision must be explained in the Final AA Report.  The 
Final AA Report must include a quantified comparison of the internal cost impacts of the 
Priority Product and the alternatives, including manufacturing, marketing, materials and 
equipment acquisition, and resource consumption costs. 
 
Collectively, the above amendments address the mandate in Health and Safety Code 
section 25253(a)(2)(M) of the authorizing legislation that the proposed regulations 
require a process that takes into account the economic impacts of the Priority Product 
and potential alternatives using life cycle assessment tools.  The economic impacts 
must address the impacts across the life cycle (i.e., from raw materials extraction 
through materials processing, manufacture, distribution, use, repair and maintenance, 
and disposal or recycling) associated with the Priority Product or any alternative(s) 
considered.  The requirements specified in the proposed regulations are consistent with 
commonly used principles in product assessment and reformulation.  While externalized 
costs may have been traditionally passed on to the public, taxpayers and/or 
government, DTSC believes it was the intent of the Legislature to depart from this 
paradigm.  This view is consistent with the statutory requirement that economic impacts 
be considered as part of the AA.   
 
As indicated in the ISOR, the proposed regulations contain requirements that are not 
new.  The requirements parallel popular life cycle assessment tools for evaluating 
and/or taking inventory of the impacts of products or services.  The criteria included in 
the proposed regulations are commonly taken into account by manufacturers who are 
faced with balancing choices and making tradeoffs, when re-manufacturing a product, to 
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address a consumer or market need or demand.  The AA process in the regulations is 
consistent with commonly used life cycle assessment tools and does not require an 
International Standards Organization-compliant process.  While manufacturers may 
have traditionally focused on economic impacts as it pertained to their bottom line or 
profits, the proposed regulations require that a responsible entity take into account the 
long term impacts associated with a Priority Product and the alternatives that are 
considered. 
 
While the capacity to assess or monetize externalized costs may be lacking somewhat 
currently, the proposed regulations may help create a demand for this capacity.  And as 
the program matures and is further addressed through guidance documents, this need 
will be met.  
 
Consistent with Health and Safety Code section 25253(a)(2)(M), an economic impact 
analysis is required under all instances, whether a Priority Product is retained or a safer 
alternative is selected.  Life Cycle externalized costs including: public health; 
environmental costs (i.e., costs associated with mitigating water pollution or costs 
related to special handling at the end of a product’s useful life); and costs associated 
with government agencies to manage the Priority Product as a waste requiring special 
handling must be included.  However, if the responsible entity elects to retain the 
Priority Product, the economic impact must include the internal cost impacts in the Final 
AA Report that support the decision to retain the Priority Product.  The narrative 
standards, coupled with the provisions in section 69505.6(a)(2)(C)2, provide the 
necessary latitude for the responsible entity to take into account manufacturing, 
marketing, materials and equipment acquisition and resource consumption costs.   
 
Section 69501.1(a)(6) defines “adverse public health impacts” as any toxicological effect 
on public health and includes occupational health.  The narrative standards of the 
proposed regulations as a whole, and the provisions in section 69505.6(a)(2)(C)1.a. and 
b. of the proposed regulations (January 2013), provide the necessary latitude to include 
costs to government agencies dealing with adverse public health impacts and its 
consequences.  For example, these include the costs of those dealing with occupational 
health and safety and those covering medical and social expenses related to adverse 
public health effects, and workers’ compensation costs.  In addition, costs to 
government agencies and/or non-profit organizations must be considered and included.  
For example, costs to non-profit organization such as the California Product 
Stewardship Council (CPSC), whose mission is to shift waste management from one 
that relies on government to one that relies on the manufacturer by addressing end-of-
life issues, the California Stormwater Quality Association whose mission is to assist the 
State Water Resources Control Board (SWRCB) and municipalities throughout the state 
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of California in implementing the National Pollutant Discharge Elimination System 
(NPDES) stormwater mandates of the Federal Clean Water Act would need to be 
addressed.  
 
DTSC respectfully disagrees that costs to non-profit organizations should be limited to 
only those non-profit organizations that are based in California.  Regardless of where a 
non-profit organization is based, if it incurs costs to deal with the effects of hazardous 
chemicals and products in the stream of commerce in California, those costs are real 
and should be accounted for under these regulations.   
 
DTSC has met its obligations of preparing an Economic and Fiscal Impact Analysis for 
the proposed regulations.  It is important to note that because the proposed regulations 
are process regulations that there are no specific economic and fiscal Impacts that 
result from the adoption of the regulations themselves.  The impacts will arise when 
specific product-chemical combinations are prioritized and the universe of responsible 
entities is identified.  As documented in the Economic and Fiscal Impact Statement (Std. 
399) submitted with the proposed regulations and the ISOR, there would be an 
unquantifiable cost to industry, consumers and taxpayers in implementing the 
regulations.  However, despite these unquantifiable future costs, there is currently an 
unquantifiable cost that is passed on to Californians through added health care costs 
and/or added costs from the production, use and disposal of consumer products that 
contain harmful chemicals.  See the Economic and Fiscal Impact Statement for further 
discussion of the economic and fiscal impacts of these regulations.   
 
The regulations reflect the authorizing legislation, which specifies the type of information 
may not be claimed as trade secret—and by implication—the types of information that 
may be claimed as trade secret.  While the proposed regulations do not require that all 
critical business decisions be released to external entities, they do require that 
information related to hazard traits for chemicals be made public.  All AA Reports 
posted on DTSC’s website, in accordance with section 69501.5(a)(6), will be posted 
after any necessary redaction of trade secret information. For a more detailed 
discussion on the handling of trade secret information, please refer to the discussion 
under Trade Secret Protection in Article 10 of the July 2012 Responses to Comments 
document and Article 9 in the January 2013 and April 2013 Response to Comments 
documents. 
 
In response to other comments and as part of DTSC’s streamlining efforts, the 
provisions that were the subject of the comments are now found in section 
69505.6(a)(3) (April 2013).  DTSC is making no other changes to the regulations in 
response to the above comments.   
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§ 69505.6(a)(3) Exposure Pathways  
 
Comments:  18-12, 48-69 
 
Comments Summary: 
The above comments expressed concern with section 69505.6(a)(3) of the proposed 
regulations dated January 2013, which requires that a responsible entity identify the 
relevant exposure pathways taking into account the chemical quantity information 
related to the quantities of the Chemical(s) of Concern or alternative replacement 
chemical(s) necessary to manufacture the Priority Product and each alternative under 
consideration; and the estimated volume and/or mass of the Chemical(s) of Concern or 
alternative replacement chemical(s) that is/are or would be placed into the stream of 
commerce in California as a result of the Priority Product and each alternative under 
consideration.  In summary, the following was expressed:  

• Combine section 69505.6(a)(1) and section 69505.6(a)(3) since they both 
address exposure determinations and should be part of the factors to determine 
if the factor makes a material contribution.   

Response: 
DTSC concurs with the suggestion.  In addition, in response to other related comments, 
the provisions have been moved to section 69505.5(c)(1) to be considered during the 
first stage AA (April 2013).  

§ 69505.6(b) Comparison of Priority Product and Alternatives  
 
Comment:  23-4 
 
Comment Summary:  
The above comment expressed concern with section 69505.6(b) of the proposed 
regulations, which is the second of the five steps in the process for conducting a Final 
AA.  The second step requires that the responsible entity use available information and 
analyses to evaluate and compare the Priority Product and each of the alternatives 
being considered.  In summary, the following concerns were expressed: 

• The AA process is unlikely to yield results that evidence clear benefits across the 
spectrum of environmental and human health end points because it involves 
weighting additional factors such as performance, availability, and cost; and  

• A transparent decision-making process should be outlined that combines the use 
of scientific data and value judgments needed for the comparative assessment 
processes.   
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Response: 
In response to comments on the proposed regulations dated July 2012, the provisions 
formerly in section 69505.6(b)(1) through (8) were deleted in the January 2013 version. 
DTSC has determined that any possible weighting of factors that a responsible entity 
may want to consider would be more appropriately addressed through guidance 
materials.  Guidance materials that may be developed for product types and/or sector-
specific consideration may well address weighting factors, and/or the appropriate use of 
specific quantitative analysis, if appropriate. 
 
As indicated earlier, the number and types of products that the regulations will address 
dictate that guidance documents may ultimately be developed for product types and/or 
sector-specific considerations to address weighting factors, and/or the appropriate use 
of specific quantitative analysis tools or models.  The regulations do not restrict the use 
of any available tools or models.  However, any tools and/or models used must be 
included and summarized in the Preliminary and/or Final AA Report. 
 
DTSC made no changes to the regulations in response to the above comments.  

§ 69505.6(d) Step 4: Alternative Selection Decision  
 
Comments:  7-18, 40-24, 40-25 
 
Comments Summary:  
The above comments expressed concern with section 69505.6(d) of the proposed 
regulations dated January 2013, which is the fourth of five steps in the process for 
conducting a Final AA.  The fourth step requires that the responsible entity select an 
alternative based on the comparative analysis that was conducted in step two.  If the 
decision is to retain the Priority Product, the responsible entity must include the 
information that led to this decision.  In summary, the following concerns were 
expressed:  

• The commenter still has concerns reflected in earlier comments provided; 
• The proposed criteria for approval of an alternative product are unreasonably 

vague and leaves the responsible entity with the obligation to evaluate if a safer 
alternative exists; and  

• Manufacturers and consumers will have a different view than DTSC of what is an 
acceptable alternative.  

 
Response: 
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Given the vagueness of the comment it is not practical to identify which particular 
provisions remain of concern.  Therefore, it is not possible for DTSC to provide a more 
tailored response.  Please refer to the July 2012 Responses to Comments document for 
responses to the comments and responses on the same and related concepts.   
 
Section 69505.6(d) of the proposed regulations (January 2013) specifies that in 
selecting an alternative the decision to retain an alternative shall be based on the 
comparative analysis conducted under section 69505.6(b) and (c)—the two preceding 
steps.  The responsible entity has the ultimate decision on what alternatives are further 
evaluated and selected as the safer alternative, if any.  A responsible entity may elect to 
carry more than one alternative forward for additional research and development; 
however, it is not required.  The proposed regulations specify the minimum threshold for 
what must be done as part of the AA.  DTSC does not select the alternative or mandate 
that a specific alternative be selected.  It is a decision reserved to the responsible entity, 
who may take consumer acceptance into account.  Further, responsible entities may 
continue to evaluate as many alternatives as they choose that do not pose greater or 
more adverse impacts than the Priority Product.  However, DTSC believes that by 
narrowing the number of alternatives that are moved forward, costs incurred by the 
responsible entity may be significantly reduced.   
 
Upon completion of the second stage AA, the responsible entity will summarize its 
findings in accordance with section 69505.7.  Section 69505.7(j)(2) Selected Alternative  
requires that the responsible entity identify the alternative(s), if any, selected to replace 
the Priority Product.  Sections 69505.7(j)(2)(A) through (C) of the proposed regulations 
(January 2013) detail the alternative-specific information that must be considered and 
included in the Final AA Report.  
 
DTSC made no changes to the regulations in response to the above comments.  

§ 69505.7 Alternatives Analysis Reports 

§ 69505.7(a)(1)-(4) General Requirements Applicable to AA Reports  
 
Comments:  29-65, 32-14, 35-27, 39-56, 48-73, 49-5, 76-1 
 
Comments Summary: 
The above comments expressed concern with section 69505.7(a)(1) through (4) of the 
proposed regulations dated January 2013, which specify the general requirements that 
all AA Reports must comply with.  In summary, the following concerns were expressed:  
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• The revisions now require four different reports that responsible entities may be 

required to submit at different times with little or no environmental benefit; 
• The revised requirements increase the visibility of the AA Reports, which 

increases threats of trade secret ingredients being made public;  
• DTSC should develop specific guidelines for masking strategies as part of the AA 

guidance that it will publish subsequent to the adoption of these regulations; 
• DTSC should provide incentives, such as a streamlined review process for 

voluntary full public transparency;  
• The public review requirements will likely create a disparity in impacts upon 

small, medium and large companies;   
• The commenter was concerned that DTSC may reject a trade secret claim and 

make publicly available an un-redacted version;  
• Clarify that it is only this redacted AA Report for which it would seek public 

comments in sections 69501.5(a)(6), 69505.1(d)(2), and 69505.7(i)(1).   
• Trade secret claims may make AA reviews challenging because of missing 

information in the redacted version; and 
• The AA development now resembles a California Environmental Quality Act 

(CEQA) like process, including a public review requirement that most 
manufacturers will not have significant experience with and which will complicate 
the implementation process.   
 

Response: 
Section 69505.7(a)(1) through (a)(4) of the proposed regulations dated January 2013 
did not substantively change from the July 2012 version, but was amended to reflect 
overarching streamlining efforts.  The section was amended with a heading titled 
“General Requirements,” an explicit inclusion of the various AA Reports that are subject 
to the content requirements, and the prior provision in subsection (a)(3) “the responsible 
entity shall include in the Preliminary AA Report sufficient information for the 
Department to determine” was deleted and replaced with subsection (a)(2)(A) 
“compliance with the substantive and administrative requirements of….” (January 2013). 
 
Unlike conducting AAs, which is a new and rapidly emerging field, DTSC did not see the 
need in the drafting of the regulations to commit to drafting guidance materials 
regarding masking of trade secret information—to the extent masking is authorized 
under section 69509(g).  Many industries are already be familiar with masking 
strategies, such as preparing disclosures to comply with securities laws, or voluntarily 
describing confidential technology to prospective business partners.  As such, DTSC 
will not be amending the regulations in response to this comment.  Nonetheless, DTSC 
is certainly willing to work with interested parties during the implementation of the 

Department of Toxic Substances Control Page 286 of 422 
 



  January 2013 Response to Comments 
Safer Consumer Products  Proposed Regulations, R-2011-02 

 
regulations if they seek assistance from DTSC in complying with this provision.  For 
additional detailed discussion of trade secret requirements, please refer to Article 9 of 
this Response to Comments document as well as the Response to Comments 
document for the July 2012 and April 2013 versions of the proposed regulations.    
 
DTSC respectfully disagrees that the revised text increases the AA Reports’ visibility, 
thereby compromising trade secret information.  The proposed regulations specify the 
applicable criteria, procedures and timelines that must be followed when claiming trade 
secret protection.  The proposed regulations reflect the authorizing legislation, which 
specifies the type of information that may be claimed as trade secret.  The provisions 
protect valid trade secret claims, but at the same time require that a useful range of data 
be included establishing the basis for decision-making under the regulations.  However, 
pursuant to Health and Safety Code section 25257(f), information related to hazard 
traits for chemicals and chemical ingredient may not be claimed as trade secret.  
Sufficient information must be provided in the reports that allow for DTSC to conduct a 
meaningful review.   
 
While manufacturers must disclose the full composition of their products to DTSC, they 
may claim trade secret protection for certain pieces of information.  The proposed 
regulations do not require that all critical business decisions, such as new alternative 
formulation or composition be released to external entities; only information related to 
hazard traits for chemicals must in virtually every instance be made public.  The reader 
is directed to the detailed discussion of trade secret provisions for more information on 
this topic.  See Article 10 of the July 2012 Response to Comments document and 
Article 9 of the January 2013 and April 2013 Response to Comments documents. 
 
Given the reluctance to reveal the slightest amount of information that is potentially 
trade secret, DTSC cannot envision a sufficiently lucrative incentive for full voluntary 
public disclosure.  A streamlined review process in exchange for forgoing trade secrecy 
claims altogether is hardly a realistic option.  In addition, DTSC does not believe that 
responsible entities should, in effect, be punished for asserting their rights to protect 
valuable information as trade secret.  
 
DTSC respectfully disagrees that the modest requirement of allowing public comments 
on the Final AA Reports results in this process resembling CEQA.  The nature and 
extent of the opportunities for public comment under CEQA are vastly different and 
greater than the opportunities for public comment under these regulations.  DTSC is 
confident that this simple public comment mechanism will not be unduly burdensome or 
result in delays in the process.  Finally, DTSC notes that the modest public comment 
process has been made even more streamlined.  That is, DTSC will not require the 
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responsible entity for the AA to consider all public comments submitted.  Rather, DTSC 
will be reviewing the public comments on the Final AA Report and will instruct the 
responsible entity as to which issues raised by the comments need to be further 
addressed in an AA Addendum or AA Report.     
 
In response to related comments regarding public review and comments, the proposed 
regulations have been modified.  The proposed regulations dated April 2013 deleted the 
provision providing for public review of the Preliminary AA Report and the Alternate AA 
Work Plan.  The Final AA Report and Abridged AA Report are subject to public review 
and comment (April 2013) (See section 69505.8).  In addition, DTSC is now responsible 
for reviewing the public comments and determining which issues must be addressed by 
the responsible entity.  If public comments are provided, and DTSC determines they are 
germane to AA Report and establish the need for further work on the AA, DTSC will 
notify the responsible entity of the issues it must address in an addendum to the Final 
AA Report or Abridged AA Report.  The amended provisions are found in section 
69505.8 (April 2013). 
 
In an effort to further reduce duplicative provisions, section 69505.7(a) was amended 
and all references to “AA Reports means....” were deleted.  DTSC determined these 
references were not necessary.  References to “draft” and “final” Abridged AA Reports 
were also deleted as unnecessary.  The term “masking” was replaced with “redaction,” 
as it more appropriately captures the revised requirements (April 2013).    

§ 69505.7(c)(4) Alternatives Analysis Reports Made Public/Public Input  
 
Comment:  48-74 
 
Comment Summary: 
The above comment expressed concern with section 69505.7(c)(4) of the proposed 
regulations, which requires that responsible entities include in the Preliminary AA 
Report or draft Abridged AA Report the methods by which the public may submit 
comments.  In summary, the following concern was expressed: 

• DTSC must develop clear guidance for the submission of public comments and 
for responsible entities to respond to these comments. 

 
Response: 
In response to the above comment and comments related to public input in general, 
DTSC amended section 69505.1(d) and deleted 69505.7(c)(4).  In addition, a new 
provision was inserted in section 69505.8 that addresses Public Comments on AA 
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Reports (April 2013).  See those sections for a more detailed discussion of modified 
public comment provisions. 

§ 69505.7(d) Responsible Entity and Supply Chain Information  
 
Comments:  7-18, 18-14, 23-3, 36-2, 39-58, 46-5, 47-2, 48-75, 48-98, 53-13, 63-13, 65-
5, 88-28 
 
Comments Summary:  
The above comments expressed concern or requested clarification of section 
69505.7(d) of the proposed regulations regarding supply chain information.  In 
summary, the following concerns were expressed:  

• DTSC should request supply chain information as necessary in the regulatory 
response section or as part of the audit rather than include it as part of the AA 
Report;  

• Requires manufacturers to provide a listing of all retail sales outlets in the AA 
Reports, which is clearly proprietary information that goes beyond DTSC‘s 
statutory authority. 

• Any requirement to include commercially sensitive information in an AA Report 
will serve as a disincentive for responsible entities to prepare a joint AA; 

• DTSC should be encouraging the development of a single AA for a particular 
product-chemical combination, to decrease review burdens and allow for uniform, 
fair Regulatory Reponses;  

• The requirement that the AA also include a listing of all retail sales where a 
product is sold is not feasible, since many products are sold to retailers and 
distributors outside California for shipment into their California stores; and  

• The commenter Resubmitted comments from prior comments submitted in 
October 2012. 

 
Response: 
Disclosure of sales outlets, as defined, is required to be provided in the Final AA Report 
and in various notifications set out in the regulations.  The disclosure of retail sales 
outlets is necessary to provide DTSC information regarding the locations where the 
Priority Products or their alternatives are destined to be distributed in California.  
Without notifications, DTSC would not have a means to identify the Priority Products 
that have been reformulated making compliance confirmation and enforcement 
unworkable.  The disclosure/notification provides a means to identify the responsible 
entities and the Priority Products to ensure that those products may be tested and 
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determined to be free of the Chemical(s) of Concern that is/are the basis for being listed 
as Priority Products. 
 
If the information being requested under this provision is claimed to be trade secret, the 
responsible entity may redact that information from the Preliminary and Final AA Report, 
the Abridged AA Report, and/or the Alternate Process work Plan and its Final Report.  If 
DTSC concurs with the trade secret claim, the information may remain redacted from 
those reports.  For a more detailed discussion related to trade secret claims, please 
refer to Article 10 of the July 2012 Response to Comments document and Article 9 of 
the January 2013 and April 2013 Response to Comments documents.  
 
Given that the proposed regulations allow the responsible entity to make the final 
decision on the alternative that is selected, it is impractical for DTSC to impose a single 
regulatory response.  Responsible entities, however, are free to conduct a joint AA for a 
particular product-chemical combination.  To the extent that the responsible entities 
elect the same alternative under the same or similar circumstances they may well have 
the same regulatory response.   
 
DTSC respectfully declines the recommendation to request supply chain information as 
part of the regulatory responses.  Delaying the submittal of this information to the next 
phase is of little to no strategic benefit, since this information is more appropriately 
evaluated in selecting the most appropriate regulatory responses.  
 
DTSC is making no changes to the regulations in response to the above comments.  

§ 69505.7(e) Priority Product Information  
 
Comment:  39-58 
 
Comment Summary: 
The above comment expressed concern with section 69505.7(e) of the proposed 
regulations dated January 2013 regarding product information.  In summary, the 
following concern was expressed: 

• Most responsible entities will not have assembler information requested in 
section 69505.7(e)(2). 

 
Response: 
The comment above expresses a concern that is erroneous.  The provisions do not 
require that information regarding assemblers be provided.  The provisions require that 
if the Priority Product is a component of an assembled product that the responsible 
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entity identify provide certain information already known by the responsible entity about 
the assembled products in which the component is used  
 
In response to related comments, section 69505.7(e)(4) of the proposed regulations has 
been amended to include the Globally Harmonized System (GHS) “safety data sheets” 
(SDS) (April 2013).  Responsible entities may comply with the requirement by using 
either or both the MSDS or SDS sheets.  
 
DTSC made no additional changes in response to the above comments.  

§ 69505.7(g) Scope and Comparison of Alternatives   
 
Comments:  23-3, 28-6, 76-4, 80-9, 80-10 
 
Comments Summary: 
The above comments expressed concern or requested clarification of section 
69505.7(g) of the proposed regulations regarding the scope of and comparison of 
alternatives.  In summary, the following concerns were expressed: 

• Matrices could be rendered unreadable if they are the sole allowable format for 
presenting information, but would be useful for summary; 

• Modify requirement for matrix comparison of alternatives to increase readability 
of AA Reports; and 

• The AA process is contingent on having quality data that is reliable, reproducible, 
and publically available.  How will the data gap issue be addressed? 

 
Response: 
The provisions in this section are intended to include information and not just strictly the 
identification of data gaps.  In theory, information might be exchanged as its relevance 
might be broadly applicable.  The context for how a responsible entity “translates” the 
information for its own use in the preparation of the AA is crucial and required to be 
submitted.  Based on the information, compilation and evaluation, unique data gaps 
may be identified.  Uncertainties in the information, inclusive of the data gaps, must be 
considered in carrying out the first and second stage AA and must be identified in the 
corresponding AA Reports.   
 
Responsible entities are required to summarize in the AA Reports submitted for review, 
the information that was reviewed and considered, including information on AAs 
included on DTSC’s website.  Responsible entities are not required to fill the data gaps 
as part of the AA, but may be required to fill those data gaps as a regulatory response. 
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In response to the above comments, the text has been amended to more explicitly state 
the AA Report must include a matrix or other summary format to provide a clear 
comparison that summarizes the information collected.  

§ 69505.7(i) Supporting Information  
 
Comments:  7-18, 40-29, 40-30, 48-76, 88-5, 88-6 
 
Comments Summary: 
The above comments expressed concern or requested clarification of section 69505.7(i) 
regarding supporting information that is submitted with the AA Reports.  In summary, 
the following concerns were expressed: 

• This aspect of the revised Regulations seeks to impose on responsible entities 
obligations similar to those imposed on project proponents under the California 
Environmental Quality Act (CEQA), which have proven to be unreasonably 
burdensome and cumbersome without substantive improvements and used by 
opponents as a delay tactic;  

• The revised regulations require that the responsible entity include a summary of 
the public comments submitted regarding the Preliminary AA and a description 
as to how the comments are addressed in the Final AA Report; and 

• DTSC must provide more clarification regarding the procedure for responsible 
entities to respond to comments, in particular that responsible entities do not 
need to respond individually to each comment.   

 
Response: 
In response to related comments regarding public review and comments, the proposed 
regulations have been amended.  The April 2013 proposed regulations deleted the 
requirement of public review and comment on the Preliminary AA Report.  And the 
January 2013 proposed regulations deleted the requirement to subject the Alternate AA 
Work Plan to public comments.  Instead, the Final AA Report and Abridged AA Report 
are subject to public review and comment.  In addition, DTSC is now responsible for 
reviewing and compiling the public comments to identify any issues that must be 
addressed by the responsible entity in an AA Report Addendum.  If public comments 
are provided and DTSC determines they identify issues that DTSC determines need to 
be further addressed in the AA, DTSC will identify issues the responsible entity must 
address in an addendum to the Final AA Report or Abridged AA Report.  The amended 
provisions are found in section 69505.8 (April 2013). 
 
DTSC respectfully disagrees that the modest requirement of allowing public comments 
on the Final AA Reports results in this process resembling CEQA.  The nature and 
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extent of the opportunities for public comment under CEQA are vastly different and 
greater than the opportunities for public comment under these regulations.  DTSC is 
confident that this simple public comment mechanism will not be unduly burdensome or 
result in delays in the process.  Finally, DTSC notes that the modest public comment 
process has been made even more streamlined.  That is, DTSC will not require the 
responsible entity for the AA to consider all public comments submitted.  Rather, DTSC 
will be reviewing the public comments on the Final AA Report and will instruct the 
responsible entity as to which issues raised by the comments, if any, need to be further 
addressed in an AA Addendum or Abridged AA Report.   
 
No additional changes to the regulations were made in response to the above 
comments.  

§ 69505.7(j) Selected Alternatives  
 
Comments:  7-18, 30-10, 41-42, 41-43, 48-78 
 
Comments Summary:  

The above comments expressed concern or requested clarification of section 69505.7(j) 
regarding the selection of the final alternative(s).  In summary, the following concerns 
were expressed: 

• If certain information is not available, it is difficult to assess whether it would meet 
the criteria listed under (2)(A) and (B);  

• Section 69505.7(j)(2)(C)f. should read correctly 'EC number' and not 'European 
Commission Number'; and  

• The requirement that "chemicals known, based on available information, to be in 
the selected alternative(s) that are Chemical(s) of Concern, that differ from the 
chemicals in the Priority Product, or that are present in the selected alternative(s) 
at a higher concentration that in the Priority Product relative to other chemicals in 
the Priority Product other than Chemical(s) of Concern " is confusing.  

 
Response: 
It is essential that the responsible entity identify and describe the selected alternative in 
the Final AA Report to effectuate the regulations.  Without this information, it would be 
almost impossible to select the most appropriate regulatory response.  The proposed 
regulations do not limit a responsible entity to consider only one alternative.  A 
responsible entity may elect to select more than one alternative to further evaluate, 
consider and select as its alternative(s).  The proposed regulations establish the 
minimum criteria; however, a responsible entity is free to do as much as they have the 
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capacity for.  That is, the responsible entity may evaluate and ultimately select more 
than one alternative to the Chemical(s) of Concern in the Priority Product. 
 
The responsible entity will research and include in its AA Report or Abridged Report the 
information on which it relied upon to make its decision.  While the proposed regulations 
do not require that the data gaps be filled as part of AA, it may be required to the extent 
necessary as part of a regulatory response.   
 
Section 69505.7(j)(2)(C) requires that the responsible entity identify the chemical(s) and 
their concentration in the selected alternative that differ from the Priority Product.  A 
responsible entity may use knowledge—meaning without conducting laboratory analysis 
to summarize and provide this information.  
 
It is not prudent to include an acronym in regulations and therefore, the entire name has 
been included.  Further the European Commission number, or EC number, is also 
known as “EC No.,” “EINECS No.,” and “EC#.”  This lack of inconsistency would be 
troublesome during implementation of the proposed regulations.  
 
DTSC made no changes to the regulations in response to the above comments.  

§ 69505.7(k) Next Steps  
 
Comments:  28-4, 38-3, 41-7, 51-10, 53-12, 66-12, 76-5, 83-14, 83-37 
 
Comments Summary:  
The above comments expressed concerns or requested clarification of section 
69505.7(k), which specifies procedurally the deadlines by when a responsible entity is 
to complete the AA Reports.  While many of the comments were repeated verbatim by 
some parties, others expressed slight variations to those concerns that were more 
specific to this section.  In summary, the following concerns were expressed: 

• DTSC must identify specific criteria for its decisions on the acceptability of 
extensions;  

• DTSC should grant an industry-wide extension since almost all manufacturers 
impacted by a Priority Product listing are likely to request the additional time to 
conduct an AA; 

• The rigid timelines presented are unrealistic since the selection of a chemical can 
take a long time sometimes as long as ten-fifteen years;  

• Only Final AA Reports should be made public in order to protect Confidential 
Business Information (CBI); and 
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• AAs must not fall into a rigid prohibition on replacing a Chemical(s) of Concern 

with anything on a list, but instead recognize that improvements will often be 
incremental, multi-stage efforts.   

 
Response: 
To reduce repetitiveness, please refer to the response to comments under section 
69505.1(b)(2)(A) Preliminary AA Report Deadline and section 69505.1(b)(3) Consortium 
and/or Collaborative of this Response to Comments. The above sections address 
timing, the use of a consortium, collaborative or similar partnership, and the 
impracticability of a “one-size fits all” approach to due dates.  In addition, the above 
sections address extensions, the amount of time allotted, and the lack of potential 
conflict with U.S. EPA’s Pre-Manufacture Notification.  
 
As indicated in the above-mentioned sections, the proposed regulations provide 
eighteen (18) months or more to complete the first stage AA and corresponding 
Preliminary AA Report, depending on the Priority Product.  The proposed regulations 
provide the responsible entity twelve (12), twenty-four (24), or thirty-six (36) months for 
gathering and compiling the data to complete the second stage AA and to submit the 
Final AA Report.  As such, responsible entities are afforded 2.5 years for a simple 
substitution and 3.5 or 4.5 years for complex substitutions or products, without taking 
into account the additional extensions that are afforded.   
 
Responsible entities may request two 90-day extensions—(1) during the first stage and 
corresponding Preliminary AA Report, and (2) during the second stage and 
corresponding Final AA Report.  If a responsible entity requested an extension during 
both stages and DTSC granted them, the total times would range from three years for a 
simple substitution to four or five years for more complex substitutions.  In addition, the 
proposed regulations do not require that the alternative replacing the Priority Product be 
available for market distribution or that all research and development be completed by 
the time the Final AA Report is submitted. 
 
The example mentioned earlier of the removal of phosphates in automatic dishwashing 
products indicates that the above-mentioned timelines would be more than sufficient to 
form a consortium, collaborative or similar partnership and to perform the Alternatives 
Analysis and submit the Final AA Reports.  Phosphate replacement required four (4) to 
five (5) different chemicals depending on the formulation and the initial replacement was 
accomplished in three (3) years.6  While DTSC acknowledges that each product and 
industry is different, it also believes that the time frames specified, especially with the 

6 Procter and Gamble, Grocery Manufacturers Association 
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ability to request extensions, is sufficient for a meaningful alternatives analysis to be 
completed. 
 
In response to related comments regarding relevant factors and their inclusion during 
the first stage AA and corresponding Preliminary AA Report, reference to “the work plan 
must include a description of....as required under section 69505.6(a)” was deleted.  The 
substantive provisions previously contained in section 69505.6(a)(1) related to relevant 
factors for comparison were moved to section 69505.5(c) making  the reference in 
section 69505.7(k)(1) redundant, as the evaluation is occurring earlier in the process 
during the first stage AA and corresponding Preliminary AA Report (April 2013).  
 
DTSC made no further changes to the regulations in response to the above comments.    

§ 69505.7(k)(2) Final AA Report Implementation  
 
Comments:  41-7, 48-80 
 
Comments Summary:  

The above comments expressed concern or requested clarification of section 
69505.7(k)(2), which specifies the contents of an implementation plan following the 
completion of the second stage AA and corresponding Final AA Report.  In summary, 
the following points were made: 

• A plan for implementation of selected alternatives obviates the need for 
sensitive customer and distributor information; and  

• Are all entities required to replace the product or Chemical(s) of Concern 
with one or several regulatory response(s), or will they be different for the 
responsible entities?   

 
Response: 
The information contained in the AA Reports, as well as notifications submitted, will be 
used to conduct audits and ensure that the selected alternative is, in fact, implemented.  
The AA Reports and/or notification provides a means to identify the responsible entities 
and the Priority Products to ensure that those products may be tested and determined 
to be free of the Chemical(s) of Concern  that is/are the basis for the product being 
listed as a Priority Product, if that is the selected alternative.  Otherwise, DTSC needs to 
be able to audit and verify compliance with the selected alternative and any regulatory 
responses imposed.   
 
The responsible entity selects the alternative that works best for it taking into account 
public health and the environment, life cycle impacts, consumer needs, economic 
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impacts, compliance with all local, state and federal laws and regulations, and 
regulatory responses that it will be subject to as a result of the selection.   
 
At the completion of the second stage of the AA and corresponding Final AA Report, the 
responsible entity may, for example, determine that it will retain the Priority Product on 
the market for two years until an alternative can be selected.  Because the alternative is, 
in effect, the Priority Product, the responsible entity must implement the regulatory 
responses that DTSC determines are necessary or appropriate under Article 6 to 
mitigate public health and environmental impacts.  For all of the reasons discussed in 
Article 6 of this document and the Responses to Comments for the July 2012 version, 
DTSC will not be imposing a single uniform regulatory response for all responsible 
entities for a given Priority Product or alternative. See Article 6 of this document and the 
in the July 2012 Response to Comments document for further discussion of regulatory 
responses.  The responsible entity may take into account the reason a Priority Product 
was listed to determine which of the Regulatory response(s) could potentially address 
public health and environmental impacts and propose those to DTSC for consideration.  
 
The implementation plan may also include the identification of any regulatory 
response(s) that the responsible entity wishes to propose that would best limit the 
exposure to, or reduce the level of adverse public health and environmental impacts 
posed by, any the Chemical(s) of Concern, that is/are the basis for designation of a 
product as a Priority Product, that will be in the selected alternative or that is in the 
Priority Product above the AA threshold if the decision resulting from the AA is to retain 
the Priority Product.   
 
DTSC made no changes to the regulations in response to the above comments.  

§ 69505.8 Department Review and Determinations for AA Reports and Work 
Plans 

 

§ 69505.8(b) Department Review of Preliminary AA Reports, Draft and Final 
Abridged AA Reports and Alternate Process AA Work Plans  

 
Comments:  18-16, 41-44, 48-81, 71-12, 71-13, 71-14, 80-4, 83-23 
 
Comments Summary: 
The above comments expressed concern or requested clarification of section 
69505.8(b)(1), which specifies DTSC’s review process and the notices issued 
documenting either compliance, deficiency , disapproval or ongoing review.  In 
summary, the following points were made: 
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• DTSC should issue the same deadline for submission of all AA Reports for a 

product-chemical combination, and all extension requests granted to one 
responsible entity should be extended to all; 

• Include specific criteria that requires that DTSC consider timely completion as a 
key factor in granting an extension; 

• By allowing the option to not respond in a timely manner, the regulations lay the 
groundwork for DTSC to become the bottleneck and raises issues of 
compliance; and 

• The regulations should specify that if a responsible entity has met its filing 
deadlines, and DTSC does not respond by its deadlines, all relevant timelines 
are put on hold until DTSC meets its responsibilities. 

 
Response: 
DTSC will review AA Reports for compliance with Article 5.  And if the AA Report is 
determined to be deficient, DTSC will note the deficiencies and request that the 
responsible entity address the deficient areas within the time period specified.  DTSC 
anticipates that responsible entities addressing the requirements in Article 5 will for the 
most part attempt to complete and submit adequate AAs.  It is likely that many AAs will 
be conducted independently and will result in divergent results specific to the 
responsible entity’s business plans.  The regulatory responses that will be required will 
be tailored in accordance to the adverse public health and environmental impacts of the 
alternative selected and the criteria for imposing regulatory responses in Article 6. 
 
Extensions granted under section 69505.1(c) are not the same as a Notice of Deficiency 
issued by DTSC requesting that the specified information be addressed.   
 
The proposed regulations require that DTSC review the Preliminary and Final AA 
Reports, Abridged AA Reports, and AA Work plans for compliance with the 
requirements of Article 5.  This review must take place within sixty (60) days of these 
documents being submitted by the responsible entity.  In the event that the review 
cannot be completed within that time period, DTSC will notify the responsible entity that 
the report is still under review.  In the notice, DTSC will specify the date by when the 
review may be expected to be completed.  If the review cannot be completed because 
the report is deficient, the report will be determined to be deficient and returned to the 
responsible entity.  The responsible entity is then granted no more than sixty (60) days 
to revise and complete a Preliminary AA Report, Final AA Report, Abridged AA Report, 
or AA Work plan.  DTSC believes this a reasonable amount of time given that the 
responsible entity is only addressing deficiencies within the AA.  And if the AA Reports 
require substantive changes that cannot be addressed in sixty (60) days, the AA Report 
will be rejected and other requirements will be triggered.  
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As stated earlier, the responsible entity selects the alternative that works best for it 
taking into account: public health and the environment, life cycle impacts, consumer 
needs, economic impacts, compliance with all local, state and federal laws and 
regulations, and regulatory responses that they will subject to as a result of its selection.  
DTSC will not impose a one-size fits all regulatory response for different selected 
alternatives from different responsible entities for the same Priority Product.  
 
In response to comments regarding public review, section 69505.8 of the proposed 
regulations dated January 2013 has been moved to section 69505.9 (April 2013).  In 
addition, in response to comments related to the Abridged AA Reports, all references to 
“draft” and “final” have been deleted (April 2013).  The review of the Abridged AA 
Report has been placed under the review approach for the Final AA Report, since it is 
more closely aligned with Final AA Reports.   
 
DTSC made no further changes to the regulations in response to the above comments.  

§ 69505.8(e)  Issuance of Notices  
 
Comment:  29-57 
 
Comment Summary:   
All notices issued by DTSC should also be posted on DTSC’s website. 
 
Response: 
Pursuant to section 69501.5(a), all of the following will be posted on DTSC’s website:  
the Failure to Comply list; requests for information; exemption determinations made 
under section 69501(b)(3)(A), Priority Product Work Plans,  complete petitions and 
notices of decisions regarding those petitions, approved extension requests for AA 
reports, AA report notices of public review periods, notices of compliance, notices of 
deficiency, notices of disapproval, notices of ongoing review, proposed and final 
regulatory response determinations, regulatory response exemption requests and 
notices issued by DTSC granting, denying, or rescinding a regulatory response 
exemption, disputes and requests for review and the corresponding decisions.  There 
are additional posting requirements as well.   DTSC has determined that these are the 
critical notices that that should be posted on its website to provide important information 
to interested parties and the general public.  DTSC does not want to overcommit scarce 
resources or create information overload by providing information about every routine 
implementation step in the regulations. 
 
DTSC made no changes to the regulations in response to the above comment.  
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ARTICLE 6. Regulatory Responses 

Support the Amendments in Article 6  
 
Comments:  7-16, 9-40, 18-19, 28-1, 29-73, 29-76, 29-79, 39-59, 39-75, 46-2, 48-88, 
65-1, 68-2, 69-6, 71-15, 76-1, 92-1 
 
Comments Summary:  
The above comments expressed support for or objection to the provisions in Article 6.  
The provisions in Article 6 clarify, implement and make specific the provisions in Health 
and Safety Code section 25253(b) of the authorizing legislation.  More specifically, this 
article identifies the process and general sets of circumstances that will give rise to 
specific regulatory responses, while preserving the necessary flexibility to implement 
appropriate regulatory measures on a case-by-case basis.  Support was expressed for 
the following sections: 

• Section 69506(a), which specifies that DTSC will identify and require 
implementation of one or more regulatory responses when DTSC determines the 
regulatory responses are necessary to protect human health and/or the 
environment.  In doing so, DTSC will seek to maximize the use of alternatives of 
least concern, when they are functionally acceptable, technically feasible and 
economically feasible;  

• Section 69506(b), which specifies the guiding principles DTSC will use to require 
regulatory responses that provide the greatest level of inherent protection;   

• Section 69506(c)(2)(A), which specifies that existing federal or California State 
regulatory requirements will be taken into account  by DTSC in selecting 
regulatory responses;  

• Section 69506.1(a), which requires that regulatory responses apply to a Priority 
Product for which an alternative is not selected, any selected alternative, and a 
Priority Product that will remain in commerce while a selected alternative is 
developed and distributed; 

• Section 69506.2, which authorizes DTSC to require that additional information be 
obtained or developed to identify the most appropriate regulatory response and 
allows DTSC to revise the regulatory response(s) required; 

• Section 69506.3(b)(4), which requires that consumers be informed if a product 
must be managed as hazardous waste at the end-of-life; 

• Section 69506.4, which specifies that DTSC may impose restrictions on 
replacement Candidate Chemicals; 
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• Section 69506.7, which requires an end-of-life management program for certain 

products (i.e., those that must be managed as hazardous wastes at the end of 
their useful lives); and 

• Section 69506.8, which specifies that when no safer alternative is selected, or an 
alternative is selected that includes a Candidate Chemical(s), the responsible 
entity may be required to conduct research and development for a safer 
alternative.  

 
The following objections were made to the provisions in Article 6:  

• 69506.6(b), which implicitly allows for engineering or administrative controls to 
protect workers from harmful exposures to toxic chemicals; and 

• Section 69506.7(e), which allows an entity that demonstrates that an end-of-life 
program cannot be feasibly implemented to be exempted from this program.  

 
Response: 
DTSC did not make any changes in response to the above general comments.  
However, there is further discussion of the concerns raised above in the specific 
sections set out below that are relevant to these comments.   

§ 69506 Regulatory Response Selection Principles 

§ 69506(a) Need for Regulatory Response  
 
Comments:  7-18, 18-17, 48-6, 48-7, 48-82, 83-16, 86-13 
 
Comments Summary:  
 
The above comments expressed concern or requested clarification of section 69506(a), 
which requires that DTSC identify and require the implementation of regulatory 
responses designed to protect public health and/or the environment, and maximize the 
use of alternatives of least concern, where such alternatives are functionally acceptable, 
technically feasible and economically feasible.  In summary, the following concerns 
were raised:  
 

• Our comments submitted in October 2012 were left unanswered;  
• DTSC should ensure procedures that are standardized, fair, and objective to 

provide a level playing field and require that all Alternatives Analyses (AAs) for 
the same product-chemical combination will be reviewed by DTSC at the same 
time, and that a uniform regulatory response will be required; 

• DTSC should issue a single regulatory response for each product-chemical 
combination, based on the aggregate finding of all AAs where multiple AAs are 
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submitted.  It is the only true way of implementing the  alternative of least 
concern;  

• If DTSC is able to identify multiple alternative chemicals of lower concern and 
regulatory responses that would satisfy DTSC’s requirements, then those 
alternatives should be available to all similarly affected responsible entities;  

• DTSC’s responsibility is to select the regulatory response(s) that meet its criteria 
and ensure that no company is permitted to proceed under a regulatory response 
that is less “safe” than what is selected for other entities; 

• DTSC should heavily focus on compliance assistance in the initial years of 
implementation, and on avoiding unnecessary regulatory responses or penalties 
on responsible entities that are working in good faith with DTSC to comply with 
the regulations; and 

• If the AA identifies alternatives that are not selected but that pose a potential 
adverse public health or environmental impact, one or more regulatory responses 
should be considered for these alternatives.  Otherwise these non-selected 
alternatives may make their way into the market by non-regulated firms, thereby 
creating regrettable substitutions within the sector.   

 
Response: 
 
In the absence of any specific provisions being identified by the commenters as having 
purportedly gone unanswered, DTSC cannot provide any specific response to these 
comments.  DTSC firmly believes that it responded to all relevant and timely comments 
on the July 2012 proposed regulations.  See the July 2012 Response to Comments 
document for responses to comments to the related and overlapping concerns raised on 
that version of the proposed regulations.  
 
The provisions in section 69506(a) did not substantively change from the July 2012 to 
January 2013 version of the proposed regulations.  While a heading titled “Need for 
Regulatory Response” and explanatory text was added, the function of the provisions in 
the section remains the same (April 2013).  Thus, these comments are outside the 
scope of the public comment period for the January 2013 version of the regulations.  
Therefore, the Responses to Comments for the July 2012 version of the regulations are 
applicable here as well.  None of the comments above are directed at any of the minor 
changes made from the July 2012 version of the regulations to the January 2013 
version.  Nonetheless, DTSC offers the following as further explanation of this provision.   
 
As discussed in the Initial Statement of Reasons (ISOR) and in the July 2012 Response 
to Comments document for Articles 5 and 6, the complexity of the AA proposed by the 
responsible entity will dictate the due date for the Final AA Report.  That date, in turn, 
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dictates the due date for the regulatory response and any applicable notifications.  
DTSC respectfully disagrees for the following reasons that applying differing regulatory 
responses on seemingly similar products at the completion of the AA creates an un-
level playing field.  First, each responsible entity when conducting the AA will select the 
range of alternatives that are most appropriate to address the complexities of its own 
Priority Product.  Second, DTSC will not necessarily impose a particular outcome (i.e., 
require a reformulation or replacement product).   
 
The proposed regulations provide a standardized, fair, and objective process where all 
responsible entities are treated equally, thus providing a level playing field.  Responsible 
entities that select alternatives that have more adverse impacts may become subject to 
more or different regulatory responses than responsible entities that select alternatives 
with fewer adverse impacts.  And if a “safer” alternative does exist that is technically and 
economically feasible, DTSC may impose regulatory responses, including a Product 
Sales Prohibition, if appropriate.     
 
Given that many responsible entities may claim trade secret status for alternatives 
considered and later selected as the preferred alternative in the AA Reports, it seems 
unlikely that alternatives in the AA that are not selected will make it into the market by 
non-regulated firms.  However, should that occur, those product-chemical combinations 
may also get prioritized at some point, under the process in Article 3, and then become 
subject to the AA requirements in Article 5.   
 
DTSC made no changes in response to the above comments.   
 
§ 69506(c) Selection Factors   
 
Comments:  39-59, 83-54 
 
Comments Summary: 
The above comments expressed support, concern, or requested clarification of section 
69506(c), which delineates three broad factors that DTSC may consider in selecting a 
regulatory response.  In summary, the following concerns were raised:  

• DTSC should focus heavily on compliance assistance in the initial years of 
implementation and avoid unnecessary regulatory responses or penalties on 
responsible entities that are working in good faith with DTSC to comply with the 
regulations; and 

• The limited cost factors found in subsection (c)(2) look at whether the selected 
regulatory response is more or less expensive for the responsible entity than 
another regulatory response; the potential for dual regulation, and the ability of 
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the responsible entity to comply with the regulatory response do not take the 
place of a robust cost-effectiveness consideration for regulatory response options 
that may have far-reaching and significant impacts on the private marketplace.    

 
Response: 
 
To the extent appropriate, DTSC will provide guidance to the regulated community to 
assist it in complying with the requirements of the proposed regulations.  This is 
especially true of the guidance DTSC is required to prepare regarding conducting AAs 
under Article 5.  DTSC is required to issue this guidance before it is allowed to finalize 
the initial Priority Products list.  This should go a long way in helping responsible entities 
comply with these regulations.  
 
To the extent that DTSC has sufficient information to make a complete and thorough 
review of the private economic interests, they may be taken into account in selecting the 
most appropriate regulatory responses.  DTSC believes the factors in section 
69506(c)(2)(A) through (C) are ample and appropriate for DTSC to consider, as 
appropriate, the private economic interests of responsible entities as part of the 
regulatory response selection process.   
 
DTSC made no changes in response to the above comments.   

§ 69506.1 Applicability and Determination Process 

§ 69506.1(a) Applicability 
 
Comments:  13-35, 17-8, 39-4, 39-60, 41-45, 48-6, 48-83, 65-1, 71-16, 80-6 
 
Comments Summary: 
The above comments expressed concern with section 69506.1(a), which specifies when 
regulatory responses will be applied.  The following concerns were expressed: 

• Add language to exempt replacement parts;  
• For simplicity, add one section of applicability that addresses all of Article 6 and 

delete from all other sections; 
• Add language to require end-of-life management requirements during: 1) phase-

outs; 2) removal of a chemical from a consumer product; or 3) complete removal 
of a consumer product from the marketplace, because it may take many years to 
complete;  

• The regulations must ensure that regulatory responses are not applied on a 
case-by-case basis; rather, they must be applied uniformly to all responsible 
entities that are captured by a product-chemical pairing; and 
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• What will DTSC do when some responsible entities conclude in their AAs that 

alternatives are available for a given Priority Product-Chemical(s) of Concern 
combination, while other responsible entities conclude for the same Priority 
Product-Chemical(s) of Concern combination that this is not the case?   
 

Response: 

The provisions in section 69506.1(a) did not substantively change from the July 2012 to 
January 2013 version of the proposed regulations.  While a heading titled “Applicability” 
was added and other minor conforming changes were made, the function of the 
provisions in the section remains the same.  Therefore, the Responses to Comments for 
the July 2012 version of the regulations are applicable here as well.  None of the 
comments above are directed at any of the minor changes made from the July 2012 
version of the regulations to the January 2013 version.  Nonetheless, DTSC offers the 
following as further explanation of this provision. 

 
In response to comments received on the proposed regulations dated July 2012, 
overarching provisions previously in section 69506.3, entitled No Regulatory Response 
Required, related to exemptions were deleted.  As evidenced by the comments 
submitted, the previous section created more confusion than clarity.  DTSC deleted that 
section and instead added an applicability section under each regulatory response, to 
make it explicit under which conditions each regulatory response would be applied. 
 
Section 69506.1(a) specifies that a regulatory response(s) will apply to any product 
placed into the stream of commerce in California that is: 

1) An alternative selected at the completion of the Final AA Report; 

2) A Priority Product for which an alternative is not selected; or 

3) A Priority Product that will remain in commerce in California pending 
development and distribution of a selected alternative.   

 
The regulatory response applies to the Priority Product not the prototype undergoing 
testing and validation.  To the extent that end-of-life impacts are the cause for listing of 
the Priority Product, end-of-life requirements may be imposed as a regulatory response 
while a selected alternative is “pending development and distribution.”  It is not 
necessary to add the suggested language, as it is already included.  
 
Products that are excluded under section 69501 from the requirements of Chapter 55, 
such as products that are no longer being manufactured after the Priority Product listing, 
are not subject to any of the requirements of the regulations.  Therefore, they are not 
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captured by the AA requirements of Article 5 or the regulatory responses of Article 6.  
Therefore, an exemption in Article 6 is not only unnecessary, but inserting one would 
create unnecessary confusion.  If a product that is no longer being manufactured is 
prioritized because it poses a public health and/or environmental impact, any 
replacement to that product that is newly manufactured is not exempt from Chapter 55.   
 
As discussed in the ISOR, and discussed earlier, under section 69506(a) Need for 
Regulatory Response, the complexity and diverging results of the AA proposed by the 
responsible entity dictates the due date for the Final AA Report and the due date and 
types of regulatory responses that will apply to the Priority Product.  More and different 
regulatory responses may be required of a responsible entity that fails to select an 
alternative and retains the Priority Product than may be required of a responsible entity 
who selects an alternative with minimal public health and environmental impacts.  It is 
the only practical and meaningful way to implement a program that is not command and 
control but instead promotes innovation and is flexible enough to accommodate 
technological advances.   
 
DTSC made no changes in response to the above comments.   

§ 69506.1(c) Notice of Proposed Determination   
 
Comments:  18-18, 48-84 
 
Comments Summary:  

The above comments expressed concern with section 69506.1(c), which states that 
after review and consideration of public comments, DTSC will finalize and send to 
known responsible entities the final regulatory response determination notice.  In 
summary, the following concern was expressed:  

• The proposed regulations must be revised throughout to reflect that DTSC will 
issue uniform regulatory response(s) for a particular product-chemical 
combination. 

 
Response: 
The provisions contained in section 69506.1(c) did not substantively change from the 
July 2012 to January 2013 version of the proposed regulations.  While a heading titled 
“Notice of Proposed Determination” was added and other minor conforming changes 
were made, the function of the provisions in the section remains the same.  Therefore, 
the Responses to Comments for the July 2012 version of the regulations are applicable 
here as well.  None of the comments above are directed at any of the minor changes 
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made from the July 2012 version of the regulations to the January 2013 version.  
Nonetheless, DTSC offers the following as further explanation of this provision. 
 
Please refer to the discussion under section 69506(a) Need for Regulatory Response in 
this document and the July 2012 Response to Comments document for Articles 5 and 6 
for further discussion on the application of regulatory response(s).  For all of the 
reasons provided in these documents, DTSC is not adopting a “one size fits all” 
approach to regulatory responses.  Again, the regulatory responses will be tailored to 
the results of the varying AAs developed by the various responsible entities.  
 
DTSC made no changes to the regulations in response to the above comments.   

§ 69506.1(d)(1) Public Input 
 
Comment:  53-14  
 
Comment Summary:  

The above comment stated that the comment period for section 69506.1(d)(1) should 
be sixty (60) days. 

 
Response:  

Section 69506.1(d)(1) specifies that the “last day for submission of public comments 
shall be no sooner than forty-five (45) days from the date the notice of the availability of 
the proposed regulatory response determination notice is posted on the Department’s 
website or the date the notice is sent to persons on the electronic mailing list(s) that the 
Department establishes related to this chapter, whichever is later.”  As such, some 
comment periods may be forty-five (45) days and others longer.  So, there may well be 
instances in which the public comment period will be sixty (60) days.  It will be highly 
dependent on the complexity and number of Priority Products subject to the notice 
DTSC issues.  DTSC continues to believe that 45 days is an appropriate and sufficient 
comment period for proposed regulatory responses.  Since DTSC already has the 
authority to establish a 60-day public comment period, if appropriate, no change to the 
regulations is necessary.    

 
DTSC made no changes to the regulations in response to the above comment.    

§ 69506.1(f) Contents of Notices 
 
Comments:  13-31, 13-32, 33-7, 39-61 
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Comments Summary: 
The above comments expressed concern with section 69506.1(f), which specifies that 
all proposed and final regulatory responses determination notices must include the 
information specified in paragraphs (1) through (4) of subsection (f): 

• We urge DTSC to explicitly exclude from this regulation replacement parts used 
to repair and maintain products; and 

• DTSC could determine whether a regulatory response will apply to a Priority 
Product ordered by a retailer prior to the effective date of the listing and still for 
sale when the final regulatory response determination is noticed, and/or Priority 
Products manufactured after the effective date of the listing but before the final 
regulatory response determination is noticed, which could lead to a recall of 
retailer inventory.  

 
Response: 

The amendments in section 69506.1(f)(1) through (4) specify the contents of the 
proposed and final regulatory response notices that will be made available by DTSC.  In 
its notice DTSC must include:  

(1) A description of the required regulatory response(s), or a determination that no 
regulatory response is required, whichever is applicable; 

(2) The rationale, information, and information sources supporting the DTSC’s 
determination(s); 

(3) The implementation due date(s) for the regulatory response(s), if applicable; and 
(4) DSTC’s determination as to whether or not the regulatory response(s) apply(ies) 

to either one or both of the following: 
(A) Priority Products ordered by a retailer prior to the effective date of the 

Priority Product listing, and still for sale by the retailer as of the date of the 
final regulatory response determination notice; and/or 

(B) Priority Products manufactured after the effective date of the Priority 
Product listing, but before the date of the final regulatory response 
determination notice. 

 
Please see the discussion under section 69506.1 Applicability and Determination 
Process above for details on exemptions.  In short, products that are excluded in 
section 69501 from the requirements of Chapter 55, such as products that are no longer 
being manufactured after the Priority Product listing, are not subject to any of the 
requirements of the regulations.  However, as stated earlier, if a product that is no 
longer being manufactured is prioritized because it poses a public health and/or 
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environmental impact, any replacement to that product that is newly manufactured is not 
per se` exempt from Chapter 55.   
 
Section 69506.1(f)(4)(A) and (B) effectively allow DTSC to determine at the time the 
regulatory responses are imposed to consider whether they will be required on products 
already distributed in retail centers or not.  While it is difficult to predict the frequency 
with which products in retail centers would be subject to the regulatory responses after 
they were ordered, it would not be prudent to categorically exclude them.  This provision 
allows DTSC to take into account the adverse impacts of Priority Products on public 
health and/or environmental, even if they are already at retail centers.   
 
DTSC made no changes to the regulations in response to the above comments.    

§ 69506.1(h) Finality of Regulatory Responses 
 
Comment:  39-62 
 
Comment Summary:  

The above comment expressed concern with section 69506.1(h), which specifies that 
once a regulatory response determination notice has been issued, DTSC will not 
augment  the regulatory responses for the affected product, except as provided in in 
section 69506.2 Supplemental information and Article 7 Dispute Resolution Process.  In 
summary, the following concern was expressed: 

• DTSC should allow for petitions allowing an entity to make its case for why a 
particular regulatory response no longer has merit since regulatory responses 
may lose merit with time, changing circumstances, or new information, etc.  

 
Response: 
Section 69506.1(h) of the proposed regulations dated January 2013 clearly specifies 
“the Department shall not augment or revise the Regulatory Responses for the affected 
product, except as provided otherwise in section 69506.2 and article 7.”  Section 
69506.2 authorizes DTSC to request supplemental information that is necessary to 
select a regulatory response.  Article 7 specifies the provisions for disputing a DTSC 
determination. In effect, the processes set out in Article 7 may be used to “petition” 
DTSC to revise or amend the regulatory responses, even though the provisions are not 
styled as “petitions.”  For example, a responsible entity that wants its regulatory 
response(s) amended or lifted entirely could make this request of DTSC.  If DTSC were 
to deny the request, the responsible entity could initiate the dispute resolution 
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procedures in Article 7.  This process and possible relief function much like a petition 
process would.   
 
DTSC made no changes to the regulations in response to the above comment.  

§ 69506.2 Supplemental Information and Regulatory Response Revisions 

§ 69506.2(a) Supplemental Information for Selection of Regulatory Response(s)  
 
Comments:  7-18, 32-5, 39-63, 41-46 
 
Comments Summary:  

The above comments expressed concern with section 69506.2(a), which specifies that 
DTSC may prior to imposing a regulatory response require a responsible entity to 
provide any supplementary information to the Final AA Report that DTSC determines is 
necessary to select and ensure implementation of one or more regulatory responses 
that may be imposed under Article 6.  In summary, the following concerns were 
expressed:  

• Our comments submitted in October 2012 were left unanswered;  
• This section limits the opportunity for development of additional mitigation 

measures and/or additional data; 
• This section continues to provide DTSC with an overly broad mandate to require 

information be produced from responsible entities, and should be modified to 
further limit what information DTSC may require a responsible entity to obtain;  

• If requests for additional information are made, they should concern all 
responsible entities and not only individual ones; and 

• If one responsible entity provides the necessary information, DTSC could 
increase efficiency by using it and require all others to participate in the costs of 
the first one for generating the information, rather than requiring them to produce 
the same information again.  

 
Response:  

In response to comments on the proposed regulations dated July 2012, the provisions 
in section 69506.2 were amended in January 2013 to:  

1) Clarify the instances in which  DTSC could require data collection as a regulatory 
response; and  

2) Clarify when the additional information collected could be used to revise the AA 
Reports and regulatory responses that are required.  
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In the absence of any specific comments being identified as unanswered, DTSC cannot 
provide any specific response to this comment.  DTSC carefully considered each 
comment it received regarding the proposed regulations.  In addition, see the July 2012 
Response to Comments document for responses to the comments made on that 
version of the proposed regulations.   
 
As discussed in the ISOR, the July 2012 Response to Comments for Articles 5 and 6, 
and as discussed in section 69506(a) Need for Regulatory Response, the complexity of 
the AA proposed and undertaken by the responsible entity dictates the due dates and 
types of regulatory responses that will apply to the Priority Product or the alternative that 
is selected.   
 
A responsible entity that elects to fill more data gaps earlier in the process than its 
competitors will be less likely to be required to fill data gaps as a regulatory response.  
While responsible entities are allowed to participate in and/or form a consortium, 
collaborative, and/or similar partnership to offset costs, it is not required.  Each 
responsible entity or someone on their behalf must ensure the data requirements 
specific to their Priority Product are submitted by the deadlines specified.  
 
DTSC respectfully disagrees with the comment that this section remains overly broad.  
The section specifies that DTSC may require that information be submitted if it 
determines the information data gaps identified in Article 5 must be filled in order for 
DTSC to select the most appropriate regulatory response(s).  While the regulations do 
not require that data gaps be filled as part of the AA conducted in Article 5, data gaps 
that are necessary in order for DTSC to select the appropriate regulatory response(s) 
will be required to be filled by the responsible entity.   
 
The amended text allows DTSC to revise the initial regulatory responses if the data 
gaps that are addressed demonstrate that revision to the regulatory responses is 
appropriate.  Any proposed revision to the regulatory responses will be subject to public 
comment. 
 
DTSC made no changes to the regulations in response to the above comments.   

§ 69506.3 Product Information for Consumers 

§ 69506.3(a) Applicability  
 
Comments:  7-18, 8-18, 8-20, 48-85 
 
Comments Summary:   

Department of Toxic Substances Control Page 312 of 422 
 



  January 2013 Response to Comments 
Safer Consumer Products  Proposed Regulations, R-2011-02 

 
The above comments expressed concern with section 69506.3(a), which requires that 
information be provided to consumers if the responsible entity retains the Priority 
Product, or if the Priority Product will remain in commerce pending research and 
development and distribution of a safer alternative, or if the selected alternative product 
retains the Chemical(s) of Concern, and/or contain any replacement Candidate 
Chemicals.  In summary, the following concerns were expressed: 

• Our comments submitted in October 2012 were left unanswered;  
• This article could be simplified by including one applicability section in 69506.1 

that applies to the entire article;  
• Product information should only be required for the Chemical of Concern that 

caused the Priority Product listing in the first place if an alternative is not 
selected; 

• A manufacturer will be placed at an unfair disadvantage relative to competitive 
products that did not contain the Chemical of Concern that caused the Priority 
Product listing, but may contain other Candidate Chemicals;    

• Once a "safer alternative" has been selected, the product should be able to 
remain in the consumer market without any regulatory responses;  

• DTSC's priority should be focused on Chemicals of Concern in Priority Products 
and not safer alternatives once a safer alternative is selected, the product should 
then be allowed to exit the regulatory process quickly and efficiently; 

• The Candidate Chemicals list is a dynamic list and it will become increasingly 
harder for the responsible entity to pick an unlisted chemical as functionally 
acceptable, technically feasible, and economically feasible could change based 
on an update to the Candidate Chemicals list; and 

• A Candidate Chemical is a possible target for regulation. 
 
Response: 
In the absence of any specific comments claimed to be unanswered, DTSC cannot 
provide any specific response to this comment.  See the July 2012 Response to 
Comments document for responses to the comments made regarding that version of 
the proposed regulations.  
 
Given that each regulatory response has different triggering criteria and requirements, it 
would not be prudent to include one overarching applicability section for the entire 
article.  In response to comments received on the proposed regulations dated July 
2012, overarching provisions related to exemptions previously found in section 69506.3 
entitled No Regulatory Response Required were deleted.  As evidenced by the 
comments submitted that previous section created more confusion than clarity.  DTSC 
deleted that section and instead added an applicability provision under each regulatory 
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response to make it very clear and explicit as to which conditions could serve as the 
basis for selecting or imposing each of the regulatory responses.  
 
The requirement to provide information to consumers is not triggered until after an AA 
has been completed.  The regulatory response applies to the Priority Product listed that 
contains the Chemicals of Concern for which an alternative is not selected and the 
Priority Product while a safer alternative is introduced into commerce in California and a 
selected alternative product that retains the Chemical(s) of Concern, and/or contains 
any replacement Candidate Chemical(s).   
 
As discussed in the ISOR and in the Response to Comments under Article 2, the 
Candidate Chemicals list, formerly referred to as Chemical(s) of Concern in earlier 
versions of the proposed regulations, is comprised of chemicals that exhibit hazard 
traits and/or an environmental or toxicological endpoints.  Consumer products 
containing Candidate Chemicals will be prioritized based on:  

1) Volume in commerce;  
2) Propensity for exposure; and  
3) Exposure to sensitive subpopulations.   
 

Those Candidate Chemicals identified in the Priority Products will become the 
Chemical(s) of Concern.  Researchers looking for innovative formulations may refrain 
from using chemicals on the Candidate Chemicals list and/or Chemical(s) of Concern 
list as they have been determined to exhibit hazard traits and/or environmental 
endpoints and are likely to be prioritized.  
 
The prioritization processes in Articles 2 and 3 apply to those products that contain 
Candidate Chemicals that are prioritized because of existing concerns.  Those Priority 
Products containing Chemical(s) of Concern will be subjected to the requirements of 
conducting an AA in accordance with Article 5, and subsequently subject to regulatory 
responses in accordance with Article 6.  Informing the public of the ongoing concerns 
related to the use of the Priority Product or its alternative is consistent with the intent 
and goal of AB 1879.   
 
A product-chemical combination, that is listed as a Priority Product has been 
determined by DTSC to pose potential exposures to the Chemical of Concern in the 
product that can lead to potential adverse impacts.  Therefore, if such a product will be 
in the California marketplace indefinitely (i.e., products described in section 
69506.3(a)(1) above) or an extended period of time (i.e., products described in section 
69506.3(a)(2) above), it is necessary to provide consumers  with information as 
described below in section 69506.3(b).  This allows consumers to consider this 
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information in making their product selection decisions and/or take appropriate and 
necessary use precautions when using the product or discarding the product at the end 
of its useful life.  For these same reasons, this type of product information needs to be 
provided when a Priority Product is replaced by an alternative product that contains a 
Chemical of Concern or replacement Candidate Chemical.  Requiring product 
information for consumers for the three categories of products identified in section 
69506.3(a) is necessary to achieve the goals and objectives of the statute as articulated 
in Health and Safety Code sections 25253(a)(1) and 25255(a). 
 
The proposed regulations dated July 2012 were amended and a new section created in 
section 69505.2, which contains provisions for manufacturers when they remove the 
Chemical(s) of Concern from the Priority Product, remove it from commerce in 
California or replace the Chemical(s) of Concern (January 2013).  Section 69505.2 in its 
entirety is intended to provide an incentive to responsible entities to elect to remove the 
Chemical(s) of Concern that are not necessary for the product performance or function, 
or when a readily available safer alternative exists, without being required to undergo 
the process of conducting an AA.  If an AA is not conducted, the regulatory responses 
would not be triggered.  The provisions offer a logical exemption to the requirements if 
the Priority Product is no longer being manufactured with the Chemical of Concern, 
which was the basis for its listing and/or the Priority Product is taken off the California 
market.   
 
Section 69505.2(b)(9)(F) specifies that the replacement chemical must meet one of two 
conditions.  Either the replacement chemical is not on the Candidate Chemicals list or 
the replacement Chemical is on the Candidate Chemicals list, but that chemical is 
already in use to manufacture the same product.  In the latter case, DTSC will have had 
the opportunity during its prioritization process to evaluate available information and 
determine whether or not the chemical posed the same concern as the Chemical of 
Concern that was prioritized.  In other words, if DTSC determines the hazard traits and 
endpoints are less toxic than those of the Chemical of Concern that is being prioritized, 
DTSC may decide not to list the additional chemical that could end up serving as a 
replacement chemical.  It is true that the Candidate Chemicals list is envisioned to be a 
dynamic list.  This is necessary to that this program can keep pace with emerging 
science.  Further, Candidate Chemicals, due to their hazard traits may already be 
regulated, irrespective of the proposed regulations. 
 
DTSC made no changes to the regulations in response to the above comments.   

§ 69506.3(b)(1)-(7) Required Product Information  
 
Comments:  8-18, 29-35, 39-64, 39-65, 39-66, 39-67, 39-68, 83-18, 83-56, 92-42 
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Comments Summary:  

The above comments expressed concern with section 69506.3(b)(1) through (7),  which 
requires the following information be provided to consumers:   

1) Manufacturer’s name and importer’s name;  
2) Brand name(s) and product name(s), and description of the product;  
3) A list of, and common names for, all Chemicals of Concern known to be in the 

product, and known hazards traits for those chemicals, based on available 
information; 

4) A statement informing consumers of any safe handling procedures needed to 
protect public health or the environment;  

5) Any safe handling and storage procedures  during the useful life of the product, 
including precautions that consumers may take to prevent or limit exposure to the 
Chemical(s) of Concern;  

6) Identification of any end-of-life management requirements specified by law, and 
any existing end-of-life management program(s) for the product; and  

7) The manufacturer’s website address and the importer’s website address where 
the consumer can obtain additional information about the product, the adverse 
public health and/or environmental impacts associated with the product as 
identified in the AA Report for the product, and proper end-of-life disposal or 
management of the product.  

 
In summary, the following concerns were expressed:   

• Given the large “Candidate Chemicals” list, this means that most products will 
require extensive labeling; 

• Manufacturers need more flexible, creative and less costly means (e.g., 
websites, Quick Response Codes) where information is made available to 
customers and retailers and that can be retrieved on demand;    

• “Consumer products” are used in workplaces and by workers every day and they 
have as much right to know about hazardous chemicals and products as others 
consumers;  

• Need more specifics about font size and languages in consumer information that 
would be required to comply with the requirements;  

• The changes made to this section only exacerbate existing concerns we have 
over the ineffective and burdensome means that may be mandated on 
responsible entities to disseminate information to consumers; 

• The amount of information required remains so substantial that it will invariably 
lead to consumer confusion, saturation, or dismissal; 
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• There are numerous regulatory regimes domestically and internationally that 

require their own labeling;   
• The manufacturer likely does not have all the information required by subsection 

(b)(3) nor is it clear how it will make the determination that the product must be 
disposed as hazardous pursuant to subsection (b)(4); 

• Require that a safety data sheet be included; 
• Add statement about disposal needs to include where to get information about 

how to dispose of the product or treat it as a hazardous waste; 
• If a Chemical(s) of Concern is determined through the AA process to be the 

safest, most effective material, will products still be required to list the 
Chemical(s) of Concern and all the hazard traits even though there is no safer 
alternative? and 

• What benefits are derived from such booklets and at what cost?  
 
Response: 

Section 69506.3(b) did not substantively change from the July 2012 to January 2013 
version of the proposed regulations.  While a heading titled “Required Information” was 
added and other minor conforming changes were made, the function of the provisions in 
the section remains the same.  None of the above comments are directed at a change 
made to the proposed regulations from the July 2012 to January 2013 version of the 
regulations.  As such, the comments indicating the new requirements exacerbated the 
commenters’ concerns are unfounded.  

 
The standards that were formerly in section 69506.4(a)(1)(A) through (F) were moved to 
section 69506.3(b)(1) through (7) as a result of streamlining and reorganization efforts 
by DTSC.  The standards remain narrative and afford responsible entities the 
opportunity to comply with the requirements in a variety of methods that are tailored to 
their specific needs.  The regulations do not specify fonts or languages or booklets that 
must be used in the product information.  These must be determined on a case-by-case 
basis by the responsible entity for the product.  A manufacturer may elect to use 
websites, Quick Response Codes, and/or other innovative methods to comply with the 
requirements.  Section 69506.3(b)(3) requires that the responsible entity  make 
specified information available about the Priority Product (whether no alternative is 
selected or it is retained on an interim basis) or the selected alternative.  If a product 
contains a Chemical of Concern and it must be disposed of as a hazardous waste at the 
end of its useful life, that information must be included on the information provided to 
consumers.  
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DTSC has taken into account constraints and limitations on labeling requirements and 
as a result, the proposed regulations requiring that information be provided to the public 
does not equate to labeling.  Information may be provided on a manufacturer’s and 
importer’s website where a consumer can obtain additional information about the 
product, any adverse impacts associated with the product as identified in the AA Report 
and proper end-of-life disposal or management of the product.  In addition, the 
proposed regulations allow a responsible entity to satisfy the requirements by making 
the information available to consumers by posting the information in a prominent place 
on the manufacturer’s website and providing information at the point of sale by either 
posting information in a prominent place at the point of sale or providing the information 
in the packaging.  The size, type, and place where the Priority Product is offered for sale 
must be taken into account when providing information to consumers.    
 
To improve readability, former section 69506.4(a)(1)(D) of the July 2012 version was 
split into two distinct sections.  Sections 69506.3(b)(4) and (5) of the proposed 
regulations dated January 2013 remain narrative in nature.  This allows the responsible 
entity to comply with the requirement to provide “any safe handling procedures needed 
to protect public health or the environment during the useful life of the product, including 
precautions that consumers may take to prevent or limit exposure to the Chemical(s) of 
Concern” in a number of ways and any specific disposal method that may apply at the 
end of the product’s useful life.  Inclusion of a Safety Data Sheet, which would be in 
alignment with the Globally Harmonized System (GHS), may suffice for industrial 
products.  In addition, manufacturers may provide additional information on their 
website provided the information required by the regulations is included.  Section 
69506.3(b)(4) ensures that any consumers are informed if a product must be managed 
as a hazardous waste at the end of its useful life.  This information is necessary to 
enable consumers to make the appropriate purchasing and handling decisions.  It also  
fosters the goal and intent of Health and Safety Code section 25253(b)(7), which 
requires that these regulations include requirements for the manufacturer to manage the 
product at the end of its useful life, including recycling or responsible disposal of the 
consumer product.    
 
As part of the AA conducted under section 69505.6(a)(2)(B), the manufacturer must 
take into account the principal uses of a product (product function and performance) 
intended by the manufacturer.  The product information provisions require the inclusion 
of information related to any safe handling procedures needed to protect public health 
or the environment during the useful life of the product.  These include: precautions that 
consumers may take to prevent or limit exposure to the Chemical(s) of Concern, 
identification of any end-of-life management requirements specified by law, and any 
existing end-of-life management program(s) for the product, to inform consumers and 
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prevent and/or minimize misuse and or improper disposal of the Priority Product or its 
alternative.  The responsible entity is in the best position to know this information and to 
appropriately convey it to consumers.   
 
To the extent that the Priority Product and/or its alternative is used in a workplace, the 
same information that must be provided for non-occupational use must be provided for 
the sale of the product to a business for use by its workers.  This is because the 
regulations do not distinguish these different types of sales of “consumer products.”  
Information related to use restrictions, the proper handling of the product at the end of 
its useful life, and other pieces of required information must be made available before 
the purchase of the product.  
 
Despite the potential added costs as a result of the information requirements, the 
proposed regulations offer consumers important information about the products that 
they purchase.  Given that the regulations in large part will rely on market forces to 
compel innovation, the information requirements will inform consumers about the 
products that they purchase to enable them to make a more informed purchasing 
decision.     
 
DTSC made no changes to the regulations in response to the above comments.  

§ 69506.3(c) Communication to Consumers  
 
Comments:  48-86, 48-87, 48-97, 53-15, 83-55, 92-42 
 
Comments Summary:   

The above comments expressed concern with section 69506.3(c), which specifies that a 
responsible entity must satisfy the product information requirements of section 
69506.3(b) by making the required information available to consumers, in easily seen, 
legible, and understandable formats by: 1) posting the information in a prominent place 
on the manufacturer’s website and the importer’s website; and 2) either posting the 
information at the point of sale and/or providing the required information on the product 
packaging or in accompanying written material that is accessible without breaking the 
product seal.  In summary, the following concerns were expressed:   

• The information required to be communicated to consumers is lengthy and will 
not fit directly on most product labels/packaging; 

• Providing the information in a prominent place on responsible entity's websites is 
sufficient for the supply chain; 

• Some of the products may have labeling requirements, while others do not under 
the same product name.  This may confuse some consumers; 
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• Add a requirement that a Safety Data Sheet must be included; and 
• If a Chemical of Concern is determined through the AA process to be the safest, 

most effective material, will products still be required to list the Chemical of 
Concern and all the hazard traits even though there is no safer alternative?   
 

Response: 
The provisions in section 69506.3(c) did not substantively change from the July 2012 to 
January 2013 version of the proposed regulations.  While the section was moved from 
section 69506.4 to 69506.3, a heading titled “Communication to Consumers” was added 
and minor conforming changes were made, the function of the provisions in the section 
remains the same (January 2013).  None of the above comments is directed at a 
change made to the proposed regulations from the July 2012 to January 2013 version 
of the proposed regulations.  

 
The proposed regulations allow a responsible entity to choose to comply with the 
requirements by a combination of approaches; however, the retailer retains the authority 
to cease offering the Priority Product or the alternatives to it for sale.  The proposed 
regulations require that the responsible entity ensure that the information is posted on 
the manufacturer’s website, in a prominent place that can be easily seen, is legible, and 
in an understandable format, the information required in section 69506.3(b)(1) through 
(7).  And they may either put the information on the product packaging if appropriate, or 
post the information in a prominent place at the point of retail display.  Given that 
“prominent” has not been specifically defined in the proposed regulation, the term has 
its commonly understood meaning.  That is, the information must be noticeable and 
obvious.  It cannot be obscure, remote, or otherwise difficult to see or read.  
 
These provisions take into account that it may not always be practical to include all of 
the information on the product itself or at the point of sale, and the regulations provide 
the necessary flexibility for responsible entities to make a case-by-case determination.  
The sizes of the product or the store logistics, however, are not valid reasons for failing 
to inform consumers of the hazards that any given Priority Product or its alternative may 
pose.  Stakeholders have consistently expressed the need to provide information to 
consumers, which will drive the change to safer products.   
 
If a Chemical of Concern is determined through the AA process to be the alternative 
available at the time with the least adverse public health and environmental impacts, 
those hazard traits must be disclosed even though there is no existing safer alternative.  
The goal of the proposed regulations is to find alternatives to products with human and 
environmental impacts.  If that cannot be completely done with regard to a given Priority 
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Product, then at least consumers should be provided with important information about 
the chemical contents of the products they purchase. 
 
DTSC made no changes to the regulations in response to the above comments.    

§ 69506.4 Use Restrictions on Chemicals and Consumer Products 
 
Comments:  7-18, 48-88, 48-89  
 
Comments Summary:  
The above comments expressed concern with section 69506.4, which allows DTSC to 
impose restrictions on: the use of one or more Chemicals of Concern or replacement 
Candidate Chemicals in a selected alternative, or on Chemicals of Concern in a Priority 
Product for which an alternative is not selected, or restrictions on the use of the product 
itself, to reduce the ability of the product to contribute to or cause adverse public health 
and/or environmental impacts.  In summary, the following concerns were expressed: 

• Our comments submitted in October 2012 were left unanswered; and 
• A real de minimis level could clarify that any restrictions imposed on the amount 

of the Chemical of Concern or replacement Candidate Chemical(s) in products 
could and probably would be different from the AA Threshold and that it would be 
based on a health and safety determination.   
 

Response: 
The provisions in section 69506.4 did not substantively change from the July 2012 to 
January 2013 version of the proposed regulations.  While the section was moved from 
section 69506.5 to 69506.4, the heading re-titled to “Use Restrictions on Chemicals and 
Consumer Products” and minor conforming changes were made, the function of the 
provisions in the newly renumbered section remains the same.  With the expansion of 
the scenarios under which the Removal/Replacement Notifications may be used under 
section 69505.2, corresponding changes were made in this section.   

 
In the absence of any specific comments that the commenter claims were left 
unanswered, DTSC cannot provide any specific response to this comment.  DTSC did 
consider and respond to every relevant and timely comment it received on the July 2012 
version of the proposed regulations.  See the July 2012 Response to Comments for 
responses to the comments made on that version of the proposed regulations. 
 
As stated in response to comments regarding section 69505.2, DTSC considered in its 
earlier regulations proposal use of the concept and the term “de minimis” to further 
harmonize the proposed regulations with the application of de minimis level concept 
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used by various state, federal, and global regulations.  It was crafted, in large part, to 
serve as an “administrative convenience.”  That is, the “de minimis” levels and concepts 
contemplated in earlier versions of the proposed regulations were never intended to 
define a level at which risks were negligible or unimportant.  The term “de minimis” as is 
used in the European Union Restriction of Hazardous Substances Directive, REACH 
and other programs is a reporting limit based on volume, not risk.  The overlapping and 
potentially conflicting uses of the term caused DTSC to reconsider the use of the term, 
and to instead create an independent term to minimize the mistaken assumption that 
the concentration equates to an acceptable level of risk.  The proposed regulations 
dated July 2012 appropriately introduced the use of the term “Alternatives Analysis 
Threshold” and related Exemption Notification—that is an exemption from the 
requirement to conduct an AA.  In response to comments on the proposed regulations 
dated July 2012, the term was amended to “Alternatives Analysis Threshold 
Notification.”  For the reasons cited above, DTSC will not re-introduce the concept of a 
de minimis level.      
 
An AA Threshold Exemption is available for a Priority Product only if the Chemical(s) of 
Concern are present in the product solely as contaminants, and the concentration of the 
Chemical(s) of Concern(s) does not exceed the practical quantitation limit (PQL) for the 
chemical(s).  If during the product prioritization process, DTSC determines that an AA 
Threshold is needed for a particular intentionally added chemical in a particular product, 
this can be addressed in the rulemaking for that Priority Product listing.  This option was 
added to the April 2013 version of the regulations in response to public comments.  That 
is, DTSC has reserved the right to establish specific AA Thresholds on a case-by-case 
basis for intentionally added chemicals in Priority Products.  If DTSC exercises this 
authority, it will do so at the time it lists Priority Products. 
 
No changes to the regulations were made in response to the above comments. 
 

§ 69506.5 Product Sales Prohibition 

§ 69506.5.(a) & (b) Existence of Safer Alternative(s)  
 
Comments:  7-18, 29-78, 39-69, 39-70, 41-47, 48-69, 48-90, 48-91, 86-14, 86-15, 89-6 
 
Comments Summary:  
The above comments expressed concern with section 69506.5(a) and (b), which specify 
that DTSC may require that a responsible entity cease placing into the stream of 
commerce in California a selected alternative product that contains one or more 
Chemicals of Concern or replacement Candidate Chemical(s), or a Priority Product for 
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which an alternative is not selected.  DTSC must determine and notify the responsible 
entity that a safer alternative exists that is functionally acceptable, technically feasible 
and economically feasible in order to impose this regulatory response.  Section 
69506.5(b) specifies that DTSC may issue a notice that a product may no longer be 
placed in the stream of commerce in California, notwithstanding the fact that there are 
no identified safer alternatives that are functionally acceptable, technically feasible and 
economically feasible.  In summary, the following concerns were expressed: 

• Our comments submitted in October 2012 were left unanswered;  
• An inventory recall mechanism should be included in regulatory responses; 
• Unclear how DTSC will arrive at the determination of whether or not an 

alternative is technically and economically feasible; 
• DTSC may require all responsible entities for a particular product-chemical 

combination to cease placing it into the stream of commerce when no safer 
alternative exists;    

• DTSC should establish a horizontal rule prohibiting the product or Chemical(s) of 
Concern in general and for all entities wishing to place it on the market in 
California, rather than individual notifications;   

• “Social utility” in section 69506.5(b)(2)(A) should be defined;    
• Product sales prohibition should apply to any identified alternative containing one 

or more Chemical(s) of Concern or replacement Candidate Chemical(s);  
• The decision to halt the sale of a consumer product, inclusive of that which has 

already been produced and distributed prior to any DTSC decisions regarding a 
Priority Product, can have significant impacts not only to manufacturers but to 
distributors and retailers as well; and 

• How are responsible entities and DTSC going to ensure compliance with 
permissible levels?   
 

Response: 
The provisions contained in section 69506.5 did not substantively change from the July 
2012 to January 2013 version of the proposed regulations.  While the section was 
moved from section 69506.6 to 69506.5, and minor conforming changes were made, 
the function of the provisions in the newly renumbered section remains the same.  With 
the expansion of the scenarios under which the Removal/Replacement Notifications 
described in section 69505.2 may be used, corresponding changes were made in this 
section and reference to the terms “Candidate Chemicals” and “Replacement Candidate 
Chemicals” was included, as appropriate (April 2013).  Reference to the AA Threshold 
was deleted because that mechanism no longer applies in the same manner it did in 
prior versions of the proposed regulations and did not need to be referenced here.   
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In the absence of any specific comments that the commenter claims were left 
unanswered, DTSC cannot provide any specific response to this comment.  See the 
July 2012 Response to Comments document for responses to the comments received 
for that version of the proposed regulations.  DTSC did respond to every timely and 
relevant comment it received on the July 2012 version of the proposed regulations.  
 
The revised language in the proposed regulations effectively requires that if the 
products sales prohibition will be applied to a Priority Product, that regulatory response 
must be applied at the onset, meaning during the public comment period of the Final AA 
Report and during the public notice of the draft regulatory response(s).  Regulatory 
responses will not be re-evaluated and new ones applied at a later date.  The product 
sales prohibition may be applied if sufficient information is received during the public 
comment process that demonstrates a safer alternative(s) exists without the need for 
the Chemical of Concern and/or adverse human and environmental impacts are of high 
enough concern that, despite the absence of a safer alternative, the product must be 
prohibited to mitigate ongoing adverse public health or environmental impacts.  
Information related to the safety and performance of a consumer product may be 
submitted during the AA process and for consideration by DTSC prior to the regulatory 
response(s) being selected. 
 
As stated in the ISOR, the goals and intent of the proposed regulations are to compel 
the quest toward safer alternatives.  As such, it is likely that there will be instances 
where safer alternatives do not readily exist but the impacts of the Priority Product are 
so compelling that a product sales prohibition must be applied.  Different regulatory 
agencies have different mandates such as protection of air, water, or public health, but 
seldom a comprehensive mandate to address all media and impacts simultaneously.  
The approach in Health and Safety Code sections 25251 through 25257.1 that make up 
the authorizing legislation is the first comprehensive approach taken thus far in 
California.  Products that have impacts in all media or various stages of their life cycle 
but whose impact are not comprehensively addressed or seen because of the divergent 
mandates on multiple agencies will now be evaluated across the life cycle of the product 
and in all media to more accurately account for the total impacts of the product.   
 
Generally, existing regulatory frameworks address a single medium or a discrete 
subpopulation and fail to take into account the life cycle impacts which yield a false low 
impact.  The proposed regulations are more comprehensive and will begin to 
demonstrate that when impacts are combined across the life cycle, impacts that were 
seen as marginal are in fact of higher concern.   
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DTSC is mindful that any regulatory response consisting of a product sales prohibition 
could have economic effects that may trickle from the manufacturer, to the distributors 
and retailers and ultimately consumers.  However, the lasting adverse public health and 
environmental impacts must be adequately taken into account and not dismissed purely 
based on economics.  Section 69506.5(b) provides that in making a determination, 
DTSC must consider the exposure pathways and the ability to contribute to or cause 
adverse public health impacts and/or environmental impacts associated with an 
alternative product or the Priority Product.  “Social utility” as is used in section 
69506.5(b)(2)(A) is not specifically defined.  As such, it has the same meaning as the 
term is commonly understood.  
 
Section 69506.1(f)(4)(A) and (B) effectively allow DTSC to determine at the time the 
regulatory responses are imposed to consider  whether they will be required on 
products already distributed in retail centers or not.  While it is difficult to predict the 
frequency with which products at retail centers would be subject to the regulatory 
responses after they were ordered, it would not be prudent to categorically exclude 
them.  This provision allows DTSC to take into account the adverse impacts of Priority 
Products on public health and/or the environment, even if they are already at retail 
centers.   
 
DTSC made no changes to the regulations in response to the above comments.  

§ 69506.5(c) Exceptions   
 
Comments:  39-71 
 
Comments Summary:  
The above comments expressed concern with section 69506.5(c), which specifies that if 
DTSC notifies the responsible entity that a product containing a Chemical of Concern 
may no longer be placed into the stream of commerce in California, notwithstanding that 
there are no currently identified safer alternatives that are both functionally acceptable 
and technically and economically feasible, the responsible entity must cease placing the 
product into the stream of commerce in California.  In summary, the following concerns 
were expressed: 

• These are not really exceptions at all; rather, they reference products that do not 
contain a Chemical of Concern or that the responsible entity has stopped selling 
the product; and 

• How will the DTSC know which products contain a Chemical of Concern and 
which do not?   
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Response:  
The provisions in section 69506.5 did not substantively change from the July 2012 to 
January 2013 version of the proposed regulations.  While the section was moved from 
section 69506.6 to 69506.5, and minor conforming changes were made, the function of 
the provisions in the section remains the same.  With the expansion of the scenarios 
under which the Removal/Replacement Notifications in section 69505.2 may be used, 
corresponding changes were made in this section and reference to the terms 
“Candidate Chemicals” and “replacement Candidate Chemicals” included, as 
appropriate.  In addition, the provisions were streamlined to remove repetitiveness and 
reference to “one (1) year” was deleted and “by the date specified by the Department” 
inserted in its place.  None of the above comments are directed at a change made from 
the July 2012 to January 2013 version of the proposed regulations.  All of these 
changes were made to the January 2013 version of the proposed regulations.   

 
The exceptions in section 69506.5(c) are logical exceptions to the Product Sales 
Prohibition.  If a responsible entity complies with sections 69506.5(c)(1) through (3) and 
the product containing the Chemical of Concern or the replacement Candidate 
Chemical(s)  is no longer placed into the stream of commerce in California, then the 
risk(s) that led to it being listed as a Priority Product are no longer present.  
 
Enforcement and compliance will be assured through the audit provisions in Article 8 of 
these regulations and the enforcement provisions of Chapter 6.5 of Division 20 of the 
Health and Safety Code.  In addition, DTSC may to the extent feasible and appropriate 
evaluate claims made by the responsible entities to determine if they are valid. 
 
DTSC made no changes to the regulations in response to the above comments.  
 

§ 69506.6 Engineered Safety Measures or Administrative Controls  
 

§ 69506.6(a) Requirement for Controls  
 
Comments:  7-18, 17-6, 29-42, 29-43, 39-72, 39-73, 48-92, 80-8, 92-10, 92-11, 92-43  
 
Comments Summary:   
The above comments expressed concern with section 69506.6, which allows DTSC to 
impose requirements that control access to or limit exposure to Chemical(s) of Concern 
in a selected alternative product, or a Priority Product for which an alternative is not 
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selected, to reduce the likelihood of adverse public health and/or environmental 
impacts.  In summary, the following concerns were expressed: 

• Our comments submitted in October 2012 were left unanswered;  
• Add specific language that allows DTSC to require the manufacturer to engineer 

safety measures for environmental releases of a Chemical of Concern;   
• Engineered safety measures or administrative controls should be viewed as 

interim actions and not permanent solutions to reduce danger to the public and 
the environment while inherently safer alternatives are developed; 

• remove the "integrally contain" language found in subsection (a) and replace it 
with language requiring the manufacturer to control "accessibility" to the 
Chemical of Concern or replacement Candidate Chemical; 

• There needs to be some type of threshold for presence of a Chemical of 
Concern, and its metabolites, degradates, or reaction products because many of 
these Chemicals of Concern are naturally occurring and may have multiple 
metabolites; and 

• DTSC should clarify in section 69506.6 that “safety” is not the same as “health” 
and personal protective equipment only limits harm. So, it is inappropriate as a 
control measure in a green chemistry regulation.  

 
Response: 
In the absence of identifying any specific comments that the commenter claims were left 
unanswered, DTSC cannot provide any specific response to this comment.  See the 
July 2012 Response to Comments document for responses to the comments made on 
that version of the proposed regulations.  DTSC responded to all timely and relevant 
comments received on the July 2012 proposed regulations.  

 
The provisions in section 69506.6(a) did not substantively change from the July 2012 to 
January 2013 version of the proposed regulations.  While the content of former section 
69506.7 was moved to 69506.6, a heading titled “Requirement for Controls” was added 
and minor conforming changes were made regarding Candidate Chemicals, Chemicals 
of Concern and replacement Candidate Chemicals, the function of the provisions in the 
section remains the same.  (January 2013)   
 
While DTSC concurs that there may be instances in which engineering or administrative 
controls may be interim measures, there may be instances where it is the only feasible 
means of preventing human and/or environmental impacts and thus, is an appropriate 
permanent regulatory response.  DTSC is mindful that individuals may not always follow 
the engineering and/or administrative controls listed on warning labels and of the 
limitations of personal protective equipment.  Please refer to the Response to 
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Comments document for the July 2012 version of the regulations for discussion under 
section 69506(a) Need for Regulatory Response, and section 69506(b) Inherent 
Protection as a Regulatory Response Selection Principle, and section 69506(c) 
Selection Factors for details on the principles that DTSC will employ in the selection of 
the most appropriate regulatory responses.  
 
It is impractical to include a threshold for Chemical(s) of Concern above which 
engineered safety measures or administrative controls would be triggered in the 
proposed regulation, given the varying complexities and types of products covered by 
the regulations.  The determination of when an engineering control and/or administrative 
control are the best approach to limit an exposure must be done on a case-by-case 
basis. 
 
The term “integrally contain” was added to the January 2013 version of the proposed 
regulations.  DTSC believes that “integrally contain or control access and/or implement 
administrative controls that limit exposure” adequately addresses the various scenarios 
contemplated under this provision.  Clarification of the term “safety” in section 69506.6 
is not necessary, as it is not used.   
 
DTSC made no changes to the regulations in response to the above comments.  

§ 69506.6(b) Criteria  
 
Comments:  28-3, 69-6, 76-9, 80-7  
 
Comments Summary:   
The above comments expressed concern with section 69506.6(b), which allows DTSC 
to impose requirements that either integrally contain or control access to the 
Chemical(s) of Concern within the structure of the product or limit exposure to the 
Chemical(s) of Concern to control access to or limit exposure to Chemical(s) of Concern 
in a selected alternative product, or a Priority Product for which an alternative is not 
selected, to reduce the likelihood of adverse public health and/or environmental 
impacts.  In summary, the following concerns were expressed: 

• Engineering and administrative controls can reduce exposure concerns if they 
exist and if they are properly used, which is rarely the case; and 

• The proposed regulations are so narrow that it appears to preclude the use of 
engineering or administrative controls for pollutants that harm the non-human 
environment. 

 
Response:  
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The provisions contained in section 69506.6(b) did not substantively change from the 
July 2012 to January 2013 version of the proposed regulations.  As stated earlier, while 
the content of previously numbered section 69506.7 was moved to 69506.6, a heading 
titled “Criteria” was added and minor conforming changes regarding Candidate 
Chemicals, Chemicals of Concern and replacement chemicals were made, the function 
of the provisions in the section remains the same (January 2013).  None of the above 
comments is directed at a change to the regulations made from the July 2012 to 
January 2013 version of the regulations. 

 
As stated earlier, DTSC is mindful that individuals may not always follow the 
engineering and/or administrative controls listed on warning labels and of the limitations 
of personal protective equipment.  As specified in section 69506, in selecting the most 
appropriate regulatory response, DTSC shall seek to maximize the use of alternatives of 
least concern when such alternatives are functionally acceptable, as well as technically 
and economically feasible.  
 
None of the revisions to the July 2012 version of the proposed regulations made in the 
January 2013 version narrows the scope of the proposed regulations.  The responsible 
entity elects to either comply with the requirements of Article 5 and 6 or take the product 
out of the stream of commerce in California.  DTSC will not redesign products.  Rather, 
DTSC has the authority in appropriate cases to require the responsible entity for a 
Priority Product to make changes to the product to “control access to or limit exposure 
to the Chemical of Concern in the consumer product” (Health and Safety Code section 
25253(b)(6)).  Further, in controlling access to or limiting exposure, the exposure 
pathways must include life cycle considerations.  These inherently include the non-
human environment—environmental impacts. 
 
DTSC made no changes to the regulations in response to the above comments.  

§ 69506.7 End-of-Life Management Requirements 

§ 69506.7(a) Applicability  
 
Comments:  8-7, 26-6, 26-7, 29-44, 34-2, 41-8, 48-93, 57-7, 57-8, 58-6, 58-7, 73-6,  
73-7, 76-6, 78-7, 78-8, 80-5, 84-4, 92-11 
 
Comments Summary:   
The above comments expressed concern with section 69506.7(a), which requires that a 
manufacturer for a selected alternative, or a Priority Product for which an alternative is 
not selected, that is sold or otherwise made available to consumers as a finished 
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product and is required to be managed as a hazardous waste in California at the end of 
its useful life, shall fund, establish, and maintain an end-of-life management program for 
the product.  In summary, the following concerns were expressed:  

• The proposed language seems to preclude DTSC from requiring management of 
products that retain a Chemical of Concern during a long phase out period;  

• The end-of-life management section implies, but does not explicitly state, that 
noncompliant manufacturers are prohibited from selling subject products in the 
State of California; 

• Pharmaceuticals in the environment are from human use and metabolites of 
medicines—not from the improper disposal of medicines;   

• DTSC should set clear standards for collection and management programs in 
order to ensure proper handling of products at the end of their useful life; and  

• These requirement are too costly to industry and costs will be passed on to 
consumers; and 

• End-of-life requirements have the potential of having very different consequences 
for responsible entities, in particular when these are small or medium-sized 
enterprises or located outside California. 
 

Response:  
The provisions in section 69506.7(a) did not substantively change from the July 2012 to 
January 2013 version of the proposed regulations.  While section 69506.8 was moved 
to 69506.7, a heading titled “Applicability” was added and minor conforming changes 
regarding references to revised sections were made, the function of the provisions in 
the section remains the same (January 2013).  None of the above comments are 
directed at a change made from the July 2012 to January 2013 version of the 
regulations. 
 
As stated in the ISOR and in Article 1, the authorizing legislation exempts certain 
products from the statutory scheme and the implementing regulations.  Prescription 
drugs are among the products excluded from the statutory definition of “consumer 
product.”  As such, prescription drugs are not subject to the proposed regulations.  
Further, section 69501(b)(2) exempts from the regulations any product that is statutorily 
exempted from the definition of “consumer product.”  As specified in section 69506.7(c), 
each end-of-life program must include the requirements specified in (c)(1) through(3), 
which among other requirements includes: identification and description of the collection 
system, plans for collection, performance goals, and an annual plan.   
 
Flexibility is included in the proposed regulations in section 69506.7(d), which allows a 
manufacturer to submit to DTSC an alternative end-of-life management program for 
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review.  If an alternative program achieves, to the maximum extent feasible, the same 
results of the program that would be required by this section, the alternative program 
may be substituted to comply with the requirements of this section.  The end-of-life 
management program must comply with the requirements specified in section 
69506.7(c).  While responsible entities are encouraged to participate in and/or form a 
consortium, collaborative, and/or similar partnership to offset costs, particularly if a small 
to medium enterprise, it is not required.   
 
Responsible entities that fail to comply with the requirements in the regulations, 
including but not limited to the end-of-life requirements, are not allowed to place in their 
product(s) in the stream of commerce in California.  DTSC is mindful that some or all 
costs may be passed on to consumers of certain products.  DTSC believes this is 
preferable to the current paradigm in which virtually all taxpayers pay for end-of-life 
management for many wastes. 
 
The commenter is correct that section 69506.7(a) precludes the imposition of end-of-life 
management requirements for a Priority Product that will remain in commerce in 
California pending development and distribution of a selected alternative.  However, 
DTSC will be vigilant to ensure that phase out periods for discontinued products are 
sufficient, but not unduly lengthy.  DTSC remains convinced that it is too burdensome 
and costly to impose end-of-life management requirements on products that will not 
remain in the California market indefinitely.  DTSC is aware of the fairly lengthy phase-
out period for copper brake pads, but finds that case to be anomalous, and far from the 
norm.  In any event, even this example does not justify the costly and administratively 
demanding requirement to establish, fund, and run an end-of-life management program. 
 
DTSC made no changes to the regulations in response to the above comments.  

§ 69506.7(b) Manufacturer Collaboration Option  
 
Comments:  39-74, 41-8 
 
Comments Summary:  
The above comments expressed concern with section 69506.7(b), which specifies that 
a manufacturer may individually fulfill the requirements for end-of-life management 
requirements or may join with other manufacturers to form a non-profit third party 
product stewardship organization.  In summary, the following concerns were expressed: 

• A manufacturer should be allowed to show that it has an existing plan in place 
that is effectively taking back the product in question; 
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• A small to medium enterprise or an importer on behalf of the manufacturer 

outside California selling only relatively few Priority Products will never be able to 
set up the very demanding and costly end-of-life management requirements 
described in section 69506.7; 

• DTSC should recognize the voluntary efforts that a responsible entity may 
already be making to manage its products after use; and 

• Avoid the undesirable result in which an entity must completely abandon its 
current program and the infrastructure already in place for a separate program 
required via a regulatory response, which may offer only marginal gains in 
collection.   
 

Response:  
The provisions in section 69506.7(b) did not substantively change from the July 2012 to 
January 2013 version of the proposed regulations.  While section 69506.8 was moved 
to section 69506.7 and a heading titled “Manufacturer Collaboration” was added, the 
function of the provisions in the section remains the same (January 2013).  None of the 
above comments is directed at a change made from the July 2012 to January 2013 
version of the proposed regulations.  Therefore, the July 2012 Responses to Comments 
are equally applicable here.  
 
The revisions continue to provide the necessary flexibility for responsible entities to 
collaborate with other responsible entities to implement an end-of-life management 
program.  The flexibility and critical mass that may result from collaboration are intended 
to incentivize the creation of more effective end-of-life programs than may occur if a 
manufacturer were required to act independently.  While responsible entities are 
encouraged to participate in and/or form a consortium, collaborative, and/or similar 
partnership to offset costs, particularly if a small to medium enterprise, it is not required.   
 
Responsible entities that are currently participating in end-of-life programs may apply for 
an exemption under section 69506.9 (January 2013).  If the extent that the end-of-life 
program meets the regulatory requirements to the maximum extent feasible, it may be 
used instead of the regulatory program.  Thus, the proposed regulations would not 
compel a manufacturer to abandon a current program if it meets the requirements.  
 
DTSC made no changes to the regulations in response to the above comments.  
 

§ 69506.7(c) End-of-Life Program Requirements 

§ 69506.7(c)(2)(F) & (G) Product Stewardship Plan Resource Requirements 
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Comments:  41-48, 48-94, 48-94, 53-16, 58-4, 63-15 
 
Comments Summary:  
The above comments expressed concern with sections 69506.7(c)(2)(F) and (G), which 
require that a manufacturer include in the product stewardship plan the anticipated 
resources needed to implement and sustain the plan, including identification of any 
third-party product stewardship organization collecting and administering a fee to fund 
the stewardship program and/or any financial guarantee to insure a sustainable end-of-
life management program for the product.  In summary, the following concerns were 
expressed: 

• End-of-life program requirements are overly complex; 
• An end-of-life program should be established by the district government; 
• DTSC should establish a rule applicable to a range of products that would apply 

to all responsible entities to create this jointly; 
• DTSC should require audited financial statements in the annual reports 

conducted by an independent financial audit conducted in accordance with 
auditing standards generally accepted in the United States of America, and 
standards set forth in Government Auditing Standards issued by the Controller 
General of the U.S.; and 
Has DTSC undertaken any feasibility studies with regard to this particular 
regulatory response, in particular for small and medium enterprises? 
 

Response: 
The provisions in section 69506.7(c) did not substantively change from the July 2012 to 
January 2013 version of the proposed regulations.  While section 69506.8 was moved 
to 69506.7 and a heading titled “End-of-Life Management Requirements” was added, 
the function of the provisions in the section remains the same (January 2013).  None of 
the above comments is directed at a change made from the July 2012 to January 2013 
version of the proposed regulations.  Therefore, the July 2012 Responses to Comments 
are applicable here as well.  Nonetheless, DTSC offers the following.   
 
Reference to one (1) year was deleted and “date specified by DTSC in the final 
regulatory response determination” and “or not later than” was inserted to allow for 
case-by-case determination for establishing an end-of-life management program 
(January 2013).    
 
The revisions in section 69506.7(c)(2)(G) specify that the mechanism to cover the costs 
identified in section 69506.7(c)(2)(F) must be included in the end-of-life program that is 
submitted to DTSC.  It further specifies that if the end-of-life program will be 
administered by an non-profit third party, the plan must describe how the organization 
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will collect operating revenues in the amount necessary to cover the costs identified in 
section 69506.7(c)(2)(F). 
 
This provision makes the manufacturer responsible for addressing the implications that 
its product places on the government agencies throughout the product’s life cycle, 
including ultimate disposition at the end of product’s useful life.  By placing this 
responsibility on the manufacturer, instead of requiring local governments to fund 
collection and recovery programs for discarded products, the product stewardship 
program will force internalization of the costs of collection and disposal or recovery.  
This ensures that those costs are borne jointly by the producer and the consumer (i.e., 
the parties deriving direct benefit from the product’s sale, rather than passed on to 
taxpayers). 
 
The requirements allow DTSC to assess the financial assumptions under which the plan 
is being developed and to ensure that responsibility for financing the product 
stewardship program is appropriately assigned to the manufacturer.  A state-funded 
end-of-life management program places a logistical burden and financial hardship on 
local and state agencies and ultimately, taxpayers to provide for management of these 
products at the end of their useful lives.  The proposed regulations provide ample 
opportunity for responsible entities to form a consortium, collaborative or similar 
partnership to offset costs.  For a more detailed discussion on the specified 
requirements and authorizing legislation, please see section 69506.8 of the July 2012 
Response to Comments document.  
 
As stated earlier, a beta test or feasibility study has not been conducted.  However, the 
narrowed focus of the Priority Products in the first years of implementation will allow 
DTSC to address limitations with the overall program and address them in the out 
years.  In addition, the proposed regulations adequately accommodate responsible 
entities forming a consortium, collaboration or other similar partnerships to offset costs 
and minimize duplication of efforts regardless of the size of the enterprise.   
 
Section 69506.7(c)(2)(F) requires that the manufacturer provide an estimate of the 
annual and long term program costs be identified in the plan along with the information 
and assumptions, calculations and any models used to develop the cost estimates.  If 
during its review of the end-of-life management program DTSC determines that the 
information, assumptions, calculations, and any models may not comply with these 
regulations, it may request that an “audited financial statement” be submitted.  DTSC 
disagrees that it is necessary to require this level of documentation in every case.   
 
DTSC made no changes to the regulations in response to the above comments. 
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§ 69506.7(c)(2)(H) Product Stewardship Plan Performance Goal Requirements 
 
Comments:  17-7, 26-3, 28-7, 57-4, 58-3, 58-4, 71-10, 73-3, 78-3, 78-4, 92-44 
  
Comments Summary:   
The above comments expressed concern with section 69506.7(c)(2)(H), which requires 
that a manufacturer include in the product stewardship plan the program performance 
goals, which shall be quantitative to the extent feasible, for increasing the capture rate 
of covered products at the end-of-life; and increasing recyclability.  In summary, the 
following concerns were expressed: 

• DTSC should establish the performance standards in consultation with the 
manufacturers, as well as other affected stakeholders, such as local government 
agencies that bear a cost burden associated with the current end-of-life 
management of the product; 

• The manufacturers or stewardship organizations should identify how to attain 
those standards in their stewardship plans, and report on their progress annually; 
and 

• Not all hazardous consumer products are recyclable, end-of-life management 
requirements should not exclude or prohibit the beneficial use of hazardous 
waste/materials, including but not limited to energy production, and should 
encourage source reduction. 

 
Response: 
The provisions contained in section 69506.7(c)(2)(H) did not substantively change from 
the July 2012 to January 2013 version of the proposed regulations.  While section 
69506.8 was moved to 69506.7 and conforming changes were made, the function of the 
provisions in the section remains the same (January 2013).  Therefore, the Responses 
to Comments for the July 2012 version of the regulations are applicable here as well.  
None of the comments above are directed at any of the minor changes made from the 
July 2012 version of the regulations to the January 2013 version.  Nonetheless, DTSC 
offers the following as further explanation of this provision: 
 
Section 69506.7(c)(2)(H) requires that the manufacturers identify in the plans that they 
submit how they will attain the performance goals and must provide a progress report 
no less frequently than annually per section 69506.7(c)(2)(M).  DTSC is aware that not 
all hazardous consumer products are recyclable and the end-of-life management 
requirements under the proposed regulations do not exclude or prohibit the beneficial 
use of hazardous waste/materials. 
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DTSC is not making any changes to the regulations in response to these comments. 

§ 69506.7(c)(2)(L) Product Stewardship Plan Coordination Requirements  
 
Comments:  92-45, 92-46, 92-47 
 
Comments Summary:  
The above comments expressed concern with section 69506.7(c)(2)(L), which requires 
that a manufacturer include in the product stewardship plan a description of public and 
stakeholder consultation activities for reviewing and updating of the plan, which must 
occur no less frequently than annually.  In summary, the following concerns were 
expressed: 

• The end-of-life management programs should be created in consultation with all 
affected stakeholders so as to ensure program viability and reduce long term 
costs; 

• DTSC should ensure that consultations about plans include workers and their 
representatives as stakeholders; 

• Add language to ensure workers are represented; and 
• Require coordination with the state’s occupational health regulatory and policy 

entities, including Cal/OSHA and California Department of Public Health and 
Hazard Evaluation System and Information Service (HESIS).  

 
Response: 
In response to comments on the proposed regulations dated July 2012, section 
69506.7(c)(2)(L) was amended to remove the reference to compensation to retailers 
and other persons as that should be conducted outside the scope of these regulations 
through a contractual agreement (January 2013).   

 
The stakeholders concerned about or affected by a Priority Product will likely be 
identified during the public comment period of the Final AA and the regulatory 
response(s) that are required.  To the extent that stakeholders such as workers and 
regulatory agencies such as Cal/OSHA and California Department of Public Health are 
identified, the manufacturer may coordinate with these entities.  It is not necessary to 
include this in the proposed regulations; however, the manufacturer must describe in 
the end-of-life plan the coordination efforts that were undertaken.   
 
DTSC is not making any changes to the regulations in response to these comments. 

§ 69506.7(c)(5) Product Stewardship Plan Annual Requirements  
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Comments:  26-4, 57-5, 73-4, 78-5 
 
Comments Summary:  
The above comments expressed concern with section 69506.7(c)(5), which requires 
that the manufacturer ensure that a report is provided to DTSC annually from the date 
the end-of-life management program is required to be implemented.  The report must 
include, by total tonnage, the quantity of products placed into the stream of commerce 
in California over the previous one-year period, and the quantity of products recovered 
over the same one-year period.  In summary, the following was expressed: 

• To ensure transparency, any producer responsibility system should require 
audited financial statements in the annual reports conducted in accordance with 
auditing standards generally accepted in the United States of America, and 
standards set forth in Government Auditing Standards issued by the Controller 
General of the U.S.   

 
Response: 
The provisions contained in section 69506.7(c)(5) did not substantively change from the 
July 2012 to January 2013 version of the proposed regulations.  While section 69506.8 
was moved to 69506.7 and minor conforming changes were made, the function of the 
provisions in the section remains the same (January 2013).  Therefore, the Responses 
to Comments for the July 2012 version of the regulations are applicable here as well.  
None of the comments above are directed at any of the minor changes made from the 
July 2012 version of the regulations to the January 2013 version.  Nonetheless, DTSC 
offers the following as further explanation of this provision.   
 
The report requested under this provision is an annual report and not an amendment to 
the Product Stewardship Plan.  In an effort to minimize costs, the Product Stewardship 
Plan, unless revised, does not need to be submitted annually, as it is not anticipated to 
change from year to year.  The annual report must include, by total tonnage, the 
quantity of products placed into the stream of commerce in California over the previous 
one-year period and the quantity of products recovered over the same one-year period, 
which is expected to fluctuate from year to year.   
 
DTSC made no changes to the regulations in response to the above comments.  
 

§ 69506.7(d) Alternative End-of-Life Programs 
 
Comments:  8-2, 8-3, 8-4, 26-5, 41-8, 57-6, 58-5, 73-5, 78-6, 87-10, 87-11 
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Comments Summary: 
The above comments expressed concern with section 69506.7(d), which allows a 
manufacturer subject to the requirements of this section to request DTSC’s approval to 
substitute an alternative end-of-life management program that achieves, to the 
maximum extent feasible, the same results as the program required by section 69506.7.  
A manufacturer may not substitute an alternative end-of-life management program for 
the program specified in this section unless it receives advanced written approval from 
DTSC.  In summary, the following concerns were expressed: 

• It is burdensome to require entities to apply for and receive advanced written 
approval from the DTSC even though implementation of an end-of-life 
management program is already occurring in California; 

• To allow for effective, flexible, and diverse programs with consumer convenience 
in mind, producer responsibility systems should not be limited to retail take-back 
as the sole collection mechanism; 

• Add if a manufacturer’s alternative end-of-life program relies on other persons to 
achieve its capture or recycling rates, be it retailer, contractors, or others, 
manufacturers must provide written substantiation of their participation to insure 
successful implementation of the plan as proposed; and  

• DTSC should acknowledge explicitly in the final regulations or Final Statement of 
Reasons which programs in existence are equivalent to the program proposed 
under the regulations. 

 
Response: 
 
The provisions in section 69506.7(d) did not substantively change from the July 2012 to 
January 2013 version of the proposed regulations.  While section 69506.8 was moved 
to 69506.7, a heading titled “Alternative End-of-Life Programs” and limited clarifying 
language was added, the function of the section remains the same.  Therefore, the 
Responses to Comments for the July 2012 version of the regulations are applicable 
here as well.  None of the comments above are directed at any of the minor changes 
made from the July 2012 version of the regulations to the January 2013 version.  
Nonetheless, DTSC offers the following as further explanation of this provision.   
 
Section 69506.7(d) was amended to specify that if a manufacturer’s alternative end-of-
life management program relies on other persons, the manufacturer must provide 
written substantiation of their agreement to participate at a level necessary to insure 
successful implementation of the plan as proposed (January 2013).   
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It is not necessary or advisable to include existing product stewardship plans as 
satisfying the proposed regulations because those plans may or may not address the 
goals of this program.  However, as the product stewardship plans are prepared and 
made available they will be posted on DTSC’s website, which may be used as guidance 
if appropriate. 
 
As discussed under section 69506.7(c)(2)(E), the product end-of life program must 
address applicable and relevant requirements, and responsible entities must consider 
goals and/or mandates imposed by other regulatory frameworks.  The plan submitted 
must address the step that will be taken to ensure compliance with all applicable 
federal, State of California and local law, to the extent that other regulatory frameworks 
address the life cycle impacts of the Priority Product(s) or its alternative—inclusive of 
the end-of-life impacts—the Priority Product may be exempt from additional end-of-life 
requirements under these provisions.  DTSC, however, retains the authority to review 
requests for exemptions to ensure that the goals and intent of authorizing statute are 
complied with. 
 
DTSC is not making any changes to the regulations in response to these comments. 

§ 69506.7(e) Exemption from End-of-Life Program Requirements 
 
Comments:  8-8, 29-77, 48-95 
 
Comments Summary: 
The above comments expressed concerns with section 69506.7(e), which specifies that 
a manufacturer may request an exemption from the requirement to provide an end-of-
life management program by demonstrating to DTSC’s satisfaction in the Final AA 
Report that an end-of-life management program cannot feasibly be implemented for the 
product.  In summary, the following concerns were expressed: 

• DTSC should allow a manufacturer to be exempt from an end-of-life 
management regulatory response if the manufacturer is participating in an end-
of-life management or extended producer responsibility program that is currently 
required pursuant to a different California statute or regulation;    

• Object to an exemption from end-of-life management program requirements by 
demonstrating to DTSC that an end-of-life program "cannot be feasibly 
implemented for the product”; and 

• The exemption provisions for Article 6 should be consolidated to clarify how they 
work together or separately. 
 

Response: 
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The provisions in section 69506.7(e) did not substantively change from the July 2012 to 
January 2013 version of the proposed regulations.  While section 69506.8 was moved 
to 69506.7, a heading titled “Exemption from End-of-Life Program Requirements” and 
clarifying language was added, the function of the section remains the same (January 
2013).  Therefore, the Responses to Comments for the July 2012 version of the 
regulations are applicable here as well.  None of the comments above are directed at 
any of the minor changes made from the July 2012 version of the regulations to the 
January 2013 version.  Nonetheless, DTSC offers the following as further explanation of 
this provision 
 
As indicated in earlier discussions, DTSC does not have the authority to exempt 
altogether products or the entities that manufacture them beyond the exemptions 
specified in statute.  For a more detailed discussion, please refer to the July 2012 
Response to Comments document discussion under section 69506.1 Applicability and 
Determination Process for details on the existing exemptions. 
 
Despite the limitations on exemptions (discussed in the preceding section) a 
manufacturer may request an exemption from the end of life requirements.  The 
manufacturer must demonstrate to DTSC’s satisfaction in the AA Report that an end of 
life management program cannot be feasibly implemented for the product.  
 
As stated in the ISOR, DTSC anticipates that this provision will be invoked infrequently, 
but it is necessary because there may be products that would otherwise be subject to 
the requirements of section 69506.7 for which an end-of-life management program 
cannot feasibly be implemented.  This may be because of some unique characteristic 
of, or circumstance associated with, the product.  
 
DTSC is not making any changes to the regulations in response to these comments. 
 

§ 69506.8 Advancement of Green Chemistry and Green Engineering 

§ 69506.8(a)-(d) Advancement of Green Chemistry and Green Engineering  
 
Comments:  7-18, 29-79, 39-75, 41-8, 41-49, 84-5 
 
Comments Summary:  
The above comments expressed concern with section 69506.8, which specifies that 
DTSC may require a manufacturer who concludes that no safer alternative is available 
to initiate a research and development project or fund a challenge grant pertinent to the 
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Priority Product that uses green chemistry and/or green engineering principles.  In 
summary, the following concerns were expressed: 

• Our October 2012 comments were left unanswered; 
• The exemption provisions in Article 6 should be consolidated to clarify how they 

work together or separately;   
• We appreciate the additional language at the beginning of this section that helps 

clarify when this regulatory response might be imposed on a responsible entity; 
• Section should be amended to provide explicitly that a manufacturer may choose 

to discontinue manufacturing a Priority Product instead of complying with any 
requirement issued pursuant to this section;   

•  Rework the program to place funding in part or in full on the manufacturer of the 
Chemical(s) of Concern this would encourage the development of base 
chemicals that would benefit the products of concern and others; and  

• How will the amounts be determined that a responsible entity will have to 
provide; as a share/percentage of overall sales? How will the DTSC avoid 
discriminatory treatment of different responsible entities? 

 
Response: 
The provisions in section 69506.8(a)-(d) did not substantively change from the July 
2012 to January 2013 version of the proposed regulations.  While section 69506.9 was 
moved to 69506.8, and clarifying language was added to make explicit when the 
regulatory response may be required, the function of the section remains the same 
(January 2013).  Therefore, the Responses to Comments for the July 2012 version of 
the regulations are applicable here as well.  None of the comments above are directed 
at any of the minor changes made from the July 2012 version of the regulations to the 
January 2013 version.  Nonetheless, DTSC offers the following as further explanation of 
this provision.   
 
In response to comments received on the proposed regulations dated July 2012, 
overarching provisions previously found in section 69506.3 related to exemptions were 
deleted.  As evidenced by the comments submitted, the previous section created more 
confusion than clarity.  DTSC deleted that section and instead added an applicability 
provision under each regulatory response to make it explicit under what circumstances 
each of the regulatory responses may be imposed (January 2013). 
 
In the absence of any specific comments being identified as largely left unanswered, 
DTSC cannot provide any specific response to this comment.  DTSC did respond to 
every timely and relevant comment that it received on the July 2012 version of the 
proposed regulations.   
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As discussed under Article 5, collaboration in the form of a consortium, collaborative, or 
other similar partnership is accommodated in the regulations, but is not required.  A 
manufacturer subject to conducting research and development may undertake the effort 
on its own or form a consortium, collaborative or other similar partnership.  The decision 
is up to the manufacturer.  For the same reasons cited under Article 5, contractual 
business arrangements between responsible entities and any contractors, a consortium, 
collaborative or other similar partnership must address the release of confidential 
business information or intellectual property.  As such, the amounts, shares, and 
percentage of responsibility for conducting a joint venture such as research and 
development is outside of the scope of these regulations.   
 
A manufacturer always has the right to discontinue manufacturing a Priority Product 
instead of complying with the requirements in the proposed regulations, or cease 
introducing the product into commerce into the stream of commerce in California.  It is 
not necessary or prudent to include that in the proposed regulations.  
    
While it is difficult to predict how quickly manufacturers of base chemical(s) will begin to 
find safer alternatives to chemicals that they manufacture and are prioritized as 
Chemicals of Concern, the lack of demand for their current chemicals by the 
downstream manufacturers of products will incentivize them to move towards safer 
alternatives.  DTSC cannot feasibly rework the proposed regulations to place funding in 
part or in full on the manufacturer of the Chemical(s) of Concern. 
 
DTSC made no changes to the regulations in response to the above comments.  

§ 69506.9 Exemption from Regulatory Response Requirements 

§ 69506.9(a) & (b) Exemption Requests from Regulatory Response Requirements 
 
Comments:  7-18, 8-5, 8-6, 10-8, 13-9, 17-9, 28-5, 39-76, 41-50, 48-96 
 
Comments Summary:  
The above comments expressed concern with sections 69506.9(a) and (b), which 
specify that a product may be exempt from the requirements of sections 69506.3 
through 69506.8 if the responsible entity submits a timely request containing the 
information specified and DTSC grants the request.  The request must include contact 
information, information identifying and describing the product, including the brand 
name(s) and product name(s) under which the product is placed into the stream of 
commerce in California, and information that demonstrates to DTSC’s satisfaction that 
either or both: 
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(1) The required regulatory response would conflict with a requirement of another 

California State or federal regulatory program, or a treaty or international trade 
agreement to which the U.S. is a party, in such a way that the responsible entity 
could not reasonably be expected to comply with both requirements.  In this 
situation, DTSC may require implementation of a modified regulatory response 
that resolves the conflict; and/or 

(2) The required regulatory response substantially duplicates a requirement of 
another California State or federal regulatory program, or a treaty or international 
trade agreement, without conferring additional public health or environmental 
protection benefits.  

 
In summary, the following concerns were expressed: 

• Our comments submitted in October 2012 were left unanswered;  
• The exemption process should be subject to public comment; 
• The changes made to this section in the revised proposal do not diminish our 

concerns that this section appears duplicative of work that the DTSC should have 
presumably already completed—the determination of conflicting or duplicative 
regulatory programs; 

• This section implies that different responsible entities will get different regulatory 
responses imposed for the same (or similar) Priority Product(s); and  

• The exemption provisions for Article 6 should be consolidated, to clarify how they 
work together or separately.    

 
Response: 
 
The provisions contained in section 69506.9(a) and (b) did not substantively change 
from the July 2012 to January 2013 version of the proposed regulations.  While section 
69506.11 was moved to 69506.9, and headings titled “Exemption Requests” and 
Contents of Requests” and clarifying language was added to make explicit when the 
regulatory response may be required, the function of the section remains the same 
(January 2013).  Therefore, the Responses to Comments for the July 2012 version of 
the regulations are applicable here as well.  None of the comments above are directed 
at any of the minor changes made from the July 2012 version of the regulations to the 
January 2013 version.  Nonetheless, DTSC offers the following as further explanation of 
this provision.   

 
In the absence of any specific comments that were purportedly left unanswered, DTSC 
cannot provide any specific response to this comment.  See the July 2012 Response to 
Comments for responses to the comments made on the proposed regulations dated 
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July 2012.  As stated earlier, overarching exemption provisions from earlier versions of 
the proposed regulation were deleted, as they created more confusion than clarity.   
 
The very provision of the authorizing legislation that the commenters cite, Health and 
Safety Code section 25257.1(c), is the reason that DTSC included the exemption 
provision from the requirement to carry out a regulatory response.  While the statute 
does not specifically mandate that DTSC require manufacturers to apply for an 
exemption, discretion is granted to agencies to determine how best to implement the 
requirements of a mandate by the Legislature.  In this case, DTSC has determined an 
exemption request is reasonably necessary to implement the program so that it knows 
the nature and extent of any conflict or duplication.  This allows for DTSC to carry out its 
audit and enforcement responsibilities.  It also allows DTSC to know if an alternate 
regulatory response may be tailored and carried out.   
 
As stated in the ISOR and responses to comments in Articles 2 and 3, the Candidate 
Chemicals list, formerly referred to as Chemical(s) of Concern in the July 2012 version 
of the proposed regulations, is comprised of chemicals that exhibit hazard traits and/or 
environmental or toxicological endpoints and meets the specified criteria detailed in 
Article 2.  Consumer products containing Candidate Chemicals will be prioritized based 
on:   

1) Volume in commerce;  
2) Propensity for exposure; and  
3) Exposure to sensitive subpopulations.   

 
Those Candidate Chemicals that are prioritized in the Priority Products will become the 
Chemical(s) of Concern in Article 3.  
 
Section 69503.2 sets out the factors that DTSC will take into account in prioritizing 
products for listing as Priority Products.  Section 69503.2(b)(2) includes the evaluation 
of other regulatory programs as one of the factors that DTSC will consider.  DTSC will 
take into account the scope of other California and federal laws under which the product 
or the Candidate Chemical(s) in the product is/are regulated.  To the extent that these 
other regulatory requirements address and provide adequate protections—with respect 
to the same potential adverse public health and environmental impacts, exposure 
pathways, and adverse waste and end-of-life effects that are under consideration as a 
basis for the product-chemical combination being listed as a Priority Product.  This is 
consistent with the mandate in Health and Safety Code section 25257.1.   
 
Exemption requests must be submitted by the responsible entity at the time the Notice 
of Proposed Determination of the applicable regulatory response is issued.  DTSC is 
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required to hold one or more public workshop(s) to provide an opportunity for comment 
on the proposed regulatory responses.  As such, these determinations are subject to 
public comment.  To the extent the findings in the AAs submitted by the responsible 
entities are similar, responsible entities may well be subject to the same regulatory 
responses.  As discussed in the ISOR, in response to comments in Article 5, and in 
response to comments regarding section 69506(a) Need for Regulatory Response, the 
complexity of the AA proposed by the responsible entity dictates the due date for the 
Final AA Report and the due date and types of regulatory responses that will apply to 
the Priority Product.  More or different regulatory responses may be required of a 
responsible entity that fails to select an alternative and that retains the Priority Product 
than may be required of a responsible entity who selects an alternative with lesser 
public health and environmental impacts.  It is the only practical and meaningful way to 
implement a program that is not command and control but instead promotes innovation 
and is flexible enough to accommodate technological advances.   
 
DTSC made no changes to the regulations in response to the above comments.  

§ 69506.10 Regulatory Response Report and Notifications 

§ 69506.10(a) Notification to Supply Chain  
 
Comments:  7-18, 39-77, 41-51 
 
Comments Summary: 
The above comments expressed concern with section 69506.10(a), which requires a 
responsible entity subject to a regulatory response under Article 6, except for the 
regulatory responses specified in sections 69506.2 and 69506.8, ensure that a notice is 
sent to all persons who sell the product in California, informing the retailers of the 
applicability of the regulatory response to the product.  The notice must be sent within 
thirty (30) days after receiving a final regulatory response determination notice, under 
section 69506.1.  In summary, the following concerns were expressed: 

• Our comments submitted in October 2012 were left unanswered;  
• the regulatory response notice to DTSC required under subsection (c) is 

unnecessary, as DTSC should assume and confirm compliance as needed, such 
as by requesting compliance documentation; and 

• These are burdensome reporting requirements for responsible entities and even 
more so for DTSC itself, as the number of products and regulatory responses 
concerned could easily run into the hundreds after a few years and would grow 
continuously over time.  
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Response: 
The provision in section 69506.10 did not substantively change from the July 2012 to 
January 2013 version of the proposed regulations.  While the provisions in section 
69506.12 were moved to 69506.10, and headings titled “Notification to Supply Chain,” 
“Contents of Notifications,” “Notifications to the Department” and clarifying language 
were added to make explicit the regulatory response report and notification 
requirements, the function of the section remains the same (January 2013).  Therefore, 
the Responses to Comments for the July 2012 version of the regulations are applicable 
here as well.  None of the comments above are directed at any of the minor changes 
made from the July 2012 version of the regulations to the January 2013 version.  
Nonetheless, DTSC offers the following as further explanation of this provision.   
 
In the absence of any specific comments that were purportedly left largely unanswered, 
DTSC cannot provide any specific response to this comment.  DTSC responded to 
every timely and relevant comment it received on the July 2012 version of the proposed 
regulations.  See the July 2012 Response to Comments document for responses to the 
comments made on that version of the proposed regulations. 
 
As stated in the ISOR, the notification requirements in this section are only necessary in 
the case of those regulatory responses that may have a direct or immediate impact on 
retail inventory, so that retailers can assess whether there are any actions they may 
wish to take in light of the regulatory response.  This provision does not apply to 
regulatory responses: requiring a research and development project or challenge grant, 
under section 69506.8; requiring additional information under section 69506.2; or 
requiring submitting of a new AA. This is because these regulatory responses do not 
have the potential to have a direct or immediate impact on retailers.  This provision 
ensures that the program is effective and that parties in the supply chain and DTSC are 
given good information on which to base compliance and enforcement decisions. 
 
Further, as discussed in the ISOR, the provisions in this section are necessary to:   

(i) Hold responsible entities accountable for timely implementation of required 
regulatory responses and if applicable, their selected alternative products;  

(ii) Ensure that retailers are made aware of regulatory responses that affect the 
products they sell; and 

(iii) Ensure that DTSC is kept apprised of the implementation status of required 
regulatory responses and selected alternative products. 

 
DTSC made no changes to the regulations in response to the above comments.  
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ARTICLE 7. Dispute Resolution Processes 

§ 69507 Dispute Resolution 
 
Comment:  29-80 
 
Comment Summary: 
The commenter believes the reasoning behind disputes should be made public.  This 
comment also suggests making the timelines for dispute resolution shorter across the 
board to minimize costs. 
 
Response: 
This comment does not relate to changes in the proposed regulations made in the 
January 2013 version of the regulations.  The Department of Toxic Substances Control 
(DTSC) has previously responded to this comment.  For a discussion of this topic, see 
Article 7 of DTSC’s Responses to Comments document for the July 2012 version of the 
proposed regulations.   

Comment:  29-80 
 
Comment Summary:  
The comment expresses support for the language in the section 69507(b) that requires 
responsible entities pursuing a dispute to follow the specified procedures or forfeit the 
right to further contest the dispute administratively.  
 
Response:  
Comment noted.  

Comment:  21-3, 27-6, 30-8 
 
Comments Summary: 
Two comments expressed concerns regarding the scope of Article 7, as specified in 
section 69507(c).  This provision excludes decisions made under Articles 2, 4, and 9 
from dispute resolution.  
 
One comment expressed concern regarding how failure to follow the dispute resolution 
timeline means an entity loses the right to further contest the issue. 
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Response: 

These comments do not relate to changes in the proposed regulations made in the 
January 2013 version of the proposed regulations.  DTSC has previously responded to 
this comment.  See Article 7 of DTSC’s Response to Comments document for the July 
2012 version of the proposed regulations for a detailed discussion of this topic.    
 
Comment:  89-6 
 
Comment Summary: 
The comment expresses concern about the interplay of Regulatory Responses and the 
Dispute Resolution process.  Specifically, the comment thinks a situation could arise in 
which DTSC has decided to halt the sale of a consumer product, including one that has 
already been produced and distributed, before DTSC has made a decision on a 
Request for Review regarding a Priority Product.  
 
Response: 
This comment does not relate to changes made in the January 2013 version of the 
proposed regulations.  Nonetheless, DTSC offers the following response: 
 
The comment reflects a misunderstanding of the interplay of Article 6 and Article 7.  Any 
requirements imposed on a responsible entity under Article 6 are suspended pending 
the resolution of a dispute filed under Article 7 (see section 69507(d)).   

§ 69507.6 DTSC Procedures for Requests for Review 
 
Comment:  29-68, 83-22 
 
Comments Summary: 
Both comments express concern that the timelines in section 69507.6(d) are too long.  
One comment believes the timeline could present issues for responsible entities who 
have hired consultants to do Alternatives Analysis (AA) work.  The potential for DTSC to 
hold up the process while a responsible entity awaits a merits decision could increase 
costs for the AA process. 
 
Response: 
These comments do not relate to changes in the proposed regulations made in the 
January 2013 version of the proposed regulations.  For a discussion of this topic, see 
Article 7 of DTSC’s Response to Comments document for the July 2012 version of the 
proposed regulations.  
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In addition, DTSC notes that the formal dispute resolution process detailed in sections 
69507.3 through 69507.6 applies to decisions made under Article 6 only (Regulatory 
Responses).  As a result, the timeline in section 69507.6(d) would not affect a 
responsible entity that is completing an AA.   
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ARTICLE 8. Audits  

§ 69508 Audit of Materials Submitted to DTSC and Regulatory Responses 
 
Comment:  7-18 
 
Comment Summary: 
These comments listed section 69508 as one of many sections of the regulations that 
the commenters had previously commented on.  The commenter felt that the previously 
stated issues had been unresolved by the most recent version of the proposed 
regulations.  
 
Response: 
This comment does not relate to changes in the proposed regulations made in the 
January 2013 version of the regulations.  Additionally, the above comment is too vague 
to allow a specific response, as it does not raise any particular issue related to the audit 
process specified in Article 8.  As this comment appears to restate a comment that was 
submitted in response to the July 2012 version of the proposed regulations, the 
Department of Toxic Substances Control (DTSC) has previously responded to this 
comment.  For a discussion of this topic, see Article 9 of DTSC’s Responses to 
Comments document for the July 2012 version of the proposed regulations.   
 
Comment:  48-98  
 
Comment Summary:  
The commenter believes it is inappropriate and burdensome for DTSC to ask for 
extensive, commercially sensitive information regarding customers and distributions 
within Alternatives Analysis (AA) reports.  The comment suggests that DTSC could 
instead seek such information when it is conducting audits under Article 8 to examine 
compliance with Article 5 and 6 requirements.  The comment further suggests that 
DTSC could specify the ability to seek such information in section 69508(b).  
 
Response:  
This comment does not relate to changes in the proposed regulations made in the 
January 2013 version of the regulations.  As this comment is more focused on the 
requirements of the AA process, please refer to the Article 5 section of this document 
for a discussion of this comment.  
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ARTICLE 9. Trade Secret Protection   

§ 69509 Assertion of a Claim of Trade Secret Protection 
 
Comment:  35-55 
 
Comment summary: 

The commenter believes that the proposed regulations fail to meet the aspiration set 
forth in Health and Safety Code section 25253(c), which urges DTSC to establish a 
process that is easy to use and simplified with respect to the treatment of trade secret 
claims. 

 
Response: 
The regulatory text to which this comment is directed is unchanged, or has not changed 
in relevant part, since the prior iteration of these proposed regulations.  To the extent 
that commenters timely raised the present issues with respect to the prior text of the 
proposed regulations, these issues are responded to in the Article 10 portion of the 
Response to Comments for the July 2012 version of the regulations.  DTSC is not 
making any change to the regulations in response to this comment. 
 
§ 69509(a) Substantiation Requirements  
 
Comment:  29-58 
 
Comment Summary:  

The requirement that responsible entities must provide adequate justification for trade 
secret claims should be retained, as it will discourage claims that are unwarranted or of 
little value to the responsible entity.  
 
Response:  

The Department of Toxic Substances Control (DTSC) appreciates commenter's support.  
The regulatory text to which this comment is directed is unchanged, or has not changed 
in relevant part, since the prior iteration of these proposed regulations.  To the extent 
that commenters timely raised the present issues with respect to the prior text of the 
proposed regulations, these issues are responded to in the Article 10 portion of the 
Response to Comments for the July 2012 version of the regulations.  (The regulations 
addressing trade secrecy were in Article 10 in the July 2012 version of the proposed 
regulations before being moved to Article 9 with the January 2013 version of the 
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proposed regulations.)  DTSC is not making any changes to the regulations in response 
to this comment.  
 
Comments:  8-23, 34-3, 35-51, 35-52, 35-53, 35-54, 48-10, 48-11, 48-99, 61-11, 70-6 
  
Comments Summary: 
The trade secrecy provisions of the regulations should focus on the interrelationship 
between new safer consumer products law and preexisting California laws regarding 
trade secrets, such as the Uniform Trade Secrets Act (UTSA).  DTSC is requiring 
excessive documentation in support of a claim of trade secrecy, as not all of the 
substantiation questions are necessary to establish that information is a trade secret.  
Responsible entities must provide a significant amount of chemical and product data 
and information that is unnecessary and exceeds the scope of DTSC’s statutory 
authority.  This will be an economic burden to trade secret owners, and will increase the 
cost of consumer products.  Some commenters urged that DTSC limit the information 
required to substantiate a claim for trade secret protection to that required in U.S. EPA’s 
Chemical Data Reporting rule (citing 76 Fed. Reg. 50816). 
 
Further, because trade secret protection may not be claimed for information identifying 
or describing a hazard trait exhibited by a chemical or chemical ingredient, there is no 
reason for the lengthy and intrusive list of questions that a trade secret holder must 
answer to preserve trade secrecy. 
 
Response: 
The regulatory text to which this comment is directed is unchanged, or has not changed 
in relevant part, since the prior iteration of these proposed regulations.  To the extent 
that commenters timely raised the present issues with respect to the prior text of the 
proposed regulations, these issues are responded to in the Article 10 portion of the 
Response to Comments for the July 2012 version of the regulations.  DTSC is not 
making any change to the regulations in response to these comments. 

§ 69509(c)(1) Documentation: Nondisclosure Agreements  
 
Comments:  7-5, 7-17, 57-9, 58-8 
 
Comments Summary: 

The recognition that a company may be bound by nondisclosure agreements [NDAs] 
and prevented from releasing information publicly is very pragmatic and should be 
retained in the regulations.  
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Response:    
DTSC appreciates the support.  The January 2013 revisions to this regulatory section 
are responsive to several stakeholder comments on the July 2012 version that 
presented scenarios in which NDAs would make difficult or unlawful certain types of 
information disclosure required by DTSC's regulations.  DTSC is not making any further 
changes to the regulations in response to these comments. 
 
Comments:  26-8, 28-7, 73-8, 76-7, 78-9, 78-10 
 
Comments Summary:   

It sets a dangerous precedent to allow two private parties to hide information from the 
State through an NDA.  DTSC should not deprive itself of information that may be 
necessary to the regulatory program’s effectiveness.  The regulatory text should be 
amended to provide that redaction before provision of information to DTSC is only 
allowed when federal law expressly forbids disclosure not, in addition, when an NDA 
between private parties forbids it.   
 
Response:    

DTSC believes there are circumstances in which NDAs between or among private 
parties will not undermine DTSC’s ability to obtain information necessary to effective 
administration of this regulatory program.  DTSC is mindful of the commenters’ 
concerns, however, and will revisit this provision in the future should it determine that 
NDAs are used on a scale or in a manner that deprives DTSC of important information.  
DTSC is not making any change to the regulations in response to these comments. 
 
§ 69509(c)(1) Documentation: Competitive Concerns 
 
Comments:  35-62, 35-65, 39-86, 39-87, 46-41, 61-12, 63-11, 66-9 
 
Comments Summary:   

Inclusion of a provision regarding nondisclosure agreements is insufficient to address 
the larger problem with Article 9’s approach to trade secrecy, which is the substantial 
unintended economic effect of requiring mandatory disclosure of trade secrets.  
 
The lack of strong protections for trade secrets in the proposed regulations also 
disadvantages U.S. companies in a global marketplace by providing an open door to 
sensitive information.  As an example, a U.S. patent would not prevent Chinese 
companies from using patented information to their own advantage, because a U.S. 
patent provides no protection for products sold outside the U.S.  Facilitation of foreign 
competitors’ use of U.S. companies’ product formulation and process information is 
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contrary to the thrust of current federal efforts to prevent theft of trade secrets and 
economic espionage.   
 
Response:  

The regulatory text to which this comment is directed is unchanged, or has not changed 
in relevant part, since the prior iteration of these proposed regulations.  To the extent 
that commenters timely raised the present issues with respect to the prior text of the 
proposed regulations, these issues are responded to in the Article 10 portion of the 
Response to Comments for the July 2012 version of the regulations.  
 
DTSC further notes that commenters' description of DTSC's regulations as generally 
requiring "mandatory disclosure of trade secrets" is hyperbolic to the point of 
inaccuracy.  Article 9, in toto, is designed to protect nearly all trade secrets (including 
Confidential Business Information (CBI) that can be adequately justified by the 
submitter.  The minor exception to this broad intellectual property protection is 
contained in section 69509(f), which, as described in DTSC's responses to Article 10 
comments on the July 2012 version of the regulations, is entirely consistent with—and 
arguably compelled by—the statute here implemented.  DTSC is not making any 
change to the regulations in response to these comments. 
 
Comment:  37-5 
 
Comment summary:  

The complexity of DTSC’s trade secrecy determinations may undermine DTSC’s goal of 
transparency. 
 
Response:  

The regulatory text to which this comment is directed is unchanged, or has not changed 
in relevant part, since the prior iteration of these proposed regulations.  To the extent 
that commenters timely raised the present issues with respect to the prior text of the 
proposed regulations, these issues are responded to in the Article 10 portion of the 
Response to Comments for the July 2012 version of the regulations.    
 
DTSC further notes that “transparency” has a variety of meanings depending on 
context.  Here, the commenter appears to object to the perceived opacity of DTSC's 
administrative processes (stemming from the alleged complexity of Article 9), while 
ignoring the degree to which DTSC's proposed regulatory scheme is designed to 
increase “transparency” of product composition information, decision-making regarding 
product formulation, and knowledge of adverse health and environmental impacts of 
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particular consumer product chemistries.  DTSC is not making any change to the 
regulations in response to this comment.  
 
§ 69509(c)(2) Submittal and Availability of Redacted Copies  
 
Comment:  34-3 
 
Comment Summary: 

Commenter opposes the submission of redacted copies required by this article.  

 
Response:  

The regulatory text to which this comment is directed is unchanged, or has not changed 
in relevant part, since the prior iteration of these proposed regulations.  To the extent 
that commenters timely raised the present issues with respect to the prior text of the 
proposed regulations, these issues are responded to in the Article 10 portion of the 
Response to Comments for the July 2012 version of the regulations.  DTSC is not 
making any change to the regulations in response to this comment. 

 
Comment:  29-59 
 
Comment Summary: 
It is unclear why DTSC has deleted language indicating that it could make redacted 
document copies available to the public at its discretion.  This provision should be 
reinserted, and indeed strengthened to state that redacted documents should be 
publicly available in all cases, rather than “at DTSC’s discretion.”  
 
Response:   
DTSC agrees with the commenter that redacted documents should be publicly available 
in all cases.  For this reason, DTSC excised from section 69509(c)(2) language 
suggesting that such documents should be available “at [the Department's] discretion.”  
As explained in the Article 10 portion of the Response to Comments for the July 2012 
version of the proposed regulations, the structural effect of the excision is that section 
69501.5(b)(6) will control.  This has the effect of making redacted versions of 
enumerated documents publicly available in all instances.   
 
Confidential Business Information (CBI) 
 
Comments:  7-18, 8-22, 35-49, 35-50, 35-56, 37-5, 50-4, 53-17, 55-5, 61-10, 70-5, 83-
20, 83-57, 83-58, 83-59 
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Comments Summary:  
The trade secrecy article of the regulations fails to provide protection for CBI; this must 
be clarified to adhere to the spirit and letter of the California Civil Code governing trade 
secret protection.  CBI and trade secrets are considered sacrosanct among industry 
representatives and business partners.  CBI includes commercial and financial 
information that is privileged and confidential.  DTSC should add a section to the 
regulations expressly addressing and approving protection of CBI. 
 
Response: 
The regulatory text to which this comment is directed is unchanged, or has not changed 
in relevant part, since the prior iteration of these proposed regulations.  To the extent 
that commenters timely raised the present issues with respect to the prior text of the 
proposed regulations, these issues are responded to in the Article 10 portion of the 
Response to Comments for the July 2012 version of the regulations.  DTSC is not 
making any changes to the regulations in response to these comments. 
 
§ 69509(d) Inadvertent Disclosure 
 
Comments:  35-63, 46-38 
 
Comments summary:   
DTSC’s regulations create a situation that may cause inadvertent disclosure of trade 
secrets or other proprietary information to DTSC in the numerous documents that are 
being requested of responsible entities.  This concern is heightened because of 
changes made to the definition of “responsible entity” and the addition of the term 
“assembler” in the proposed regulations.  DTSC should instead consider a process by 
which the owner of trade secret information provides the confidential information directly 
to DTSC so long as that information is not materially significant to the alternative 
selected by the responsible entity.  This would be similar to U.S. EPA’s regulation at 40 
CFR 711.15(b)(3)(i)(A)-(C) governing joint submission to protect confidential information 
in connection with Chemical Data Reporting under TSCA. 
 
Response:  
The regulatory text to which this comment is directed is unchanged, or has not changed 
in relevant part, since the prior iteration of these proposed regulations.  To the extent 
that commenters timely raised the present issues with respect to the prior text of the 
proposed regulations, these issues are responded to in the Article 10 portion of the 
Response to Comments for the July 2012 version of the regulations.  Recent changes 
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to the definition of a “responsible entity,” and the addition of the defined category 
“assembler,” do not affect DTSC's previously articulated rationale for requiring particular 
documents to be provided to DTSC in full and/or in redacted form in various contexts.  
Section 69509(d), which is unchanged in the present version, makes plain that it is 
incumbent on submitters to designate sensitive material as “trade secret” to protect it 
from public disclosure.  DTSC is not making any changes to the regulations in response 
to these comments. 

§ 69509(f) & (g) Hazard Trait Submissions and Chemical Identity Masking 
 
Comment:  29-51 
 
Comment summary:  
The commenter strongly supports section 69510(f) [sic] of the regulations.   
To allow chemical identity to be claimed as a trade secret would disconnect health, 
safety, and environmental information from a particular chemical and thereby make it 
meaningless.   
 
Response: 
DTSC appreciates the support.  The regulatory text to which this comment is directed is 
unchanged, or has not changed in relevant part, since the prior iteration of these 
proposed regulations.  Notwithstanding some wording changes, this regulatory 
subsection continues to require disclosure of chemical identity information associated 
with a hazard trait submission.  To the extent that commenters timely raised the present 
issues with respect to the prior text of the proposed regulations, these issues are 
responded to in the Article 10 portion of the Response to Comments for the July 2012 
version of the regulations.  
 
Comments:  46-35, 46-37, 47-65, 47-66, 47-68, 65-5, 66-10, 70-9, 70-11 
 
Comments summary:   
Chemical identity should always be claimable as a trade secret.  Generic chemical 
names provided in connection with hazard information are sufficient to meet statutory 
requirements and reveal an appropriate level of public information for the safe use of 
chemicals.  From a policy standpoint, asking companies that have invested millions of 
dollars in the development of new technologies and products to make them public, thus 
benefitting competitors, makes no sense.  
 
Response:  
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The regulatory text to which this comment is directed is unchanged, or has not changed 
in relevant part, since the prior iteration of these proposed regulations.  To the extent 
that commenters timely raised the present issues with respect to the prior text of the 
proposed regulations, these issues are responded to in the Article 10 portion of the 
Response to Comments for the July 2012 version of the regulations.  DTSC is not 
making any changes to the regulations in response to these comments.  
 
§ 69509(g) Patent Exception  
 
Comment:  29-53 
 
Comment Summary:   
The substantial modification to the exemption from the Hazard Trait Submission 
exclusion from trade secret protection, now contained in 69509(g), is an appropriate 
way to protect confidential information that the owner believes is important enough to 
file a patent application on.  It is also an inherently time-limited exemption.  
 
Response:  
DTSC appreciates the support.  As discussed in the Article 10 portion of the Response 
to Comments for the July 2012 version of the regulations, the proposed modifications to 
section 69509(g) reflect DTSC's consideration of helpful input from numerous 
commenters regarding means by which DTSC could best reconcile demands from some 
stakeholders for maximum chemical-identity disclosure and from others for maximum 
intellectual property protection for chemical identities that are not generally known to 
competitors.  DTSC is making no further changes to the regulations in response to this 
comment.  
 
Comments:  1-4, 6-19, 7-5, 7-17, 8-24, 14-8, 30-11, 32-6, 35-57, 35-58, 35-59, 35-62, 
39-2, 39-5, 39-78, 39-79, 39-80, 39-81, 39-82, 39-83, 39-84, 44-4, 46-5; 46-36, 47-67, 
49-6, 63-8, 63-9, 63-10, 63-11, 65-5, 66-7, 66-8, 66-9, 67-3, 67-4, 67-5, 67-6, 67-7, 67-
8, 67-9, 67-10, 67-11, 70-7, 70-8, 83-60 
 
Comments Summary:   
DTSC’s decision to extend trade secret protection only to those replacement chemicals 
that are the subject of a patent application is misguided, short-sighted, at odds with the 
State’s long-established practices, and conflates two different intellectual property 
protection strategies—trade secrecy/CBI, versus patent law.  It is a significant shift in 
how CBI has traditionally been handled in the U.S. and California.  It also ignores the 
reality of existing commercial practice, which is that chemical identity is rarely the 
subject of a patent.  
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There is no requirement under any current statutory or common law that the holder of a 
trade secret must seek patent protection in order to be able to maintain its property 
interest in the trade secret, nor is there any requirement that one must disclose trade 
secrets absent a written obligation of confidentiality binding the recipient of trade secret 
information.  
 
Patents are often inadequate to protect chemical identity, because to be patentable, an 
invention must meet the requirements of novelty and non-obviousness, as measured 
against prior art.  A trade secret, in contrast, need only provide economic value from not 
being generally known to or readily ascertainable by competitors.  DTSC’s approach will 
seriously undermine incentives for innovation and green chemistry by effectively 
denying a preferred route of intellectual property protection.  It will also, indirectly, place 
American (and more particularly, California) companies in the position of having to 
disclose their trade secrets to foreign competitors.  
 
Additionally, entities making a discovery may normally choose whether to seek 
potentially time-unlimited protection of a trade secret, or instead to obtain a 20-year 
limited exclusive right upon issuance of a patent.  In many cases, particularly where a 
discovery or invention is a product formulation that cannot readily be analyzed or which 
is not discernible by inspection, an entity will chose trade secret protection over 
prospective patent protection, due to the potentially unlimited time frame for maintaining 
the economic advantage obtained from the trade secret.  For example, Coca-Cola’s 
“secret” formula for COKE is protected as a trade secret rather than through the patent 
process.  In the particular case of new fragrances, the time necessary to obtain a patent 
may exceed the product life cycle of many new fragrances.  
 
DTSC has no legal basis for forcing companies to either pursue a patent or waive their 
property rights, and such an action may constitute an unconstitutional “taking” of 
property.  
 
Response:    
Several commenters suggested that in specifying particular, limited circumstances in 
which precise chemical identity may be temporarily masked, DTSC conflates—or is 
fundamentally unaware that there exist—two different intellectual property protection 
strategies: protection of innovation through trade secrecy (including CBI), versus 
protection through patent law.  To the contrary, however, DTSC is well aware of these 
alternative strategies by which entities routinely seek to protect their intellectual 
property.  Furthermore, DTSC acknowledges that entities making a discovery may 
ordinarily choose whether to seek potentially time-unlimited protection of a trade secret, 
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or instead to obtain a 20-year limited exclusive right upon issuance of a patent.  Such 
entities frequently choose trade secret protection due to the potentially unlimited time 
frame for maintaining economic advantage, as well as the reduced direct and 
transaction costs of forgoing the patent application process.    
 
As an additional matter well expressed by one commenter, “[p]atents are often 
inadequate to protect chemical identity, because to be patentable, an invention must 
meet the requirements of novelty and non-obviousness, as measured against prior art.” 
 
Notwithstanding these observations, DTSC believes that proposed section 69509(g) 
represents a sound approach to reconciling the inherent tension between AB 1879's 
dual chemical-disclosure and innovation-promoting goals, and does so in a manner 
consistent with the statute.  Specifically, tethering the authorization of chemical-identity 
masking to a time-limited process (the patent process), and requiring companies to 
patent novel and nonobvious chemistries to obtain intellectual property protection 
therefor, furthers AB 1879's goal of moving chemical health and safety information into 
the public domain, while also incentivizing investment in research and development 
(R&D).  DTSC believes that it could reasonably have construed AB 1879 to require 
disclosure of precise chemical identity as part of all "hazard trait submissions," but it 
chose to create a mechanism for increasing near-term intellectual property protection so 
long as precise chemical identity is ultimately publicly disclosed.  
 
As a final matter, DTSC notes that commenters' premise—that maximizing each 
individual entity's private intellectual property uniformly maximizes innovation in 
emerging sectors, such as green chemistry—is contestable.  As but one 
counterexample, many credit the collaborative research and development of companies 
in the U.S. semiconductor industry in the late 1980s and '90s (through the consortium 
SEMATECH) with restoring that U.S. business sector to a competitive global position.  It 
is frequently the case that an industry's collective potential remains unrealized until 
some degree of standardization emerge, or, as a related or separate phenomenon, 
individual businesses compete to optimize a given innovation.  For this reason, the 
Restatement (Third) of Unfair Competition speaks not only of the social utility of 
incentivizing innovation through intellectual property protection, but also of “securing the 
benefits of vigorous competition” by allowing “competitors and others to exploit 
information and skills in the public domain.”  (Id. at § 29(b).) 
 
As a final and critical matter, the circumstances under which DTSC proposes to limit 
protection for trade secrecy are extremely limited.  In all circumstances, legitimate trade 
secrets (including CBI) that are unrelated to (1) chemical identity, or (2) the health and 
environmental effects of a chemical, may be protected as trade secrets.  Furthermore, 
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chemical identity may be protected as a trade secret in numerous instances in which it 
is neither a “Chemical of Concern” in a given product, nor “the subject of a hazard trait 
submission.”   Any claim that DTSC is broadly abrogating trade secrecy protections for 
companies' intellectual property through these regulations is therefore grossly 
overstated.  The related allegation of some commenters—to the effect that section 
69509(g) authorizes a potential "taking" of private property—is addressed below.  DTSC 
is not making any change to the regulations in response to these comments.   

Takings/Forced Expenditures 
 
Comments:  8-24, 35-61, 35-64, 39-85, 46-39, 46-40, 47-69, 55-5 
 
Comments Summary: 
The “patent-filing” requirement may constitute “an unconstitutional ‘forced expenditure’ 
inconsistent with the Constitutional [stet] intent underlying [the] Patent Act, 35 U.S.C. 
Section 101 et seq.”  Requiring inventors to seek patent protection for all their 
discoveries, or alternatively, to require public disclosure of these discoveries, thereby 
causing loss of their existing property interest in maintaining the discovery or invention 
as a trade secret, would likely be successfully challenged in court as an unconstitutional 
“taking” of the property under the U.S. Constitution (5th Amendment) and/or California 
Constitution (Article 1, Section 19). 
 
Response:  
The Patent Act is a federal statute, and as such, cannot be underlain by “Constitutional” 
intent.  It is therefore unclear whether the commenter is asserting that the regulations 
contravene the U.S. Constitution, or are in some unspecified respect inconsistent with 
the Patent Act.  Although the commenter’s legal argument is difficult to discern, DTSC 
notes that no party is “forced” by DTSC’s regulations to make any expenditure.  Rather, 
parties are in narrow circumstances permitted to obtain otherwise unavailable 
intellectual property protection for information (i.e., chemical identity) that is part of a 
hazard trait submission, as defined in these regulations.  DTSC additionally notes that 
pursuing a patent, as contemplated in section (69509(g)), is an act entirely consistent 
with the Patent Act, 35 U.S.C. Section 101 et seq.   
 
To the extent that requiring an entity to reveal the identity of a hypothetical trade secret 
but unpatented or unpatentable chemical is alleged to constitute a regulatory taking of 
private property for public use without just compensation, DTSC strongly disagrees.  
The U.S. Supreme Court's decision in Ruckelshaus v. Monsanto Co., 467 U.S. 986  
(1984), which involved alleged disclosure by the federal government of Monsanto’s 
trade secrets regarding health and safety data on chemical pesticides under the Federal 
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Insecticide, Fungicide, and Rodenticide Act (FIFRA), is particularly instructive on this 
point.   
 
In Monsanto, the Supreme Court held, inter alia, that a provision of federal law allowing 
public disclosure of certain pesticide health and safety information (7 U.S.C. § 136h(d)) 
did not constitute a regulatory "taking," notwithstanding Monsanto's urging that the 
information at issue was trade-secret, and the Court's agreement that trade secrets can 
constitute "property" for Fifth Amendment purposes. The Court explained that, as an 
initial matter, because Monsanto was put on notice by the statute that such information 
would be public before submittal, it could not have a reasonable investment-backed 
expectation that such information would remain secret.   
 
Monsanto additionally argued, however, that the statute's requirement that a submitter 
give up its property interest in certain data placed an unconstitutional precondition on 
the right to a valuable government benefit – precisely what commenters here urge so 
strenuously in the context of AB 1879 and DTSC's implementing regulations.  The 
Supreme Court dismissed that argument wholesale, writing:    

 Monsanto has not challenged the ability of the Federal Government to 
regulate the marketing and use of pesticides. Nor could Monsanto successfully 
make such a challenge, for such  restrictions are the burdens we all must bear in 
exchange for "the advantage of living and doing business in a civilized 
community.'"  Andrus v. Allard, 444 U. S. 51, 444 U. S. 67 (1979), quoting 
Pennsylvania Coal Co. v. Mahon, 260 U.S. at 260 U. S. 422 (Brandeis, J., 
dissenting); see Day-Brite Lighting, Inc. v. Missouri, 342 U. S. 421,  342 U. S. 
424 (1952). This is particularly true in an area, such as pesticide sale and use, 
that has long been the source of public concern and the subject of government 
regulation.  
 
That Monsanto is willing to bear this burden in exchange for the ability to market 
pesticides in this country is evidenced by the fact that it has continued to expand 
its research and development and to submit data to EPA despite the enactment 
of the 1978 amendments to FIFRA [that provide for public disclosure of certain 
data].  [Citation omitted.]  Thus, as long as Monsanto is aware of the conditions 
under which the data are submitted, and the conditions are rationally related to a 
legitimate Government interest, a voluntary submission of data by an applicant in 
exchange for the economic advantages of a registration can hardly be called a 
taking.  (Emphasis added.)  See Corn Products Refining Co. v. Eddy, 249 U.S. 
427, 249 U. S. 431-432 (1919) ("The right of a manufacturer to maintain secrecy 
as to his compounds and processes must be held subject to the right of the 
State, in the exercise of its police power and in promotion of fair dealing, to 
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require that the nature of the product be fairly set forth"); see also Westinghouse 
Electric Corp. v. United States Nuclear Regulatory Comm'n, 555 F.2d 82, 95 
(CA3 1977).  (Monsanto, 467 U.S. at 1007-1008.) 

 
Here, likewise, entities wishing to enjoy “the economic advantages” of selling consumer 
products in California, on terms that insure that "the nature of the product[s] be fairly set 
forth," in circumstances in which government both has a “legitimate interest” in 
promoting safer consumer products and is providing ample advance notice of how 
submitted information will be used in rational furtherance of this interest, can "hardly 
argue" that the regulatory regime constitutes a taking.   DTSC is not making any 
changes to the regulations in response to these comments.   
 
§ 69509(g)(1) Terminating event for chemical-identity masking 
 
Comments:  29-53, 35-60, 39-84, 63-11  
 
Comments Summary:   

The event that terminates the authorization to mask information in a patent application 
should not be the “grant or denial” thereof.  The terms “grant or denial” are quite vague 
in actual patent practice, particularly because, e.g., any denial may be administratively 
and judicially appealed, such that ultimate resolution may literally take decades.  
Further, trade secret protection lapses once a patent application is filed (i.e., is publicly 
disclosed without a written obligation of confidentiality) approximately 18 months after 
the original filing data.  This is typically two to three years before the patent would ever 
be granted, and likely at least five to seven years before the patent application would 
ever be “finally” denied, after exhaustion of all rights of appeal of that denial.   

 
For these reasons, one commenter proposed that the authorization of masking should 
instead terminate when the patent application or a foreign counterpart disclosing the 
chemical is published anywhere in the world.  At that point, its contents are no longer 
fairly considered a trade secret, and there is no legitimate basis for withholding chemical 
identity from hazard trait submissions. 
 
This commenter specifically proposed that DTSC authorize masking “only until the 
information subject to the trade secret claim is made public through any means, 
including through publication of the patent application, a foreign counterpart or issued 
patent.  The person claiming the trade secret shall notify the Department within thirty 
(30) days after the information is made public.” 
 
Response:   
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For the reasons identified by commenters, DTSC agrees that the “grant or denial of a 
patent” is an imprecise and otherwise problematic terminating event to serve as the 
basis for ending data-masking eligibility.  Accordingly, in the April 2013 revision of these 
proposed regulations, DTSC has adopted alternative language proposed by one 
commenter.  This new text provides that masking of chemical identity shall terminate 
once this identity has been disclosed through publication anywhere in the world.   

Patent Enforcement/Intellectual Property Safeguards 
 
Comment:  6-19 
 
Comment Summary:  

Patents may be difficult to enforce.  While a trade secret keeps information from 
competitors through secrecy, a patent protects by disclosing information but allowing 
patent-holders the right to sue for unauthorized use.  Further, patents are only good in 
the country for which they are granted, so a U.S. patent would not prevent foreign 
competitors from using patented information to their own advantage. 

 
Response:  

While acknowledging that the patent system is (like all regulatory systems) imperfect, 
DTSC believes, for the reasons described above, that the time-limited nature of patent 
protection is important to fulfilling the disclosure-promoting goals of AB 1879.  DTSC 
further believes that notwithstanding the patent-system limitations noted by the 
commenter, those who are innovators, patent holders, and early adopters of green 
chemistries and/or technologies will be able to reap substantial returns in the California 
and U.S. consumer product market, which is demonstrably eager for such products.  
DTSC is not making any change to the regulations in response to this comment. 

 
Comments:  34-3, 35-49 
 
Comments Summary: 

The regulations must include stronger safeguards and assurances that product 
formulations and trade secret information will be protected, and would benefit from 
explicitly referencing that intellectual property under patent is protected. 

 
Response:  

The regulatory text to which this comment is directed is unchanged, or has not changed 
in relevant part, since the prior iteration of these proposed regulations.  To the extent 
that commenters timely raised the present issues with respect to the prior text of the 
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proposed regulations, these issues are responded to in the Article 10 portion of the 
Response to Comments for the July 2012 version of the regulations.  DTSC is not 
making any change to the regulations in response to these comments. 

§ 69509.1(a) Review of Support for Trade Secret Designations  
 
Comment:  29-60 
 
Comment Summary: 

DTSC should add language stating that it will inform the public when companies’ trade 
secret claims have been approved by DTSC so that the public knows that complete 
information about the chemical is not available.  

 
Response:  

The regulatory text to which this comment is directed is unchanged, or has not changed 
in relevant part, since the prior iteration of these proposed regulations.  To the extent 
that commenters timely raised the present issues with respect to the prior text, these 
issues are responded to in the Article 10 portion of the Response to Comments for the 
July 2012 version of the regulations.  DTSC is not making any change to the regulations 
in response to this comment.   

§ 69509.1(b)(2) Response Time Frame 
 
Comments:  48-10, 48-100, 70-10 
 
Comments summary:   

DTSC should extend the time for responsible entities to respond to notifications 
regarding trade secret substantiation from thirty (30) days to either sixty (60) days or 
ninety (90) days. 

 
Response: 

The regulatory text to which this comment is directed is unchanged, or has not changed 
in relevant part, since the prior iteration of these proposed regulations.  To the extent 
that commenters timely raised the present issues with respect to the prior text of the 
proposed regulations, these issues are responded to in the Article 10 portion of the 
Response to Comments for the July 2012 version of the regulations.  DTSC is not 
making any changes to the regulations in response to these comments.  
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PROCEDURAL, LEGAL, AND OVERARCHING ISSUES 
 
Antitrust Issues     
 
Comments:  35-22, 46-30, 46-31 
 
Comments Summary: 

• The requirement that Alternatives Analysis (AA) reports be made available for 
public comment creates serious and unnecessary anti-competition concerns.  
These reports will contain economic, technical, and functional data, including a 
detailed review of the economic and technical feasibility and the functional 
acceptability of various considered alternatives; and 

• Since this sharing would expose the regulated entity to potential antitrust liability 
for knowingly sharing commercially sensitive information with its competitors, the 
proposed regulation could be permissible only if such information sharing were 
mandated by state law or at least a foreseeable result of state law.  The 
underlying state law in this case does not have a sufficiently expressed state 
policy in favor of this information sharing by competitors.  

 
Response: 
The fact that the regulations provide a public comment period for the AA has no 
relevance to any antitrust issues.  The AAs are already public documents that may be 
obtained and reviewed by any interested party, including competitors.  The issue that is 
implicated by the comment is actually one of Trade secret.  As described at great length 
in Article 9 Trade Secret Protection of this Response to Comments document and 
Article 10 of the July 2012 Response to Comments document, the regulations build in 
protections to preserve trade secret information from being disclosed.  See those 
discussions for detailed information regarding how trade secret information may be 
claimed as such, and the protections that are afforded.   
 
The Department of Toxic Substances Control (DTSC) notes that the regulations do not 
compel the formation of consortia or any other cooperative arrangements.  The 
regulations merely make it clear that such arrangements are permissible under these 
regulations, where specified.  The regulations do not compel any behavior that would 
constitute a violation of antitrust laws.  Nor does DTSC have the authority to confer 
immunity or create a defense for violation of antitrust laws and requirements.  Regulated 
entities choosing to work in coordinated fashion with other regulated entities must 
comply with myriad other laws and requirements in the course of doing so, including 
antitrust laws.  Accordingly, DTSC is not making any changes to the regulations in 
response to these comments.   
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Causation Standard 
 
Comments:  6-13, 7-8, 29-15, 39-25, 40-26, 40-27, 40-28, 46-22, 48-20, 50-6, 55-6, 61-
8, 63-16, 83-25, 83-41, 88-19  
 
Comments Summary:  

• Use of the word “potential” weakens DTSC’s focus, and DTSC should focus 
instead on expected and provable health and environmental concerns.  DTSC 
should add the word “likely” to the definition of “potential,” so that it reads “the 
phenomenon described is likely and reasonably foreseeable based on reliable 
information,” or remove the word “potential” from the regulations and return to 
using the phrase “ability to cause”;  

• Use of the word “effect” in place of “impact,” coupled with the change from 
“ability” to “potential,” creates an unreasonably precautionary approach to 
implementing the statutory mandate; and 

• Use of the word “potential” was very purposefully used in the authorizing statute 
and has rightfully been added to the regulations.  
 

Response: 
In response to comments and its own reconsideration of these issues, DTSC has 
returned to the use of the term “potential” in the January 2013 version of the regulations.   
Along these same lines, DTSC has introduced the concept of a chemical’s potential to 
“cause or contribute to” (harmful results) to better capture how certain chemicals work 
and can lead to certain endpoints of harm that result.  In addition, DTSC notes that the 
term “potential” has now been defined.  This, too, was in response to comments that the 
term was too vague or unbounded.  (See section 69501.1(a)(51)(A).)  DTSC believes 
that it has appropriately captured the level of risk by use of the term “potential,” defining 
this term, and introduction of the concept of “reasonably foreseeable.”  DTSC does not 
see a need to use the term “likely” in addition to “reasonably foreseeable.”  DTSC 
agrees with the commenter who pointed out that the authorizing legislation also uses 
the term “potential.”  DTSC is making no changes to the January 2013 version of the 
regulations in response to this comment. 

Due Process 
 
Comments:  13-16 
 
Comment Summary: 
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The change to the AA Threshold being tied to the practical quantitation limit (PQL) was 
a significant change, and DTSC has not provided any explanation for this change.  
Without such an explanation, the public’s ability to review and understand the rationale 
for this major shift has been greatly limited, as has the ability to provide informed 
comments on this approach.  
 
Response: 
DTSC respectfully disagrees that the public has been limited in its ability to comment on 
the shift from AA Threshold to PQL for contaminants.  As with every other change to the 
regulations made from the July 2012 version to the January 2013 version, DTSC was 
not required to provide an accompanying statement of reasons or provide its rationale.  
Nonetheless, DTSC made all of the public comments received for the July 2012 version 
of the regulations readily available on DTSC’s website.  Interested parties had access to 
these public comments for several months before DTSC issued the proposed revisions 
in January 2013.  Some of those public comment letters suggested the use of the PQL.   
The letters also included a description of the concept and provided a rationale for why it 
is suitable for this program.  So, interested parties were on notice, as it were, that this 
was one of the suggestions for addressing the AA Threshold issue.  Again though, this 
much was over and above what DTSC was required to do.  DTSC is not making any 
changes to the regulations in response to this comment.  
 
Comment:  35-24 
 
Comment Summary: 
DTSC has improperly shifted the burden of performing a multimedia life cycle evaluation 
to responsible entities in the AA process, instead of the Environmental Policy Council 
that should perform this analysis.  
 
Response: 
DTSC respectfully disagrees that it has shifted the burden for performing a multimedia 
life cycle evaluation from the Environmental Policy Council to the responsible entities.  
The obligation to perform a multimedia life cycle evaluation of the regulations falls on 
DTSC—not the Environmental Policy Council or responsible entities.  (See Health and 
Safety Code section 25252.5(a).)  DTSC may be relieved of this obligation if the 
Environmental Policy Council conclusively determines that the regulations will not have 
any significant adverse impact on the environment.  (Health and Safety Code section 
25252.5(f)).  The Environmental Policy Council made such a determination regarding 
these regulations; so, DTSC was relieved of the obligation to prepare a multimedia life 
cycle evaluation for the regulations.  On the other hand the regulations do rightfully 
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impose on responsible entities the obligation to perform a life cycle analysis of their 
products to determine if there is a safer alternative.   
 
DTSC is not making any changes to the regulations in response to this comment. 

Interstate Commerce 
 
Comments:  10-16, 47-26, 89-4 
 
Comments Summary: 
The proposed regulations impose significant burdens on interstate commerce.  
 
Response: 
This comment does not pertain to any of the post-hearing revisions to the regulations; 
therefore, there is no requirement for DTSC to respond.  Nonetheless, DTSC notes the 
following regarding the regulations’ impacts on interstate commerce.   
 
For reasons similar to those identified in DTSC’s response to comments (July 2012) 
claiming that the violations constitute an unnecessary and therefore unlawful barrier to 
international trade, DTSC respectfully disagrees with the comments.  The proposed 
regulations are limited to those consumer products placed into the stream of commerce 
in California, and treat all consumer products equally, regardless of their place of 
manufacture.  Again, this regulatory approach to having California-specific standards 
applicable to the sale of products in California is nothing novel or unique.  
There are countless such state-specific regulatory regimes.  DTSC will implement the 
regulations in a manner consistent with Health and Safety Code section 25257.1 and 
proposed section 69501(b)(3)(A), both of which preclude DTSC from having a 
regulatory program that regulates consumer products in a manner that conflicts with or 
duplicates the provisions and protections of the authorizing statute.  For all of these 
reasons, DTSC disagrees that the regulations as proposed, or as they will be 
implemented, violate the Commerce Clause of the U.S. Constitution.  Accordingly, 
DTSC is making no change in response to these comments. 

Preemption 
 
Comments:  3-2, 3-3, 3-4, 3-5, 40-3, 40-4, 40-6 
 
Comments Summary: 

• The Federal Aviation Act and its implementing regulations preempt state 
regulation of aviation operations and aviation safety.  DTSC must acknowledge 
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that these regulations cannot address products needed to maintain, service, or 
repair aircraft and related equipment; 

• Provisions on preemption should be added to sections 69501(c), 69503.2, and 
69506(a); 

• DTSC has no authority to adopt regulations relating to the control of emissions of 
any air pollutants from any mobile sources; and  

• Regulations must make clear that any engine, vehicle, or piece of equipment that 
is subject to regulation by U.S. EPA under the federal Clean Air Act is expressly 
excluded from the definition of a “consumer product” in recognition of the force 
and scope of federal preemption.  

 
Response: 
This comment does not pertain to any of the post-hearing revisions to the regulations; 
therefore, there is no requirement for DTSC to respond.  Nonetheless, DTSC notes the 
following regarding the purported preemption of these regulations.   
 
DTSC respectfully disagrees that the proposed regulations are preempted by any 
federal regulatory program(s).  The focus, purpose, and reach of the proposed 
regulations are distinct from any of the federal regulatory schemes mentioned in these 
comments or in earlier comments (July 2012).  In essence, the comments seek an 
exemption for certain products from the proposed regulations (e.g., airplanes) on the 
grounds that the proposed regulations are preempted by federal law.  Such an 
approach would exceed DTSC’s authority to create exemptions beyond those set out in 
the authorizing statutes.  In addition, DTSC can find no federal regulatory program that 
preempts the proposed regulations.  None of the federal regulatory schemes brought to 
DTSC’s attention states that it preempts the entire subject matter field, and thereby 
forecloses additional regulation under a state’s police powers for protection of public 
health and the environment.   
 
DTSC provided an extensive discussion of preemption issues in its July 2012 
Responses to Comments document.  Those responses are applicable here as well and 
are incorporated herein by reference.   
 
DTSC is making no changes in response to these comments. 

Duplication/Conflict 
 
Comments:  3-6, 3-7, 3-8, 4-7, 6-20, 8-1, 8-5, 8-6, 8-7, 8-8, 10-10, 10-11, 10-12, 10-13, 
10-14, 10-15, 12-6, 12-7, 29-25, 30-1, 30-3, 30-4, 34-1, 35-5, 35-41, 35-42, 35-43, 40-1, 
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40-2, 40-5, 40-7, 40-8, 40-9, 43-6, 43-7, 43-8, 43-9, 44-1, 47-19, 47-20, 47-21, 47-22, 
47-23, 63-1, 65-5, 83-19, 88-7, 88-9, 91-2, 91-3 91-4, 91-5 
 
Comments Summary: 
All of the above comments claim one or both of the following:  (1) DTSC misapplied 
Health and Safety Code section 25257.1 and created too narrow an exclusion for 
products already adequately regulated (or that DTSC should add an additional provision 
precluding implementation in a manner that is duplicative) and/or (2) a particular product 
is, or should be, outside of the reach of the proposed regulations because the regulation 
of the enumerated products by these regulations would violate Health and Safety Code 
section 25257.1(c).  That section of the authorizing legislation precludes DTSC from 
adopting conflicting or duplicative regulations for product categories already regulated 
or subject to pending regulation consistent with the purposes of these regulations.  
 
Several comments also claimed that the regulations ignore the limitation in Health and 
Safety Code section 25257.1(b), which states that DTSC is not authorized to supersede 
the regulatory authority of any other department or agency.  
 
Response: 
This comment does not pertain to any of the post-hearing revisions to the regulations; 
therefore, there is no requirement for DTSC to respond.  Nonetheless, DTSC notes the 
following regarding potential duplication/conflict of these regulations with other 
regulatory programs.   
 
DTSC is proposing to adopt new section 69501(b)(3)(A) that will clarify, interpret, and 
make more specific the provisions of Health and Safety Code section 25257.1.  Again, 
during implementation of the regulations, DTSC will be accepting information germane 
to making a determination of whether or not a given product meets the terms of section 
69501(b)(3)(A), and is thus not subject to these regulations.  Quite simply, there is no 
need or ability in these present, process-oriented regulations to identify every possible 
consumer product that may qualify for the exclusion in section 69501(b)(3)(A).  
 
There are countless unknown products covered by an array of state and/or federal 
requirements that may or may not satisfy the terms of section 69501(b)(3)(A).  As a 
result, DTSC declines to carve out any such suggested products from these regulations 
until the implementation stage.  At that point, DTSC will be in a position to collect, 
review, and analyze information relevant to a determination under section 
69501(b)(3)(A).  As discussed above, however, DTSC will not then be carving out 
exclusions in regulations for categories of products that are included within the 
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authorizing statute.  Rather, it will be implementing these regulations in a manner that is 
consistent with Health and Safety Code section 25257.1(c) and section 69501(b)(3)(A). 
 
For a more complete discussion of the fact that these regulations do not duplicate or 
conflict with other regulatory programs, please see the Procedural, Legal, and 
Overarching Issues section of the Responses to Comments document for the July 2012 
version of the regulations.  Those responses are incorporated herein.  DTSC is not 
making any change to the regulations in response to these comments.  

Requests for Exemption 
 
Comments:  6-1, 7-18, 8-2, 8-6, 8-7, 8-8, 9-2, 10-6, 10-7, 10-9, 10-10, 10-11, 10-12, 
10-13, 10-14, 10-15, 11-1, 11-2, 13-7, 13-25, 14-1, 14-2, 14-3, 14-4, 14-9, 16-1, 22-1, 
22-2, 22-3, 22-4, 22-5, 22-6, 22-7, 22-8, 22-10, 22-11, 30-5, 34-1, 34-2, 40-1, 40-4, 40-
6, 40-9, 43-6, 43-7, 43-8, 43-9, 44-1, 44-2, 77-1, 77-2, 77-3, 77-4, 77-6, 82-4, 82-5, 82-
6, 82-7, 82-8, 87-1, 88-9, 88-10, 89-1, 89-2, 89-4 
 
Comments Summary: 
The above comments all request that DTSC grant a particular product a partial or 
complete exemption from the regulations.  The comments request an exemption based 
on the view that the products identified are regulated under another state and/or federal 
regulatory scheme in a manner that obviates the need for regulation under these 
regulations.  More specifically, the commenters assert that for various reasons, the 
products mentioned do not warrant regulation under DTSC’s Safer Consumer Products 
regulations.  The comments go on to state that regulatory authority over the products is 
inconsistent with Health and Safety Code section 25257.1 of the authorizing legislation.   
 
That provision precludes DTSC from adopting regulations that conflict with or duplicate 
existing regulatory schemes that regulate product categories in a manner that is 
consistent with the protection of public health and safety and the environment afforded 
by these regulations.  (Comments discussing preemption, and regulatory conflict and 
duplication are also summarized and responded to elsewhere in this Response to 
Comments document.) 
 
The comments also included, in some cases, extensive descriptions of the existing 
regulatory schemes under which the various regulated entities operate.  The comments 
also assert that DTSC lacks the ability to regulate these industries in an informed and 
productive manner.  Many commenters point out the benefits of the particular product 
that they manufacture or sell.  Finally, some commenters urged DTSC to restore the 
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“upfront exemption” for products already adequately related, as was the case with 
earlier versions of these regulations.   
 
Response: 
This comment does not pertain to any of the post-hearing revisions to the regulations; 
therefore, there is no requirement for DTSC to respond.  Nonetheless, DTSC notes the 
following in response to these requests for exemption.  DTSC included an extensive 
discussion of the fact that it lacked authority to create additional exemptions from the 
definition of “consumer product” beyond those already established by the Legislature in 
the authorizing legislation.  Please see the discussion of Requests for Exemption in the 
Procedural, Legal, and Overarching Issues section of the July 2012 Response to 
Comments document for additional information responsive to these comments.  Those 
responses are incorporated here, as they are responsive these comments.  DTSC is not 
making any change to the regulations in response to these comments.   

Exceeds Authority/Conflicts with Statute 
 
Comments:  2-2, 6-21, 10-9, 12-6, 12-7, 33-11, 33-14, 33-18, 35-11, 35-12, 35-13, 35-
14, 35-15, 35-16, 35-17, 35-40, 35-42, 35-44, 40-5, 40-31, 46-5, 46-37, 47-2, 47-19, 47-
20, 47-21, 47-22, 47-26, 47-27, 47-33, 47-53, 47-66, 47-68, 48-7, 48-30, 48-82, 55-6, 
63-1, 65-5, 83-19, 83-43, 87-7, 89-4, 91-2, 91-3, 91-4, 91-5 
 
Comments Summary: 
The comments make some generalized claims that the regulations do not conform to 
the authorizing legislation.  Some comments are phrased as DTSC exceeding its 
authority.  In addition, there are some claims that the regulations conflict with various 
state regulatory schemes, including the Uniform Trade Secrets Act, the Public Records 
Act, and Cal/OSHA provisions.  Similarly, there were comments that the regulations 
conflict with various federal statutory/regulatory schemes, including, but not limited to 
rules by the:  

• The federal Toxic Substances Control Act (TSCA); 
• The Federal Food, Drug, and Cosmetic Act; 
• The Consumer Product Safety Improvement Act; and  
• Department of Transportation.   

 
Specific comments were as follows:  

• DTSC should clarify that the pesticide exemption applies to any product that 
contains a pesticide as a part of the product, such as seeds coated with 
insecticides; 
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• The information generation provision in section 69501.4(a)(1)(D) is beyond the 

scope of the authorizing statute; 
• Section 69503.2(b)(2) invites DTSC to impose superseding, duplicate, or 

conflicting requirements based on the judgment that such regulation would 
meaningfully enhance protection of public health and/or the environment—in 
violation of the authorizing statute’s intention; and 

• Eliminating the supply chain product’s exemption for products excluded from the 
statutory definition of a consumer product is prohibited by the authorizing 
legislation.  
 

Response: 
 
Initially, DTSC notes that many of the comments are directed at provisions of the 
proposed regulations that did not change from the July 2012 to January 2013 versions.    
Nonetheless, DTSC offers the following in response to the above comments. 
 
The pesticide exemption from the definition of “consumer product” is set out in the 
authorizing legislation at Health and Safety Code section 25251(e)(6).  That definition 
incorporates definitions from the California Food and Agricultural Code and the Federal 
Insecticide, Fungicide and Rodenticide Act.  As such, the definition in section 25251 is 
complete and needs no further clarification from DTSC.  DTSC respectfully declines to 
make the change suggested. 
 
DTSC respectfully disagrees that the information gathering provisions in section 
69501.4(a)(1)(D) are beyond the statutory authority conferred on it.  More specifically, 
none of the provisions in section 69501.4 compel persons receiving information 
requests to respond to these requests.  Rather, this section merely specifies the type of 
information DTSC may seek and from whom.  Since this information request framework 
is voluntary, DTSC is well within its authority under the authorizing legislation. 
 
DTSC respectfully disagrees with the characterization of what section 69503.2(b)(2) 
allows DTSC to do.  More specifically DTSC does not view this provision as allowing or 
inviting DTSC to adopt superseding, duplicative or conflicting requirements with other 
regulatory programs.  On the contrary, this provision is intended to ensure that DTSC 
does not do so.  Rather, DTSC will consider the nature and extent of existing regulation 
of a chemical-product combination as part of prioritization.  DTSC will not identify a 
product as a Priority Product if doing so would be largely redundant with existing 
protections offered by other regulatory schemes.  Again, DTSC will identify a product as 
a Priority Product only if doing so would “meaningfully enhance” the protection offered 
to the public and/or the environment, taking into consideration the protections already in 
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place.  This is a limitation on DTSC’s Priority Product listing authority, not an expansion 
of it.   
 
DTSC respectfully disagrees that elimination of the supply chain’s exemption is beyond 
DTSC’s statutory authority.  More specifically, there is nothing in the authorizing 
legislation that expressly or implicitly exempts “supply chain products,” however that 
term is defined, from these regulations.  On the contrary, the Legislature included an 
exhaustive list of exemptions from the definition of “consumer product,” and thus these 
regulations, at Health and Safety Code section 25251(e).  Thus, there is no room for 
DTSC to carve out additional exemptions from the definition of “consumer product.”  
Finally in this regard, DTSC notes that a product’s status as a supply chain product is 
implicitly a consideration during product prioritization.  More specifically, a “supply chain 
product” would be expected to result in limited exposure given its inherently limited use 
and distribution.   
 
DTSC firmly believes that the regulations are consistent with the goals, purpose, and 
scope of the authorizing statute and that DTSC can effectively and efficiently implement 
the regulations.  In addition, DTSC disagrees that the regulations conflict with any of the 
state or federal regulatory schemes cited by the comments.  No examples of actual 
conflicts were provided—commenters merely asserted the existence of conflicts, without 
concretely identifying any inconsistent or conflicting provisions between any other laws 
and these regulations.  As discussed in great detail under the heading of 
Duplication/Conflict above, DTSC intends to implement the regulations in a manner that 
poses no conflict with any other state or federal regulatory scheme, and it has drafted 
these regulations in a manner that poses no conflict. 
 
DTSC included an extensive discussion of purported statutory conflicts in its July 2012 
Responses to Comments document.  Those responses are incorporated herein since 
they are responsive to these comments as well.   
 
DTSC is not making any changes to the proposed regulations in response to these 
comments. 

Scope 
 
Comments:  1-1, 10-18, 12-2, 24-2, 35-18, 39-6, 47-27, 47-28, 60-5, 64-1, 65-5, 65-6, 
76-11, 85-3  
 
Comments Summary: 
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These comments all stated that the scope of the regulations is too broad, that the 
implementation of the regulations will prove too costly, or that the regulations are too 
burdensome.  More specific comments were as follows: 

• The definition of a “consumer product” is too broad and leaves too many 
products under the scope of these regulations; 

• Chemicals in consumer products are already regulated by TSCA and these 
regulations add no benefit to protections already in place; 

• The proposed regulatory scheme is too broad and in excess of what DTSC 
resources can support; 

• The proposed regulations allow DTSC to co-opt the decisions of consumers and 
decide whether or not products can be marketed in California;  

• If the University of California could be considered an assembler under the 
regulations, it could place an onerous burden on the University’s ability to 
conduct research.  This could happen if a researcher ordered a Chemical of 
Concern from an out-of-state company that has not completed an AA; 

• One commenter felt that the scope of regulation was not broad enough, and that 
DTSC should target more products in the initial Priority Products list.    

 
Response: 
Initially, DTSC notes that the comments are not directed at any specific provision(s) 
within the regulations.  As such, they are difficult, if not impossible to respond to in a 
focused manner.  In addition, many of the comments do not address a change made to 
the proposed regulations from the July 2012 version to the January 2013 version. 
Nonetheless, DTSC offers the following in response to the above comments.   
 
DTSC respectfully disagrees with the above comments regarding the scope, expense, 
and ability to administer the regulations.  In addition, DTSC notes the following.  The 
scope of the regulations is directly dictated by the scope of the authorizing legislation.  
More specifically, the definition of “consumer product” in the authorizing legislation is 
quite broad, and includes all products other than the six classes of products that are 
expressly excluded. (See Health and Safety Code section 25251.)  Accordingly, DTSC 
is not in a position to reduce the scope of the authorizing legislation through regulation.  
The Legislature did not confer authority on DTSC to expand or contract the scope of the 
consumer product categories subject to these regulations. 
 
DTSC also notes that the University of California’s concern about being deemed an 
“assembler” based on its use of Chemicals of Concern in various research projects is 
based on a misapprehension of the definition and application of the term “assembler.”  
More specifically, the term “assembler” is defined to mean “any person who assembles 
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a product containing a component that is a product subject to the requirements of this 
chapter [these regulations].”  “Assemble,” in turn is defined as “to fit, join, put, or 
otherwise bring together components to create, repair, refurbish, maintain, or make non-
material alterations to a consumer product.” (April 2013)Thus, reading these two 
definitions together, they would not result in the University of California, or any other 
institution performing similar work, to be deemed an “assembler” based on its activities 
described in the comment.  An assembler takes distinct components and brings them 
together to create a finished product.  None of these criteria are met by a laboratory 
working with chemicals in conducting research.  
 
DTSC notes that it included an extensive discussion of scope in its July 2012 
Responses to Comments document.  Since those responses are applicable here as 
well, they are incorporated herein by reference.   
 
DTSC is making no changes to the regulations in response to these comments.   

Technical Barrier to Trade 
 
Comments:  41-1, 41-9, 53-2, 55-2 
 
Comments Summary: 
These comments questioned the regulations’ compliance with the Technical Barrier to 
Trade Agreement to which the United States is a party.  Specifically, one comment 
noted the Agreement’s suggestion that 60 days be allowed for comments on proposed 
regulations.  Another comment urged DTSC to consider the viewpoint of international 
stakeholders.  One comment also questioned whether the proposed regulations are in 
conformity with Article 5.1.2 of the TBT Agreement.  
 
Response: 
Initially, DTSC notes that the comments are not directed at any specific provision(s) 
within the regulations.  As such, they are difficult, if not impossible to respond to with 
precision.  In addition, the comments are not directed at any change to the regulation 
that DTSC made from the July 2012 proposed version to the January 2013 version of 
the regulations.  Nonetheless, DTSC offers the following in response to these 
comments.   
 
As a threshold matter, DTSC notes that there is nothing in the Safer Consumer 
Products regulations that facially or implicitly discriminates against foreign-made 
products.  To the contrary, DTSC’s regulations apply equally to domestically produced 
and imported consumer products that are offered for sale in California.  DTSC has, 
however, through the U.S. Trade Representative (USTR), publicly notified its 
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regulations to WTO nations for international review and comment, and has benefitted 
from the input of the European Union in particular in formulating its present regulations.  
This noticing of DTSC’s regulations occurred pursuant to the USTR’s formal 
determination that the regulations constitute “technical regulations” within the meaning 
of the Technical Barriers to Trade Agreement entered into by signatories of the General 
Agreement on Tariffs and Trade (GATT).   
 
The terms “technical regulation” and “technical barrier to trade” are used synonymously 
in the TBT Agreement context to denote national regulations imposed by WTO member 
nations or their political subdivisions that, while wholly lawful exercises of sovereignty, 
may have the consequence of increasing the cost and/or difficulty of conducting 
international trade.  The TBT Agreement explicitly recognizes that a sovereign’s 
legitimate regulatory objectives include protection of health and the environment.  (TBT 
Agreement, paragraph 2.) It further states that “whenever a technical regulation is 
prepared, adopted or applied for one of the legitimate objectives explicitly mentioned in 
paragraph 2 of the Technical Barriers to Trade Agreement it shall be rebuttably 
presumed not to create an unnecessary obstacle to international trade.” (Id., Article 2.5; 
emphasis added)  Because these regulations manifestly advance California’s legitimate 
interest in protection of health and the environment, they are presumptively valid under 
international trade law.  
 
Further, the proposed regulations would operate in a manner similar to that of numerous 
public health and environmental regulatory programs related to consumer products that 
are specific to California.  California has its own regulatory programs that govern, for 
example, chemical exposure warnings (Proposition 65), lead in plumbing fixtures, lead 
in jewelry, and toxics in packaging.  In addition, the California Air Resources Board 
(CARB) has extensive regulations that govern the sale and use of various consumer 
products that may have adverse impacts on air quality.  None of these regulatory 
programs has been deemed an unnecessary barrier to international trade.   
 
DTSC included a more extensive and detailed discussion of the technical barrier to 
trade issue in its July 2012 Responses to Comments document.  That is discussion is 
relevant here as well; so, it is incorporated herein by reference.  DTSC is not making 
any changes to the regulations in response to these comments.   

Other Legal Issues 
 
Comments:  3-15, 8-3, 10-17, 29-75, 35-25, 40-31, 61-15, 68-3 
 
Comments Summary: 
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• The definition of “manufacturer,” which includes the phrase “capacity to specify 

the use of chemicals” would appear to apply to the Federal Aviation 
Administration, and may be too broad; 

• The requirement that compensation must be provided for retailers who agree to 
administer or participate in a regulatory response that requires end-of-life 
management would give DTSC control over individual contract negotiations 
between two private parties, and therefore would run afoul of the common law of 
contract interference; 

• The proposed regulations should not be adopted because they impose 
substantial barriers to the California market, allowing DTSC to take over the 
decisions of California consumers and decide whether or not products should be 
marketed in California; 

• The removal of the phrases “under penalty of perjury” and “punishable offense” 
from section 69501.3(c) puts DTSC in a much weaker position with regards to 
verifying the credibility of documents submitted under that section and should be 
reinserted to the final regulations; 

• DTSC should have the responsibility to evaluate the economic impacts to the 
state in the second stage of the AA, and abdicating this responsibility is an 
increased burden to manufacturers that will make it impossible for responsible 
entities to comply with the requirements of the proposed regulations; 

• The notice and comment requirement in the AA process is an unnecessary 
burden to the regulated entity and should be deleted; 

• The list of Candidate Chemicals should be released before the regulations go 
into effect, and should be subject to notice and comment.  Failure to do this 
prevents meaningful review and obstructs credible economic and environmental 
review of the program before its enactment; and  

• DTSC has not done much on the enforcement on various areas under DTSC’s 
oversight jurisdiction.  Without enforcement provisions in these regulations, 
DTSC may fail to achieve its goals with these regulations.  

 
Response: 
Initially, DTSC notes that many of these comments were not directed to a specific 
provision(s) of the regulations.  In addition, some comments address a provision of the 
regulations that did not change from the July 2012 to January 2013 version of the 
regulations.  As such, those comments are outside the scope of the public comment 
period for the January 2013 version of the proposed regulations.  Nonetheless, DTSC 
offers the following in response to those comments that address changes made in the 
January 2013 version of the proposed regulations.   
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In response to numerous public comments, DTSC has revised the definition of a 
“manufacturer” in the April 2013 draft of the proposed regulations.  The definition now 
reads “‘Manufacturer’ means any person who manufactures a product that is subject to 
the requirements of this chapter, or any person that controls the manufacturing process 
for, or specifies the use of chemicals to be included in, such a product.”  (April 2013) 
Even under this revised definition, DTSC disagrees that it would render the Federal 
Aviation Administration a manufacturer.  The definition of “manufacturer” was not written 
or intended to capture regulatory entities exercising their authority over various 
products.   
 
The end-of-life management program’s retailer participation provision was also 
amended in the April 2013 version of the regulations.  The amendments address the 
objection made by the commenter.  That is, there is no longer a mandatory requirement 
for retailers to be compensated for their participation in an end-of-life program.  Rather, 
the participants involved in these programs are free to make their own arrangements 
and agreements about compensation for retailers, if any.  In effect, DTSC is letting the 
market work this out. 
 
DTSC respectfully disagrees that the adoption and implementation of these regulations 
will result in the creation of substantial barriers to the California market.  Nor do the 
regulations result in DTSC taking over decision-making for consumers.  Rather, DTSC’s 
regulations specify the framework for manufacturers and others to evaluate the safety of 
the products they make available in California.  This should lead to safer products and 
foster advancement in the quest for safer products—one of the goals of California’s 
Green Chemistry Initiative.   
 
DTSC respectfully disagrees that the removal of the terms “under penalty of perjury” 
and “punishable offense” will substantially weaken DTSC’s enforcement of these 
regulations.  DTSC also disagrees that it has done little by way of enforcement of 
programs it oversees or administers.  In addition, DTSC notes that it still has its audit 
authority under Article 9 of these regulations as well as its broader enforcement 
authority under Chapter 6.5 of Division 20 of the Health and Safety Code.  That is the 
authorizing legislation was codified within Chapter 6.5.  Therefore, DTSC has the 
administrative, civil, and even criminal enforcement authority already set out in Chapter 
6.5 for violations of the regulations.  In addition, objections were made to these 
provisions as being beyond DTSC’s statutory authority.  While DTSC does not 
necessarily agree with that objection, it chose to resolve the question about its authority 
by removing the disputed provisions.  Again, DTSC did so confident that it retains ample 
enforcement authority for violations of these regulations.   
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DTSC respectfully disagrees that it should insert itself into the AA being conducted by a 
responsible entity for a Priority Product.  The appropriate time and mechanism for 
DTSC to conduct a Fiscal and Economic Impact Analysis is at the time it lists a product 
as a Priority Product.  DTSC will be listing products as Priority Products using the APA 
rulemaking process.  As such, DTSC will be preparing and releasing a Fiscal and 
Economic Impact Analysis at the time that it lists Priority Products.  DTSC is not 
abdicating its responsibilities for this task.  Rather, it is performing at an earlier stage in 
the implementation process than that urged by the commenter.   
 
DTSC maintains that a public comment period for the AA process is necessary to 
effectuate the purpose of the regulations.  More specifically, since responsible entities 
for products will be conducting AAs for their own products, there needs to be a check 
and balance on the quality of those AAs.  Ultimately, of course, DTSC will review the 
AAs and evaluate them for compliance with the standards in Article 5.  But, DTSC 
believes that by allowing interested parties with access to different sources of 
information to comment on the AAs, the AAs will be more rigorous and  comprehensive, 
as well as conform to higher ethical standards than they may otherwise without such a 
mechanism.  This mechanism also allows for greater transparency and public 
involvement in the regulatory process, which engenders confidence in the process and 
final outcome.  See Article 5 for a more expansive and detailed discussion of the public 
comment process for AAs.    
 
DTSC notes that the initial Candidate Chemicals list has been subject to extensive 
public comment.  Since the proposed Candidate Chemicals list is a provision within the 
regulations, it has been subject to the same three public comment periods (July 2012, 
January 2013, and April 2013) as have all of the provisions in the regulations.  In 
addition, DTSC has given very precise descriptions of which lists of chemicals issued by 
one or more authoritative organizations constitutes the Candidate Chemicals subject to 
these regulations.  Each of the 23 lists of chemicals and the criteria within them, if 
applicable, that led to a chemical being a Candidate Chemical is clearly set out in 
regulations text.  In addition, the basis for selecting each of these lists, a description of 
the work processes used by the authoritative organizations, and lengthy explanations 
are set out in the Initial Statement of Reasons (ISOR) for each of these lists.   
 
DTSC is not making any changes to the regulations in response to these comments. 

DTSC’s Compliance with Administrative Procedure Act’s Standards for Review 
 
Comments:  6-24, 13-12, 13-38, 33-2, 35-2, 35-3 
 
Comments Summary: 
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Comments on the Revised ISOR and Final Statement of Reasons (FSOR): 

• DTSC should have provided a Revised ISOR or FSOR with the current proposed 
regulations; 

• Absence of a Revised ISOR creates difficulties in understanding the basis for the 
revisions; any misunderstandings should be addressed in the FSOR; and 

• Issuing the Revised ISOR and the revised regulations separately results in public 
review of this complex and ambitious regulatory program in a piecemeal fashion, 
depriving the public of the opportunity to provide meaningful input on the 
regulations. 

 
Response: 
The commenters have a mistaken understanding of the function and APA requirements 
regarding the ISOR.  More specifically, the principal purpose of the ISOR is to give 
interested parties an understanding of the purpose and rationale for the provisions of 
the adopting agency’s initial regulatory proposal.  (Government Code section 
11346.2(b)(1))  The APA does not require that every revised iteration of proposed 
regulations be accompanied by an additional or Revised ISOR.  Rather, the APA 
requires that the adopting agency make the revised proposed regulations available for 
comment, and then respond to the comments submitted, as DTSC is doing here. 
(Government Code section 11346.9(a)(3))  Finally in this regard, the APA requires that 
the adopting agency submit an FSOR with the final rulemaking package submitted to 
the Office of Administrative Law.  (The summary of comments and responses to them is 
one of the required components of the FSOR submittal.)  DTSC will, of course, be 
complying with that requirement at the time it submits its final regulations package to the 
Office of Administrative Law.   
 
It is true that DTSC has undertaken various steps and processes under the APA at 
various times—as is expressly authorized under the APA.  DTSC has attempted to 
stage timing and flow of information and process steps so that interested parties are not 
overwhelmed and can fully participate.  DTSC is not making any changes to the 
regulations in response to these comments. 
 
Comments:  4-1, 13-3, 20-3, 20-4, 25-2, 27-1, 39-10, 42-2, 46-5, 55-2, 55-3, 65-6, 66-
2, 74-3, 75-3, 89-4 
 
Comments Summary: 
The following comments suggested that the regulations do not meet the clarity standard 
under the APA: 
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• Commenter has serious concerns that DTSC will not clearly identify Priority 

Products, clearly exclude replacement parts for products that are no longer being 
manufactured, or clearly show that no product will be subject to duplicative 
regulation; 

• DTSC has not identified product lists and allowed stakeholders to comment on 
those lists; 

• It is unclear if retailers and assemblers must submit Priority Products 
Notifications; 

• The definition of “manufacturer”, specifically the “capacity to specify” provision, 
fails the clarity standard; 

• It is unclear if DTSC will define regulatory programs that lead to exclusion under 
section 69501(b)(3)(a) or if regulated entities make this determination.  

• The proposed regulations are not written “in plain, straightforward language, 
avoiding technical terms as much as possible, and using a coherent and easily 
readable style”; and 

• “Product priority factors” and “product prioritization” are too broad and subjective 
for the regulated community to know and understand how this regulation will 
impact them.  DTSC must define substances and industries that would be 
impacted by the regulations.  

 
Response: 
In response to numerous public comments, DTSC has revised the definition of a 
“manufacturer” in the April 2013 draft of the proposed regulations.  The current definition 
reads “‘Manufacturer’ means any person who manufactures a product that is subject to 
the requirements of this chapter, or any person that controls the manufacturing process 
for, or specifies the use of chemicals to be included in, such a product.”  Therefore, the 
specific provision that was the subject of the objection has been rectified to eliminate 
the purported lack of clarity.   
 
Section 69501(b)(3) indicates that “this chapter does not apply to a consumer product 
that the Department determines is regulated by one or more federal and/or state 
regulatory program(s) and/or applicable treaties or international agreements with the 
force of domestic law…”  (Emphasis added).  As this text makes plain, DTSC will make 
the determination of whether a consumer product is so regulated.    
 
To the extent possible, DTSC has written these proposed regulations in language that is 
clear and easy to comprehend.  Due to the nature of the regulatory program these 
regulations set in place, DTSC was compelled to use scientific or technical language in 
some places.  For these sections, detailed explanations and rationale have been 
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provided in the ISOR, and in response to comments, and will be further provided in the 
FSOR.  
 
DTSC notes the fact that one cannot read the regulations and predict with complete 
certainty how all aspects of the regulations will play out when implemented is not a 
failure of the clarity standard.  Rather, the commenters are really arguing that there is a 
lack of “certainty” to some of the regulations.  While predictability and certainty are 
aspects of regulatory schemes that may be desirable in the abstract, they are not APA 
standards that must be met in order for the regulations to be valid and lawful.  In 
addition, there are competing values to predictability and certainty.  For instance, 
flexibility and ease of implementation are values that are not served well in many 
instances by rigid, formulaic, numerical approaches.  In developing the “Priority Product 
factors” and “product prioritization” process, DTSC adopted a more scientifically 
appropriate and flexible approach that outlines factors and criteria that DTSC will 
consider but without putting a rank order on the importance of these considerations or 
criteria.   
 
DTSC notes that the comments regarding the Priority Products list and Priority Product 
Notifications does not pertain to any change to the revised proposed regulations made 
in the January 2013 version.  Nonetheless, DTSC notes that these comments were 
previously responded to as part of the Responses to Comments document for the July 
2012 version of the proposed regulations.  See Article 3 of that document for a detailed 
discussion of this issue. 
 
Several of the comments amount to very vague allegations of a non-specific lack of 
clarity in the proposed regulations.  While DTSC would like to respond to these claims, 
the comments do not allow DTSC to respond in any meaningful fashion.   
 
DTSC is making no further changes to the regulations beyond the change noted to the 
definition of “manufacturer.”   
 
Comments:  3-1, 13-12, 13-39, 13-40, 33-24, 35-2 
 
Comments Summary: 
The commenters contend that the changes to the draft regulation were not sufficiently 
related to the original draft, and believe DTSC must release the revised regulations 
along with a statement of reasons for a forty-five (45) day notice and comment period 
along with a public hearing. 
 
Response: 
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DTSC respectfully disagrees.  No reasonable member of the directly affected public can 
credibly argue that these revisions could not have been anticipated.  The proposed 
regulations have been released in numerous draft forms, and the general regulatory 
structure created is largely unchanged.  All of the changes made in the January 2013 
version of the proposed regulations were essentially refinements to the July 2012 initial 
proposal or deletion of provisions.  In either case, any new concepts or requirements 
that were introduced could have been reasonably foreseen.  
 
The changes included in this draft are not so substantial as to require DTSC to provide 
a forty-five (45) day comment period.  This is because they are sufficiently related to the 
original text, and the public was therefore placed on notice that the changes could result 
from the proposed regulations.  Many of changes found in the January 2013 draft of the 
regulations were in response to DTSC agreeing with objections made in the public 
comments received on the July 2012 draft regulations.  As a result, DTSC was only 
required to provide a 15-day comment period on these post-hearing changes.  Despite 
this, DTSC still provided a 30-day comment period to give interested parties ample time 
to submit comments.  
 
In response to comments received on the January 2013 draft regulations, several 
provisions have been revised in the April 2013 draft regulations to clarify 
misunderstandings regarding their meaning.  Several of these revisions relate to 
provisions cited by commenters who thought a forty-five (45)-day comment period 
should be provided.  DTSC will now post the Final AA Report for comment, and review 
the public comments internally.  DTSC will then send issues that need to be further 
addressed to the responsible entity, and the responsible entity will revisit the Final AA 
Report to address the issues identified by DTSC.  The changes to the definition of 
“manufacture” will remain, though clarifying language has been added to the definition 
of “assemble” to address confusion expressed in these public comments.  Similarly, the 
call-in process was never intended to apply to products exempted from the definition of 
a consumer product, and clarifying language has been added to that section to address 
this misunderstanding as well.  See detailed discussion of the public comment process 
for AA Reports in Article 5 of this document.  See Article 1 of this Response to 
Comments document for a detailed discussion of the definitions noted.   
 
DTSC is making no changes to the regulations in response to these comments.  
 
Comments:  27-1, 33-18 
 
Comments Summary: 
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The following comments suggest that certain portions of the regulations exceed the 
authority given to DTSC by the authorizing statute: 

• The definition of “manufacturer” changes the entities that are considered 
“manufacturers” and therefore exceeds the authority given by the authorizing 
statute; and 

• The public comment requirement for the AA process does not contain any criteria 
or instruction, while AB 1879 requires DTSC to “ensure that the tools available 
are in a form that allows for ease of use…”  

 
Response: 
In response to numerous public comments, DTSC has revised the above-referenced 
sections in the April 2013 draft of the proposed regulations.  The new definition of 
“manufacturer” reads, “‘Manufacturer’ means any person who manufactures a product 
that is subject to the requirements of this chapter, or any person that controls the 
manufacturing process for, or specifies the use of chemicals to be included in, such a 
product.” (April 2013)  This definition is well within the statutory authority conferred on 
DTSC. 
 
Additionally, the procedure for accepting public comments within the AA process has 
been modified.  The April 2013 draft regulations explain that DTSC will post the Final 
AA for comment, and review the public comments internally.  DTSC will then send a list 
of issues that the responsible entity must further address in an AA Addendum or AA 
Report.  Therefore, responsible entities and interested parties know that not all 
comments will generate work for the responsible entities.  Instead, DTSC will mediate 
this comment process and ensure that irrelevant or irresponsible comments do not 
waste the time of the responsible entity writing the AA Reports.  See discussion of the 
public comment process for AAs in Article 5 of this Response to Comments document 
for a more expansive and detailed discussion of this topic.  DTSC is not making any 
changes to the regulations in response to these comments.   
 
Comments:  33-18, 35-17 
 
Comments Summary: 
The following comments suggest that certain portions of the regulations are not 
reasonably necessary to effectuate the purpose of the regulation: 

• The public comment requirement of the AA process; and 
• Section 69501.4(a)(2), since it requires entities to submit information and applies 

even to the six categories of products that are exempted from the definition of a 
consumer product in the authorizing statute. 
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Response: 
In response to numerous comments regarding the public comment requirement for the 
AA process, DTSC has revised these provisions in the April 2013 draft of the proposed 
regulations.  The public will be given an opportunity to comment on the Final AA Report, 
rather than the Preliminary AA Report.  In addition, DTSC will play a screening role 
regarding the comments.  That is, if DTSC determines, based on its review of the 
comments, that additional work is required on the AA, DTSC will notify the responsible 
entity of those issues that need to be addressed in an AA Report or AA Addendum.  
This is a departure from the previous approach in which the responsible entity had to 
consider all public comments made on the Preliminary AA Report.   
 
DTSC maintains that a public comment period for the AA process is necessary to 
effectuate the purpose of the regulations.  More specifically, since responsible entities 
for products will be conducting AAs for their own products, there needs to be a check 
and balance on the quality of those AAs.  Ultimately, of course, DTSC will review the 
AAs and evaluate them for compliance with the standards in Article 5.  But DTSC 
believes that by allowing interested parties with access to different sources of 
information to comment on the AAs, the AAs will be more rigorous and  comprehensive, 
as well as conform to higher ethical standards than they may otherwise without such a 
mechanism.  This mechanism also allows for greater transparency and public 
involvement in the regulatory process, which engenders confidence in the process and 
final outcome.  See Article 5 for a more expansive and detailed discussion of the public 
comment process for AAs.   
 
Section 69501.4(a)(2) was never intended to capture the six categories of products that 
are exempted from the definition of a “consumer product” in Health and Safety Code 
section 25251.  Accordingly, the text of that section was revised in the April 2013 
version of the regulations to clarify this misunderstanding.   As of the April 2013 version 
of the regulations, there is an express prohibition against DTSC requesting chemical or 
product information from responsible entities for statutorily excluded products.    
 
Comment:  33-23, 53-3, 56-1, 61-15 
 
Additional comments on the APA: 

• The AA guidelines are regulations requiring notice and comment; 
• Subject products and chemicals should be clearly stated in the draft regulation, 

and the regulatory impact must be assessed under Executive Order 12991; and 
• The initial Candidate Chemicals list needs to undergo further public notice and 

comment processes, such as will take place for additions to this list. 
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Response: 
DTSC respectfully disagrees.  The comment regarding the AA guidelines does not 
pertain to any of the change made to the regulations in the January 2013 version.   
Nonetheless, DTSC provides the following information.  
 
DTSC understands and appreciates the difference between enforceable regulatory 
requirements and non-binding guidance to the regulated community.  DTSC is planning 
to draft guidance materials in response to suggestions and requests from the GRSP 
and numerous other interested parties that it do so.  In addition, DTSC is informally 
working with other states, U.S. EPA and interested parties in developing the guidance 
material.  Guidance will not be static, but will be dynamic.  Thus, it can be responsive to 
the needs and wants of responsible entities.  Contrary to the implications of the above 
comments, development of guidance materials will not limit the ability of interested 
parties to comment on proposed guidance regarding AAs.  The guidance is a separate 
non-APA undertaking from writing regulations.   
 
In response to the second comment, please refer to miscellaneous comments under the 
“Procedural, Legal, and Overarching Issues” section of the July 2012 response to 
comments for a discussion of Executive Order 12991.  DTSC also notes that this 
comment does not relate to a change in the proposed regulations, and is outside of the 
scope of topics subject to public comments.   
 
In response to the third comment, DTSC notes that the initial Candidate Chemicals list 
has been subject to extensive public comment.  Since the proposed Candidate 
Chemicals list is a provision within the regulations, it has been subject to the same three 
public comment periods (July 2012, January 2013, and April 2013) as have all of the 
provisions in the regulations.  In addition, DTSC has given very precise descriptions of 
which lists of chemicals issued by one or more authoritative organizations constitutes 
the Candidate Chemicals subject to these regulations.  Each of the 23 lists of chemicals 
and the criteria within them, if applicable, that led to a chemical being a Candidate 
Chemical is clearly set out in regulations text.  In addition, the basis for selecting each of 
these lists, a description of the work processes used by the authoritative organizations, 
and lengthy explanations are set out in the ISOR for each of these lists.  DTSC is not 
making any changes to the regulations in response to these comments.    

Miscellaneous 
 
Comments:  13-41, 22-1, 24-1, 30-12, 39-3, 42-1, 45-1, 46-1, 46-45, 53-1, 55-1, 67-12, 
74-1, 74-2, 75-1, 75-2, 85-1, 88-21, 90-1 
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Comments Summary: 

The above listed comments either summarize the comments that have been included in 
a comment letter, incorporate previously submitted comment letters by reference, or 
incorporate the comments of another entity’s comment letter by reference.  

 
Response: 

Because all of the substantive comments that these comments are summarizing or 
incorporating have been responded to separately in this document or the July 2012 
Response to Comment document, DTSC is not providing any additional response to 
these comments. Any additional responses would be completely redundant.  DTSC is 
not making any changes to the regulations in response to these comments. 

 
Comments:  33-1, 71-2, 71-1, 72-1 
 
Comments Summary: 

The above listed comments expressed general support for the regulations.   

 
Response: 

DTSC appreciates these comments.  DTSC is not making any changes to the 
regulations in response to these comments. 

 
Comment:  76-10  
 
Comment Summary: 

The above listed comment urged DTSC to implement the regulations immediately and 
robustly to retain public support and protect the environment and public health. 

 
Response: 

DTSC appreciates this recommendation.  DTSC is not making any changes to the 
regulations in response to this comment. 
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CALIFORNIA ENVIRONMENTAL QUALITY ACT  
 
Category #1 – Potential Environmental Impacts of the Proposed Regulations 
 
Comment:  10-1 
 
Comment Summary:  
The Department of Toxic Substances Control (DTSC) must complete a proper California 
Environmental Quality Act (CEQA) review before the regulations move forward and not 
at some unknown future point because the regulations will have a significant 
environmental impact by creating a disincentive for manufacturers to use recycled 
feedstock and deterring efforts to increase paper recovery in California and nationwide.  
DTSC's suggested future environmental review does not excuse DTSC's requirement to 
adequately analyze the reasonably foreseeable significant environmental effects of the 
proposed regulation.    
 
Response:  
As DTSC understands this comment, it asserts that the proposed project—regulations 
which will guide future rulemakings addressing specific chemicals and products—will 
impact the environment because these as-yet undefined future regulations for 
unidentified chemicals and products might create a disincentive for manufacturers to 
use recycled feedstock and deter paper recovery efforts. 
 
DTSC is well aware of the need to analyze reasonably foreseeable impacts of its 
regulatory activities under CEQA, including the present rulemaking.  Indeed, the 
purpose of the proposed regulations is ultimately to benefit the physical environment, 
protect public health, and minimize harm through redesign, reformulation, 
manufacturing process redesign, phase-out of harmful chemicals and/or removal of 
harmful chemicals in consumer products.  However, at this point in the rulemaking, the 
alleged impacts of reformulation and redesign on the environment are too speculative to 
be considered reasonably foreseeable.  (See CEQA Guidelines, § 15064, subd. (d)(3).) 
The proposed regulations “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 & Safety Code § 25252, subd. (a).) Because the impacts 
of reformulation will differ depending on which chemical and which product may be 
reformulated or otherwise modified (in addition to any other action that may be taken as 
a result of the Alternatives Analysis (AA)), the speculative concerns about future actions 
by regulated entities are too vague and imprecise at this juncture for any meaningful 
environmental assessment.  (See Laurel Heights Improvement Assn. v. Regents of 
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University of California (1988) 47 Cal.3d 376, 398; Kaufman & Broad–South Bay, Inc. v. 
Morgan Hill Unified School Dist. (1992) 9 Cal.App.4th 464, 475–476.) 
 
Under CEQA, an indirect physical change to the environment shall be considered only if 
it is reasonably likely to occur. (Guidelines, § 15064, subd. (d)(3).) At the point of this 
rulemaking, any potential impact to the public demand for recycled feedstock is far too 
speculative to be considered reasonably foreseeable. (Ibid.) It is not yet known if any of 
the Priority Products will ever be a paper product or include a Chemical of Concern 
used in paper products.  The impacts of reformulation on the environment will differ 
depending on what chemical and which product are being reformulated.  Again, those 
chemicals and products will not and cannot be known until they are identified as part of 
a Priority Products rulemaking at a later stage of implementation of these regulations. 
 
DTSC will consider the need to conduct appropriate environmental review when 
chemical-product specific regulations are proposed for the identification of Priority 
Products.  The fact that DTSC is relying on a Notice of Exemption for this rulemaking 
does not foreclose DTSC from conducting environmental review when some other more 
specific regulatory action is proposed in the future.   
 
DTSC is not making any changes to the regulations in response to this comment. 
 
Comments:  61-16, 61-17, 61-18 
 
Comments Summary:  
The regulations are not merely a “process” and will impact the physical environment in 
many ways and require environmental review and a full multimedia life cycle analysis 
under California Health and Safety Code section 25252.5. 
 
The regulatory program is broad and complex and a multimedia life cycle analysis is a 
necessary safeguard to ensure that the regulations do not result in unexpected and 
significant adverse impacts.  DTSC’s recommendation against a multimedia evaluation 
punts on the question of whether there will be significant adverse impacts because it 
states that the regulations merely set up a “process” that does not “focus on any specific 
product-chemical combination.” 
 
The regulations themselves may impact the environment because they seek a 
fundamental restructuring in how consumer products are made, which has significant 
implications for manufacturing materials and waste, patterns of use and disposal, and 
other aspects that will affect the physical environment.  There may be potential impacts 
from sending consumer products to landfills or recycling centers.  Surface waters or 
publicly owned treatment works could be impacted by rinsing or cleaning consumer 
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products with water.  Off gassing from consumer products could result in impacts to 
indoor air quality or inhalation of chemicals in consumer products.  Dermal contact with 
consumer products, or even young children ingesting consumer products by licking their 
toys, could lead to public health impacts.  Disposal of consumer products may impact 
soil and potentially groundwater.  
 
Just because DTSC intends regulations to improve public health and the environment, 
and may have as a goal reducing the hazard of chemicals used in consumer products, 
does not mean the regulations will not have a significant adverse impact on public 
health or the environment.  
 
Response:  
As DTSC understands this comment, it asserts that the proposed process regulations, 
which are intended to guide future rulemakings addressing specific chemicals and 
products, will have an impact on the environment because these as-yet undefined future 
regulations for unidentified chemicals and products might have all kinds of unintended 
impacts to the environment (impacts to landfills, recycling centers, impacts to surface 
waters or publicly owned treatment facilities, impacts to air quality, public health 
impacts, and soil and groundwater contamination). 
 
DTSC is well aware of the need to analyze reasonably foreseeable impacts of its 
regulatory activities under CEQA, including the present rulemaking.  Indeed, the 
purpose of the proposed regulations is ultimately to benefit the physical environment, 
protect public health, and minimize harm through redesign, reformulation, 
manufacturing process redesign, phase-out of harmful chemicals and/or removal of 
harmful chemicals in consumer products.  However, at this point in the rulemaking, the 
alleged impacts of reformulation and redesign on the environment are too speculative to 
be considered reasonably foreseeable.  (See CEQA Guidelines, § 15064, subd. (d)(3).) 
The proposed regulations “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 & Safety Code § 25252, subd. (a).) Because the impacts 
of reformulation will differ depending on what chemical and which product may be 
reformulated or otherwise modified (in addition to any other action that may be taken as 
a result of the AA), the speculative concerns about future actions by regulated entities 
are too vague and imprecise at this juncture for any meaningful environmental 
assessment.  (See Laurel Heights Improvement Assn. v. Regents of University of 
California (1988) 47 Cal.3d 376, 398; Kaufman & Broad–South Bay, Inc. v. Morgan Hill 
Unified School Dist. (1992) 9 Cal.App.4th 464, 475–476.) 
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Under CEQA, an indirect physical change to the environment shall be considered only if 
it is reasonably likely to occur. (Guidelines, § 15064, subd. (d)(3).) At the point of this 
rulemaking, the potential impacts described by the commenter are far too speculative to 
be considered reasonably foreseeable. (Ibid.) The impacts of reformulation on the 
environment will differ depending on what chemical and which product are being 
reformulated.  Again, those chemicals and products will not and cannot be known until 
they are identified as part of a Priority Products rulemaking at a later stage of 
implementation of these regulations.  Until Priority Products are identified, the nature 
and extent of any potential impacts that may result from any changes in its 
manufacturing process are purely speculative.  
 
Finally, the Environmental Policy Council (Council) met on February 28, 2013, and 
conclusively determined that “the regulations will not have any significant adverse 
impact on public health or the environment.”  Because of this determination by the 
Council, DTSC is exempt from the Health and Safety Code section 25252.5 requirement 
to submit a multimedia evaluation to the Council for review prior to adopting the 
regulations.  DTSC prepared a report on the need for a multimedia evaluation of the 
Safer Consumer Products Regulations and determined that the regulations would not 
result in any significant adverse impact on public health or the environment.  The 
Council, consisting of the Secretary for Environmental Protection, the Chairman of the 
California Air Resources Board, the Chairman of the State Water Resources Control 
Board, the Directors of the Office of Environmental Health Hazard Assessment, DTSC, 
the Department of Pesticide Regulation, and the Department of Resources Recycling 
and Recovery on behalf of the California Environmental Protection Agency issued a 
resolution in February, 2013 that conclusively determined that the proposed regulations 
would not have significant impact on public health or the environment.  The pertinent 
aspects of those findings are briefly summarized below: 

• If the Council finds during an initial evaluation of the proposed regulations and 
conclusively determines that the proposed regulations will not have any 
significant adverse impact on public health or the environment that a multimedia 
life cycle evaluation is not required; 

• The Council essentially found that the proposed regulations would fulfill the intent 
of the legislation by its design that includes the processes needed to achieve 
safer consumer products; 

• Multimedia considerations are included throughout the proposed regulations by 
requiring a comparative life cycle evaluation of an expansive list of potential 
public health (including worker health) and multimedia environmental impacts, 
potential waste and end-of-life effects and exposure potential factors during both 
the prioritization and alternatives analysis processes; 
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• DTSC’s proposed regulations will not affect any specific chemicals or products, 

and therefore will not result in any direct physical impacts to public health or the 
environment; 

• DTSC’s eventual implementation of the proposed regulations may result in 
potential impacts to public health or the environment; however, because it is 
impossible for the Council to know at this time what chemicals in which products 
might be affected by a future action by DTSC in accordance with the regulations, 
any such potential public health or environmental impacts are speculative and 
not reasonably foreseeable; 

• The proposed regulations include provisions that will assist DTSC in evaluating 
whether any of its potential chemical-specific or product-specific actions to 
implement the regulations may have a significant adverse effect on public health 
or the environment; 

• Health and Safety Code section 25252.5, subdivision (g), defines a “multimedia 
life cycle evaluation” as “the identification and evaluation of a significant adverse 
impact on public health or the environment, including air, water, or soil, that may 
result from the production, use, or disposal of a consumer product of consumer 
product ingredient”; 

• Requiring DTSC to prepare a multimedia life cycle evaluation, as defined above, 
of the proposed regulations without identifying any specific consumer products 
would not result in any meaningful information or analysis for the Council to 
consider; 

• If DTSC, in finalizing its Safer Consumer Products regulations fundamentally 
alters the regulations in such a manner that the regulations directly affect specific 
consumer products, DTSC shall re-submit its regulations to the Council; and 

• The Council conducted a public meeting on February 28, 2013 to receive written 
and oral comments from interested parties on whether the Council should 
conclusively determine that the regulation will not have any significant adverse 
impact on public health or the environment.  

 
Having considered the above, the Council conclusively determined that the regulations 
will not have any significant adverse impact on public health or the environment.  DTSC 
will consider the need to conduct appropriate environmental review when chemical-
specific regulations are proposed.  The fact that DTSC is relying on a Notice of 
Exemption for this rulemaking does not foreclose DTSC from conducting environmental 
review when some other more specific regulatory action is proposed in the future.   
 
DTSC is not making any changes to the regulations in response to these comments.   
 
Comment:  55-2  
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Comment Summary:  
“The Trade Association [Note: as in original, the commenter did not identify which trade 
association’s comments to which it was referring.]  Comments elaborate on these 
fundamental flaws and provide specific citations and examples to help DTSC 
understand why the Proposed Regulations have not met the requirements of the 
Administrative Procedures (sic) Act nor (sic) the California Environmental Quality Act.  
Specifically, DTSC has failed to draft the regulations “in plain, straightforward language, 
avoiding technical terms as much as possible, and using a coherent and easily readable 
style." Government Code § 11346.2(a)(l).”   
 
Response:  
As noted briefly above, this comment does not identify which trade association’s 
comments it is echoing.  Nor does it indicate at all how DTSC’s actions purportedly fail 
to comply with CEQA.  Accordingly, DTSC cannot provide any further response to this 
comment.  DTSC is not making any change to the regulations in response to this 
comment.  
 
Category #2 – Initial Study and Programmatic Environmental Impact report (EIR) 
Required  
 
Comment:  56-1 
 
Comment Summary:  
The commenter has reviewed the comments submitted to DTSC by the Orange County 
Business Council (copy attached).  The commenter agrees with and endorses those 
comments.  The commenter requests that DTSC undertake additional analysis before 
promulgating final regulations, including: development of an EIR as required by CEQA.   
  
Response:  
DTSC maintains that the proposed regulations fall within the list of exempt categories or 
classes of projects that have been determined by the State Resources Agency not to 
have a significant effect on the environment and therefore, further environmental review 
is not necessary.  (See Apartment Assn. of Greater Los Angeles v. City of Los Angeles 
(2001) 90 Cal.App.4th 1162 [agency not required to conduct initial study before declaring 
project exempt from CEQA review].)  
 
DTSC is well aware of the need to analyze reasonably foreseeable impacts of its 
regulatory activities under CEQA, including the present rulemaking.  Indeed, the 
purpose of the proposed regulations is ultimately to benefit the physical environment, 
protect public health, and minimize harm through redesign, reformulation, 
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manufacturing process redesign, phase-out of harmful chemicals and/or removal of 
harmful chemicals in consumer products.  However, at this point in the rulemaking, the 
alleged impacts of reformulation and redesign on the environment are too speculative to 
be considered reasonably foreseeable.  (See CEQA Guidelines, § 15064, subd. (d)(3).) 
The proposed regulations “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 & Safety Code § 25252, subd. (a).)  Because the impacts 
of reformulation will differ depending on what chemical and which product may be 
reformulated or otherwise modified (in addition to any other action that may be taken as 
a result of the AA), the speculative concerns about future actions by regulated entities 
are too vague and imprecise at this juncture for any meaningful environmental 
assessment.  (See Laurel Heights Improvement Assn. v. Regents of University of 
California (1988) 47 Cal.3d 376, 398; Kaufman & Broad–South Bay, Inc. v. Morgan Hill 
Unified School Dist. (1992) 9 Cal.App.4th 464, 475–476.)  DTSC will consider the need 
to conduct appropriate environmental review when implementing the regulations.  
Simply because DTSC is proceeding with a Notice of Exemption at this rulemaking does 
not foreclose DTSC from preparing a programmatic environmental review if and when it 
is appropriate in the future. 
 
DTSC is not making any changes to the regulations in response to this comment.  
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 ECONOMIC AND FISCAL IMPACT STATEMENT  
 
Comments Outside of the Scope of this Comment Period Previously Addressed in 
the Response to Comments for the July 2012 Version of the Regulations 
 
The Standard Form 399 and the Economic and Fiscal Impact Statement are inadequate 
and do not comply with the Administrative Procedure Act (APA). 
 
Comments:  10-2, 12-1, 20-1, 35-2, 35-4, 46-42, 56-1, 61-1, 61-2, 61-3, 61-7, 67-1 
 
Comments Summary: 
The above comments assert that the Department of Toxic Substances Control (DTSC) 
failed to comply with the APA because DTSC failed to attach a meaningful and thorough 
analysis of the Economic and Fiscal Impact of the Safer Consumer Products 
regulations.  Some of the comments assert that Attachment 2, “Economic Analysis of 
California’s Green Chemistry Safer Consumer Products Regulations” did not attempt to 
provide costs to implement the regulations, was deficient and too narrow in its 
perspective of potential impacts to businesses. 
 
Response: 
These comments are outside the scope of this public comment period because DTSC 
has not made any changes to its Economic and Fiscal Impact documents since the 
version issued with the proposed regulations in July 2012.  Nevertheless, DTSC directs 
the commenters to the discussion “ECONOMIC AND FISCAL IMPACT STATEMENT 
GENERAL”, Form 399 and Economic and Fiscal Impact Statement Does Not Comply 
with the Administrative Procedure Act,” in the Response to Comments document for the 
July 2012 version of the regulations. 
 
The Economic and Fiscal Impact Statement does not discuss how small, medium, and 
large businesses will be impacted. 
 
Comment:  20-1 
 
Comment Summary: 
The above comment asserts that the Economic and Fiscal Impact State is inadequate 
because it does not provide any meaningful information on how small, medium, and 
large businesses will be impacted by the Safer Consumer Products regulations. 
 
Response: 
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This comment is outside the scope of this public comment period because DTSC has 
not made any changes to its Economic and Fiscal Impact documents since the version 
issued with the proposed regulations in July 2012.  Nevertheless, DTSC directs the 
commenter to the discussions “Estimated Private Sector Cost Impacts”, “Number and 
Type of Businesses Impacted” and “Number or percentage of total businesses impacted 
that are small businesses,” in the Response to Comments document for the July 2012 
version of the regulations. 
 
DTSC acknowledges that the Safer Consumer Products regulations will affect and 
reduce both in-state and out-of-state jobs. 
 
Comment:  67-2 
 
Comment Summary: 
This comment expresses concerns about the revised Safer Consumer Products 
regulations because as acknowledged by DTSC, the Safer Consumer Products 
regulations will affect and reduce both in-state and out-of-state jobs. 
 
Response: 
This comment is outside the scope of this public comment period because DTSC has 
not made any changes to its Economic and Fiscal Impact documents since the version 
issued with the proposed regulations in July 2012.  Nevertheless, DTSC directs the 
commenter to the discussion “Estimated Private Sector Cost Impacts, Number of 
Businesses that will be Created or Eliminated/Number of Jobs that will be Created or 
Eliminated,” in the Response to Comments document for the July 2012 version of the 
regulations. 
 
Further, the January 2013 and April 2013 versions of the Safer Consumer Products 
regulations only establish the processes that DTSC will follow to identify Candidate 
Chemicals, list Priority Products, and impose regulatory responses.  The January 2013 
and April 2013 versions of the revised Safer Consumer Products regulations also 
establish the processes that businesses must follow if one of their products is identified 
as a Priority Product.  The January 2013 and April 2013 versions of the Safer Consumer 
Products regulations do not require businesses to take any actions and therefore no 
jobs would be lost if either the January 2013 or April 2013 versions of the Safer 
Consumer Products regulations were adopted. 
 
DTSC does not adequately address the harm to businesses from the loss of intellectual 
property. 
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Comment:  61-13 
 
Comment Summary: 
This comment expresses the concern that the costs to businesses from the Safer 
Consumer Products regulations will be enormous while the benefits may be minimal but 
the harm from the loss of intellectual property is real. 
 
Response: 
This comment is outside the scope of this public comment period because DTSC has 
not made any changes to its Economic and Fiscal Impact documents since the version 
issued with the proposed regulations in July 2012.  Nevertheless, DTSC directs the 
commenter to the discussion “ESTIMATED COSTS, What are the Total Statewide 
Costs that Businesses and Individuals May Incur to Comply with This Regulation Over 
its Lifetime?”  For a detailed discussion of trade secret implications of the proposed 
Safer Consumer Products Regulations, please refer to the “Procedural, Legal, and 
Overarching Issues” portion of the Response to Comments document for the July 2012 
version of the regulations. 
 
COMMENTS OUTSIDE OF THE SCOPE OF THIS COMMENT PERIOD NOT 
ADDRESSED IN THE RESPONSE TO COMMENTS FOR THE JULY 2012 VERSION 
OF THE REGULATIONS 
 
Compliance with Senate Bill 617, Chapter 496, Statutes of 2011 
 
Comments:  20-1, 46-43, 46-44 
 
Comments Summary: 
These comments express concerns that DTSC does not believe it has to prepare a 
thorough Economic and Fiscal Impact Statement compliant with Senate Bill 617 for the 
proposed Safer Consumer Products regulations because they are process regulations 
or that DTSC will not prepare a thorough Economic and Fiscal Impact Statement 
compliant with Senate Bill 617 for the first five Priority Products. 
 
Response: 
This comment is outside the scope of this public comment period because DTSC has 
not made any changes to its Economic and Fiscal Impact documents since the version 
issued with the proposed regulations in July 2012.   
 
However, DTSC will be submitting a revised Standard Form 399 (Std. Form 399) and 
Economic and Fiscal Impact Statement based for the April 2013 version of the Safer 
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Consumer Products Regulations to the Office of Administrative Law.  This Revised Std. 
Form 399 was made available for a 15-day public comment period.  In the revised Std. 
Form 399, DTSC indicates that the cost to businesses for complying with the April 2013 
version of the Safer Consumer Products regulations is minimal because the Safer 
Consumer Products regulations will not require businesses to take any actions.  Rather, 
the Safer Consumer Products regulations: establish the initial universe of Candidate 
Chemicals; authorize DTSC to send information requests to responsible entities; and 
establish the standards to be employed later for product prioritization by DTSC, 
conducting AAs.  DTSC will comply with the APA when it lists Priority Products.  DTSC 
will prepare Economic and Fiscal Impact Statements for all proposed Priority Product 
regulations, including the first five priority products, compliant with Senate Bill 617.  
DTSC is making no change to the regulations in response to this comment. 
 
DTSC should have conducted case studies or done beta testing of the Safer Consumer 
Products Regulations before finalizing the regulations. 
 
Comments:  41-11, 41-41 
 
Comment Summary: 

These comments expressed concerns that DTSC should have conducted case studies 
or done beta testing of the AA processes to determine if the timelines or the costs for 
completing the Alternative Analyses (AA) were achievable and reasonable. 

 
Response: 

This comment is outside the scope of this public comment period because DTSC has 
not made any changes to its Economic and Fiscal Impact documents since the version 
issued with the proposed regulations in July 2012.   

 
The January 2013 and April 2013 versions of the Safer Consumer Products regulations 
limit DTSC’s initial listing of Priority Products to no more than five (5) products.  In 
addition to requiring DTSC to complete an Economic and Fiscal Impact analysis for 
each of the priority products, by limiting the initial list of priority products, DTSC will gain 
real-life experience in implementing the regulations and will be able to use that 
information to determine if revisions, if any, are needed to the adopted Safer Consumer 
Products regulations.  DTSC is making no changes to the regulations in response to 
these comments. 
 
DTSC did not complete an economic and fiscal analysis of DTSC preparing the AA 
Reports as an alternative to the proposed Safer Consumer Products Regulations. 
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Comment:  41-3 
 
Comment Summary: 
This comment expresses the opinion that DTSC should have had as an alternative to 
the Safer Consumer Products regulations an option for DTSC to conduct the AA for the 
Priority Product.  The comment states that this alternative could be more cost effective.  
 
Response: 
This comment is outside the scope of this public comment period because DTSC has 
not made any changes to its Economic and Fiscal Impact documents since the version 
issued with the proposed regulations in July 2012.   
 
However, the comment is correct that DTSC did not include as an alternative to the 
Safer Consumer Products regulations the option that DTSC conduct the AA for the 
Priority Product.  Various interested parties made this suggestion before DTSC 
undertook this current rulemaking under the APA.  DTSC determined very early on that 
it lacked the capacity to conduct AAs itself.  DTSC does not have a sufficient number of 
staff to do this work, is far less familiar with consumer products than those who make 
those products, and does not have experience directly undertaking this type of work.  
However, DTSC does provide an option in the Safer Consumer Products regulations for 
responsible entities to work together collaboratively as a consortium or other 
collaboration to perform an AA.  DTSC is making no change to the regulations in 
response to this comment. 
 
The regulations impose burdens on the import of goods into California. 
 
Comment:  47-26 
 
Comment Summary: 
This comment quotes various statements in Attachment 2, “Economic Analysis of 
California’s Green Chemistry Safer Consumer Products Regulations” concerning costs 
to businesses and potential benefits to California firms and concludes that California 
lacks the authority to affect the import of goods into California in a manner that benefits 
California businesses. 
 
Response: 
This comment is outside the scope of this public comment period because DTSC has 
not made any changes to its Economic and Fiscal Impact documents since the version 
issued with the proposed regulations in July 2012.   
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For a detailed discussion of the Interstate Commerce implications of the proposed 
regulations, please refer to the “Procedural, Legal and Overarching Issues” portion of 
the Response to Comments document for the July 2012 version of the regulations.  The 
heading “Interstate Commerce” identifies the pertinent portion.   
 
Economic impacts of the Safer Consumer Products regulations could be very different 
than the impacts assumed in Attachment 2, “Economic Analysis of California’s Green 
Chemistry Safer Consumer Products Regulations.” 
 
Comment:  61-4 
 
Comment Summary: 
This comment concludes that the economic impacts of the Safer Consumer Products 
regulations could be very different from what is assumed in Attachment 2, “Economic 
Analysis of California’s Green Chemistry Safer Consumer Products Regulations” 
concerning product labeling and provides, as an example, to support this conclusion the 
defeat of the genetic labeling proposition in the 2012 election. 
 
Response: 
This comment is outside the scope of this public comment period because DTSC has 
not made any changes to its Economic and Fiscal Impact documents since the version 
issued with the proposed regulations in July 2012.   
 
DTSC could do a prospective assessment of the draft green chemistry regulations. 
 
Comment:  61-5 
 
Comment Summary: 
The comment states that there is a history of evaluating the economic impacts of 
environmental regulations and provides the as an example the costs associated with 
pesticide regulation. 
 
Response: 
This comment is outside the scope of this public comment period because DTSC has 
not made any changes to its Economic and Fiscal Impact documents since the version 
issued with the proposed regulations in July 2012.   
 
DTSC notes, however, that it will be evaluating the economic impacts of the Priority 
Products listings in the Priority Product listing regulations.  Since DTSC will know the 
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specific products and the Chemicals of Concern related to those products, a more 
detailed assessment of the economic impacts can be prepared.  DTSC is making no 
changes to the regulations in response to this comment. 
 
DTSC does not possess a meaningful process for assessing the economic impacts of 
priority products. 
 
Comment:  61-6 
 
Comment Summary: 
The comment expresses the concern that DTSC cannot adequately assess the 
economic impacts of Priority Products since DTSC lacked a process for preparing a 
sufficient economic analysis of the July 2012 version of the Safer Consumer Products 
regulations.  The comment states that DTSC should develop a process to conduct an 
economic analysis of Priority Products. 
 
Response: 
This comment is outside the scope of this public comment period because DTSC has 
not made any changes to its Economic and Fiscal Impact documents since the version 
issued with the proposed regulations in July 2012.   
 
DTSC will prepare the economic impacts consistent with any regulations adopted by the 
Department of Finance as required by SB 617, Chapter 496/Statutes of 2011.  DTSC is 
making no changes to the regulations in response to this comment.  
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51-10, 299 
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53-3, 398 
53-4, 39 
53-5, 111 
53-6, 157 
53-7, 151 
53-8, 157 
53-9, 177 
53-10, 223 
53-11, 228 
53-12, 299 
53-13, 294 
53-14, 313 
53-15, 324 
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53-17, 365 

54 

54-1, 59 
54-2, 66, 68 
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63-11, 362, 368, 372 
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63-15, 338 
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