
(IC)1-Sanitation Districts of Los Angeles County 
 
The list is referenced in the diagram for the overview of the Safer Consumer Products Regulations on the DTSC website with the 
concentric circles, with the COC to be 3000+.  It was also mentioned at the Green Chem Session of the Environmental Summit in 
San Diego on 11/9 where Director Raphael spoke.   
 
CEC is Chemicals of Emerging Concern referenced in the Water Reuse Policy of the State Waterboards. 
 
The list of lists is likely a consolidated compilation of chemicals under the lists under Section 69502.2 (1).  You may have the list of 
lists handy. 
 
 
-----Original Message----- 
From: Charles Corcoran [mailto:ccorcora@dtsc.ca.gov]  
Sent: Tuesday, November 29, 2011 1:11 PM 
To: Jeffrey Woled; Lo, Philip 
Cc: Herbeck, Chris 
Subject: Re: Inquiry of List of Lists for CECs 
 
 
Where are you finding reference to the list? 
What does CEC stand for?  
 
Charles Corcoran 
Office of Policy 
Department of Toxic Substances Control 
P.O. Box 806 
Sacramento, California  95812-0806 
916-327-4499 
 
 
>>> "Lo, Philip" <PLo@lacsd.org> 11/29/2011 12:48 PM >>> 
Do you have a list of the 3,000 CECs that we can see which chemicals are on it? 
  
The State WRCB CEC panel for water reuse recommends the monitoring of the following chemicals.  I would like to check if they are 
on the list of lists. 
 
* 17b-estradiol 
* Triclosan 
* Caffeine 
* NDMA (N-nitrosoDiMethylAmine) 
* 1,2,3-Trichloropropane 
* Hydrazine, and 
* Quinoline. 
 
Also for general interest, is BPA (BisPhenol A) on the list? 
  
I do not mean to have you spend the time looking over chemical names.  Just only if you have the information handy.  Thanks. 
  
Philip Lo, D Env. PE 
Senior Engineer, 
Sanitation Districts of Los Angeles County 
562-908-4288 x2912 and 909-489-3998 cell. 
 
 
 



(IC)2- Regulatory & Technical Affairs American Chemistry Council  
 
Hello: 
Please accept the following question for the Safer Consumer Product Regulation Public Workshop, Monday, December 5th: 
 
 
-          It is imperative that DTSC communicate information regarding the chemicals of concern in context, therefore, how does 
DTSC plan to communicate to the public the initial list of Chemicals of Concern? 
 
Thank you for the opportunity to comment. 
 
Regards, 
Emily Kolarik 
 
Emily Kolarik - Manager, Regulatory & Technical Affairs 
American Chemistry Council |700 2nd Street NE |Washington, D.C.|20002 
Phone:  202-249-6127 
 
Check out our new website: www.americanchemistry.com<http://www.americanchemistry.com/> 
 
+++++++++++++++++++++++++++++ This message may contain confidential information and is intended only for the 
individual named. If you are not the named addressee do not disseminate, distribute or copy this email. Please notify the sender 
immediately by email if you have received this email by mistake and delete this email from your system. E-mail transmission cannot 
be guaranteed to be secure or error-free as information could be intercepted, corrupted, lost, destroyed, arrive late or incomplete, 
or contain viruses. The sender therefore does not accept liability for any errors or omissions in the contents of this message which 
arise as a result of email transmission. American Chemistry Council, 700 - 2nd Street NE, Washington, DC 20002, 
www.americanchemistry.com 
 



(IC)3- Californians for a Healthy & Green Economy (CHANGE) 
 
On behalf of Californians for a Healthy and Green Economy (CHANGE), we would appreciate it if the following questions could be 
addressed at the 12/5/11 public workshop on the informal draft regulations for Safer Consumer Products. 
 
1.  Please explain how cumulative exposure will be measured in the context of the de minimis level. 
 
2.  Will the formal draft regs say anything about how the “guidance documents” for AAs will be developed by DTSC, including a 
timeline? 
 
3.  Please clarify how nano-materials will be addressed in these regulations. 
 
4.  What is the justification for the narrowness of product categories to be considered?  The program will start with 2-5 product 
categories – the two draft examples given at the GRSP were BPA in teething rings and formaldehyde in nail polishes.  The process 
will likely take more than 3 years if all runs smoothly.  Is this the pace of output we should expect as the program runs into the 
future? 
 
5.  How will the lack of transparency in the AA process build public confidence in program?  This is a crucial component for a 
successful program. 
 
Respectfully submitted, 
 
Davis Baltz, MS 
Commonweal 
PO Box 316 
Bolinas CA  94924  USA 
510-848-2714 
510-883-9493 fax 
dbaltz@igc.org  
www.commonweal.org  
 
-- 
 



(IC)4- California Chamber of Commerce  
 
Good Afternoon, 
 
Enclosed and attached please find a list of questions for the Safer Consumer Products informal draft regulation for the upcoming 
December 5th workshop. 
 
Questions for DTSC - Safer Consumer Products - Informal Draft Regulations 
 
 
1.       Section 69504 (Applicability and Petition Contents) identifies a petition process for adding a chemical on the COC list.  
Section 69504.1 (Technical Review of Petitions) lacks a public process or a formal notification to the public about any petitions that 
DTSC may receive.  How will the public be informed of the chemicals that are going through the petition process?  Also, there is not 
a detailed process in the regulation for removing a chemical from the COC list. WHY? And will DTSC be amending the regulation to 
include such a process? 
 
2.       The summary of the informal draft regulation states that 'DTSC anticipates that the initial list of Priority Products will include 
2 to 5 products.'  This is absent in the actual draft regulation.  Why?  For clarification purposes, does DTSC plan to incorporate the 
summary statement (above) in the regulation? 
 
3.       Small business flexibilities/accommodations?  What if any will be afforded to the small business/manufacturers that may lack 
the infrastructure/resources of their larger competitor - particularly when it comes to completing the Alternatives Assessment.   How 
does DTSC plan to mitigate the cost/time impact for small businesses in the AA process, and or other costs associated with 
compliance? 
 
4.       Does DTSC plan to have a metric for screening economic impacts resulting from the regulation?  Costs of not only replacing 
chemicals but also what the alternatives will mean in terms of cost for consumers? 
 
Please let me know if you have any questions/concerns. 
 
Thank You! 
 
brenda m. coleman 
Policy advocate 
climate change & environmental regulation 
california chamber of commerce 
p. 916.444.6670 f. 916.325.1272 
w. www.calchamber.com e. brenda.coleman@calchamber.com  
 
[sig] 
This email and any attachments may contain material that is confidential, privileged and for the sole use of the intended recipient.  
Any review, reliance or distribution by others or forwarding without express permission is strictly prohibited.  If you are not the 
intended recipient or have reason to believe you are not the intended recipient, please reply to advise the sender of the error and 
delete the message, attachments and all copies. 
 



(IC)5- Marjorie MartzEmerson 
 
Please provide clarification on the following points at the upcoming workshop on Dec 5: 
 
 
1.       Please clarify how the terms "component" and "product" will be used within the context of listing a priority product.  At what 
level will notification from the manufacturer be required for each type? 
Examples:  a generic component (e.g., a power cord), a generic product type (e.g., telephone), a product type that contains a 
specific CoC (e.g., paper containing chemical A), or a subgroup of products (e.g., toluene-based coatings) 
 
2.       The de minimis exemption, Section 69503.4.  Please clarify how the following scenario would be treated within the 
regulation- 
A manufacturer does not intentionally use the chemical of concern listed for a priority product (although the CoC may be present as 
a contaminant below the de minimis level).  The priority product contains other CoCs that exhibit the same hazard trait or 
environmental/toxicological endpoint and mode of action above the de minimis level. 
 
a.       Would the manufacturer be required to submit any type of notification? 
 
b.      Would the manufacturer be required to submit an AA because the other CoCs preclude a de minimis exemption? 
 
c.       Would the AA specifically address the other CoCs in the absence of the target CoC for which the product was listed? 
 
Thank you for your kind assistance, 
 
Marjorie MartzEmerson 
 



(IC)6- American Cleaning Institute 
 
I have two questions I would like to see addressed during the workshop: 
 
 
 *   Section 69501.3(a)(2) states that the requirements of the chapter may be fulfilled by a consortium, trade association or public-
private partnership.  Such entities are typically governed by strict antitrust statutes and yet many provisions of the SCP regulations, 
especially the preparation of the alternatives assessment, would likely raise antitrust concerns by relevant regulators.  Is the 
Department able to shield these consortium/associations/partnerships from potential antitrust investigation/prosecution so as to 
maximize their potential in this regulatory process? 
 *   Previous version of the SCP regulations contemplated substitution of the chemical of concern in a product by other chemical(s) 
as the sole alternative(s) to be considered.  In this draft regulation, the definition of "Alternative" in 69501.2(a)(9) also includes 
product redesign measures that would lead to exposure and risk mitigation.  Many of the components required by the Alternatives 
Assessment Report may not be relevant for these kinds of engineering controls.  Can the Department consider some simplified 
elements for the Alternatives Assessment Report in those cases where non-substitutional alternatives are being considered? 
 
Paul DeLeo 
 
 
 
[cid:image001.png@01CCADD6.0AC6D070]  
Paul C. DeLeo, Ph.D. | Senior Director, Environmental Safety | American Cleaning Institute(r) | 1331 L Street, N.W., Suite 650 | 
Washington, D.C. 20005 | 202/662-2516 O | 610/255-1386 C | 
http://www.aciscience.org<http://www.sdascience.org/> 
 
Registration for the 2012 ACI Annual Convention is open!  Click here<https://www.mycleaninginstitute.org/cvwebaci/cgi-
bin/eventsdll.dll/EventInfo?sessionaltcd=2012AMCON&WMT=evtabMain.htm&WRP=evtab_home.htm> for more information about 
registration, the schedule and hotel information. 
 
This email and its attachments are intended solely for the use of the named recipient(s) and ACI member companies. It may 
contain confidential, proprietary or otherwise private information. If you are not the intended recipient, any use, disclosure, 
dissemination, copying, printing or distribution of this email or its contents is strictly prohibited. If you have received this message 
in error, please notify the sender immediately and delete it from your computer. 
 
 
 



(IC)7- Drew Wood 
 
#1, to address chemicals in Personal Care, Housekeeping, Laundry, Clothing, Bedding, Shoes, Air Freshners, that effect the health 
quality of IAQ in occupied buildings, especially where Children are, Homes, Child Care, and Schools. 
 
#2, to have producers of Laundry Products evaluate the final rise water to determine chemical residues, as pertaining to number of 
rinses and separate tests involving hot and cold water washes. 
 
#3, Producers of anti-static materials to determine residues in clothing after drying with their products. 
 
Thanks! 
 
Drew Wood 
 



(IC)8- Pegatron 
 
>>> Kasada Chen(陳佳貞_Pegatron) <Kasada_Chen@pegatroncorp.com> 11/21/2011 8:18 PM >>> 
 
Dear Sir, 
 
This is Kasada from PEGATRON<http://www.pegatroncorp.com/> of Taiwan. 
I'm sorry to bother you. 
I have some questions about “California Department of Toxic Substances Control Green Chemistry Regulations for Safer Products” 
 
Q1. What is the determination of “consumer products”? (include electrical and electronic equipments?) 
 
Q2. Does this regulation is compulsory or voluntary for now and future? 
 
Q3. From FAQs：Q8 Who will conduct the alternative assessments? → Lead Assessor. 
    Who/What is Lead Assessor? (from 3rd party?) 
 
Deeply appreciate. 
 
Best Regards, 
陳佳貞 | Kasada Chen 
------------------------------- 
Engineer, GTD, CQPC 
T: 886.2.8143.9001 EXT:36004 
F: 886.2.5563.7907 
No. 76, Ligong St., 
Beitou District, Taipei City 112 
台北巿北投區立功街76號 
www.pegatroncorp.com<http://www.pegatroncorp.com/> 
 



(IC)9- Beautiful Communities  
 
>>> Sudeep Motupalli Rao <sudeep@beautifulcommunities.org> 12/31/2011 7:09 PM >>> 
Hello Debbie, Odette & Team at DTSC: 
 
I appreciate DTSC's diligent process this year to seek input from all parties.  I've gained a lot from attending the workshops on 
these Safe Consumer Products Act regulations development and green ribbon science panel discussions.  As a chemical engineer 
and designer working in the Cradle to Cradle world, I have a few thoughts, comments and questions to add for public comment and 
response from DTSC: 
 
1)  Number of Chemicals of Concern: I've heard from quite a few individuals representing various industry groups that the 
number of chemicals is too large at close to 3000 or so.  How can we arbitrarily set a value as large?  I'd like to point out that the 
number of COCs ought to be determined and listed not by human capacity to fathom or remember or process in any other human 
way but by their potential for harm.  The paradigm of fighting for or against each chemical that is listed or analysed is no longer 
valid as we've moved towards a more fundamental and sensible approach of proactive, comprehensive design where legislation is 
not the driver nor the benchmark of attainment but just a guideline articulating the legislative intent of the people being governed. 
  
2) Third Party Verification of Alternative Analyses: How can the people of California and DTSC ensure that the AAs performed 
in house are done with due diligence?  Why is DTSC not allowing the market to create a new economic stream, and robust process 
by which AAs are reliable, accurate and meaningful.  Certifying assessors helps but without a reliable third party verification, we're 
asking for trouble.  None of the organic food or fair trade products or sustainably harvested wood products would be trustworthy 
without third party verification.  DTSC must revisit this item.  
 
3) Narrowed down list of product categories: DTSC staff and some representatives of some industries are advocating for a 
narrowed and small, list of product categories which seems to revolve around 3-5 product types to begin with.  The intent behind 
the SCPA is not to restrict it to a small number even in the beginning.  By restricting the implementation of the law into regulations 
by the logistical and functional limitations of a regulating body such as DTSC, we are missing an opportunity for innovation and truly 
impactful legislation.  Our design criteria for successful implementation must not be handicapped by the ability of our limited 
governance structures.  We must seek technological and business solutions to implementing the laws fully and thoroughly rather 
than a timid approach tempered by the constraints of a human-centered governing body.  We are in the age of Google and 
massively scalable solutions.  We must innovate and sometimes this requires us to look outside the {Sacramento} box.  We must 
start at a realized vision of a fully implemented law and backtrack to reveal and discover the various innovative systems, paths of 
least resistance, structures, friction-free processes and fluid bodies needed to make it happen.   
 
4) More people at the table needed: Right now, in all these workshops for SCPA and green chemistry initiatives, we see the 
regulators (DTSC) trying to do a balancing act between the industry types who want one thing and the nonprofit/environmental 
groups who want a polar opposite in a kind of binary world with some gray in between.  There are some public commentators, 
professionals and some PhDs trying to remain neutral.  What we're missing are the innovative problem solvers, the designers from 
places like IDEO.com and clear system thinkers and strategists from places like McKinsey & Co and Jump Associates.  In this 
connected world, why are we not trying to crowd-source a solution and offer prizes for innovation?  If we are to 
remain relevant and useful to society, we need to get with the times and seek the best of the breed. 
 
 
5)  Listing ingredients, trade secrets and transparency: Many products including household cleaners and 
industrial products do not have a meaningful list of ingredients if at all.  The argument that a manufacturer cannot 
list ingredients on a product due to trade secrets is not tenable in an age when any product can and most probably is 
being reverse engineered and reformulated by a competitor.  Every consumer who uses a product ought to have a 
clear idea on the intrinsic risk versus benefits of using the product.  Massively complex and large projects such as the 
Human Genome Project were executed by innovation and decentralized cracking of the genetic code.  The day when 
all products are understood in terms of their impact on the users and the larger ecosystem including the 
manufacturing cycle is not very far. We need to prepare for and actively engage in this paradigm of design, industry, 
business and society in the 21st Century.  
 
 
6) Making Prop 65 useful and its relation to SCPA: The common Prop 65 warning sign alerting people of potential 
harm from chemicals known to the State of California to cause cancer etc is not really functional and useful.  We see it in hospitals, 
garages, buildings and places that seem "normal" or "safe".  In order for DTSC, Cal EPA and the government to execute its role for 
the people, we must go one step further.  We must provide using the smartest technology in an open government initiative the 
reasons why and the list of chemicals that caused the State to issue that warning in the first place.  This could be done by a site-
specific smart tag that links a California citizen's mobile or personal "risk management system" with the Prop 65 database such that 
a personal decision can be taken and an awareness is created about the real risks and benefits of being there.  This is in alignment 
with the fundamental legislative intent behind SB 509.  Transparency, best practices, innovation and open government are all 
addressed here.   
 
 



7) Systems checks and balances at DTSC, Cal EPA and Sacramento in general: While we are appreciative of 
new leadership at DTSC and working to ensure the people's will is done, we need to assure ourselves and the public 
that we have adequate measures and changes made to prevent, preempt and protect against the kind of breakdown 
of governance structures and malfunction of regulatory bodies that we saw in the Fall of 02010 as evidenced by the 
grievance letters from the proponents of AB 1879 and SB 509, various NGOs, social profits and the general public.  
We need to account for that dysfunctional state and take responsibility for our respective role in allowing it to 
happen.         
       
I wish to thank the DTSC team and all parties for their efforts in making California a more prosperous, healthy and vibrant state to 
live in for now, tomorrow and for generations to come.  Wishing all the very best that the New Year offers in 02012.  Thank You 
very much. 
 
 Sudeep 
 
.......................................................... 
 

Sudeep Motupalli Rao, PhD 
designer@beautifulCommunities.org ( http://www.beautifulCommunities.org ) 
 
Skype: raosudeep 
Twitter: sudeeprao 
studio: + 1.415.822.8410 
 
 
Address: 
1749 Quesada Gardens 
Bayview Hunters Point 
San Francisco, California 94124 
USA 
......................................................... 
 



(IC)10- LPS Laboratories  
 
To Whom It May Concern, 
 
Unfortunately I am coming into this process very, very late. I wish that I had been involved early on but somehow word of what the 
State of California was doing never reached me until this month. 
 
It would be MOST desirable if the draft regulations were created in a collaborative manner with stakeholders from various impacted 
groups/communities present. In particular, all those in the group should have professional scientific backgrounds. 
 
The term "consumer" as it is interpreted in California is very broad - it encompasses all potential end-users except those using a 
material as part of a manufacturing process. Due to regulations that have been developed over the years, "Proposition 65" listed 
ingredients have been removed from household products along with endocrine mimicking chemicals, phosphates, etc. All end-users 
expect products to work, but household customers over the years have become accustomed to inexpensive and low performance 
items such as water-based, "neutral pH" detergent solutions for most cleaning applications. Similar design approaches have been 
taken for virtually all "consumer" applications. Safety has been maximized due to both regulatory and potential litigation concerns 
and performance has been minimized to the point that products barely work in some instances. 
 
 
"Professional" consumers have a different set of expectations than household customers however. They expect their maintenance 
items to work very well and expect them to minimize the time and overall expense of keeping equipment running. An example is 
the traditional use of perchloroethylene to flush out paper dust from large electric motors in paper and wood products plants. These 
plants often run 24/7 and cannot afford significant down time. If the paper or wood fines are not removed, the motors will catch 
fire. Flushing the motors with perchloroethylene is a cost efficient way to prevent a catastrophic fire without unnecessarily shutting 
down the factory. If the regulations as presented in the "Informal Draft" are implemented with no significant changes, industrial 
end-users could face the elimination of the vast majority of chemicals they have depended upon for decades. This same philosophy 
resulted in the relocation of Calloway Golf from the greater San Diego area to Mexico because a VOC compliant solvent that worked 
as well as heptane was too costly for them to use! 
 
If those suppliers who service the California market comply with all aspects of the proposed regulations, multiple industrial products 
will simply no longer be available. One frustrated end-user within the electric power industry told me that without an appropriate 
circuit board cleaner, his organization will be forced to replace $8,000 circuit boards as part of their preventive maintenance rather 
than simply clean them with an $8 aerosol! A more absurd but appropriate example would be having to replace your car's 
windshield every time it became dirty as washing it with soap would be unacceptable! 
 
Again, as the development of these regulations proceeds, it would be MOST helpful for scientific professionals from the MRO 
chemical  industry to participate directly in the process. It would also be very helpful if engineers (reliability especially) from across 
California industry were in attendance as well. Can their facilities live with the limitations to be forced on them ? Can chemical 
suppliers provide products that will even work under the new guidelines ? 
 
Respectfully submitted, 
 
 
Ed Williams 
Technical Manager 
LPS Laboratories 
 
 
 
________________________________ 
Ed Williams * Technical Manager * ph 770-243-8914 * cell 678-907-8167 *www.lpslabs.com<http://www.lpslabs.com> 
________________________________ 
 
[cid:accounting3510.gif] 
________________________________ 
 
 
The information contained herein does not express the opinion or position of the corporation and cannot be attributed to or made 
binding upon the corporation. This e-mail is intended for the use of the addressee(s) only and may contain privileged, confidential, 
or proprietary information that is exempt from disclosure under law. If you are not the intended recipient, please do not read, copy, 
use or disclose the contents of this communication to others. Please notify the sender that you have received this e-mail in error by 
replying to the e-mail. Please then delete the e-mail and destroy any copies of it. Thank you. 
 
 
P PLEASE CONSIDER THE ENVIRONMENT BEFORE YOU PRINT THIS E-MAIL! 
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January 15, 2012     
 
Ms. Deborah O. Raphael  
Director 
Department of Toxic Substances Control 
1001 “I” Street 
P.O. Box 806 
Sacramento, California 95812‐0806 
Submitted via email to gcregs@dtsc.ca.gov  

 
Re:  Informal Draft Regulations for Safer Consumer Products ‐‐ R‐2011‐02 
 
Dear Ms. Raphael, 
 
On behalf of Clean Water Action (CWA)1 and our 85,000 California members, I wish to thank you for this 
opportunity to provide comment on the informal draft regulations for Safer Consumer Products.  Allow 
me to begin by recognizing your leadership and the hard work and commitment of your staff toward 
developing the regulations in an inclusive and transparent manner.   These proposed regulations are a 
major improvement over those released for public comment in November 2010.  While we do not agree 
with all the choices the Department has made and do seek revisions to strengthen the proposed rules, 
we appreciate DTSC’s willingness to share its thinking along the way, thus enabling a more productive 
public dialog on how to move forward.    
 
As an active member of Californians for a Healthy and Green Economy (CHANGE), CWA endorses the 
comments submitted by the coalition in a separate communication.  CWA’s comments supplement 
those sent by CHANGE, and address specific issues that our organization is particularly involved in as 
part of our mission.  In some cases we will expand on issues in the CHANGE letter or add our further 
perspective on the points therein.  It should not be construed that topics addressed by CHANGE but not 
in this letter – such as de minimis levels, the over dependence on currently available data, worker health 
and safety, and environmental justice ‐‐ are not priority issues for our organization.  We simply do not 
wish to repeat comments that have already been clearly and comprehensively articulated. 
 
CWA views the Safer Consumer Products regulations as an opportunity to stop environmental 
degradation and threats to human health from hazardous chemicals at the source – namely the 
manufacture, use, and disposal of products containing such chemicals.  This is particularly critical given 
that it is not always technologically or financially possible to address chemical contamination in the 
environment once it occurs, or to effectively deal with the impacts of human and environmental 
exposure after the fact.  It is through this lens that we have approached the draft regulations.  What 
follows are specific issues that we wish to call to your attention as you develop formal regulations. 

 

                                                            
1 Clean Water Action is a one million member national organization of diverse people and groups joined together 
to protect our environment, health, economic well‐being and community quality of life. Our goals include clean, 
safe and affordable water; prevention of health threatening pollution; creation of environmentally safe jobs and 
businesses; and empowerment of people to make democracy work. 

111 New Montgomery Street, Suite 600 
San Francisco, CA  94105 
415‐369‐9160 (P)  415‐369‐9180 (F) 
www.cleanwateraction.org

KVonBurg
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1. Prioritization of environmental impacts when determining Chemicals of Concern and 
Priority Products.      

 
While environmental impacts are clearly delineated throughout the regulations as factors in establishing 
the Chemicals of Concern (CoC) list, identifying Priority Products/CoC combinations, and making 
regulatory decisions, there are structural problems in the current draft that could serve to 
unintentionally de‐emphasize or limit environmental endpoints, such as water quality standards and 
emerging contaminants.  Some of these problems are related to definitions in the draft regulations, 
while others are associated with criteria related to the CoC and Priority Products lists. 
 

 Incomplete definition of “Adverse environmental impacts”, § 69501.2 (4) – This definition is 
incomplete in two ways.  First, it does not include adverse waste and end‐of‐life impacts.  CWA 
recognizes that DTSC does define adverse waste and end‐of‐life impacts in § 69501.2 (7).  
However, not including these effects in the basic definition of an adverse environmental impact 
could result in them not being considered in the identification of CoCs and the prioritization of 
products for regulation.   
 
Recommendation:  List “adverse waste and end‐of life impacts” as point (E) under  
§ 69501.2 (4).  
 
The second deficiency in the definition is that is does not include non‐compliance with local, 
state, or Federal environmental laws and regulations.  Unlike health endpoints, environmental 
quality impacts are often characterized or estimated through compliance measures because of 
the complexity of demonstrating them individually.  Explicitly including non‐compliance will 
serve to ensure the Department adequately captures chemicals and products causing such 
impacts, while recognizing the challenges that Clean Water Act and other permitees face when 
the source of contamination is not controlled.  It will further ensure that alternatives analyses 
evaluate not only generic impacts, but also specific impacts regulated under current 
environmental laws. 
 
Recommendation:  Add “non‐compliance with local, state, or Federal environmental laws and 
regulations” to the definition of adverse environmental impacts as point (F).   
 

 Definition of Adverse waste and end‐of‐life impacts § 69501.2 (7) –While CWA recommends 
adding these impacts to the more general definition of adverse environmental impacts, we 
support the further definition in § 69501.2 (7).  We are particularly pleased to see that DTSC 
recognizes the importance of the proper operation of solid waste, wastewater, and stormwater 
facilities as environmental endpoints in and of their own.   

 
The definition should be strengthened by indicating both intentional and unintentional disposal 
of priority products.  Such a change will allow DTSC to address products that enter the 
environment unintentionally, such as products that become dislodged during use.  In addition, it 
addresses the reality that even with strong measures to collect toxic products through take‐back 
programs or hazard waste disposal requirements at end of life, the public does not fully comply.  
An example would be improper residential disposal of fluorescent light bulbs in the trash. 
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Recommendation:  Modify § 69501.2 (7) (C) to read “Intentional or unintentional disposal of the 
Priority Product…” 
 

 Definition of adverse water quality impacts [§ 69501.2 (8)] 
CWA strongly supports the inclusion under this definition of pollutants pursuant to § 303(c) and 
(d) of the Clean Water Act, that have Notification Levels under Porter Cologne, and drinking 
water contaminants for which public health goals or maximum contaminant levels have been 
established.  However, the small subset of water quality impacts listed could lead to the 
regulations not fully capturing specific potential environmental endpoints, such as effects on 
aquatic ecosystems (by air deposition or discharge into water), degradation of  both surface and 
groundwater, etc.  Furthermore, while § 69501.2 (8) (E) correctly captures anti‐degradation of 
water resources, which is central to both State and Federal water quality regulations, the 
pollutant lists presented may not catch the full range of contaminants that may be subject to 
Water Board anti‐degradation policies.     
 
CWA recognizes that there may be fewer lists delineating environmental pollutants and their 
impacts as there are for human health endpoints.  However, in order to strengthen this 
definition, we recommend that DTSC collaborate with the State Water Resources Control Board 
(State Water Board) to revise this definition to ensure it is complete and captures a 
comprehensive range of pollutants and impacts.  One such recommendation would be to 
include chemicals and products that cause and contribute to violations of water quality 
standards, adverse effects to aquatic ecosystems, or degradation of any waters, including 
groundwater, surface water, fresh water, brackish water, marsh lands, wetlands, or coastal 
bodies or systems.  We also suggest the following specific edits to this and subsequent sections: 
 
Recommendations:    
1. Expand § 69501.2 (8) (E) 3 to read “Chemicals for which primary Maximum Contaminant 

Levels (MCLs) have been established under the federal Safe Drinking Water Act and/or by the 
State of California’s Department of Public Health.” 

2. Expand § 69501.2 (8) (E) 5 to read “Chemicals for which OEHHA has published public health 
goals (PHG) for drinking water and/or those for which the U.S. EPA has established a 
Maximum Contaminant Level Goal (MCLG) if no PHG has been published by OEHHA.” 

3. Expand § 69502.2 (a)(1)(E) [Chemicals of Concern Identification] to read “Chemicals for 
which primary Maximum Contaminant Levels (MCLs) have been established under the 
federal Safe Drinking Water Act and/or by the State of California’s Department of Public 
Health.” 

4. Add a new point under § 69502.2 (a)(1) as follows:  “Chemicals for which OEHHA has 
published public health goals (PHG) for drinking water and/or those for which the U.S. EPA 
has established a Maximum Contaminant Level Goal (MCLG) if no PHG has been published 
by OEHHA.” 

5. Expand § 69502.2 (a)(1) (M) as follows: “Priority toxic pollutants for California pursuant to 
section 303(c) of the federal Clean Water Act; chemicals for which U.S. EPA has developed 
criteria under Section 304(a)(1) of the Act, and chemicals for which the State and Regional 
Water Quality Control Boards have established objectives in the Water Quality Plans (Basin 
Plans, Ocean Plan). 
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 Definition of chemical [§ 69501.2 (16)] 
It is not unusual for a chemical in a product to transform or degrade into a substance that 
causes environmental problems and/or results in a violation of an environmental standard.  
While the current definition does refer to substances occurring “as a result of a chemical 
reaction”, it should explicitly state that the definition also includes degradates, reaction 
products, and substances that transform in the environment.  It should be noted that there are 
numerous places within the regulations that the inclusion of degradates, reaction products, and 
metabolites of chemicals should be specified.  However, it is particularly essential to include 
them in the basic definition so as to ensure that the regulations capture all such areas. 

 
         Recommendations: 

1. Revise definition to read “ ‘Chemical’ means any organic or inorganic substance of a 
particular molecular identity, including any combination of such substances occurring, in 
whole or part, as a result of a chemical reaction or occurring in nature, and any element or 
uncombined radical.  ‘Chemical’ also includes degradates, reaction products, and materials 
resulting from transformation in the environment.”   

2. A second option to clarify this definition would be to incorporate the definition proposed by 
OEHHA in Chapter 54, 69401.2 (c) to read “A ‘chemical substance’ is a chemical, chemical 
compound, chemical mixture, elemental material, particulate matter, fiber, or radioactive 
agent, its metabolites or degradation by‐products, including a combination of such 
substances occurring, in whole or in part, as a result of a chemical reaction or occurring in 
nature.” 

 

 Definition of “Environment” [§ 69501.2 (31)] 
It is unclear whether this definition includes both natural conditions and those resulting from 
human structures or activities as under CEQA.  Inclusion of man‐made structures that are 
incorporated into or impact the environment would ensure that the regulations capture 
environmental impacts resulting from such structures/systems as wastewater treatment, solid 
waste management, transportation, air quality controls, energy generation, and stormwater 
controls.  In addition, the definition should include both impacts on individual organisms, as well 
as ecosystems, ecological communities, and/or populations. 
 

 Definition of Environmental Fate Properties [§ 69501.2 (32)] 
This definition should be expanded by adding points (I) Transformation or reaction and 
degradation products or metabolites, and (J) Potential to cause synergistic effects. 
 

 Definition of lifecycle [§ 69501.2 (46)] 
This definition should be strengthened by including the following exposure pathways:  
“reasonably anticipated misuse and/or inappropriate disposal of the product, activities 
associated with use, and accidents involving the products.” 
 

 Definition of “reliable information demonstrating the occurrence or potential occurrence of 
exposure to a chemical” [§ 69501.2 (67)] 
§ 69501.2 (67) serves to limit the types of scientific information that DTSC may consider when 
identifying CoCs or Priority Products and sets an inappropriately high bar for environmental 
impacts to be considered.  As written, this definition threatens to render the Department unable 
to prioritize key products that cause significant environmental problems.  For instance, it 
inappropriately limits environmental monitoring data to that which indicates accumulation of a 
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chemical in the environment or in aquatic, avian, animal, or plant species [(C) and (F)].  This 
ignores other environmental impacts, as well as the fact that not all environmental harm is the 
result of accumulation.  In some cases, the mere presence of a toxic chemical can cause harm.  
By focusing on concentrations or volumes that impact solid waste, wastewater, or storm water, 
DTSC is further ensuring that before a CoC/Priority Product combination can be considered, a 
problem must already be occurring.  This approach squanders the opportunity to be proactive in 
preventing an emerging contaminant problem from reaching a critical point.   
 
Given that § 69501.2 (66) provides a comprehensive definition of “reliable information” to 
ensure that decisions are based on credible science and data, § 69501.2 (67) is superfluous, 
limits environmental endpoints  being considered, and should be deleted. 
 
Recommendation:  CWA strongly recommends that DTSC delete § 69501.2 (67). 
 

 Scope of product prioritization criteria is inadequate [§ 69503.2 (4) and (5)] 
With the exception of (5)(C), the criteria do not explicitly include other environmental impacts 
that would be considered for either assembled or formulated products.  Given that other 
specific criteria related to product use and routes of exposure are listed, impacts that are not 
listed, including water quality or other environmental problems, are unlikely to be addressed.  In 
fact, all uses of products resulting in impacts on water should be included.  Since incorporating a 
partial list of uses and potential exposure routes is unintentionally prescriptive and will serve to 
limit what is ultimately considered when establishing the list of Priority Products, CWA urges 
DTSC to consider deleting such a list all together.  At minimum, we suggest more generalized 
language to include CoCs in Priority Products that are “applied or released by any other method 
resulting in its presence, or the presence of degradation or reaction products, at levels of concern 
in soils, air, or water.”   
 

2. Draft regulations need to ensure that “emerging” environmental contaminants are    
addressed. 

 
The term “emerging contaminants” refers to chemicals the presence of which in waste, storm, drinking, 
and other water is becoming more evident to water agencies and drinking water providers.  While there 
may be real indications that such chemicals – which enter the water through human use of products 
that contain them ‐ are or have the potential of causing environmental harm or threaten human health, 
the data is often emerging and thus may be incomplete in terms of potential harm at low levels or in 
combination with other contaminants.  This puts regulators and the public in the position of having to 
“prove” harm before proactive strategies can be established to address current (albeit not fully 
understood) or future environmental health impacts.  Despite these data gaps, we do know a number of 
things that make addressing these chemicals a priority for the Safer Consumer Products regulations: 
 Often these chemicals, even at low levels in the aquatic environment, can cause mortality to 

sensitive aquatic organisms or interfere with their reproductive success.  An example of this 
would be triclosan and triclocarban used in antibacterial soaps and other household products.  
These environmental endpoints should be a priority under the Safer Consumer Products 
regulations. 

 Numerous emerging contaminants, including endocrine disruptors, are found to bioaccumulate 
in fish.  This may pose a threat to subsistence fishers who consume large, often unsafe amounts 
of locally caught fish out of economic need and/or cultural tradition. 
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 Despite an incomplete data set on particular chemicals, they can lead to failure to meet toxicity 
standards, and thus water quality violations for local agencies. 

 Waste, storm, and drinking water agencies spend millions of dollars just trying to identify the 
sources of chemicals causing water quality violations, placing a heavy burden on local 
ratepayers.  

 Time and again, as more research is done, initial indications of harm caused by emerging 
contaminants have been proven to either be correct, or to be deficient in characterizing the full 
scope of environmental and health impacts. 

 Water treatment technology is not always adequate to address chemical contaminants such as 
phthalates, flame retardants, or antibacterial agents and/or is too costly for communities to 
sustain.  It is therefore imperative that source control, including regulating the use of such 
chemicals in products, be instituted to protect water resources.   

 
CWA believes that there is a real danger that many emerging contaminants will fall through the cracks 
and not be given their proper weighting when identifying CoCs or Priority Products, or in establishing 
regulatory controls as the draft regulations are currently written.  Part of this concern grows out of the 
heavy burden of proof DTSC has placed on itself by requiring that the Department demonstrate 
causation throughout the regulations, especially as it pertains to environmental endpoints where low 
level but ubiquitous presence of a chemical, bioaccumulation within the food web, interactions with 
other chemicals, and natural phenomenon such as water flow may play important roles in the ultimate 
impacts of a contaminant.  In addition, current CoC lists may not include chemicals that are of specific 
concern to California water agencies.  Consequently, there is potential for emerging environmental 
issues to not be weighted adequately when compared to acute health problems or legacy pollution, 
despite the fact that water and other environmental media may be the route of human exposure and 
purely environmental endpoints may serve as warnings about future human impacts.   
 
With these concerns in mind, CWA strongly supports the various recommendations in CHANGE’s letter 
that will reduce the burden of proof on DTSC and ensure that the potential of harm is duly considered.  
It is also essential that DTSC consult with sister agencies, most notably the State Water Resources 
Control Board, the Department of Fish and Game, and the Drinking Water Division of the State 
Department of Public Health when establishing its list of CoCs and Priority Products.  This will ensure 
that environmental endpoints, such as water quality and anti‐degradation standards, are protected.  We 
also advocate for a commitment to include Priority Product/CoC combinations impacting water quality 
issues that goes beyond simply allowing the water boards to petition or make recommendations.   
  
Recommendation:  Add language to §69503.2 that stipulates that “the Department will consult with the 
Water  Boards and other environmental agencies in developing its list of CoCs and as part of its Priority 
Products Prioritization.”  In addition, include the stipulation that “the Department will include at least 
one Priority Product proposed by the State Water Resources Control Board each time the list of Priority 
Products is revised” . 

 
3. Containment of CoCs in products is not an acceptable long‐term strategy to implement  
     AB 1879 and advance the GCI. 

 
Given the vast number of chemicals in commercial use, it is appropriate to consider exposure risk when 
prioritizing CoCs and Priority Products. CWA strenuously opposes, however, “containment” of hazardous 
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chemicals within products in such a way as to avoid human and environmental exposure as a viable or 
“safer” alternative. Our reasoning for this position is multi‐fold: 
 The ultimate goal of the Green Chemistry Initiative, and the intent of AB 1879, is to drive the 

development and use of safer alternatives.  Including “containment” as an acceptable strategy 
to address the presence of a CoC within a product will do just the opposite by providing 
companies with a loophole that allows them to continue using a toxic chemical by simply making 
it less accessible. 

 “Containment” does not consider the entire lifecycle of the product, as instructed by AB 1879 
and defined in these regulations.  It ignores the fact that at some point the CoC is manufactured 
or harvested and processed, putting workers, fenceline communities, and the environment 
around mining or production sites at continued risk. 

 Containment has proven to be an unreliable means of protecting human health and the 
environment, as it fails to account for uncontrollable factors such as human error, improper use 
of the product, improper disposal, and natural disasters leading to accidents or unintentional 
release into the environment.  Errors ranging from the disposal of mercury containing CFCs in 
the trash by uninformed consumers, to the tragedy in Bhopal, to the environmental disasters 
created by the oil spill in the Gulf of Mexico, Hurricane Katrina, and the tsunami in Japan tell a 
compelling story as to why we need to move away from acceptance of toxic risk and toward 
making products that are both useful and safe. 

 
CWA therefore urges DTSC to take a leadership role in creating such a mindset by ensuring that the 
regulations begin with the premise that any chemical can be released into the environment and or 
people may be exposed.  In particular:  
 The terms “limiting potential exposure” and “limiting the level of potential adverse impacts” 

used throughout the regulations should be clarified to indicate that they refer to the actual 
reduction or eradication of hazardous chemicals (CoCs and alternatives that pose a threat to 
human or environmental health),  

 Human and/or environmental exposure should not be considered in establishing the basic CoC 
list.  This is a list of chemicals that could potentially harm health and or the environment 
because of their intrinsic traits.  Consequently, a chemical, chemical ingredient, or chemical 
family’s presence on the CoC list should be based on those traits.   

 Greater understanding of exposure pathways is important in understanding the sources of 
pollution or human contact with CoCs.  However, controlling the pathways should not be 
considered in alternatives assessments or regulatory decisions as a solution, except in some 
cases as an interim strategy to reduce danger to the public and environment until the presence 
of hazardous chemicals can be limited or eradicated.  Time limits should be established to 
ensure that these interim strategies do not continue beyond a reasonable time. 

 
Recommendations: 
1. Throughout the regulations, DTSC refers to limiting potential exposures or the level of potential 

adverse impacts posed by CoCs in products.  As stated above, it should be clarified that limiting 
exposure refers to doing so by reducing or eradicating the use of a CoC and avoiding an equally toxic 
alternative.  In particular Article 1 §69501 (a) should be revised to read “This chapter specifies the 
process for identifying chemicals as Chemicals of Concern, and the process for prioritizing consumer 
products containing Chemicals of Concern and identifying potential alternatives for Priority Products 
to determine how best to limit potential exposures or the level of potential adverse impacts posed by 
the Chemical of Concern in the product.  Limiting exposures or potential adverse impacts refers to 
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reducing or eradicating the use of the Chemical of Concern or an alternative that poses a threat to 
human or environmental health.” 

2. Similar clarification should be made in the definition of “alternative” [Article 1 §69501.2 (9) (D)] and 
“safer alternative” [Article 1 §69501.2 (70)] 

3. Revise Article 3 §69503.2 c to read “Frequency and duration of exposure for each use scenario and 
end‐of‐life scenario, unless said Chemical(s) of Concern is deemed especially toxic or poses a serious 
hazard threat to human health and/or the environment.” 

4. Delete Article 3 §69503.2 d (“Containment of the Chemical(s) of Concern within the product and 
engineering and administrative controls.”) 

5. Revise Article 5 §69505.3 (C)2(2)(A) to read “In addition to the alternative identified pursuant to 
paragraph (1)(C)2., if applicable, the responsible entity shall identify alternatives for consideration 
that meet the product criteria identified pursuant to paragraph (1)(A) for the Priority Product, and 
that eliminate or reduce the concentration of the Chemical(s) of Concern in the Priority Product 
and/or reduce the potential for public and/or environmental exposures to the Chemical(s) of Concern 
in the Priority Product.” 

6. Remove the phrase “associated exposure pathway(s)” in Article 5 §69505.4 (a)(1) and (2). 
7. Move requirements for chemical quantity information from Article 5 §69505.4 (c) (3) (A) to the 

section related to prioritizing Priority Products.  Use data and the readiness by which humans and/or 
the environment are impacted are valid factors in prioritizing products for assessment and regulatory 
action, but comparing alternatives should be focused on the intrinsic traits of the chemicals involved 
and the harm they can cause. 

8. Revise Article 5 §69505.4 (c) (3) (B)(b) to read “The responsible entity shall use available quantitative 
information, supplemented by available  appropriate qualitative information and analysis, to evaluate 
and compare the Priority Product and each of the alternatives under consideration with respect to 
each relevant factor and associated exposure pathways and life cycle segments identified pursuant to 
subsection (a).” 

9. Regarding Article 5 §69505.5 (j) and (k), CWA supports collecting data on exposure pathways to 
ensure our better understanding of the impacts of hazardous chemicals.  However, we remain 
concerned that its inclusion as part of an alternative assessment report will be interpreted by 
responsible entities as allowing the management of a hazardous chemical within a product (i.e., 
containment) as an ultimate solution to the presence of a CoC.  Again, DTSC should make it clear that 
this is not acceptable, except as an interim strategy while a safer alternative chemical or design can 
be established. 

10. Article 6 §69506.6 (a)(2)(A)relates to “Other Regulatory Responses” DTSC may make.  We strongly 
urge that the option to require “engineered safety measures to control access to or limit exposure…” 
be removed.  Instead, we recommend adding to the end of the list of “other regulatory responses” 
language saying that “the Department may require engineered safety measures to control access to or 
limit exposure to chemicals of concern as an interim action while the responsible entity acts to reduce 
or eradicate the use of a CoC and to comply with the ultimate regulatory decision related to their 
Priority Product”. 

 
While the ultimate goal of the Safer Consumer Products regulations and the Green Chemistry Initiative 
should be to drive the replacement of hazardous chemicals in products and processes with green 
chemistry based, safer alternatives, this goal is going to take time and may not be feasible in all cases.  
For these reasons, we strongly support regulatory responses that require Extended Producer 
Responsibility (EPR).  Our members no longer want to carry the burden of addressing environmental 
impairments while those who profit from the sale of chemical containing products continue to make 
money with no accountability for the end of life of their products.  Instead, the public is demanding that 
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such companies implement collection and safe disposal of products, reuse of product materials, and 
other actions that prevent hazardous chemicals from entering the environment.  Our members are 
looking to the regulations to provide the mechanism to ensure that they do.  
 

3. Weak Enforcement  
 

CWA is concerned by the lack of penalties in the draft regulations for failure to comply with their various 
requirements, particularly, though not exclusively in regard to alternative assessments, regulatory 
decisions, and trade secret claims.  Publicly listing those not in compliance with all or part of the 
regulations is a viable part of an enforcement structure in that it also promotes the public’s right to 
know.  However, there must be more punitive repercussions, most likely in the form of fines, to drive 
strong compliance and to support DTSC’s enforcement activities.  In addition, the Department should 
not waste resources and time by providing warnings to entities that are not in compliance with the 
regulations.  Companies have the responsibility to understand the regulatory requirements to which 
they are subject and it is incumbent upon the Department to expend its already limited resources as 
efficiently as possible.   
 

4. The Need for a “No Data, No Market” Provision 
 

CWA strongly supports incorporating a “no data, no market” approach into the regulations. That is, if 

the manufacturer or distributor has no data or insufficient data on the health, safety, and environmental 
impacts of a CoC used in a Priority Product, then DTSC should make a determination that there is not 
enough information about the chemical and its impacts to allow the product to remain in commerce in 
the State. The same determination should be available for an alternative chemical specified in an 
alternative analysis.   
 
Recommendation:  Revise §Section 69506.5 by adding language stating that “If one year after a 
determination by the Department [pursuant to Section 69506.1(c)] that there is insufficient data 
regarding the health or environmental impacts of a Chemical of Concern(s) used in a Priority Product, or 
insufficient data regarding an alternative chemical suggested in the alternative analysis, the Department 
must determine that the company cannot continue to sell or distribute the priority product in California 
until sufficient data regarding the health and environmental impacts of the chemical of concern or 
alternative chemical is available.” 

 
5. Trade Secret Protections  

 
CWA commends DTSC for establishing a clear and comprehensive process by which companies must 
justify trade secret claims.  Such a process clarifies for businesses what is expected of them and ensures 
that such claims are legitimate.  We do, however, urge the Department to expand the justification of 
trade secrets as follows in order to better protect the public, workers, and the environment. 
Furthermore, we believe it is the responsibility of DTSC to exert its authority to weigh threats to the 
public interest when granting trade secret protections, as well as the true validity of the claim when a 
particular CoC is in common use.   
 
Recommendations: 
1. Section 69510 should contain a provision requiring manufacturers to report to the Department all 

disclosures made to other regulatory agencies in other states and nations regarding the chemical, 
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including but not limited to the U.S. EPA under TSCA and EPCRA, the FDA, the Consumer Product 
Safety Commission, and entities within Canada and the European Union.  Copies of these reports 
should be provided to DTSC and the entities submitting them must be specific as to what 
information was claimed as trade secret and what was not.  

2. The regulations should specify that companies must disclose any knowledge they have regarding the 
chemical or product trade secret being violated, breached, or somehow getting into the possession 
of a competitor or the public when such an event occurs. 

3. While, under current law, there are substantial penalties for government employees who disclose 
company trade secrets, there are no penalties for companies that make unjustified trade secret 
claims. This inequity must be rectified and penalties must be built into the regulations for failure to 
reveal any of the required information.  For instance, when the company has knowledge that 
information about a chemical is available to the public or to competitors such that the information is 
not protected and a trade secret claim is unjustified, the company should be penalized for making a 
false trade secret assertion. Potential penalties could include, but are not limited to monetary 
penalties.   

4. Revise § 69510.1 (a) as indicated ‐ “Upon receipt of information submitted pursuant to this chapter 
that contains information identified as being subject to trade secret protection, or at any time 
thereafter, the Department may must review the trade secret claim and supporting information for 
compliance with the requirements of this article.”  

5. Revise § 69510.1 (b) as indicated – “If the Department determines that information provided in 
support of a request for trade secret protection is incomplete or insufficiently responsive, the 
Department shall notify the submitter of the Department's finding of deficiency, the specific area(s) 
of deficiency, an explanation as to why the Department has determined the information to be 
deficient, and the date by which the submitter must cure the deficiency. The submitter shall have no 
more than 30 days to rectify the deficiency. If the submitter fails to cure the deficiency within the 
timeframe specified 30 days, the Department shall notify the submitter by certified mail that the 
claimant is out of compliance with this article, and that the information claimed to be trade secret 
will be considered a public record subject to disclosure by the Department thirty (30) days after such 
notice is mailed…”  

6. Add § 69510.1 (d) as indicated – “In order to allow the Department to adequately review trade 
secrets claims, all trade secret claims and challenges to Department determinations that the claim 
does not meet the substantive criteria for trade secret designation must be accompanied by a 
processing fee. The Department shall determine the costs of reviewing trade secret claims and such 
challenges and set the fees to cover those costs.” 

7. Add § 69510.2.  Consideration of Substantial Risk to Public Health and the Environment 
(a) Where sufficient hazard trait data is available about a particular Chemical of Concern to suggest 
that its presence in a Priority Product poses substantial and unacceptable risks to public health and 
the environment, the Department may determine that there is an overriding public health and 
welfare interest‐ one that supersedes the business interest in protecting competitive business 
advantage.” 

8. The Department should make class determinations of what will and will not be accepted as trade 
secret information. 

9. The Department should indicate its authority to determine that disclosure of information claimed as 
trade secret will not compromise the claimant’s competitive marketplace advantage. For example, if 
the Department is reviewing trade secret claims from multiple manufacturers of a particular product 
or product family and sees that several of them are claiming the same chemical as a trade secret, 
the Department can determine that use of the chemical in that product category is fairly common in 
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the industry and that the company derives no competitive marketplace advantage from using that 
chemical. 

10. Some information about the type of chemical should be made publicly available with the hazard 
trait information.  Specifically, the Department should indicate and exert authority to make publicly 
available some information as to the type of chemical being used, even if the identity of the 
chemical is a secret. Since the hazard trait of the chemical cannot be claimed as a trade secret, the 
public (redacted) version must provide the class or type of chemical and its function along with the 
hazard trait data. 

11. The Department should be able to make a finding that the information claimed as trade secret can 
be acquired or duplicated by others, without relying solely on the claim itself. If the Department 
consults with experts who find that simple reverse engineering or testing by a competitor can result 
in acquiring the identity of the chemical, or duplicating a process, the Department may determine 
that the information cannot be maintained as a secret.  

12. While §69510 does require the claimant to indicate a period of time for  which trade secret 
protection is claimed, the Department should establish time limits within the regulations to ensure 
that trade secret claims not last indefinitely.  CWA recommends requiring trade secret claimants to 
“re‐substantiate” their claim every 5 years at minimum. Furthermore, the Department should have 
the authority to make public redacted confidential trade secret information that is not re‐
substantiated after 5 years. 

13. Add the requirement that the Department will create a publicly available list of manufacturers and 
products for which they have trade secret claims. 

 
CWA also advocates that the Alternatives Analysis process be structured to promote optimum 
transparency, despite the opportunity for industry to claim trade secrets.  The informal draft regulations 
establish a comprehensive program with clear informational requirements, including both complete and 
redacted versions of the alternative assessment reports.  They also explain in the sections related to 
establishing the CoC and Priority Products lists that DTSC will post preliminary and final lists on its 
website.  However, it is not clear how the public will know which actual products are undergoing 
alternatives assessment.   
 
Recommendation:  §69505.1 should be amended to say that the Department  will post the list of specific 
products by brand name that are undergoing an alternatives analysis because of the presence of a CoC. 
 
 
 
Ultimately, CWA represents the views of its members.  Through our extensive grassroots outreach, we 
have talked to thousands of Californians about California’s Green Chemistry Initiative.  We can report 
their overwhelming support for an effective program as a means of achieving both environmental and 
economic health.  They, in fact, expect a robust regulatory structure that drives the development of 
safer alternatives to toxic materials in products; leads to sustainable jobs; places the burden of proof on 
chemical and product manufacturers that what they put into commerce is safe; reduces the burden on 
taxpayers to finance environmental cleanup, health care, water treatment, and other costs related to 
hazardous chemicals; and promotes transparency about chemicals in products and their hazard traits.   
They will support such leadership from DTSC, as well as those companies that embrace green chemistry 
based innovations that will promote economic growth.  They will also support establishing necessary 
funding  mechanisms to ensure proper enforcement of the regulations. 
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Again, we thank DTSC for consideration of our comments and we look forward to working further with 
the Department to ensure a truly effective Green Chemistry Initiative. 
 
Sincerely, 
 

 
 
Andria Ventura 
Toxics Program Manager 
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December 29, 2011 
 
Debbie Raphael 
Director, Department of Toxic Substances Control 
Sacramento, CA 95812 
 
RE: Informal Draft Regulations R-2011-02 
 
Dear Debbie, 
 
On behalf of the San Francisco Department of Environment, we thank you for the leadership and 
dedication you bring to the important issue of chemicals in consumer products. We respectfully 
submit the following comments that we believe will further strengthen the regulations while upholding 
the original intent of the Green Chemistry initiative: 

• De Minimis limits: The de minimis limits (69501.2) established under the informal regulations 
seem arbitrary especially given the increasing evidence of low dose health impacts and lack 
of information on synergistic effects of chemicals of concern (COCs). We support DTSC’s 
determination of the de minimis levels on a case-by-case basis, including the consideration of 
a zero safe level in applicable situations. In addition, we ask that DTSC clarify that de minimis 
limits apply to the product concentrates if that is the form the product is sold in to consumers 
(eg – cleaning products). 

• Development of the Chemicals of Concern (COCs) List:  Section 69502.2 states that DSTC 
expects to rely on lists established by other authoritative bodies in the development of the 
initial list of COCs. While this mechanism serves as a good first step, it only captures 
contaminants with well-recognized hazards and does not allow for inclusion of emerging 
chemicals, so we recommend that: 

o DTSC create two different categories within the COC list with distinct regulatory 
responses for each category: one for chemicals with established hazards and another 
for emerging chemicals. By adopting this approach, we hope that DTSC will fast track 
regulatory actions on chemicals with known hazards, while simultaneously creating a 
screening process for emerging chemicals and requiring data generation on the same. 

o DTSC ensure that the COC list is as comprehensive as possible, especially given that the 
listing of a chemical as a COC does not trigger any action on the part of the 
manufacturer or DTSC. However, a comprehensive COC list allows local governments, 
advocacy groups and members of the public to make or demand safer choices.  

• Filling Data Gaps for emerging chemicals: As stated above, the informal regulations seem to 
address chemicals with known hazards only. Since data generation often takes several years, 
we believe these regulations present an excellent opportunity to generate data about 
unknown chemicals and recommend that DTSC add “data generation” to its host of 
regulatory responses, especially for emerging chemicals on the COC list. 
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• COC Update Schedule: Section 69502.3 describes that updates to the COC list will occur 
“periodically”, but at least every three years. We propose that DTSC establish and publish a 
timeline for modifications to the COC list, clearly indicating the points of intervention for the 
public.  

• Prioritization of the COC list: While section 69503.2 of the informal regulations outlines the 
criteria for prioritization, the mechanism or process for the prioritization is unclear. Since DTSC is 
choosing to adopt a narrative standard for the prioritization, we recommend that DTSC 
include sample prioritization schemes in the guidance documents.  

• Prioritization of the priority products: Section 69503.3 provides a prioritization process for priority 
products, however, this section only seems to apply to products with no more than a few 
COCs. In order to limit generation of multiple alternatives assessments (AAs) by responsible 
parties, we recommend that DTSC require generation of comprehensive AA’s that address all 
priority as well as potential COCs.  

• Production of alternatives analyses: We ask that DTSC require that manufacturers disclose 
known as well as potential hazards posed by COCs (and substitutes) when conducting AA’s. 
And, we are concerned that data gaps and confidential business information will complicate 
AA development (69505.3 (b)3(A)) and evaluations.  For example, in step 3 of the initial 
screening, where the responsible party is required to collect and use available information to 
“identify the adverse public health and environmental impacts associated with each 
chemical being considered as a possible alternative to the COCs in the product”, if data is 
submitted individually by each manufacturer (or responsible party), there may be gaps in 
these AAs since the substitute chemicals (produced by others) may be considered proprietary, 
or may have unpublished hazard data.  While DTSC will be in a position to combine all the 
received AAs into something comprehensible, by providing an incentive (such as reduced 
filing fees) for industry collaboration to produce combined AA’s, DTSC will be able to 
encourage more comprehensive and meaningful AA’s.  

• Regulatory Responses, end of life management: The informal regulations (69506.4) seem to 
present a framework for all priority products, starting with an AA process and eventually 
leading to regulatory action by DTSC. While this ensures consistency across all products, it also 
delays action on COCs with extensive amount of impact data and allows continued public 
exposure. We ask that DTSC adopt a fast track process to take action on certain priority 
products (or product classes). For instance, electronics have been designated as hazardous 
waste by the State of California and banned from landfills since 2005. Electronics also contain 
dozens of COCs. While manufacturers complete final AAs and address COCs as they become 
prioritized by DTSC, they should be required to develop end of life management programs.  
We urge DTSC to bypass the final AA process and take regulatory action after the preliminary 
AA for certain product classes, starting with electronics and extending to all products 
containing multiple priority COCs. To that end, we applaud DTSC’s efforts to collect 
“generation” information (69506.4(a)(2)(D) 1) from manufacturers through periodic reporting 
(on end of life management programs), however, we believe this information should be 
required at the preliminary AA phase, so DTSC can prioritize regulatory actions (such as end of 
life management for high volume hazardous wastes) by bypassing the Final AA.  

In addition, we ask that DTSC require manufactures to take responsibility for legacy 
products at the end of their useful life. For instance, if a manufacturer chooses to remove a 
COC from a priority product or chooses to discontinue sales in California, DTSC should 
continue to require the manufacturer (or responsible party) to take responsibility for disposal of 
products currently in use by California consumers.  

• Secret shopper program:  Once products are designated as priority products and a 
substitution (to alternative chemicals) is underway, we suspect that the products containing 
COCs will find their way into dollar stores and low income communities. In order to avoid 
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disproportionate burdens to certain subpopulations, we ask that DTSC create strict “phase 
out” guidelines to ensure timely phase out of priority products with COCs without 
disproportionate impacts. We also support partnerships that allow local governments (or 
public health entities) to institute “secret shopper” programs and report back to DTSC for 
appropriate regulatory action. 

• Implementation of the regulations: We understand that DTSC expects to initially address only 2-
5 priority products. While we recognize that DTSC must be realistic in its targets for 
implementing the regulations, 2-5 priority products is vanishingly small compared to the scale 
of the problem.  We recommend that DTSC scale up the priority products target after the 
proof of concept phase with 2-5 products. Since DTSC is heavily constrained in terms of 
resources available for broadening the scope of implementation, we support the 
establishment of a steady funding stream, preferably one tied to the sales of products 
containing COCs or the establishment of a manufacturers’ consortium that would receive 
funding from green chemistry innovators and venture capitalists. 

 
In summary, we strongly support the informal regulations with some minor modifications 
recommended above and are enthusiastic about the prospect of a comprehensive framework 
for all consumer products. If you have any questions about the above, please feel free to reach 
Sushma Bhatia at (415) 355.3758. 
 
 
Sincerely, 
 
 
Sushma Bhatia and Chris Geiger 
Toxics Reduction Program 
San Francisco Department of Environment 

 
 

 



 
 

December 20, 2011 
 
 
 
Department of Toxic Substances Control 
Attn: Heather Jones 
Safer Consumer Products Regulations, MS-22A 
P.O. Box 806 
Sacramento, CA 95812-0806  

 
Re: Safer Consumer Products Draft Regulation 

 
Dear Ms. Jones: 

 
On behalf of the American Forest & Paper Association (AF&PA), I am writing to convey our 
concerns with the proposed Safer Consumer Products (SCP) informal draft regulations 
issued on October 31, 2011. 

 
AF&PA is the national trade association of the forest products industry, representing pulp, 
paper, packaging and wood products manufacturers, and forest landowners.  Our companies 
make products essential for everyday life from renewable and recyclable resources that 
sustain the environment.  The forest products industry accounts for approximately 5 percent 
of the total U.S. manufacturing GDP.  Industry companies produce about $175 billion in 
products annually and employ nearly 900,000 men and women, exceeding employment 
levels in the automotive, chemicals and plastics industries.  The industry meets a payroll of 
approximately $50 billion annually and is among the top 10 manufacturing sector 
employers in 47 states. 

 
AF&PA appreciates the Department of Toxic Substance Control (DTSC) working with 
stakeholders in development of the Green Chemistry Initiative (GCI) the last two years. 
AF&PA believes DTSC has made positive revisions to the Alternatives Assessment (AA) 
process by incorporating more flexibility. However, AF&PA believes there are more changes 
that need to be made in order for this to be a viable program. 

 
AF&PA strongly recommends that the draft regulations be tailored to ensure that responsible 
party compliance with this program does not lead to excessively burdensome economic 
impacts that could unintentionally result in perverse incentives for jobs to leave the state and 
for citizens to be deprived of safe and beneficial products that are legally marketed 
throughout the rest of the US.  It is ultimately DTSC’s responsibility to strike the proper 
balance between the scope of the program and the resources available in order to achieve 
success. A program that takes on more than it can achieve is unsustainable and will produce 
little to advance public health and environmental protection. 

sbaldera
Typewritten Text
(IC)13- American Forest & Paper Association
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Definition of Chemical 
The DTSC defines “chemical” as “organic or inorganic substance of a particular molecular 
identity, including any combination of such substances occurring, in whole or part, as a result 
of a chemical reaction or occurring in nature, and any element or uncombined radical.”  The 
definition of chemical should exclude natural products that are not chemically altered (e.g. 
lumber, soil or sand). 

 
Unintentionally Added Ingredients 
AF&PA requests that unintentionally added chemicals be exempt from the regulation’s 
requirements. An exemption for unintentionally added chemicals should include recycled 
feedstock. The draft proposal explains that the DTSC may specify a higher de minimis level 
if the source of the chemical of concern is a “contaminant in recycled materials that are 
common” and meet other criteria including the chemical cannot “reasonably be removed from 
the product.” We appreciate that the proposal includes an option that the DTSC may ease the 
de minimis level for recycled feedstock, but an exemption for recycled feedstock could 
prevent a host of unintended consequences.  Not adding an exemption for unintentionally 
added chemicals in recycled feedstock will create a disincentive to using recycled feedstock 
in the manufacturing process, will be counter-productive to recycling programs and will hinder 
California’s ability to achieve its ambitious new 75 percent recovery goal.  Manufacturers who 
use recycled materials and the recycling industry take their obligations to verify the 
compliance of materials that they use in all types of consumer products very seriously. 
Exempting unintentionally added chemicals from the regulation’s requirements is consistent 
with other California, federal and international chemical regulatory policies. 

 
Regulatory Duplication Exemption 
AF&PA requests a clear exemption for food contact materials.  AF&PA believes that food 
contact materials are already fully regulated by the U.S. Food and Drug Administration and 
California agencies to protect public health and the environment from potential exposures to 
food contact materials throughout the full life cycle.  Further regulation of these materials by 
DTSC under the GCI would be duplicative and in conflict with the existing federal regulatory 
scheme as the GCI specifically prohibits regulatory duplication.1  Furthermore, this duplicative 
regulation would divert DTSC’s finite resources from those products that present a risk to the 
public health and environment. 

 
Modern food packaging is carefully designed to preserve the quality and safety of the food 
and extend the shelf life of products, preventing food waste.  Including food contact materials 
within the scope of California's GCI will not further the goals of the green chemistry statutes 
and may actually impede our industry’s development of new food packaging materials that 
can improve the safety and environmental profile of these materials, as well as the safety, 
quality, and availability of the food supply. 

 
 
 

1 GCI Section 25257.1(c) states, “The department shall not duplicate or adopt conflicting 
regulations for product categories already regulated or subject to pending regulation 
consistent with the purposes of this article.” 



3 
 

 
 
De Minimis 
“De minimis” is defined, in part, as a concentration equal to 0.1 percent by weight or 0.01 

percent by weight depending on if the chemical exhibits any of the defined hazard traits.  A 
0.1 percent should be the default and DTSC can raise or lower the de minimis on a case-by- 
case basis.  This is consistent with numerous state, federal and global regulations, including 
the European Union‘s implementation of the Globally Harmonized System (GHS) for product 
classification. In addition to applying a default threshold of 0.1 percent by weight, the EU 
GHS establishes chemical-specific thresholds that may be lower or higher than 0.1 percent 
based on sound science and reliable information. It is the standard that is virtually established 
universally in regulatory programs around the world and certainly in those programs with 
features similar to the California GCI. 

 
The draft proposal requires responsible parties to file a notification to the department in order 
to apply the de minimis exemption to a Priority Product. This requirement is unnecessary, 
unauthorized and bureaucratically burdensome. The de minimis exemption should be self- 
implementing, requiring no submission to the department. For compliance and enforcement 
reasons, manufacturers could be required to maintain records supporting their actions. 

AF&PA also supports the Food Packaging Coalition’s comments on the October 31 proposal. 

AF&PA appreciates the opportunity to comment on the proposed Safer Consumer Products 
regulation.  If you have any questions regarding AF&PA’s position on the proposal, please 
contact me at (202) 463-2700. 

 
Sincerely, 

 

 
 
 
 
 
Paul Noe 
Vice President, Public Policy 

 
 
cc:  Kathryn Lynch, Lynch & Associates 
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December 30, 2011 

Debbie Raphael 
Director  
Department of Toxic Substances Control  
P.O. Box 806  
Sacramento, CA 95812-0806 

Submitted via electronic mail 

 

Comments on the California Safer Consumer Products Informal Draft Regulations 
(AB 1879) 

 

Dear Director Raphael: 

First, I would like to commend you and all the staff involved at the Department of Toxic 
Substances Control (DTSC) on the excellent work reflected in the current informal draft  
Safer Consumer Product regulations. Clearly, DTSC has taken into account all the input 
from the last three years of stakeholder engagement to craft this document. I particularly 
appreciate the targeted use of the expertise on the Green Ribbon Science Panel 
(GRSP) this past year to address some of the areas within the informal regulations that 
are both ground-breaking and tricky to navigate. The current informal draft regulations 
go a long way towards the creation of a program that is practical, meaningful and legally 
defensible within the statutory limitations of AB 1879. 

As I mentioned in my testimony at the Assembly Environmental Safety and Toxic 
Materials committee oversight hearing on December 8, 2011, areas that have been 
greatly improved in the current informal regulations include: 

 Starting with a broad list of Chemicals of Concern as a partial mitigation of 
regrettable substitutions; 

 The consideration of aggregate and cumulative exposures; 
 The inclusion of a flexible approach to de minimis, while calling out key 

hazard traits for which a lower and more protective de minimis level is 
applicable. 

 The inclusion of workers as a potential exposed population under the Priority 
Products Prioritization section of the draft informal regulations. I have 
provided suggestions below of additional places within the text of the 
regulations where worker protection from consumer product exposure can be 
expanded. 

sbaldera
Typewritten Text

sbaldera
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(IC)14- Environmental & Public Health Consulting
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Impacts of a Broad List of Chemicals of Concern 

It should be noted that the publication of the SIN (Substitute-it-Now) list of chemicals 
(currently numbering 378) that meet the European Union’s REACH criteria for 
Substances of Very High Concern (SVHC) has already resulted in changes in 
investment strategy; the investment firm Risk Metrics in 2009 utilized the SIN list to 
identify industries that are heavily dependent on SIN List chemicals and therefore could 
present chemical liability concerns for investors1. In addition, these industries will be 
required to disclose SVHC chemical use starting in 2012 if they apply for B Corporation 
status, now a legally viable option in the state of California2. We expect that a large 
initial list of Chemicals of Concern in the Safer Consumer Product regulations will have 
similar impacts in California context and beyond. 

Suggestions for Areas of Additional Improvement 

There are three specific areas that should be strengthened in the regulations in order to 
make them more effective and meaningful:  

 Add worker exposure as a criterion for chemical as well as product prioritization; 
expand the reference to worker exposure in product prioritization 

 Develop criteria for regulatory response action; and, 
 Develop clear decision rules for the selection of alternatives in the alternatives 

evaluation phase of alternatives assessment. 

Whether criteria for regulatory response action and alternatives evaluation decision 
rules are appropriate for regulatory language is up to DTSC’s discretion, but if these 
elements are not incorporated into the regulations, they will need to be addressed in the 
very near term in early guidance documents. 

Workers as an exposed population 

In addition to the current reference to potential worker exposure in the Priority Products 
Prioritization text in section 69503.2 (a) (B) (iii), add a new section to 69503.2 (a) (A) 
(2). This section currently reads as follows: 

2. The Department shall give special consideration to the type and severity of potential 
adverse impact(s), and the potency of the chemical(s) associated with the adverse 
impact(s),for all of the following: 

a. Children, pregnant women, and other sensitive subpopulations; 

                                                           
1
 http://www.chemsec.org/news/news-2009/449-sin-list-11-once-again-a-tool-for-investment-analysis- 

2
 See www.bcorporation.net; I have managed a Health and Safety Working Group this year, created to add worker 

health and safety and product life-cycle impacts to the next revision of the B Impact Assessment, including this 
disclosure requirement. Information on the California Benefit Corporation legislation, see 
http://www.bcorporation.net/publicpolicy. 

http://www.bcorporation.net/
http://www.bcorporation.net/publicpolicy
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b. Environmentally sensitive habitats, endangered and threatened species, and 
environments in California that have been designated as impaired by a State or 
federal regulatory agency; and 

   c. Widespread adverse public health and/or environmental impacts. 
 

Proposed additional language: 
d. Worker populations that utilize the product of concern with greater frequency than the 
average consumer. 

This proposed language is intended to address the health impacts frequently seen 
among service workers, including house-cleaners, auto repair technicians, nail salon 
workers and others who experience higher exposure to consumer products than are 
accounted for in standard consumer use scenarios. 

The proposed language should also be inserted in the parallel language under 
Chemicals of Concern Identification in Section 69502.2 (1) (B). 

Criteria for Regulatory Response Actions 

DTSC should develop criteria for regulatory response actions. See suggestions below 
originally provided during a March 23, 2010 conversation with DTSC regulation-writing 
staff; these are not intended to be comprehensive or prescriptive, but are merely offered 
as thought-starters for the basis of regulatory response criteria. 

Regulatory Response Trigger for Regulatory Response 
No action taken Third party standard for environmentally preferable product 

or ingredient, certification by standard that covers relevant 
AB 1879 criteria 

Require additional information Missing data in critical (TBD) “indicator” health endpoints, 
multiple environmental endpoints 

Require labeling Red flags in critical human health, multiple environmental 
endpoints, and no clear alternative readily available 

Require end-of-life management Demonstrated presence in cord blood and meets CMR, PBT 
hazard definitions 

Restrict usage Biomonitoring data in >75% of population or sensitive 
subgroup (children under 5, pubertal populations, women of 
child-bearing age, etc.) 

Require exposure to be limited Demonstrated route of exposure and biomonitoring data in 
exposed subpopulation (e.g., workers in manufacturing, 
end-of-life, fenceline communities, children under 5, children 
at puberty, etc.) 

Prohibit usage See above, with added health/ environmental criteria 
overlay, e.g., CMR, PBT, endocrine disruptor or aquatic 
toxicity 

R&D Challenge/ Other Some alternatives on the market, benefits/ performance/ 
cost not optimized 
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Decision Rules for Alternatives Assessments/ Alternatives Evaluation 

DTSC should develop decision rules for evaluating submitted alternatives assessments 
(AA). These rules should at minimum address the following questions: 

 Which criteria will be considered first (e.g., prioritized) in evaluating alternatives?  
 How will criteria be organized/ grouped?  
 How will the relative weighting of criteria be established? 
 How will criteria weightings be kept consistent across different PoC/CoC 

combinations? 

My colleagues at UCLA’s Sustainable Technology and Policy Program have previously 
submitted and presented to DTSC staff the results of our feasibility study demonstrating 
the potential impacts of missing and/or incomplete data for different criteria within an 
AA, utilizing different subsets of criteria for sequential screens as well as the impacts of 
weighting human health and environmental criteria versus other criteria within an 
alternatives assessment/ evaluation. I understand that the Business-NGO Working 
Group has submitted a similar decision flow model in use by some of its members. 
These and other decision-making frameworks submitted by stakeholders and available 
in the decision-framework literature can provide DTSC with a rich starting point for 
developing decision rules. My colleagues and I will be happy to provide any additional 
support in this and other areas as DTSC moves forward with finalizing and 
implementing the Safer Consumer Product regulations. 

Thank you to you and your staff for the continuing excellent work.  

 
Ann Blake, Ph.D. 
Founder and Principal 
Environmental & Public Health Consulting 
Alameda CA 
(510) 769-7008 
annblake@comcast.net 
 
 
cc.  Odette Madriago  

Chief Deputy Director  
Department of Toxic Substances Control 

 

mailto:annblake@comcast.net


(IC)15‐Julia Quint 
 

Comments on the Safer Consumer Products Informal Draft Regulations (10/31/2011) 
Submitted by Julia Quint, Ph.D. 

December 2011 
 
General  
 

The informal draft Safer Consumer Products Regulations are substantially improved compared to earlier 
versions of the regulations. They are clearly written and easy to understand, address the required elements of the 
implementing legislation in a flexible manner, and thoughtfully incorporate the extensive input DTSC received 
from the Green Ribbon Science Panel (GRSP) and a diverse group of stakeholders.   
 
Specific questions posed to the GRSP at the 11/14-15 meeting 
 
(1) Chemicals of Concern (COCs) List 
 

Are these the right lists?  Should there be fewer or more lists included? 
 
Some of the lists are the right lists and others are not.  Some of the lists should be deleted because they are not 
scientifically defensible, and others should be added to address additional hazard traits and toxicological and 
environmental endpoints that the proposed lists/sources do not address.  Most of the lists/sources should be 
screened to remove chemicals that are exempt (e.g., pesticides and dangerous drugs) and chemicals that are not 
relevant to the SCP regulations (e.g., chemical intermediates, mixed categories of substances, reaction 
products). Since only a subset of the chemicals with hazard traits on these lists should be identified initially as 
COCs, the draft regulatory language on page 24, lines 14-18, which states that the initial COCs will be 
“chemicals exhibiting a hazard trait on one or more of the lists”, is misleading. The proposed list/sources 
identify chemicals that are predominantly carcinogens, mutagens, and reproductive/developmental toxicants, 
and chemicals that have been identified as persistent, bioaccumulative, and toxic. This is in spite of the fact that 
the regulation has been revised to include all hazard traits and toxicological and environmental endpoints 
identified by OEHHA. Lists/sources that could be used to identify chemicals with critical hazard traits and 
toxicological and environmental endpoints are not included in the informal draft regulation.  
 
Review of the Proposed Lists/Sources 
Since the draft regulations did not include links to the proposed lists/sources, the comments below pertain to 
lists/sources that were identified from online searches.  In some cases, a particular list or source (see links) may 
not correspond to the one DTSC is proposing to include in the regulation.  
 
(a)(1)(A) CA Safe Cosmetics Chemicals Known or Suspected to Cause Cancer or Reproductive Toxicity 

This list appears to be redundant since the listed chemicals are on the Prop 65 list, as required by the CA Safe 
Cosmetics Act.  

(a)(1)(B) CA Safe Drinking Water and Toxic Enforcement Act of 1986 (Proposition 65) 
 This list should be screened since only a subset of the chemicals is relevant in terms of the SCP regulation.  

Many of the listed chemicals are pesticides and dangerous drugs, which are exempt and would not be 
identified as initial COCs.  Many other categories of chemicals on the list also are not relevant to the SCP 
regulation because they are unlikely to be present as chemical ingredients in consumer products.  These 
categories include:  (1) chemicals with no indication of current production or use in the U.S. (based on TSCA 
data and other relevant data); (2) banned chemicals; (3) chemicals used only as research/laboratory chemicals; 
(4) individual PAHs formed as byproducts, or used as laboratory/research chemicals, only; and (5) mixed 
categories of substances (e.g., soots, tars, and mineral oils) and certain mixtures without real world exposure 
(e.g., carbon black extracts; gasoline engine exhaust [condensates and extracts]; wholly vaporized unleaded 
gasoline). The OEHHA report, Occupational Health Hazard Risk Assessment Project for California: 
Identification of Chemicals of Concern, Possible Risk Assessment Methods, and Examples of Health 
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Protective Occupational Air Concentrations. OEHHA, December 2007, pp 5-6, has information on screening 
the Proposition List to identify relevant chemicals of concern for a specific project. The report is available at: 
http://www.cdph.ca.gov/programs/hesis/Pages/Publications.aspx#technical. 

(a)(1)(C) Canadian Environmental Protection Act Environmental Registry’s Persistent, 
Bioaccumulative, and Inherently Toxic to the Environment (CEPA PBiT)   
[http://www.ec.gc.ca/lcpe-cepa/default.asp?lang=En&n=C8DAC0AB-1] 
The list of chemicals found at this link is labeled “Persistence, Bioaccumulation, Inherently Toxicity – Draft”. 
The list is identified as a draft screening report.  I was not able to find a final list of PBiT chemicals on the 
Environment Canada website.  If this is the list that is referenced in the regulations, it is not scientifically 
defensible and should not be included as a source for identifying the initial COCs.  The draft status indicates 
that the information has not been confirmed and/or finalized, and that some of chemicals could be deleted.   

(a)(1)(D) NTP Category A and B Carcinogens 
As with the Prop 65 list, this list should be screened since some of chemicals/substances are not relevant to 
the SCP regulation. 

(a)(1)(E) Primary MCL Chemicals under federal Safe Drinking Water Act 
[http://water.epa.gov/drink/contaminants/index.cfm#Inorganic] 
This list is of questionable relevance in terms of the SCP regulation. Some of the chemicals are pesticides, and 
others are not likely to be found as ingredients in consumer products.  In addition, none of the sources of 
drinking water contamination from the chemicals with identified hazard traits are due to the use of consumer 
products.   

(a)(1)(F) European Chemical Substances Information System Persistent Bioaccumulating Toxins (ESIS 
PBT)  
[http://esis.jrc.ec.europa.eu/index.php?PGM=pbt ]  
This list, per se, would not be scientifically defensible and should not be identified in the regulation using the 
draft language on page 24, lines 14-18.  As indicated under the “Conclusions” column on the list, only a 
subset of the chemicals fulfills the PBT and vPvB criteria. Some chemicals are listed as “not fulfilling the 
PBT & vPvB criteria”, and others are listed as “under evaluation” or “deferred”.   

(a)(1)(G) European Commission Category 1 and 2 Endocrine Disruptors 
[http://ec.europa.eu/environment/endocrine/strategy/substances_en.htm#priority_list] Annex 15 
Many of the listed chemicals are pesticides.  The list should be screened to identify relevant COCs. 

(a)(1)(H) European Directive on Dangerous Substances. Category 1 carcinogens and Category 1 
reproductive toxins—Superseded by list below 

(a)(1)(I) European Union EC 1272/2008 Annex VI, Category 1A and 1B carcinogens, Category 1A and 
1B reproductive toxins, and Category 1A and 1B mutagens 
A search of Annex VI using hazard codes to identify carcinogens, reproductive toxins and mutagens in 
categories 1A and 1B, indicates that some of the chemicals may not be relevant to the SCP regulation.  The 
Department should indicate whether all of the chemicals with the specified hazard traits will be identified as 
COCs, initially, as stated in the regulation, or only a subset of the chemicals.  

 (a)(1)(J) International Agency for Research on Cancer (IARC), Groups 1, 2A, and 2B carcinogens 
 Similar to the Prop 65 list, some of the chemicals/substances are not relevant to the SCP regulation.  The list 
should be screened to identify relevant chemicals. 

 (a)(1)(K) Federal Clean Water Act Pollutants— Could not locate list/source. Did not review.  
 (a)(1)(L) WDRs/WRRs of the Porter-Cologne Water Quality Control Act—Did not locate or review this 

list. 
(a)(1)(M) Priority Pollutants for CA, Section 303(c) of the federal Clean Water Act—Did not locate or 

review this list. 
(a)(1)(N) US EPA Toxics Release Inventory Persistent, Bioaccumulative and Toxic Chemicals 

[http://www.epa.gov/tri/trichemicals/pbt%20chemicals/pbt_chem_list.htm] 
Pesticides should be screened from the list. 
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(a)(1)(O) Washington Department of Ecology Persistent, Bioaccumulative, Toxic Chemicals 

[http://www.ecy.wa.gov/programs/swfa/pbt/list.html] 
Pesticides should be screened from the list. 

 
(a)(2)(A) National Report on Human Exposure to Environmental Chemicals, Center for Disease 

Control 
Only a subset of these chemicals is relevant to the SCP.  The list should be screened. 

(a)(2)(B) OSPAR List of Chemicals for Priority Action 
[http://www.ospar.org/content/content.asp?menu=00940304440000_000000_000000] 
The regulation should specify chemicals in Category A of the 2011 list for which background documents are 
being prepared.  Chemicals in Groups B and Group C should not be included in the regulation. Group B: 
chemicals where no background document is being prepared because they are intermediates in closed 
systems. Group C: chemicals where no background document is being prepared because there is no current 
production or use interest.  The list should be screened to remove chemicals for which the function is 
identified as “pesticides/biocides” and “pharmaceuticals”. 
 

(a)(2)(C) OSPAR List of Substances of Possible Concern 
[http://www.ospar.org/content/content.asp?menu=00950304450000_000000_000000#status] 
This list is not scientifically defensible and should not be included in the regulation as a source for identifying 
the initial COCs. According to the OSPAR website, it is a dynamic working list and is regularly revised as 
new information becomes available.  The current list was developed in 2002. Chemicals on the list are divided 
into four sections:  Section A: substances which warrant further work by OSPAR because they do not meet the 
criteria for Section B-D and substances for which, for the time being, information is insufficient to group them 
in Sections B-D. Section B: substances which are of concern for OSPAR but which are adequately addressed 
by EC initiatives or other international forums.  Section C: substances which are not produced and/or used in 
the OSPAR catchment or are used in sufficiently contained systems making a threat to the marine 
environment unlikely.  Section D: substances which appear not to be “hazardous substances” in the meaning 
of the Hazardous Substances Strategy but where the evidence is not conclusive. 
 

 (a)(2)(D) US National Waste Minimization Program list of Persistent Bioaccumulative and Toxic 
Priority Chemicals 
[http://www.epa.gov/osw/hazard/wastemin/priority.htm] 
EPA does not identify the 31 priority chemicals accessible from this link as being PBTs.  The fact sheets that I 
reviewed for a few of the listed chemicals also did not identify them as PBTs.  I could not find other lists of 
priority PBT chemicals on the waste minimization section of the website.  The hazard traits and toxicological 
and environmental endpoints for the listed chemicals should be reviewed to determine the basis for including 
this list in the regulation as a source for identifying the initial list of COCs.  
 

(a)(3)(A) Grandjean & Landrigan identification of neurotoxicants 
Developmental Neurotoxicity of Industrial Chemicals, P Grandjean, PJ Landrigan 
[www.thelancet.com Vol 368 December 16, 2006] 
This paper is not scientifically defensible as a source for identifying COCs that are neurotoxicants, and it 
should not be identified in the regulation. In describing their list of 201 “Chemicals Known to be Neurotoxic 
in Man”, the authors state the following on page 2169, first paragraph:  

“This list excludes chemicals that have proved neurotoxic solely 
in laboratory animals, for which no systemic list exists.  We mainly 
include acutely toxic substances that have caused serious accidents 
or have been used in suicide attempts.  Neurotoxins that mainly cause 
chronic or delayed disease are likely to be underrepresented.” 



 4

The criteria used to develop the list [acute toxicity; human data, only; high exposures; and unique exposure 
conditions (serious accidents and suicides)] are not consistent with the criteria used to identify other COCs 
that will be regulated under the SCP.  The criteria are also inconsistent with hazard identification information 
in the 1998 EPA Neurotoxicity Risk Assessment Guidelines. Incorporating the Grandjean & Landrigan list in 
the SCP regulation would result in acetone and ethyl acetate, two solvents of known, low chronic toxicity 
being listed as COCs and neurotoxicants, comparable to n-hexane. It would also result in chemicals identified 
as potential human neurotoxicants based on animal data not being listed as COCs. The authors used their list 
of human neurotoxicants to search the literature for published human data on developmental neurotoxicity. 
Based on their critical review, they concluded that only five chemicals are known to cause 
neurodevelopmental abnormalities (lead, methylmercury, PCBs, arsenic, and toluene).  They stated: “Many 
more chemicals that we have not listed are known to harm neurodevelopment in laboratory animals, but no 
data about their potential toxic effects on human brain development are available”.     

(a)(3)(B) National Toxicology Program, Office of Health Assessment and Translation (formerly the 
Center for the Evaluation of Risks to Human Reproduction) reports 
The reports, per se, are not defensible scientifically as a source for identifying COCs since the levels of 
evidence for reproductive toxicity varies among the chemicals.  This source should be revised to read: NTP 
Office of Health Assessment and Translation chemicals that meet the NTP criteria of having clear or 
sufficient evidence of adverse effects for reproductive toxicity and clear or sufficient evidence of adverse 
effects for developmental toxicity. 

(a)(3)(C) US EPA Integrated Risk Information System (IRIS) identification of carcinogens 
[http://cfpub.epa.gov/ncea/iris/index.cfm?fuseaction=iris.showSubstanceList]  
The IRIS lists chemicals with different levels of evidence of carcinogenicity.  The levels of evidence that are 
pertinent to identifying COCs have to be specified. This source should be revised to read:  US EPA Integrated 
Risk Information System (IRIS) chemicals which meet the EPA criteria for being identified as “Carcinogenic 
to Humans” or “Likely to be Carcinogenic to Humans” or as Group A, B1 or B2 carcinogens. 
 

Are there unforeseen consequences to this approach? 
Given the lack of resources, it is important and essential for DTSC to use existing chemical hazard evaluation 
information, especially authoritative lists, as sources to identify the initial COCs that will be used to identify 
priority products. However, the information on the existing lists/sources must be scientifically defensible and 
the chemicals identified from them should be relevant to the goals of the SCP regulation.  Incorporating 
lists/sources into the regulation and linking the identification of COCs to the presence of a chemical on one of 
the lists as proposed in the informal draft regulations, can have unforeseen consequences. Some of these 
consequences include:  

 Failing to identify potentially harmful chemicals as COCs because authoritative lists do not exist for most of 
the hazard traits and toxicological and environmental endpoints specified in the SCP. 

 Failing to identify emerging, evaluated chemicals that exhibit hazard traits but are not on authoritative lists. 
 Identifying COCs and priority products improperly because the lists incorporated into the SCP are not 

scientifically defensible. 
 Contributing to the development of alternative products that contain COCs because they were not 

appropriately identified initially due to the lack of an authoritative lists/sources for the hazard trait. 
 Identifying an excessive number of COCs and making it difficult for stakeholders to determine which ones 

are important due to the many exempt and irrelevant chemicals with hazard traits that are on most of the 
lists/sources incorporated into the regulation. 

 
Recommendations—Chemicals of Concern Lists/Sources 
 

General 
Develop an initial list of COCs from existing, specified, authoritative lists/sources that have a sound scientific 
basis and that have been screened to remove chemicals that are not relevant to the SCP.  Incorporate this initial 
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COC list into Section 69502.3.  In §69502.2, identify the lists/sources that were used to develop the initial COC 
list.  
Specific 
 
1. Delete the following lists/sources.  See comments on pages 2-4 for additional information. 
 

(a)(1)(C) Canadian Environmental Protection Act Environmental Registry’s Persistent, 
Bioaccumulative, and Inherently Toxic to the Environment (CEPA PBiT)  [http://www.ec.gc.ca/lcpe-
cepa/default.asp?lang=En&n=C8DAC0AB-1] 
Described as draft and as a screening report on the website. 
 
(a)(1)(H) European Directive on Dangerous Substances. Category 1 carcinogens and Category 1 
reproductive toxins 
Superseded by another source 
 
(a)(2)(C) OSPAR List of Substances of Possible Concern 
[http://www.ospar.org/content/content.asp?menu=00950304450000_000000_000000#status] 
Described as a working list that is regularly revised.  See description of categories on page 3. 
 
 
(a)(3)(A) Grandjean & Landrigan identification of neurotoxicants 
Developmental Neurotoxicity of Industrial Chemicals, P Grandjean, PJ Landrigan 
[www.thelancet.com Vol 368 December 16, 2006] 
The criteria used to develop this list are not consistent with those of other lists/sources that will be used to 
identify COCs.  The Grandjean & Landrigan list is comprised of acute neurotoxicants associated with suicides 
and serious accidents.  The end stage neurotoxicity from high exposures and/or the route of exposure are not 
relevant to potential neurotoxicity related to the use of consumer products. See specific comments on pages 3 
and 4 for more information. 
 

2. Revise the descriptions of the following list/sources to indicate the information that is specific to identifying 
chemicals with hazard traits 

 
(a)(1)(F) European Chemical Substances Information System Persistent Bioaccumulating Toxins 
(ESIS PBT)  
[http://esis.jrc.ec.europa.eu/index.php?PGM=pbt ] 
Only a subset of the listed chemicals fulfills the PBT criteria.  See suggested revision on  
page 2. 
 
(a)(3)(B) National Toxicology Program, Office of Health Assessment and Translation (formerly the 
Center for the Evaluation of Risks to Human Reproduction) reports 
Only a subset of the chemicals meets the criteria for identification as COCs based on reproductive and 
developmental toxicity. See suggested revision on page 4. 
 
(a)(3)(C) US EPA Integrated Risk Information System (IRIS) identification of carcinogens 
[http://cfpub.epa.gov/ncea/iris/index.cfm?fuseaction=iris.showSubstanceList]  
Only certain classifications of carcinogens in the IRIS database will be identified as COCs based on the 
carcinogenicity hazard trait.  See suggested revision on page 4. 
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3. Confirm whether appropriate or relevant for identifying COCs  
 

(a)(1)(E) Primary MCL Chemicals under federal Safe Drinking Water Act 
[http://water.epa.gov/drink/contaminants/index.cfm#Inorganic] 
See comments on page 2. 
 
(a)(2)(D) US National Waste Minimization Program list of Persistent Bioaccumulative and Toxic 
Priority Chemicals 
[http://www.epa.gov/osw/hazard/wastemin/priority.htm] 
See comments on page 3. 
 

4. Screen these (and other lists/sources) to remove chemicals that are exempt or not relevant to the SCP 
regulation 

 
(a)(1)(B) CA Safe Drinking Water and Toxic Enforcement Act of 1986 (Proposition 65) 
The list contains chemicals that are exempt (e.g., pesticides and dangerous drugs) and chemicals that are not 
relevant (no longer in production; laboratory use, only; chemical intermediates, etc.) to the SCP regulation.  
See comments on page 1. 
 
(a)(1)(D) NTP Category A and B Carcinogens 
Similar to the Prop 65 list, many chemicals are not relevant to the SCP regulation. 
 
(a)(1)(G) European Commission Category 1 and 2 Endocrine Disruptors 
[http://ec.europa.eu/environment/endocrine/strategy/substances_en.htm#priority_list] Annex 15 
Many of the listed chemicals are pesticides.  
 
(a)(1)(I) European Union EC 1272/2008 Annex VI, Category 1A and 1B carcinogens, Category 1A and 
1B reproductive toxins, and Category 1A and 1B mutagens 
 
(a)(1)(J) International Agency for Research on Cancer (IARC), Groups 1, 2A, and 2B carcinogens 
 

(a)(1)(N) US EPA Toxics Release Inventory Persistent, Bioaccumulative and Toxic Chemicals 
[http://www.epa.gov/tri/trichemicals/pbt%20chemicals/pbt_chem_list.htm] 
 
(a)(1)(O) Washington Department of Ecology Persistent, Bioaccumulative, Toxic Chemicals 
[http://www.ecy.wa.gov/programs/swfa/pbt/list.html] 
 
(a)(2)(A) National Report on Human Exposure to Environmental Chemicals, Center for Disease 
Control 
 

5. Add these lists/sources to identify chemicals with hazard traits and toxicological and environmental 
endpoints that are not addressed by the lists/sources in the informal draft. Screen the identified chemicals to 
remove those that are not relevant to the SCP regulation.  
 
(a)(1)(I) European Union EC 1272/2008 Annex VI: (1) Category 1 respiratory sensitizers; (2) Category 
1 skin sensitizers; (3) Effects on or via lactation; (4) Category 1 specific organ system toxicity-single 
exposure; (5) Category 1 specific organ system toxicity-repeated exposure; (6) Category 1 acute 
aquatic hazard; (7) Category 1, chronic aquatic hazard 
The classification criteria in Annex VI that were used to identify chemicals with these hazard traits are well 
defined, transparently communicated, and are consistent with the UN GHS criteria that will be used by other 
regulatory agencies. DTSC can easily identify the chemicals by searching Annex VI using the following 
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hazard codes: Category 1 respiratory sensitizers=H334; Category 1 skin sensitizers =H317; Effects on or via 
lactation=H362; Specific organ system toxicity-single exposure=H370; Specific organ system toxicity-
repeated exposure=H372; Category 1 acute aquatic toxicity=H400; Category 1 chronic aquatic 
toxicity=H410.  Searching the Annex for these codes, in addition to the codes for Categories 1A and 1B 
carcinogens, reproductive toxicants, and mutagens, will identify aggregate adverse impacts of chemicals and 
will help DTSC prioritize them.  
 
California Air Resources Board Toxic Air Contaminants [http://www.arb.ca.gov/toxics/id/taclist.htm] 
This list includes the US EPA Hazardous Air Pollutants. 
 
European Chemicals Agency Candidate List of Substances of Very High Concern 
[http://echa.europa.eu/chem_data/authorisation_process/candidate_list_table_en.asp] 
 
US EPA TSCA Section 5(e) Existing Chemical Substance Significant New Use Regulation (SNURs)  
[http://www.epa.gov/oppt/existingchemicals/pubs/sect5a2.html] 
 
US EPA Existing Chemicals Action Plans-chemicals for which EPA has developed plans  
[http://www.epa.gov/oppt/existingchemicals/] 
 
US EPA TSCA Section 8(e) submissions 
[http://www.epa.gov/oppt/tsca8e/pubs/8emonthlyreports/2011/8ejan2011.html] 
 
US EPA Class I Ozone-Depleting Substances 
[http://www.epa.gov/ozone/science/ods/classone.html] 
 
 

(2) Prioritization of Products 
 
 What steps might be included to structure the prioritization process so that manufacturers are better 

able to predict the likelihood of their products being listed as Priority Products? 
 

It is important for manufacturers to be able to predict the likelihood of their products being listed as Priority 
Products.  However, consistent with the goal of the SCP regulations, the primary purpose of prioritizing the 
products should be to prevent or reduce, in a timely manner, the most significant adverse impacts on health and 
the environment caused by consumer products.  Unfortunately, unlike VOC emissions, which CARB uses along 
with other factors to prioritize consumer products for regulation, there are no metrics that DTSC can use to 
prioritize products based on their ability to cause adverse health and environmental impacts.  
 
Manufacturers, however, can use the prioritization criteria outlined in the regulation as a checklist to help 
determine whether their products are likely to be listed as a Priority Products.  For example, they can answer 
questions like these: (1) does the product contain a COC above the de minimis level? (2) is/are the COC(s) one 
of the nine with lower de minimis levels? (3) do any of the COC(s) adversely impact environmentally sensitive 
habitats and/or sensitive subpopulations (i.e., is the COC a developmental, neurodevelopmental, or endocrine 
toxicant, or a transplacental carcinogen?) (4) are the COCs persistent? (5) do they bioaccumulate? (6) do any of 
the COCs cause aggregate effects? (7) do the COCs cause cumulative effects with other COCs in the product? 
(8) who uses the product? (9) how and where is it used? (10) is it used in the home? (11) is it applied to the 
body? (12) can the user and/or others be exposed to the COCs in the product? (13) can the COCs in the product 
contaminate the environment, etc.? In general, positive responses would indicate that the manufacturer’s 
product may be listed as a Priority Product, and negative responses would indicate that it will not.   
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DTSC’s ability to use apply the prioritization criteria to identify Priority Products will depend on the 
availability of reliable information on the consumer products. Unlike manufacturers who have information 
about their products, DTSC, like CARB (see: Overview of the Decision-Making Process Used by CARB to 
Develop the List of Consumer Products for the VOC Limit Regulations), will have to use various means to 
gather reliable information (e.g., chemical composition, market presence, uses) on consumer products.  Given 
the information-dependent, iterative nature of the prioritization process, including steps to structure it probably 
would not be helpful.   
 
Recommendations 
 
 Collect information that may help in the prioritization process by consulting with other state programs like the 

CARB Consumer Products Program, the CDPH Safe Cosmetics Program, the OEHHA Children’s Health Art 
Hazards Project, and the California Biomonitoring Program that have compiled health and environmental 
hazard information and potential exposure information on consumer products.   

 
 Consult with the CARB Consumer Products Program and the OEHHA Children’s Health Art Hazards Project 

to determine whether certain consumer products are sufficiently regulated to protect health and the 
environment.  For example, the low VOC limits CARB has set for certain product categories may 
automatically prevent manufacturers from using COCs in some consumer products.   

 
 Gather information about potential replacement products that have been marketed in response to CARB VOC 

limits and bans (perchloroethylene, methylene chloride, trichloroethylene) since they may contain COCs 
above de minimis levels and represent regrettable substitutions. 

 
 Prioritize consumer products that have been targeted by other state programs like CARB, and that are not 

sufficiently regulated to protect health or the environment, to leverage and complete existing public health 
efforts in the state.  

 
(3) Quality Assurance for Alternative Assessments (AAs) 
 
 Given DTSC’s limited resources, will DTSC audits, a certification program for assessors, and public 

review of non-redacted portions of AAs be sufficient to provide meaningful quality assurance? 
 
Meaningful quality assurance for the AAs can be achieved only if the regulation clearly states what needs to 
be done to perform an AA and what constitutes minimum compliance with the various steps of the AA 
process. In addition, DTSC must have (or acquire) sufficient expertise and experience with the AA process to 
be able to determine compliance with all of the regulatory requirements.  The approach proposed in the 
regulation may be sufficient to provide meaningful quality assurance over the procedural aspects of the AA 
process (who needs to conduct AAs and when, and the required steps they must follow).  These requirements, 
and DTSC’s oversight role, are clearly described in the regulations.  However, the approach will not be 
sufficient to assure the quality of AAs for those aspects that are related to identifying alternatives and 
conducting comparative analysis of the alternatives and the Priority Product.  This is due primarily to the lack 
of minimum requirements for complying with these parts of the AA process and the use of vague language in 
the regulation.   
 
For example, in § 69505.3, Step 2, Identification of Alternatives, line 18, page39 states: “the responsible 
entity shall research available information that may identify existing potential viable alternatives”.  It is not 
clear what constitutes sources of “available information” for existing alternatives to Priority Products.  As a 
result, it also is not clear how DTSC would assure the quality of responsible entities’ research for alternatives 
especially since DTSC acknowledges that the research “may” identify alternatives.  Research efforts could 
range from querying experts in the industry to conducting Google searches.  The statement in § 69505.3, Step 
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3, Initial Screening of Alternative Chemicals, line 28, page 39 is another example: “Collect and use available 
information to identify the adverse public health and environmental impacts associated with each chemical 
being considered as a possible alternative…”.  Again, it is not clear what constitutes the sources of “available 
information” on adverse public health and environmental impacts, and how DTSC will ensure the quality of 
the research.  If an alternative is a new chemical that has no toxicological information, will the required 
research have to include information on structure/activity relationships or suggested evidence of a hazard 
trait/toxicological and environmental endpoint as defined by OEHHA?   
 

 What steps could we take to restructure or supplement this approach? 
 
 Consult the Cal/OSHA Hazard Communication Standard (http://www.dir.ca.gov/title8/5194.html) to see 

how mandatory appendices could be used to identify minimum criteria for complying with certain aspects of 
the AA process as recommended below. 

 
 Consult with CARB regarding their process for researching safer alternatives for consumer products that are 

targeted for regulation.  If feasible, use (or revise and use) the process as minimum criteria, and incorporate 
it into the regulation as a mandatory appendix.   

 
 Incorporate as minimum criteria (in a mandatory appendix), the process DTSC will use to research safer 

alternatives to Priority Products, if this process is different than CARB’s.  DTSC presumably will be 
researching existing safer alternatives since this is one of the factors the Department will be use to identify 
Priority Products.   

 
 Identify the informational sources a responsible entity will be required to consult to determine potential 

adverse health and environmental impacts of chemicals that are being considered as safer alternatives.  
These sources could include: (a) the lists/sources in the SCP regulation that were used to identify COCs; (b) 
peer-reviewed journal articles of relevant studies retrieved from PubMed and Toxnet searches; (c) 
submissions to EPA under Section 8(e) of TSCA; (d) government agency information retrieved from 
Google searches  

 
Additional Comments on the Informal Draft Regulations 
 
 Page 4, line 22:  Delete this provision unless there is a legal reason for including it.  Adverse impacts on 

workers, communities, and the environment can result when consumer products are manufactured, stored, and 
transported in California, even if they are not used here.  It also seems to be ethically inappropriate to 
manufacture and transport to other states or countries, products that California considers harmful for health 
and/or the environment. 

 Page 5, lines 33-42: Include as sources for identifying COCs 
 Page 7, line 28: Include as a source for identifying COCs 
 Page 8:  Add and define “Authoritative Organization” 
 Page 9, 69403.17(a): Add “Neurodevelopmental Toxicity” 
 Page 14, line 10: Insert “scientific” after “well-conducted” to be consistent with the definition in §69401.2 
 Page 14, line 22: This is very broad.  Toxicology is not an exact science so scientists, depending on their 

viewpoints, can interpret the same studies and data differently.  These different interpretations and 
conclusions are often published in scientifically peer-reviewed reports and other literature, which would 
qualify as reliable information under this regulation.  This could result in DTSC having to evaluate opposing 
interpretations of data to determine which reports to rely on.  Given the limited resources, it may be prudent to 
define reliable information as “information that is relied on or used by an authoritative organization to protect 
public health and the environment”.  This would mean that scientists with diverse viewpoints had already 
vetted the information during a public review or peer review process. 
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 Page 24, §69502.2, Chemicals of Concern Identification, lines 14-16: See General Recommendation on page 
4 of these comments.  Consistent with that recommendation, revise as follows:  (a) Initial Identification of 
Chemicals of Concern.  As of the effective date of these regulations, a chemical is a Chemical of Concern if it 
appears on the Chemicals of Concern List in section 69502.3.  The Chemical of Concern List was developed 
using the following sources. 

 Page 25, line 20, (b) Additions to the Chemicals of Concern List:  Change to read:  
(b) Additional Identification of Chemicals of Concern.  In addition to identifying Chemicals of Concern 
pursuant to subsection (a), the Department may … 

 Page 25, line 28: Delete “modes of action”.  The modes of action for most chemicals that are chronic 
toxicants are not well understood.  So, including this could prove quite limiting—especially since the word 
“and” after “endpoints” (line 27) indicates that the Department may not be able to move forward without 
mode of action information. 

 Page 26, line 2: Insert “occupational,” after “public,”.  This insertion is needed to make it clear that the 
regulation applies to consumer products used in workplaces.  In the context of regulating chemical exposures, 
“public” usually does not include workers.  The language used on page 28, line 37 appears to acknowledge 
this since workers are distinguished as a group from the general public.  

 Page 26, line 18: It is not clear what “an informational list” of the chemicals identified as Chemicals of 
Concern means, and how it relates to the chemicals identified as COCs in section 69502.2.  To facilitate its 
use by stakeholders, this list should be COCs that were identified from the lists/sources in section 69502.2 
after the lists/sources were screened to remove chemicals that are exempt and not relevant to this regulation, 
and the COCs identified via section 69502.2 (b).  See General Recommendation on page 4.  Revise to read:  
(a) The chemicals identified as Chemicals of Concern pursuant to section 69502.2, subsections (a) and (b) 
shall be posted on the Department’s website within thirty (30) days… 

 Page 27, line 43: Delete “modes of action”.  See above comments (Page 25, line 28). 
 Page 28, line 9: Considering chemical potency as a factor in prioritizing products requires quantitative risk 

assessment data, which is not available for many of the chemicals that will be identified as COCs.  It also 
requires DTSC to conduct quantitative risk assessments, which could require significant amounts of staff 
resources and time.  Although potency is an important factor in assessing the severity of a health impact 
caused by chemicals with the same hazard trait (e.g., two carcinogens), it is not clear how DTSC would use 
the potency information to prioritize products that contain chemicals with different hazard traits (i.e., a 
product containing a carcinogen and a product containing a developmental toxicant).   

 Page 28, line 16:  Same as above—insert “occupational” after “public”. 
 Page 28, line 37:  DTSC states that one of the significant changes in the informal draft is the addition of 

worker exposure as a product prioritization factor.  However, this is the only place in the regulation where 
occupational exposure to consumer products is mentioned.  It therefore appears that worker exposure will 
only be a prioritization factor if the workplace use of a consumer product could result in public exposure to a 
COC.  Worker exposures to consumer products should be considered and prioritized based on the potential for 
adverse impacts on the health of workers themselves.  As has been illustrated repeatedly, for a given 
consumer product, compared to consumers, workers are exposed to higher concentrations of chemicals in the 
product.  This is because they use greater quantities of the product more frequently and for longer periods of 
time.  Most of the existing workplace exposure limits do not protect against the chronic health effects of 
chemicals.  To make it clear that worker exposures will be a factor in the prioritization of products, I 
recommend inserting the word “occupational” in all places in the regulation where public and environmental 
exposures are mentioned.  See above comments. 

 Page 29, line 17:  What constitutes a “significant” potential to cause adverse public health and environmental 
impacts?  What criteria will DTSC use to make this determination? 

 Page 29, line 19:  How is DTSC defining “widely distributed” and “widely used”?  What data will DTSC use 
to make these determinations? 

 Page 29, line 20:  Insert “occupational” after “public”. 
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 Page 39, line 12:  Here, and throughout section 69505.2, there appears to be an assumption that more than one 
alternative will be identified and assessed.  Is it mandatory to identify and assess more than one alternative?  
If so, I do not see this requirement in the regulation.  If one alternative fulfills the requirements, is the 
responsible entity required to assess additional alternatives to be in compliance?  

 Page 39, lines 37-40: This is confusing as written.  What does “greater or lesser individual adverse impacts” 
of a chemical mean? 

 Page 40, line 15, § 690505.4:  This section would not be relevant if only one alternative is identified.  If 
identifying one alternative is compliant, it should be pointed out that under that circumstance this section will 
not have to be completed.  

 Page 41, line 4:  How will DTSC determine whether the responsible entity has complied with this 
requirement? What information sources will responsible entities be expected to consult? 

 Page 41, lines 11-12:  It’s unclear how responsible entities will be able to evaluate costs to government 
agencies.  The distinction between costs to the public and costs to consumers is also unclear.  

 Page 41, lines 23-29:  It will be difficult for DTSC to assure the quality of the comparisons of Priority 
Products and alternatives, since responsible entities are directed to use “available quantitative information” 
and “available qualitative information”.  How “available information” is defined in this context will be open 
to interpretation.  Identifying minimum criteria regarding what constitutes available quantitative and 
qualitative information would help DTSC determine whether the comparative analyses are compliant.  See 
comments on page 8 regarding the use of mandatory appendices to describe minimum criteria for compliance. 

 Page 43, lines 6-8:  Does this mean that small businesses like auto repair shops that buy consumer products 
from vendors will not be identified? 

 Page 43, line 16, Product Information:  Add material safety data sheet since it is used to identify and describe 
the product. 

 
 
 
 
  



 
    
 
 
 
 
 
 
  

 
 
 
 
 
 
 
 
December 30, 2011     (Transmitted Via E-Mail) 
 
Deborah Raphael  
Director 
Department of Toxic Substances Control 
P.O. Box 806 
Sacramento, CA  95812-0806 
 
Subject: Comments on the California Department of Toxic Substances 
Control – Informal Draft Regulation: Safer Consumer Product Alternatives  
 
Dear Director Raphael: 
 
On behalf of the American Apparel & Footwear Association (AAFA) – the national trade 
association of the apparel and footwear industries, and their suppliers – Travel Goods 
Association (TGA) – the national organization for the travel goods industry – and 
Fashion Accessories Shippers Association (FASA) -the national trade association for the 
fashion accessories industry –I am submitting these comments relating to the above 
captioned item, in which the Department of Toxic Substances Control (DTSC) is 
proposing to adopt regulations that would establish a process to evaluate, report on, and 
manage the use of chemicals of concern in consumer products sold in California in 
response to AB 1879. 
 
Our members include numerous companies that design, manufacture, distribute, 
and sell apparel and footwear in California. Collectively, they employ thousands of 
people throughout California. 
 
As we noted in previous comments, we wish to stress our association’s support for the 
broad goals of the Safer Consumer Product Alternatives Regulation to develop tools that 
will assist companies in their ongoing efforts to ensure that they make and market safe 
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consumer products, and to ensure consumers are aware of and have confidence in these 
efforts.   
 
Our associations and our members feel regulations can be effective only when they are 
transparent, predictable and clear.  For this reason, we have signed on to and fully 
support the comments from the Green Chemistry Alliance (GCA) submitted under this 
request for comment.   
 
In addition to the comments submitted by the GCA, we would also like to add the 
comments submitted herein to document some of our specific concerns with the current 
draft of the regulations.  We appreciate the opportunity to comment on these rules and 
the Department’s consideration of these comments.   
 
Below are comments we have on the proposed regulations.  We have broken the 
comments into smaller segments which correspond to sections of the regulations. 
 
§ 69501.2 – Definitions  
De minimis level:  De minimis levels make sense from a regulatory stand point.  When 
assessing risk, it is essential to determine whether a chemical or chemicals that exhibit 
the same hazard trait, or environmental or toxicological endpoint, and mode of action 
are present in quantities great enough to warrant attention.  However, that level will 
vary from product to product based on the potential exposure pathways associated with 
that each particular product.  The current approach of these regulations embraces this 
fact, but only to a point.  Under the current draft regulations, a priority product that 
contains a chemical posing one of nine hazard traits – bioaccumulation, carcinogenicity, 
developmental toxicity, endocrine toxicity, genotoxicity, immunotoxicity, neurotoxicity, 
persistence, or reproductive toxicity – will have a blanket de minimis applied1.  While it 
is certainly true that in some cases the blanket level would be appropriate for a given 
product, it is also true that in other cases it may not.  Ignoring this fact leads to a 
regulation that is not based on the best available scientific research instead it leads to a 
regulation based on assumptions and seem arbitrary.  For example, there are a number 
of a chemical management certifications used by members of our industry.  Often they 
have different levels of risk incorporated depending on the product.  One certification in 
particular has four levels of risk assessment depending on intended use of the product, 
one is for babies, one for inner wear, one for outer wear and one for home furnishings.  
Each intended use has a different level of risk and exposure and therefore limit values 
often vary.  This type of system seems more scientifically sound than that which is 
currently proposed.  Therefore, a case by case evaluation should be conducted on every 
product regardless of which hazard traits the Chemicals of Concern (COC) contained 
within the product exhibit.   
 
§ 69502.2 – Chemicals of Concern Identification    
This section of the regulations deals extensively with how COC’s will be identified 
through these regulations.  Specifically it outlines the mechanism by which the initial 
list of a certain number of COC’s will be codified with the completion of the regulatory 

                                                
1
 Safer Consumer Products Department Reference Number:R-2011-02, Page 9 



3 

 

rulemaking process.  In sum, chemicals that display a hazard trait and are on one of 22 
separate lists of chemicals would automatically be included as COC’s.  In short, once the 
regulations are finalized, approximately 3,000 chemicals, according to documents 
released by DTSC, will be added as COC’s.  This is of concern to our industry for two 
reasons.   
 
First, this change to the regulation has the effect of shortening the timeline for 
implementation of the regulation.  Previous drafts of the regulation have called for the 
official process of generating a list of COC’s to begin immediately upon completion of 
the regulations with an initial list of COC’s due 6 months after the regulations have been 
finalized.  This process significantly decreases the amount of time the business 
community would have to prepare compliance mechanisms for the regulations.  It is 
important to note that for many industries, the apparel and footwear industry being one 
of them, supply chains can stretch as long as a full calendar year.  In theory that means 
that even if a company makes an immediate change to a product, it may be as long as 
year until the changes are reflected on the store shelf.  In previous regulations like the 
Consumer Product Safety Improvement Act (CPSIA), short and unreasonable timelines 
for implementation have led to enormous confusion throughout our industry before the 
Consumer Product Safety Commission (CPSC) ultimately had to step in to extend 
deadlines anyway.  It is essential to the success of regulations that there is enough time 
built into them to allow companies to adequately prepare compliance mechanisms and 
avoid mass confusion in the various consumer product industries. 
 
Second, we are concerned with the idea of the initial list of COC’s being automatically 
adopted upon the finalization of the regulations.  In previous drafts of these regulations, 
DTSC would release an initial list of COC’s that would be open for public comment upon 
finalization of the regulations.  This would be the same process when any chemicals 
were under consideration for inclusion in the COC list.  The current regulations do not 
allow for a dedicated public comment period for this initial list of over 3,000 chemicals 
that will be added.  Furthermore even if one used this comment period for that purpose 
it would be an exercise in frustration, as the Office of Environmental Health Hazard 
Assessment has yet to finalize its rules on hazard traits.  Therefore it is not totally clear 
currently which chemicals on the 22 separates lists will be included as a COC’s.  The net 
effect is that over 3,000 chemicals will be added to the list of COC’s without a proper 
chance for companies to digest and comment on the additions. 
 
As a final thought on the COC’s, it would be very helpful for a list of COC’s that would be 
added immediately upon finalization of the current regulations, to be included in the 
regulations as a single appendix.  Ideally, this list would be cross referenced with various 
other chemical management regulations such as REACH and TSCA, so that industry 
would be able to see where there may be overlaps that occur.  This would provide much 
needed clarity for companies and will also help companies that may choose to use these 
comment periods to comment on the proposed COC’s of which we are currently aware.    
 
§ 69503.2 – Priority Product Prioritization 
We appreciate the approach DTSC has taken with regard to prioritizing products, rather 
than requiring every manufacturer with a COC in a product to perform an Alternatives 
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Assessment (AA).  However, we still have concerns with the product prioritization 
process.  
 
The current draft regulations are fairly clear in what information will be used in 
determining whether a product should be included in the priority product list.  We see 
that the priority determination will be based essentially on an evaluation of the COC’s 
potential adverse impacts and exposures2.  However, we are concerned that while the 
regulations are complete in what information will be used, it does not give insight into 
the process by which the information will be used.  In this regard, the process lacks 
transparency and predictability, both of which are necessary for our industry to 
adequately prepare and understand the regulations.   
 
With regard to measuring exposure as it relates to the product prioritization, we are 
concerned that the department has neglected the concept of “intended use” of a product.  
We understand that the department needs to look at total exposure potential when 
evaluating products.  However, intended use should play an important role in that 
evaluation process as the intended use is by and large the use for which the product will 
be utilized.  Not giving weight to the intended use of a product when evaluating 
potential exposures has the unfortunate effect of punishing manufacturers for the 
consumers misusing their product, something over which the manufacturers have no 
control. 
 
§ 69503.3 – Priority Product List 
The current draft regulations require that the initial Priority Products List be released 
for public comment by DTSC no more than 180 days after the regulations are finalized.3  
Previous drafts of these regulations put that same deadline at 24 months after the 
finalization of the regulations.  As was previously mentioned in these comments, 
allowing adequate time for implementation of the regulations is essential to avoid 
rampant confusion within the industry and ensure a smooth transition.  This is 
especially true in relation to the Priority Products List, as manufacturing a product 
contained on the Priority Products List is the trigger to initiate a compliance process for 
manufactures.  Once a Priority Products List is finalized, it automatically starts the clock 
on preliminary alternatives assessments.  Therefore, it is essential that there be 
adequate time built into this step of the process to allow companies time to put in place 
compliance mechanisms.   
 
 § 69503.4 – De Minimis Exemption 
While we are pleased that the department has included a de minimis exemption, we 
have some concerns regarding its practical use.  We have expressed concerns that relate 
to de minimis exemptions in § 69501.2.  If this area of concern is addressed, we believe 
the de minimis exemption process will be more scientifically defensible and far simpler 
to implement from our industry’s perspective. 
 

                                                
2
 Safer Consumer Products Department Reference Number:R-2011-02, Page 27 

3
 Safer Consumer Products Department Reference Number:R-2011-02, Page 30 
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We also note, that the regulations allow DTSC to set a de minimis level that differs from 
the  0.01% by weight and 0.1% by weight blanket de minimis levels in cases when the 
COC’s in the priority product do not exhibit the hazard traits mentioned in § 69501.2.4  
While it is clear from the language that DTSC reserves the right to alter the de minimis 
level, it is under no obligation to do so.  We would encourage DTSC, to as often as 
possible, set de minimis levels for each product rather than fall back on the default 
levels.  Conducting evaluations based on potential COC exposure for each product and 
determining a de minimis level based on that evaluation only strengthens the legitimacy 
of the levels and provides a sounder scientific basis for the de minimis levels.    
 
§ 69503.5 – De Minimis Exemption Notification 
We strongly believe that the de minimis exemption notification process is unwarranted 
and undermines the reason behind having de minimis levels in the regulations.  Under 
the current regulations, a company must petition DTSC to accept that COC’s in their 
product fall below the assigned de minimis levels in order to avoid the AA process.5  
Further, all de minimis exemptions will be posted on an online database.6   The main 
purpose of a de minimis level is to establish a concentration, under which the chemical 
poses no appreciable risk.  Requiring companies to submit notifications and then 
posting those notifications online when COC’s exist in amounts under the de minimis 
level amounts to a burdensome requirement with no appreciable gain to consumer 
safety or chemical innovation. 
 
§ 69504 – Applicability and Petitions Contents 
Article 4 establishes a petition process to add new products and chemicals to the lists of 
COC’s.   The current draft of the regulations states “any person may petition the 
Department to evaluate a claim that a chemical or a product that contains a chemical 
should be listed as a Chemical of Concern or a Priority Product, whichever is 
applicable.”7  While we agree that private individuals should be able to petition the 
DTSC regarding COC’s or Priority Products, the current draft does not specify that the 
person must be a California resident.  As the regulations are in fact for the state of 
California, it seems odd that private citizens from outside the state would be able to 
petition for the DTSC to evaluate chemicals and products.  We would recommend 
limiting the petitioning process to citizens of California and organizations with a 
presence in California.   
 
§ 69504.1 – Technical Review of Petitions 
We believe that the petitioning process described in Article 4 should provide an 
opportunity for all stakeholders, including industry, to comment and be notified of 
decisions.   The current draft regulations state that additions to the COC list and PP list 
will be subject to a public comment period.8  This being established, this section of the 
regulations is unclear as to whether chemicals and products that are reviewed and 
accepted by DTSC will be included outright on the lists, or if they will be put on 
                                                
4
 Safer Consumer Products Department Reference Number:R-2011-02, Page 31 

5
 Safer Consumer Products Department Reference Number:R-2011-02, Page 32 

6
 Safer Consumer Products Department Reference Number:R-2011-02, Page 22 

7
 Safer Consumer Products Department Reference Number:R-2011-02, Page 34 

8
 Safer Consumer Products Department Reference Number:R-2011-02, Page 27 and 31 



6 

 

proposed lists which are subsequently open to public comment.   We would strongly 
urge DTSC to embrace the latter of the two options.  If chemicals and products whose 
petitions are accepted by DTSC are placed on the COC and PP lists outright, it 
completely excludes industry and other stakeholders from the opportunity to comment 
on the regulations.   
 
§ 69505.1 – Alternatives Assessments: General Provisions 
We have several concerns related to the two tier AA procedures outlined in the draft 
regulations. The basic purpose behind the AA seems to be to provide manufacturers a 
pathway toward reformulation when a priority product contains a priority chemical.  We 
appreciate the need to outline a regimented process and the fact that DTSC will be 
providing further guidance on completing AA’s prior to the first PP list being published, 
however the process that has been created will be enormously expensive for companies 
who need to complete an AA.  One approach to alleviate that burden would be to cut 
down on the number of AA’s that must be completed.  We have three suggestions to 
accomplish this goal. 
 

1. Currently the regulations require that a company submit an AA if a company is 
responsible for a product which is named to the finial PP list, even if you remove all the 
COC’s from the priority product.  A simpler approach would be to enable manufacturers 
who choose to remove a chemical to simply send a chemical removal notification to the 
Department that includes the effective date of the change.  Such a system would also give 
the Department a simpler workload so they can easily understand and trace industry 
reactions to the publication of various lists.   

2. Another option to reduce the amount of AA’s that are being conducted is to allow 
companies to collaborate.  AA’s for assembled products center around the components of 
the product which contain the COC’s. 9  If a number of companies in our industry share 
common components, for example zippers, it would greatly reduce the number of AA’s 
that need to be done, if they can submit the AA together.  Our reading of the regulations 
in § 69501.3 indicates that this is allowed, but the process is not laid-out in the 
regulations.  We would ask that that process be made clearer, either in the final 
regulations or the guidance DTSC plans to release on conducting AA’s.   

3. It would also be helpful if the use of third party chemical management certifications 
could be incorporated to the AA process.  A number of companies already use these 
certifications to help with various chemical management regulations.   A clear 
explanation of how these certifications may be used in the regulations may not help 
reduce the number of AA’s that must be conducted, but it would certainly make those 
that must be conducted much easier and less resource intensive.     

 
We appreciate that the regulations no longer require the use of a third party to do the 
AA’s, as was the case in previous regulations.  However, the regulations still require the 
use of a certified assessor for all AA’s completed after January 1, 2015.10  This is an 
unnecessary expense for our members to incur.  Regardless of whether they hire an 
outside certified assessor, which amounts to a third party assessor, or if they have one of 
their staff certified to do the AA’s it represents an unnecessary and burdensome 
expense.  Most of the companies in our industry have very qualified personnel already in 
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their employ and may be more than capable already to perform the AA.  The argument 
gains credence, especially when one considers that ultimately it is the responsible entity 
that is responsible for the content of the AA and complying with the regulations, not the 
certified assessor.  Forcing companies to use a certified assessor needlessly cedes power 
from those responsible for compliance to those with no stake in it.  Companies are 
ultimately responsible for their AA’s and compliance.  Therefore, it should be left up to 
each individual company to decide whether or not it is necessary to enlist an outside 
assessor or to have their own personnel certified in order comply with the regulations.   
 
§ 69505.2 – Assessment of Priority Products and Alternatives 
We appreciate that DTSC has built some flexibility into this portion of the regulations to 
allow companies to petition DTSC to use a process other than the one described in the 
regulations to complete the AA.11  This type of flexibility allows companies to streamline 
some of the compliance requirements with internal procedures they may already have in 
place.  It reduces the burden, and could prevent companies from being forced to 
recreate the wheel internally.      
 
§ 69507.6 – Department Procedures for Requests for Review 
The regulations are clear on which of the decisions from DTSC qualify for the formal 
dispute resolution procedure and the informal dispute resolution procedure.  Our main 
concern lies with the formal dispute resolution procedure.  We cannot support a 
procedure in which the DTSC can deny a review of a dispute.12  This is the main 
protection built into the regulations for industry.  Allowing the DTSC to simply deny a 
request undermines the entire principle of the safeguard.  We request that a more 
robust system be put in place that does not allow DTSC to deny requests for dispute 
resolution. 
 
§ 69508.1 – Qualifications for Accreditation Bodies 
We have already outlined our serious misgivings with the idea of a certified assessor 
program and the corresponding accreditation program for organizations.  However, if 
such a program must exist, it should not preclude those organizations with which 
industry already has relationships.  Currently the regulations require “an entity seeking 
accreditation may not have any economic interest in any responsible entity, 
manufacturer, consortium of manufacturers, or trade association, or any economic 
interest in any person that manufactures, sells, or distributes any Chemical of Concern 
or product containing a Chemical of Concern.”13  Most of the members of our industry 
already use testing labs for various services including product safety compliance.  These 
organizations often are already equipped with their own labs to do the testing required 
under this regulation.  It would seem that they are a natural fit to serve as accrediting 
bodies so their employees can become certified and conduct the AA’s for their already 
existing clientele.  Removing people from the AA process who have an economic 
interest, as small as it may be, seems a moot point, when the DTSC ultimately holds the 
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power to accept or deny all AA’s which are submitted.  Therefore, we ask that this 
provision be stricken from the draft proposal.     
 
 
§ 69510. – Assertion of a Claim of Trade Secret Protection 
We remain deeply concerned that the SCPA contains inadequate provisions to protect 
trade secret information. We recognize that there are several provisions that permit 
companies to claim that information is of a sensitive nature and that it must be kept 
confidential. Yet those same provisions also require the public filing of redacted 
information14, even when the non-redacted portions would end up divulging 
confidential information through context. Furthermore, these provisions contain 
troubling requirements for companies to justify why they believe information is 
confidential.  For example, filing a request for trade secret protection requires that 
companies speculate as to how much the information would be worth to competitors, 
and how readily competitors would be able to replicate the information on their own.15  
It would be very difficult for companies to attempt to quantify that type of information 
for themselves, let alone a competitor who may have very different internal mechanisms 
and cost structures.  Therefore, we feel that the process by which companies apply for 
trade secret protection should be reexamined with an eye for keeping information 
requirements within the realm of what can be reasonably expected for companies to 
know.   
 

Moreover, some of the questions in the trade secret protection provision seem to try and 
establish a dollar figure for the information.  This is an ultimately unwieldy strategy, as 
much information of this type cannot be quantified in that way.  Furthermore, 
information that can be quantified in that way is at serious risk of being taken out of 
context.  For example if a dollar amount is assigned to a piece of information, how is 
that assigned worth?  Companies vary in size and revenue structures, and information 
valued at X dollars can be worth drastically different things to different companies.  
Nowhere in Article 10, which deals with trade secret information, is there any attempt to 
capture information which would put a dollar value into context.  It is our 
recommendation that questions of this nature be completely excluded from the trade 
secret protection process.   
 
General Comments: 
Broadly speaking, one of the biggest concerns of our industry is the growing patchwork 
quilt of chemical management regulations we are seeing across the United States.  We 
understand and fully support a state’s prerogative to enact legislation it deems will 
protect its citizens in absence of federal action.  However, we would be remiss if we did 
not make regulators aware of the difficult position in which this places business.  It is 
our hope that regulators continue to look at different ways to work with other states to 
streamline the regulatory requirements for products as much as possible.   
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We would like to thank you for the opportunity to submit comments on these proposed 
regulations and we look forward to working with DTSC more in the future.  If you have 
any questions regarding these comments, please feel free to contact Greg Yahr at 
gyahr@wewear.org. 
 
 

Sincerely,  

 
Kevin Burke 
President and CEO 
American Apparel & Footwear Association (AAFA) 
 

 
Sara Mayes 
President 
Fashion Accessories Shippers Association (FASA) 
 

 
Michele Marini Pittenger 
President  
Travel Goods Association (TGA) 
 



December 30, 2011 
 
 
Deborah Raphael  
Director 
Department of Toxic Substances Control 
P.O. Box 806 
Sacramento, CA  95812-0806 
 
Subject: Comments on the California Department of Toxic Substances Control – Informal 
Draft Regulation: Safer Consumer Product Alternatives  
 
Dear Director Raphael: 
 
Below please find a summary and detailed discussion of key concerns and recommendations 
from the Toy Industry Association (TIA) regarding the Department of Toxic Substances Control 
(DTSC or Department) Informal Draft Regulations for Safer Consumer Product Alternatives 
(Draft Regulations) under Assembly Bill 1879 and Senate Bill 509 (2008).  While TIA applauds 
the hard work of the Department staff on this draft to bring very divergent views together and to 
address some previous recommendations, we remain concerned about the current structure and 
requirements of this proposed regulation and believe that the current draft is unworkable.   
 
TIA appreciates the opportunity to provide comment on the October 31, 2011 Draft Regulations 
and looks forward to opportunities to work with you and DTSC staff to make changes that will 
yield a truly workable regulatory proposal that can be adopted and that protects human health 
and product innovation. TIA strongly believes that significant and substantive redrafting of these 
regulations is necessary to prevent catastrophic effects on commerce and specifically the toy 
industry.   The comments and recommendations presented in these comments represent 
significant compromise and progress toward reaching a workable solution that is consistent 
between different states.  TIA urges the Department to seriously consider these 
recommendations; as it is difficult for our industry to see a path forward toward workable 
Green Chemistry Regulations without consistency between states on these key issues. 
 
These comments are in addition to, and incorporate by reference, the comments that TIA 
submitted to the Department on July 20th, 20101 (Draft Regulations), November 1st, 
20102(Proposed Regulations), and December 3rd, 20103(Proposed Regulations).  TIA is very 
concerned that the Department appears to have reversed their carefully thought out positions on 
many of the recommendations from our prior comments, and specifically requests that the 
Department explain or reverse their revised positions.  TIA also specifically requests a response 
from DTSC to the Recommendations that are contained in these current comments. 
 
TIA is a not-for-profit trade association representing more than five-hundred (500) toy makers, 
marketers and distributors, large and small, located throughout North America.  TIA’s members 
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account for approximately 85% of the annual U.S. domestic toy market of $21.6 billion, 
according to research from the NPD Group.  Additionally, Toy Industry Association members 
employ more than 32,000 employees in California with a direct economic impact of more than 
$6 billion to the state.   The Toy Industry Association and its members have long been leaders in 
toy safety.  In this role, we develop safety standards for toys, working with industry, government, 
consumer organizations, and medical experts.  The U.S. risk-based standards are widely 
recognized and used as models around the globe.  One of our missions is to educate industry on 
these standards, and to educate parents and caregivers on choosing appropriate toys and how to 
ensure safe play.  
 
Below are fundamental concerns with the proposed Rule that TIA believes must to be addressed 
before a workable regulation can be adopted.  These core concerns can be aggregated into five 
(5) areas as follows: 

 
 Consistency Needed - Define Contaminant & Intentionally-Added, Establish a De 

minimis threshold, and Provide for Due Diligence [Section §69503.2]:  When 
developing these regulations DTSC should provide a clear definition of contaminant and 
intentionally-added chemicals.   DTSC must then establish a consistent de minimis 
definition and threshold for contaminants and provide for a due diligence system to 
address contaminants.   This is consistent with the Washington State Children’s Safe 
Products Act (CSPA) regulations, and the Maine Kids Safe Products Act (KSPA). 

 
 Reasonable and Foreseeable Exposure Section [§69503.2]:  When determining 

applicability for a definition of exposure, it is essential that the Regulations specifically 
stipulate that the exposure evaluations apply to “reasonably foreseeable” exposures from 
a product.  An understanding of “real world” amounts, routes of exposure, and existing 
mechanisms to prevent harm must be built into these Regulations in several places and 
should be the qualifying factor for actions under the mandates of this law.  Additionally, 
chemicals within products where there is no reasonable and foreseeable exposure should 
not be the focus of these regulations and should be specifically exempt. 
 

 Regulatory Duplication Applicability [Section §69503.2]: When determining 
applicability for products that are already regulated by one or more federal or state 
agencies, exclusion must be provided when another regulation addresses the same risk of 
injury or environmental threat that has resulted in DTSC prioritizing a chemical or 
product.  In many cases conflicting regulations at the state level will be preempted by 
federal requirements, and attempting to regulate a product when the same risk of injury or 
environmental threat already has been addressed is a waste of resources. In a related 
issue, when a CoC is necessary to comply with another regulation or statute, this needs to 
be exempted from the requirements of the law. 

 
 De minimis Level [Sections §69501.2, §69503.4, §69503.5] : TIA believes that the 

current proposal’s de minimis provision is unworkable.  As drafted, the proposal creates 
two de minimis thresholds, a 100 ppm level for chemicals exhibiting any of nine (9) 
specified hazard traits, and a 1000 ppm level for any chemical not exhibiting those hazard 
traits.  We believe this list of nine hazard traits is extremely subjective, and would urge 



DTSC to consider conforming to the de minimis standard as articulated in both 
Washington State’s Children Safe Products Act and Maine’s Kid Safe Products Act.  
Finally, TIA does not support the process of a de mimimis exemption notification.  
Requiring manufacturers to apply for a de minimis threshold exemption is counter to the 
spirit and intent of the term de minimis. 
 

 Regulations Need to Protect Confidential Business Information:  TIA strongly 
believes that DTSC needs to ensure protection of all Confidential Business Information 
(CBI).  The current regulations offer no specific CBI protections and in fact, as drafted, 
they could threaten CBI.  Specifically, the draft regulation requires that an Alternatives 
Assessment be prepared in redacted form and made available to the public.  While we 
appreciate DTSC allowing for certain information to be redacted from the AA, we do not 
believe this goes far enough to adequately protect CBI.   
 
 

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

Section Comments & Recommendations 
 
Section 69501.2 Definitions 
 
“Accessible Component” – For assembled products there is a need to define “accessible 
components”; which also should be referenced (per comments below) in several key places in the 
regulation to properly focus these regulations and resulting compliance requirements on those 
components for which there is a likelihood of exposure.  Both the terms accessible and 
inaccessible (per comments below) component are critical to focusing these regulations on actual 
potential for exposure.  This approach is consistent with similar laws regulating the presence of 
chemicals in children’s products in Washington State and Maine, and is essential for consistency 
and to provide an implementable framework in California.   
 
Additionally, the concept of “reasonable and foreseeable” is absolutely critical with regard to 
these definitions of accessible and inaccessible components.  This is again, consistent with 
Maine and Washington State; as well as, the U.S. Consumer Product Safety Commission 
(CPSC), who in August 2009, once again endorsed the reasonable and foreseeable exposure 
criterion in regulation through the “Children’s Products Containing Lead; Interpretative 
Regulations on Inaccessible Component Parts” (16 CFR Part 1500).  Specifically the Regulations 
stipulate: 

 
“Use and abuse tests are appropriate for evaluating whether lead-containing component 
parts of a product become accessible to a child during normal and reasonably 
foreseeable use and abuse of the product by a child. The purpose of the tests is to 



simulate use and damage or abuse of a product by children and to expose potential 
hazards that might result from use and abuse.4” [Emphasis Added] 

 
Recommendation:  Include the following definition: 
 

“Accessible Component” means a product component that, during reasonably foreseeable 
use and abuse of the product, would likely come into direct contact with the child's skin 
or mouth. 

 
(3) “Adverse Ecological Impact” – this definition contains several subjective terms that lack 
standards and clear definition for determining an actual adverse impact.  Specifically, 
“Deterioration or loss of environmentally sensitive habitats” and “changes in ecological 
communities” are terms that lack clear definition and how the Department will evaluate these 
impacts. 
 
Recommendation:  Provide clearer definition to this term that relies on benchmarks that are 
accepted internationally, by authoritative governmental bodies.  
 
“Contaminant” - There is a need to define “contaminants”; which also should be referenced 
(per comments below) in several key places in the regulation to properly focus these regulations 
and resulting compliance requirements on chemicals that are intentionally-added; both the terms 
contaminant and intentionally-added (per comments below) are critical to focusing these 
regulations on actual potential for exposures that can be controlled by manufacturers.  This 
approach is consistent with similar laws regulating the presence of chemicals in children’s 
products in Washington State and Maine and essential for consistency and to provide a 
implementable framework in California.   
 
Recommendation:  Include the following definition; which is identical to Washington State’s 
WAC 173-334-040: 
 

"Contaminant" means trace amounts of chemicals that are incidental to manufacturing. 
They serve no intended function in the product component. They can include, but are not 
limited to, unintended by-products of chemical reactions during the manufacture of the 
product component, trace impurities in feed-stock, incompletely reacted chemical 
mixtures, and degradation products. 

 
We also encourage the Department to reference the guidance documents created by the 
Washington State Department of Ecology (DoE) pertaining to specific rationale and examples 
with regard to determining if a chemical is a contaminant or intentionally-added. 
 
(25) “De minimis level” – the current definitional structure of this term is subjective and 
unworkable.  The whole purpose of a de minimis level is to help differentiate and set thresholds 
for contaminants and intentionally-added ingredients; such that a company can make appropriate 
reporting and compliance decisions.  To create a scheme of differing de minimis levels based 
upon subjectively defined toxicological endpoints only creates more complexity  for both 
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companies and for the department.  Additionally, there is not always authoritative consensus as 
to which chemicals fall into each of the subjectively defined toxicological endpoints included in 
this definition. 
 
Therefore, we recommend that this definition be made consistent with similar laws regulating the 
presence of chemicals in children’s products in Washington State and Maine.  This section 
should be replaced to ensure consistency and to provide an implementable framework in 
California.   
 
Recommendation:  Strike the current definition of “de minimis level” and include the following 
definition: 
 

(25) “De minimis level” means: 
A. For a chemical that is an intentionally added chemical in an accessible component of a 
children's product, the practical quantification limit; or 
 
B. For a Chemical of Concern Priority Product combination in which the chemical of 
concern is a contaminant present in an accessible component of a children's product, a 
concentration of 100 parts per million; or   
 
C. Any concentration in a product, if that chemical occurs only in an inaccessible 
component or occurs in a product only as a contaminant, as long as the manufacturer had 
in place a manufacturing control program and exercised due diligence to minimize the 
presence of the contaminant in the component. 

 
We also encourage the Department to reference the guidance documents created by the 
Washington State DoE with regard to the application of “due diligence” used in this definition. 
 
(27) “Economic impacts” – the definition of economic impacts should include the concept of 
“market acceptance” as a factor to evaluate.  Companies spend significant resources tracking 
which products consumers are accepting and for which there is a demand.  Similarly these 
regulations should consider the impact that occurs if alternatives are considered that reduce the 
likelihood of “market acceptance”. 
 
Recommendation:  The Department should include (I) “Market acceptance” as a relevant factor 
for evaluation in this definition, 
 
“Inaccessible component” – For assembled products there is a need to define “inaccessible 
components”; which also should be referenced (per comments below) in several key places in the 
regulation to prevent the regulations from overreaching and focusing on components where there 
is no reasonable likelihood of exposure.  Both the terms accessible (per comments above) and 
inaccessible component are critical to focusing these regulations on actual potential for exposure.  
This approach is consistent with similar laws regulating the presence of chemicals in children’s 
products in Washington State and Maine and essential for consistency and to provide an 
implementable framework in California.   
 



Additionally the concept of “reasonable and foreseeable” is absolutely critical with regard to 
these definitions of accessible and inaccessible components.  This is again, consistent with 
Maine and Washington State; as well as, the U.S. Consumer Product Safety Commission 
(CPSC), who in August 2009, once again endorsed the reasonable and foreseeable exposure 
criterion in regulation through the “Children’s Products Containing Lead; Interpretative 
Regulations on Inaccessible Component Parts” (16 CFR Part 1500).  Specifically the Regulations 
stipulate: 

 
“Use and abuse tests are appropriate for evaluating whether lead-containing 
component parts of a product become accessible to a child during normal and 
reasonably foreseeable use and abuse of the product by a child. The purpose of the tests 
is to simulate use and damage or abuse of a product by children and to expose potential 
hazards that might result from use and abuse.5” [Underline Added] 

 
Recommendation:  Include the following definition: 
 

“Inaccessible Component” means a product component that, during reasonably 
foreseeable use and abuse of the product, would not likely come into direct contact with 
the child's skin or mouth. 

 
“Intentionally-added chemical” - There is a need to define “intentionally-added chemicals”; 
which also should be referenced (per comments below) in several key places in the regulation to 
properly focus these regulations and resulting compliance requirements on chemicals that are 
intentionally-added; both the terms contaminant (per comments above) and intentionally-added 
are critical to focusing these regulations on actual potential for exposures that can be controlled 
by manufacturers.  This approach is consistent with similar laws regulating the presence of 
chemicals in children’s products in Washington State and Maine and essential for consistency 
and to provide a implementable framework in California.   
 
Recommendation:  Include the following definition; which is identical to Washington State’s 
WAC 173-334-040: 
 

"Intentionally added chemical" means a chemical in a product that serves an intended 
function in the product. 

 
We also encourage the Department to reference the guidance documents created by the 
Washington State DoE with regard to specific rationale and examples with regard to determining 
if a chemical is a contaminant or intentionally-added. 
 
 
“Practical Quantification Limit” – Per the definition of de minis level recommended above, 
there is a need to define the “practical quantification limit” to structure the different levels of a 
de minimis. 
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"Practical quantification limit (PQL)" means the lowest concentration that can be reliably 
measured within specified limits of precision, accuracy, representativeness, 
completeness, and comparability during routine laboratory operating conditions. This 
value is based on scientifically defensible, standard analytical methods. The value for a 
given chemical could be different depending on the matrix and the analytical method 
used. 

 
We also encourage the Department to reference the guidance documents created by the 
Washington State Department of Ecology (DoE) with regard to specific how to apply the PQL. 
 
(74) “Technologically and economically feasible alternative” – This definition includes the 
concept of “a reasonable rate of return” in subsection (B).  The use of “reasonable” is extremely 
subjective in this definition.  What is “reasonable” to the Department may not prove reasonable 
to a company and may be different from one company to the next.  Therefore, more objective 
terms must be used in this definition. 
 
Recommendation:  Strike the reference to “reasonable” and instead indicate instead, an “equal or 
better rate of return” for a economically feasible alternative. 
 
Article 1, Section 69501.6 – Availability of Information on the Department’s Website 
 
(D) – De minimis Exemption Notification –  As stipulated above and below, to require 
companies to apply for a de minimis exemption is unworkable both for the Department’s 
workload and since it defeats the purpose of establishing this level. The sole purpose in creating 
a de minimis threshold is because it has been determined that a Chemical of Concern below that 
level does not pose a concern to human health or the environment and should not be prioritized.  
Requiring companies to submit de minimis exemption notifications will only create unnecessary 
work for both companies and the department for chemical–product combinations that are not a 
safety concern.  Further, notification of the fact that a company has provided or been granted a 
de minimis exemption, in the eyes of the public, would equate to a black list of products.   
 
This approach to de minimis applications and public posting is fundamentally flawed and is not 
consistent with approaches in any other jurisdiction, including the European Union under 
REACH; as well as, Washington State and Maine. 
 
Recommendation:  Per comments below, the entire de minimis exemption application provision 
and this public notification provision must be removed from these regulations to protect sensitive 
information, reduce tremendous paperwork burdens on DTSC, and to streamline burdens on 
companies. 
 
Article 2, Section 69502.2 – Chemicals of Concern Identification 
 
(a) Initial Chemicals of Concern List and (b) Additions to the Chemicals of Concern List – 
The inclusion of such a broad list of chemicals of concern (CoC), that is estimated to contain 
over 3000 chemicals, does not provide predictability and certainty to companies; when every 
chemical is a priority, none will be.  Such a broad, non-prioritized list creates the potential for 



what would appear to be a random decision making as to which chemicals to focus on within the 
universe of 3000 chemicals.  In fact, it seems unlikely that any chemical having useful industrial 
properties would be absent from DTSC’s list of CoCs.  There must be a clear safety-based 
approach to prioritizing chemicals of concern within these regulations.  This is the basis of 
international chemical regulations; such as the European Union REACH process and the 
Canadian Domestic Substances List program.  Additionally, states like Maine and Washington 
State have adopted step-wise processes for prioritizing chemicals.  While all stakeholders may 
not agree on the chemicals selected at each prioritization step, this process is necessary to 
providing predictability and direction to the market-place.  Finally, Alternative Assessments 
must not fall into the same trap, a rigid prohibition on replacing a CoC with anything on a list, 
but instead take a more holistic approach - that any proposed alternative must on balance 
improve the safety and environmental profile of the product.  
 
Recommendation:  Establish clear criteria in this section that weight chemicals based upon the 
likelihood for exposure and adverse environmental and human health impacts.  The stepwise 
prioritization schemes employed by Maine and Washington are reasonable attempts at such a 
process.  TIA also supports the Green Chemistry Alliance (GCA) and their comments with 
regard to chemical prioritization. 
 
(b)(4) Safer Alternative – It is not reasonable to suggest that any chemical that has a “safer 
alternative” should be considered a CoC.  Any chemical that is added to a CoC list must 
demonstrate the potential for exposure and adverse impacts to human health or the environment.  
For example, purified water might be considered to be “safer” than tap water from a municipal 
supply, by some extremely tiny margin.  However, such justification does NOT prove that tap 
water should be considered a CoC. 
 
Recommendation:  Remove this mechanism for adding a new chemical to the CoC list. 
 
Article 3. Chemicals of Concern and Consumer Product Prioritization Process 
 
Section 69503.1.  Applicability – The applicability section should recognize that reasonable and 
foreseeable exposure is the basis for a product being selected as a priority product.  Per the 
comments above, reasonable and foreseeable exposure through normal use and abuse is an 
essential principle of proper chemicals regulation and is recognized nationally and around the 
world.  As discussed above, the U.S. Consumer Product Safety Commission (CPSC), in August 
2009, once again endorsed the reasonable and foreseeable exposure criterion in regulation 
through the “Children’s Products Containing Lead; Interpretative Regulations on Inaccessible 
Component Parts” (16 CFR Part 1500). 
 
Recommendation:  Amend this section as follows: 
 

“this article applies to all products that contain result in reasonable and foreseeable 
exposure to one or more Chemicals of Concern through normal use and abuse of the 
priority product, and …” 

 



Section 69503.2. Priority Product Prioritization – Once again, this section should recognize 
that reasonable and foreseeable exposure is the basis for a product being selected as a priority 
product.  Per the comments above, reasonable and foreseeable exposure through normal use and 
abuse is an essential principle of proper chemicals regulation and is recognized nationally and 
around the world.  Assembled products that only contain inaccessible components - for which 
there is no reasonable and foreseeable exposure pathway - should not be prioritized under this 
section.  Only accessible components of assembled products should be the focus of these 
regulations; since they are the only reasonable and foreseeable components with the potential for 
exposure.  The principle of applying chemical regulations; only to accessible components of 
assembled products has been validated by the U.S. Consumer Product Safety Commission, the 
Maine Department of Environmental Protection (DEP), and Washington State DoE under similar 
laws. 
 
Additionally, the Department does not have regulatory authority under this statute over 
workplace exposures to CoCs; especially if those exposures occur beyond California’s 
boundaries.  Workplace exposures are the jurisdiction of U.S. OSHA and Cal OSHA.  Thus these 
“manufacturing” exposure considerations should be removed from this Section. 
 
Finally, once a priority product has been designated it is essential that the listing of these 
products be accompanied by a concurrent listing of the CoC that triggered the designation as a 
priority product. 
 
Recommendations:  Amend this section in the following subsections, as follows: 
 

(a)(1) Potential Adverse Impacts and Exposures. The Department shall consider the 
potential adverse public health and environmental impacts posed by the Chemical(s) of 
Concern in a product due to potential reasonable and foreseeable exposures during 
normal use and abuse of the product through its manufacture, useful life, and end of-
life disposal or management of the product. 
 
(a)(1)(B) Potential Exposures. The potential for reasonable and foreseeable public 
and/or environmental exposures to the Chemical(s) of Concern in the product in 
quantities that could result in adverse impacts through normal use and abuse, 
considering: 
 
(a)(1)(B) 4. The potential for reasonable and foreseeable public or environmental 
exposures to the Chemical(s) of Concern in the product, during the through normal use 
and abuse of the product during its useful life of the product, considering the 
following factors: 

… 
(new) f. Assembled products will not be considered a priority product if the 
only presence of the chemical(s) of concern is in inaccessible components 
where there is no reasonable and foreseeable exposure pathway through 
normal use and abuse of the product during its useful life. 

 



(b)(4) For assembled products, the product contains accessible components containing 
one or more Chemical(s) of Concern that may present potential exposure(s) through 
inhalation or dermal contact in quantities that can result in adverse public health or 
environmental impacts… 
 
(c)(3) Priority Products. Products determined to be of high priority after completion of 
the steps specified in paragraphs (1) and (2) may be listed as Priority Products with the 
chemical(s) of concern that resulted in the product’s designation as a priority 
product. 
 

Section 69503.3. Priority Products List. 
 
(a)(2)(B) The De Minimis Level – As discussed above the entire structure of the de minimis 
levels must be restructured to focus on contaminants and intentionally-added chemicals versus 
hazard traits.  Additionally this provision that DTSC make a determination what de minimis level 
applies to certain products is unworkable, will create additional uncertainty in the marketplace 
and incredibly resources intensive for both the companies required to comply and for the 
department.  The structure proposed above is self-executing and allows a company clear 
indication on what de minimis level would apply depending upon whether a CoC is a 
contaminant or intentionally-added.  Therefore, this subsection should be removed to allow the 
self-executing structure outlined above to be adopted. 
 
Recommendation:  Strike Section 69503.3(a)(2)(B). 
 
(a)(2)(C) Assembled Products – As discussed above, it is essential that this regulation focus on 
accessible components with reasonable and foreseeable exposure.  This section should mirror 
this structure. 
 
Recommendation:  Amend this section as follows: 
 

(a)(2) (C) For each assembled product, the accessible component(s) that is/are the basis 
for the product being listed as a Priority Product. 

 
Section 69503.4. De Minimis Exemption. – As outline above in the de minimis definition, it is 
essential that the de minimis be restructured to establish levels for contaminants and intentionally 
added chemicals and be consistent with approaches taken in Washington State and Maine under 
very similar mandates and mechanisms.   
 
Additionally, an application process and data submission to justify a de minis exemption  wholly 
defeats the purpose of this provision (to focus on actual presence of chemicals of concern that are 
not being controlled) and will overwhelm the department.  Creation of such a mandate for an 
application will overwhelm DTSC with the volume of companies seeking an exemption.   
Instead enforcement powers provide adequate means to addressing compliance with the de 
minimis provisions. 
 



Additionally the Department may have justification to set a higher de minimis level, but the 
process outlined in this section is cumbersome and is not consistent with the approach 
recommended herein to use contaminants and intentionally-added ingredients as the foundation 
of the de minimis. 
 
Recommendations:  This Section should be amended as follows: 
 

Section 69503.4 (a) A responsible entity is exempt from the requirements of article 5 
with respect to a product that is listed as a Priority Product and that meets the criteria for 
a de minimis exemption specified in subsection (b), if one of the responsible entities for 
the product submits a complete and timely De Minimis Exemption Notification to 
the Department pursuant to section 69503.5, unless subsection (d) or (e) of section 
69503.5 apply. 
 
Section 69503.4 (b) (1) For a formulated product, the cumulative concentration of all 
Chemicals of Concern that are a basis for the Priority Products listing meet one of the 
following circumstances and that exhibit the same hazard trait, or environmental or 
toxicological endpoint, and mode of action shall not exceed the de minimis level; as 
follows: . 
 
(1). For a chemical of high concern or priority chemical that is an intentionally 
added chemical in a children's product, the practical quantification limit; or 
 
(2). For a chemical of high concern or priority chemical that is a contaminant 
present in a children's product, a concentration of 100 parts per million.   
 
(3). Any concentration of high concern or priority chemical in a product if that 
chemical occurs in a product only as a contaminant - if the manufacturer had in 
place a manufacturing control program and exercised due diligence to minimize the 
presence of the contaminant in the component. 
 
Section 69503.4 (b) (2) For an assembled product, the cumulative concentration in each 
accessible component that is a basis for the Priority Products listing, of all Chemicals of 
Concern that are a basis for the Priority Products listing meet one of the following 
circumstances and that exhibit the same hazard trait, or environmental or toxicological 
endpoint, and mode of action shall not exceed the de minimis level; as follows: . 
 
(1). For a chemical of high concern or priority chemical that is an intentionally 
added chemical in a children's product, the practical quantification limit; or 
 
(2). For a chemical of high concern or priority chemical that is a contaminant 
present in a children's product, a concentration of 100 parts per million.   
 
(3). Any concentration of high concern or priority chemical in a product if that 
chemical occurs in a product only as a contaminant - if the manufacturer had in 



place a manufacturing control program and exercised due diligence to minimize the 
presence of the contaminant in the component. 
 
Section 69503.4(c)(3)(A) The Department may specify a higher de minimis level if this 
would result in adequate protection from increased adverse public health or 
environmental impacts. all of the following criteria apply: [Strike the remainder of 
this subsection following these changes]. 

 
Section 69503.5 De minimis Exemption Notifications – As discussed above this entire 
provision is unjustified and will overwhelm the Department and defeat the purpose of this 
provision.  Strong market enforcement of de minis no compliance is adequate to address abuse of 
this provision and address if a company should have been subject to an Alternatives Assessment.  
Again, the sole purpose in creating a de minimis threshold is because it has been determined that 
a Chemical of Concern below that level does not pose a concern to human health or the 
environment and should not be prioritized.  Requiring companies to submit de minimis 
exemption notifications will only create unnecessary work for both companies and the 
department for chemical–product combinations that pose no real threat. 
 
Recommendation:  Strike this entire section. 
 
Article 5: Alternatives Assessment – The alternatives assessment process is essential for 
developing safe and innovative children’s products.  The fundamentals of the process are 
routinely executed as part of industry's ongoing research and development and product 
improvement.  The key to innovation, and better meeting consumer needs, expectations, and 
preferences, is the ability for manufacturers to draw on a variety of existing evaluation and 
decision making tools and approaches for developing products.   Safety—protecting public 
health and the environment—is an inherent component of the product design process.  Concepts 
that leverage existing practices in the product development paradigm should form the basis of a 
practical and meaningful regulatory framework for alternatives assessment. 
 
Alternatives assessments may be undertaken by individual manufacturers, or by consortia 
representing an industry segment or an entire industry.  Due consideration to safety, complexity 
(different factors are relevant to a specific chemical/product/use combination, and must be 
evaluated on a case-by-case basis), effectiveness, lifecycle thinking, consumer acceptance, cost 
to consumers, manufacturability, and informed decision-making (weighing trade-offs) will 
ensure a workable, practical, and meaningful Green Chemistry program in California.  The most 
appropriate alternative for a particular product would be selected by the product manufacturer to 
ensure that it fits well within their unique business model.   
 
A rational, structured and predictable alternatives assessment process is essential from a business 
perspective and TIA appreciates that the current Draft Regulations contain many positive and 
flexible elements.  The Department must not “pick and choose” between AAs and mandate a 
particular alternative but rather evaluate AAs to ensure that they meet the statutory requirements. 
A manufacturer has met their statutory obligation when an adequate AA has been completed.  
The Department may propose varying regulatory responses for a chemical of concern 
(CoC)/priority product (PP) pairing.  The product improvement process is iterative, complex, and 



different on a product-by-product, case-by-case basis.  A sensible regulatory approach for 
conducting an AA should: 
 

 Ensure consumer acceptance – The alternative must provide the same or better 
performance and value to the consumer.  
 Be Flexible - Each business model is different: even for similar chemicals/products, the 
AA outcome may be different (due to, for example, innovative processes or design features).  
Each manufacturer must be given the latitude to leverage existing tools and approaches to 
evaluate alternative ingredients/components for their products as appropriate.   
 Be Modular - Although all criteria are considered in a multi-factorial evaluation matrix, 
the most critical parameters are identified and further evaluated for each case. 
 Be Effective - An AA has to be practical and meaningful (not just paperwork) in which 
the change provides a significant benefit to public health or the environment. 
 Incorporate Informed Decision-making – Trade-offs must be understood and considered 
to avoid unintended consequences. 
 Allow for a gradual and measured implementation of appropriate or suitable alternatives - 
Adequate time is necessary to introduce a new product into the marketplace due to complex 
and lengthy design considerations, development of supply chains, ensuring regulatory 
compliance, and ensuring and verifying consumer acceptance. 
 Include a feasibility check - Provide the opportunity for the reassessment of the 
regulatory response prior to the deadline for action, if new data or subsequent assessments 
uncover previously unforeseen concerns with implementing the required regulatory 
compliance options, similar to the approach California’s Air Resources Board (CARB) 
employs. 
 Ensure that an alternative formulation is legal, especially when considering patent issues 
and other state and federal regulations. 
 

To accomplish the objectives listed above, TIA supports the Green Chemistry Alliance (GCA) 
and its members; as well as, the Grocery Manufacturers Association in their comments with 
regard to the Alternative Assessments and supports their recommendations for specific language 
changes. 
 
Beyond these necessary factors for an Alternatives Assessment, TIA is concerned that as drafted 
DTSC would make a company’s Alternative Assessment report publically available.  We believe 
that by making a company’s Alternative Assessment report, and their conclusions, public (even 
if the report is redacted) would jeopardize a company’s ability to protect certain information as 
confidential business information (CBI).  We recognize the desire for transparency, but we must 
not lose focus on what is required here, both legally and in fairness to all stakeholders-what is 
important is that DTSC act in the public interest and that its decisions be communicated publicly; 
however, it does not follow that all of the information on which it relies to reach such decisions 
need be made public (likewise, its internal decision process need not be fully transparent). To 
require otherwise is likely to be legally indefensible and thus delay the implementation of the 
regulations. Additionally, as stated above, so long as a proposed alternative follows a reasonable 
process and creates an improved safety profile for the product, it should be granted a rebuttable 
presumption of validity.   
 



 
Article 8. Section 69508 – Accreditation Bodies and Certified Assessors –  
 
The use of certified AA assessors is an acceptable concept, but “certified” should not be read 
exclusively as “third-party”; the use of in-house assessors should be expressly permitted by 
regulation.  Assessors should also not be required to be technically expert at all aspects of an 
AA, but should instead be expected to be capable of managing the AA process to be certain that 
all applicable parameters are considered.      
 
In-house company experts with 10 or more years of experience have the necessary knowledge, 
skills, and expertise to lead alternative assessment projects for product development and should 
not have to become certified assessors, or should be certified with minimal requirements based 
on their experience.  An R&D scientist must consider a variety of factors in the selection of 
chemical ingredients for a consumer product.  The safety of an individual chemical and life cycle 
considerations are only pieces of the equation.  Chemical ingredients often serve multiple 
functions in a consumer product development rather than provide a single benefit.  Therefore, 
Alternative Assessment is a broad process that must evaluate a number of holistic considerations 
for any potential chemical alternative, including impact on safety and product performance, 
potential interaction with other formula components, useful life, other environmental criteria, 
cost effectiveness, availability, commercial feasibility and consumer preference.  Manufacturers 
invest significant R&D resources to find the right combination of chemical ingredients for 
consumer product formulations. In-house company experts appreciate the intricate R&D science 
invested in developing consumer product formulations and have the necessary in-depth 
understanding of consumer behavior and preferences.   
 
Certification however should be invested in those individuals charged with overseeing the 
various aspects of the alternatives assessment and with ensuring successful execution in meeting 
the Department’s requirements.  As discussed, an in-house certified assessor is well positioned to 
understand how to apply an AA to a Chemical of Concern/Priority Product pairing, with a 
variety of available experts utilized to address specific aspects of the AA.  Product development 
experience should play a significant role in the time and effort necessary for certification.  
Additionally, the process of certification should be such that certification is readily achievable by 
product development professionals with relevant experience and education. This approach would 
be in keeping with previous California precedent; when “Quality Engineer” was added to the 
state’s categories of engineering technology for which state licensing is available, already-
practicing quality engineers with a minimum level of specified experience and/or education were 
“grandfathered” and granted a license without a licensing examination6.  Accreditation bodies 
should be held accountable for the quality of assessors (and of the assessors’ work products) that 
is being certified.  DTSC should have the ability to challenge the Accreditation body. 
 

                                                 
6 California Business and Professions Code Section 6730-6749  

 



The provision for “Random auditing by the accreditation body or its consultants to ensure the 
quality of work and proper application of tools by the assessor” (§ 69508.2 (c)(7)(C)) would 
satisfy quality assurance concerns that the Department has. 
 
Article 10. Trade Secret Protection 
 
Since this Regulatory Program is groundbreaking in terms of its expansive scope and data 
submission requirements, TIA asserts that trade secrets must be strongly protected.  The nature 
of the data required to be submitted - once a priority product and chemical concern combination 
have been designated, through alternatives assessment and regulatory response – is highly 
specific and unique.  Therefore, unique provisions to protect trade secrets are warranted herein. 
 
TIA supports the recommendations of the Green Chemistry Alliance and its members on this 
critical issue. 
 
Conclusion: 
 
Product safety is a vital consideration for toy manufacturers.  A core practice of our industry is to 
perform rigorous safety-based assessments for all products prior to the marketing of a product 
and take into consideration potential impacts on children.  In addition to meeting stringent 
internal product safety requirements, toys currently comply with numerous federal and 
international environmental and safety regulations under a variety of laws and regulations. 
 
TIA appreciates the hard work that has gone into the development of these Draft Regulations and 
attempts to balance many stakeholder interests.  TIA asserts that there are several critical flaws 
and areas of needed consistency that must be addressed before this regulation can be considered 
workable.  TIA urges DTSC to fully consider these critical changes and urges the Department to 
work to provide much needed consistency with states like Washington State and Maine on 
consistent issues. 
 
Once again, TIA remains committed to working to ensure that these Regulations provide a 
workable solution to chemicals management issues in California and looks forward to continuing 
to work with you on these outstanding issues.  TIA thanks you and your staff again for this 
opportunity to comment on the Draft Regulations.  Please feel free to contact TIA directly via 
Joseph Gregorich at: jgregorich@toyassociation.org  if you have any questions or concerns about 
these comments or would like to discuss in more detail. 
 
 
Respectfully, 

 
Joseph Gregorich 
Director of State Government Affairs 
 
CC:  The Honorable Matt Rodriguez, Secretary, CalEPA  



Gareth Elliott, Legislative Affairs Secretary, Office of the Governor  
Martha Guzman-Aceves, Deputy Legislative Secretary, Office of the Governor 
Odette Madriago, Acting Chief Deputy Director, DTSC 
Jeff Wong, Chief Scientist, DTSC 
Corey Yep, DTSC 
Bob Boughton, DTSC 
Andrew Hackman, Sr. Director State Government Affairs, Toy Industry Association 
Alan Kaufman, Sr. Vice President Technical Affairs, Toy Industry Association 
Bob Giroux, Lang, Hansen, O’Malley & Miller 
Larisa Cespedes, Lang Hansen, O’Malley & Miller 

 



 
 

 

 

December 22, 2011 
 
Debbie Raphael, Director, Department of Toxic Substances Control 
Department of Toxic Substances Control 
1001 I Street 
P.O. Box 806 
Sacramento, CA 95812-0806 
 
Dear Ms. Raphael, 
 
On behalf of BizNGO, we are very encouraged by the progress that DTSC is making towards 
robust and effective regulations for implementing AB 1879.  
 
In the following pages we detail proposed changes to the informal draft regulations for Safer 
Consumer Products (SCP), released by DTSC on October 31, 2011.  
 
The basic SCP framework mirrors in large part the best practices among downstream user 
companies in BizNGO. Our comments are designed to support the development of an AA 
process that can be effectively implemented by concerned users of chemicals of concern in 
priority products.  
 
BizNGO participants are willing to provide more details and explanations of our comments by 
telephone. Please contact me if you have any questions. 
 
Sincerely, 

 
Mark S. Rossi, PhD 
Co-Chair, BizNGO 
P.O. Box 560024 
W. Medford,  MA 02156 
t) 781.391.6743 
e) Mark@CleanProduction.org 
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Comments on Safer Consumer Products (SCP), Informal Draft 
Regulations, R-2011-02, DTSC October 31, 2011 

 
 
Article 1. General 
 
§ 69501.2. Definitions. 
 
(38) “Functionally acceptable ” means that aN ALTERNATIVE TO A PRIORITY PRODUCT product 
that has been altered by a chemical or component substitution, or that has replaced another 
product,  MEETS THE substantially equals or exceeds the performance and functionality 
REQUIREMENTS of the original product. 
Two important points regarding this definition. First, “alternative” is already defined in 
paragraph 69501.2(a)(9), therefore it should be referenced in the definition - there is no need to 
define again what an alternative is. Second, alternatives frequently meet functional 
performance needs of priority products, although they may not achieve the exact performance 
specifications of the existing priority product. For example, an existing product may be over-
engineered to the functionality needs it meets. Alternatives should not be penalized for not 
meeting over-engineered performance specifications.  
 
§ 69501.3. Duty to Comply and Consequences of Non-Compliance 
69501.3(a)(2) The requirements of this chapter applicable to a responsible entity may be 
fulfilled by a consortium, trade association, public-private partnership, or other entity acting on 
behalf of the responsible entity. 
BizNGO strongly supports the option to allow consortia and other relevant bodies to act on 
behalf of the responsible entity. 
 
§ 69501.6. Availability of Information on the Department’s Website. 
BizNGO supports the public availability of all Preliminary and Final AA reports as specified in 
69501.6.(b)(4) and 69501.6.(b)(5) 
 
 
Article 2. Chemicals of Concern Identification Process 
§ 69502. General 
It is extremely important that there be a clear definition of what constitutes an authoritative 
body and list. Since there is no definition of “authoritative body” and “authoritative list”, 

DTSC should adapt the Prop 65 definitions of authoritative bodies and lists, which are 

specific to cancer, to apply to a broader range of topics. Here is proposed language for 

69502: 

 

(c) A "body considered to be authoritative" is an agency or formally organized 

program or group which utilizes one of the methods set forth in subsection (a), 

and which the Department has identified as having expertise in the identification 

of chemicals with the potential to cause adverse public health and/or 

NOTE ON THE FOLLOWING PROPOSED REVISIONS: 

Comments are in italics 

SUGGESTED TEXT CHANGES ARE IN ALL CAPS, BLUE, AND BOLD. 

Deletions are in red track changes. 
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Comments on Safer Consumer Products (SCP), Informal Draft 
Regulations, R-2011-02, DTSC October 31, 2011 

environmental impacts on specific topics defined within 69505.2 (a)(4) and 

69505.2 (a)(5). For purposes of this section, "authoritative body" means a "body 

considered to be authoritative" in the identification of chemicals that cause a 

particular adverse public health and/or environmental impact on one or more 

topics defined within 69505.2 (a)(4) and 69505.2 (a)(5). The Department shall 

have the authority to revoke or rescind any determination that a body is 

authoritative on the grounds that the department no longer considers the body to 

have expertise in the identification of chemicals on the relevant public health 

and/or environmental impacts topics defined within 69505.2 (a)(4) and 69505.2 

(a)(5), in which case chemicals listed pursuant to this section prior to the 

effective date of the revocation shall remain on the list. Nothing in this section 

shall be construed to limit or otherwise interfere with such authority. 

 

(1) For purposes of this section a chemical is "formally identified" by an 

authoritative body when the lead agency determines that: 

 

(A) the chemical has been included on a list issued by the authoritative body 

stating that it causes an adverse public health and/or environmental impact on a 

specific topic defined within 69505.2 (a)(4) and 69505.2 (a)(5); or is the subject 

of a report which is published by the authoritative body and which concludes that 

the chemical causes an adverse public health and/or environmental impact on a 

specific topic defined within 69505.2 (a)(4) and 69505.2 (a)(5); or has otherwise 

been identified as causing an adverse public health and/or environmental impact 

on a specific topic defined within 69505.2 (a)(4) and 69505.2 (a)(5) by the 

authoritative body in a document that indicates that such identification is a final 

action; and 

 

(B) the list, report, or document specifically and accurately identifies the chemical, 

and has been: 

 

1. Reviewed by an advisory committee in a public meeting, if a public meeting is 

required,  

2. Made subject to public review and comment prior to its issuance,  

3. Published by the authoritative body in a publication, such as, but not limited to, 

the federal register for an authoritative body which is a federal agency,  

4. Signed, where required, by the chief administrative officer of the authoritative 

body or a designee,  

5. Adopted as a final rule by the authoritative body, or 

6. Otherwise set forth in an official document utilized by the authoritative body for 

regulatory purposes. 

 
§ 69502.2. Chemicals of Concern Identification 
 
We support DTSC using authoritative lists to generate the Chemicals of Concern list. It mirrors 
processes developed by the states of Maine, Minnesota, and Washington to identify chemicals 
of high concern as well as how GreenScreen and Pharos quickly screen for chemicals of high 
concern to human health or the environment. Additionally, it harmonizes with other 
jurisdictions. 
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Comments on Safer Consumer Products (SCP), Informal Draft 
Regulations, R-2011-02, DTSC October 31, 2011 

 The authoritative lists for hazard traits used by both GreenScreen and SCP 69502.2(a) 
are widely recognized and should form the core of any list of Chemicals of Concern: 
(1)(B) Proposition 65, (1)(D) NTP Report on Carcinogens, (1)(F) ESIS PBT, (1)(G) EU 
Endocrine Disruptors, (1)(H) and (1)(I) EU CMRs, (1)(J) IARC, (1)(N) TRI PBTs, (1)(O) WA 
PBTs, (2)(B) and (2)(C) OSPAR, (2)(D) US EPA NWMP), (3)(B) NTP-OHAaT, (3)(C) US EPA 
IRIS Carcinogens.  

 There are two authoritative lists in SCP that are not in the GreenScreen lists: CSCP and 
NHANES. The CSCP list is fine because it is based on other authoritative lists. Also, given 
the intent of AB1879 to prioritize chemicals of concern based on potential public 
exposure, the addition of NHANES makes sense. 

 There are a number of authoritative lists used by GreenScreen but not SCP. One 
authoritative list that GreenScreen uses that should also be included in SCP is the EPCRA 
Section 302 list. This list might be more appropriate to include in 69502.2 (a)(2) than 
69502.2 (a)(1) because it is not a single hazard topic.  

 The remaining authoritative lists used only by GreenScreen would not necessarily be 
good additions to SCP. For example, there is substantial overlap between lists (such as in 
the case of EU SVHC, which is a superset of EU CMR and EU PBT), and some lists address 
hazard topics outside of the scope, such as sensitization. Also, Green Screen accepts H- 
and R-phrase declarations as authoritative, however, since they are self-declared and 
are not maintained in a central list, they would be inappropriate to include in SCP. 

 There are four screening lists included in SCP but not used in the Green Screen: Clean 
Water Act 303 (c) and 303 (d), Safe Drinking Water Act, and Porter-Cologne. These lists 
can be useful in identifying emerging pollutants, however, they are not focused on 
specific hazard topics as the other lists are in 69502.1 (a)(1). These lists should be 
retained, but they should be moved to 69502.2 (a)(2) or 69502.2 (a)(3) because they are 
related to exposure rather than a hazard topic. 

For the authoritative lists referenced in the GreenScreen see: 
http://www.cleanproduction.org/library/greenScreenv1-2/GS_v_1_2_Benchmark_1_Lists.pdf.  
 
§ 69502.3. Chemicals of Concern List. 
 
 (a) An informational list of the chemicals identified as Chemicals of Concern pursuant to 
section 69502.2(a) shall be posted on the Department’s website within thirty (30) days after the 
effective date of these regulations. The Department shall periodically update the list to reflect 
changes to the underlying lists and sources from which it is drawn, using the procedures 
specified in subsection (c) and (d). 
BizNGO strongly supports 69502.3, it is extremely important that DTSC provide a current list of 
authoritative lists on its website associated with this regulation. 
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Comments on Safer Consumer Products (SCP), Informal Draft 
Regulations, R-2011-02, DTSC October 31, 2011 

 
Article 5. Alternatives Assessments 
 
BizNGO supports the overall AA 2 stage process. See Attachment BizNGO Chemical Alternatives 
Assessment Protocol, which mirrors the proposed approach in SCP. Note that the process as 
specified in SCP does not address what happens when a responsible entity concludes that no 
alternatives are in available in Stage 1, Step 2, Identification of Alternatives 69505.3(b)(2). The 
SCP needs to clarify steps to be taken when a responsible entity fails to identify alternatives in 
Stage 1. 
 
§ 69505. Guidance Materials 
 
BizNGO supports  69505(b) - it is critical that DTSC post both AAs and related materials that 
support the completion of AAs. Given the complexity of AAs it is important for DTSC to post 
related documents that will fulfill parts of an AA, including 69505.3(b)(2), (3), and(4) or 
69505.4(a),(b), and (c): 

(b) The Department shall also post on its website AAs AND RELATED MATERIALS that 
the Department is aware of, and that are available in the public domain, at no cost, and 
are supported by reliable information. The posting shall indicate, for each AA, the name 
of the person OR ORGANIZATION that prepared the AA. 

 
§ 69505.1. Alternatives Assessments: General Provisions. 
 
BizNGO supports  69505.1(e) - DTSC should allow for the appropriate use of existing AAs and 
related materials that support the completion of AAs.  

(e) A responsible entity may fulfill the requirements of subsection (a) by submitting to 
the Department a report for a previously completed AA for the Priority Product, if the 
Department determines that the report is substantially equivalent to the Final AA 
Report requirements of section 69505.5 and that the report contains sufficient 
information for the Department to identify the most appropriate regulatory response(s) 
pursuant to article 6. 

 
BizNGO supports  69505.1(f) - it is important that responsible entities acknowledge and cite 
existing AAs and relevant material posted on DTSC’s website.  

(f) A responsible entity conducting an AA, pursuant to subsection (a), shall consider all 
relevant information made available on the Department’s website, including any 
relevant public comments, and any additional information or technical assistance the 
Department may provide regarding alternatives assessments. The responsible entity 
shall summarize these efforts in the AA Report. 
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§ 69505.3. Alternatives Assessment: First Stage. 
BizNGO supports the Steps identified by DTSC.  
 
69505.3. (b)(1) Step 1, Identification of Product Criteria AND FUNCTION OF CHEMICAL(S) OF 
CONCERN. 
Chemical function is critical to the identification of safer alternatives to chemicals of concern. 
BizNGO supports its inclusion in SCP and requests that the title of this section reflect 
69505.3(b)(1)(B). 
 
(2) Step 2, Identification of Alternatives. 
(A) In addition to the alternative identified pursuant to paragraph (1)(C)2., if applicable, the 
responsible entity shall identify alternatives for consideration that meet the product criteria 
identified pursuant to paragraph (1)(A) for the Priority Product, and that eliminate or reduce 
the concentration of the Chemical(s) of Concern in the Priority Product and/or reduce the 
potential for public and/or environmental exposures to the Chemical(s) of Concern in the 
Priority Product. The responsible entity shall research available information that may identify 
existing potentially viable alternatives, including information posted on the Department’s 
website pursuant to section 69505(b). The responsible entity shall include in the AA 
consideration of any identified existing potentially viable alternatives AND THE RESOURCES 
AND REFERENCES CONSULTED TO IDENTIFY ALTERNATIVES. 

 
(3) Step 3, Initial Screening of Alternative Chemicals. 
(C) Eliminate from further consideration in the AA any alternative chemical(s) that the 
responsible entity determines may pose greater OR EQUAL adverse public health and/or 
environmental impacts than the Chemical(s) of Concern FOR HAZARD TRAIT(S) THAT RESULT IN 
A CHEMICAL BEING LISTED ON THE CHEMICALS OF CONCERN LIST PURSUANT TO SECTION 
69502.3. 
The process of screening out alternative chemicals needs to be clearly defined and should mirror 
the process of identifying chemicals of concern as specified in Article 2. 
 
(4) Step 4, Next Steps.  
The responsible entity shall develop a work plan and proposed implementation schedule for 
completion of the second AA stage, as specified in section 69505.4, and preparation of the Final 
AA Report. The work plan must specify the proposed submission date for the Final AA Report, 
and must ensure that the Final AA Report will be submitted to the Department no later than 
twelve (12) months after the Department issues a notice of compliance for the Preliminary AA 
Report. The responsible entity may request approval from the Department for a longer period 
of time to submit the Final AA Report, not to exceed twenty-four (24) months from the date the 
Department issues a notice of compliance for the Preliminary AA Report. Such a request shall 
include a detailed explanation as to why the additional time is needed. If the Priority Products 
list identifies more than one component that must be included in the AA for the Priority 
Product, separate submission dates may be proposed for each component. 
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Step 4 needs to clarify: 1) what a responsible entity must do if it concludes from Step 2 that no 
alternative is available and 2) what DTSC will do when a “no alternative” conclusion is made - 
possibilities for DTSC action in this case include: a) review of the Preliminary AA Report and 
specific actions to be taken if the report is either a) insufficient (concluded that no alternatives 
are available when alternatives are indeed available) or b) sufficient (made a legitimate 
conclusion that alternatives are not available).  
 
§ 69505.4. Alternatives Assessment: Second Stage 
 
Throughout 69505.4 the phrase “Priority Product and potential alternatives” is often being used 
when the intent is to compare the Chemical of Concern within a Priority Product and its chemical 
and non-chemical alternatives in that product. Suggest clarifying that the alternatives are to the 
Chemical of Concern, not the products. For example: 
 
(a)(1) 
(A) A demonstrable contribution to the adverse impacts of the CHEMICAL(S) OF CONCERN 
WITHIN A Priority Product and/or one or more alternatives under consideration; and 
(B) A demonstrable difference between two or more of the alternatives being considered, 
including the CHEMICAL(S) OF CONCERN WITHIN A Priority Product. 
 
(a)(2) The responsible entity shall collect and use available quantitative information, 
supplemented by available qualitative information and analysis, to identify the factors listed 
below, and the associated exposure pathways and life cycle segments, that are relevant for the 
comparison of the CHEMICAL(S) OF CONCERN WITHIN A Priority Product and the alternatives 
still under consideration after completion of the first AA stage as specified in section 69505.3: 
 
(b) Step 2, Comparison of the CHEMICAL(S) OF CONCERN WITHIN A Priority Product and 
Alternatives. The responsible entity shall use available quantitative information, supplemented 
by available qualitative information and analysis, to evaluate and compare the CHEMICAL(S) OF 
CONCERN WITHIN A Priority Product and each of the alternatives under consideration with 
respect to each relevant factor and associated exposure pathways and life cycle segments 
identified pursuant to subsection (a). The responsible entity shall compare each alternative 
with the CHEMICAL(S) OF CONCERN WITHIN A Priority Product and with each of the other 
alternatives being considered. 
 
(c) Step 3, Alternative(S) Selection Decision. The responsible entity shall select the alternative 
that will replace or modify the CHEMICAL(S) OF CONCERN WITHIN A Priority Product, unless 
the decision is to retain the existing CHEMICAL(S) OF CONCERN WITHIN THE Priority Product. 
The selection of an alternative(S) or the decision to retain the CHEMICAL(S) OF CONCERN 
WITHIN THE Priority Product shall be based on and supported by the comparative analysis 
conducted pursuant to subsection (b). 
 
69505.4.(a)(2)(B) Product function and performance: 
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1. Useful life, expressed in single use or number of applications, days, months or years, of the 
Priority Product, and that of the potential alternatives; 
2. Functional and performance comparison of each alternative relative to the Priority Product; 
and 
69505.4.(a)(2)(B)2. is redundant - it’s already addressed in the first AA Stage, Step 2,  - 
69505.3.(b)(2)(A): “shall identify alternatives for consideration that meet the product criteria 
identified pursuant to paragraph (1)(A) for the Priority Product.” Alternatives that are not 
functionally equivalent would not make it this far in the AA. 
 
§ 69505.5. Alternatives Assessment Reports. 
 
(e) Facility Description and Location. A description and location of the facility(ies) where the 
Priority Product is produced. This description MAY INCLUDE INFORMATION ABOUT must also 
indicate the proximity to raw or recycled materials that directly or indirectly influences the type 
and amount of Chemical(s) of Concern in the Priority Product. 
Given that most Priority Products are manufactured overseas, collecting this information may 
present an undue burden on companies to limited benefit in the product assessment. Thus DTSC 
should encourage the disclosure of this information when known. 
 
(h) Supporting Information. 
(1) All information used as supporting information in performance of the AA and 
preparation of the AA Reports must be cited in the AA Reports and made available to the 
Department, upon request. The AA Reports shall include a brief summary of the information 
reviewed and considered pursuant to section 69505.1(f). 
BizNGO strongly supports this provision. For evaluating AA Reports it is important to know the 
sources of information consulted. 
 
(l) Selected Alternative(S). The Final AA Report must identify and describe the alternative(S), if 
any, selected, and the rationale for the selection decision. The description of the selection 
decision must include an assessment that evaluates and compares the selected alternative(S) 
against the Priority Product and a detailed list and explanation of the reasons for the selection 
decision, or, alternatively, for the decision not to select and implement an alternative to the 
Priority Product, whichever is applicable. The Final AA Report must also include all of the 
following: 
(1) The information specified in section 69505.4(a)(2)(B) for the selected alternative. If no 
alternative is selected, this information must be provided for each alternative considered. 
(2) If section 69505.3(b)(1)(C)2. applies, and the selected alternative retains the Chemical(s) of 
Concern, that is/are the basis for the product being listed as a Priority Product, or uses 
substitute chemical(s), the Final AA Report must explain the rationales for deciding to retain the 
Chemical(s) of Concern or to use substitute chemical(s), whichever applies. 
(3) A demonstration AS SPECIFIED IN SECTION 69505.4.(a)(1) that the manufacture, use, and 
disposal of the RELEVANT FACTORS OF THE selected alternative, in conjunction with any 
regulatory response(s) proposed pursuant to subsection (n), will BE ADDRESSED BY THE 
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ALTERNATIVE(S) SELECTION PER SECTION 69505.4(c).have no greater significant adverse public 
health or environmental impacts than the impacts associated with the Priority Product. For 
purposes of this paragraph only, “environment”, as it pertains to California’s environment, 
means “environment” as defined in section 21060.5 of the Public Resources Code. 
This section should reference the evaluation process specified in 69505.4. 
(n) Proposed Regulatory Responses. The Final AA Report must 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 Chemical of Concern that will be in the selected alternative or that is in the Priority Product 
if the decision resulting from the AA is to retain the Priority Product. 
This is an appropriate role for DTSC, not for the regulated community.   
 
Article 8. Accreditation Bodies and Certified Assessors AND MULTISTAKEHOLDER PEER 
REVIEW PROCESS 
 

BizNGO supports mechanisms to ensure high quality AAs, however, we believe that mere 
certification of assessors will not accomplish this important goal. Instead, we recommend 
replacing the assessor certification scheme with a balanced, multi-stakeholder review process to 
ensure the quality of the assessments. Based on this finding, we suggest the creation of a multi-
stakeholder review system to evaluate the alternatives assessments submitted under SCP. A 
robust review system could either complement a certification system, or more likely, make 
certification unnecessary because there would be a mechanism to ensure the quality of 
submitted reports.  
 
Key features of a multi-stakeholder review system would include: 

 A pool of reviewers maintained by DTSC and assigned based on the particular skills 
needed to properly evaluate the alternatives in each case. 

 DTSC to assign at least four reviewers per assessment, representing each of the following 
groups: industry (subject matter expert), academic, regulatory, and NGO. 

 Reviewers would work independently to facilitate a faster process. 

 An expectation of the review time should be provided (e.g. 15 hours). 

 A small honorarium could be provided (similar to the CalEPA honoraria for academic 
reviews of new regulation). 

 Reviewers should have the ability to challenge and question the submitter. 

 Reviewers should work from the redacted version of reports because if the reviewer is 
not convinced by the redacted report, the public will not be, either. Also, it would relieve 
concerns about competitors having access to CBI. This approach might require an appeal 
process that would allow CBI to be considered.  
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 Initial submissions to the review panel would be considered a draft report, and changes 
and corrections based on the review would be incorporated into a final version of the 
report to be submitted with reviewer comments to DTSC. 

 Reviewers’ comments and recommendations should be considered binding, in particular 
for rejecting incomplete or erroneous portions. 

 Consensus could be three out of four reviewers agreeing to accept the report, which 
approximates ANSI and other standards bodies’ requirements.  

 All comments from each reviewer should get a response from the authors, also similar to 
practices used within standards bodies. 

 If three out of four reviewers cannot agree to accept a report due to the redactions, 
there could be an appeal process available to the submitter that would trigger a review 
with full disclosure, however, this should be constructed carefully to discourage its 
spurious use. 

Failure of a report to meet the minimum requirements in the guidance documents should be 
grounds for automatic rejection, and there should be penalties for non-compliance through poor 
submissions. 



	  
	  
	  
	  
	  
December	  30,	  2011	  	  
	  
Debbie	  Raphael	  	  
Director	  	  
Department	  of	  Toxic	  Substances	  Control	  
Sacramento,	  CA	  95812	  
	  
	   Re:	  	   California	  Safer	  Consumer	  Product	  	  
	   	   Informal	  Draft	  Regulations	  (October	  31,	  2011)	  	  
	  
Dear	  Director	  Raphael:	  
	  
I	  write	  as	  a	  member	  of	  the	  Green	  Ribbon	  Science	  Panel	  who	  has	  participated	  in	  
DTSC’s	  efforts	  to	  develop	  a	  set	  of	  regulations	  to	  implement	  AB	  1879	  and	  SB	  509	  for	  
the	  past	  three	  years.	  I	  appreciate	  the	  opportunity	  to	  provide	  these	  comments	  on	  my	  
own	  behalf	  on	  the	  new	  draft	  green	  chemistry	  regulations.	  
	  
I	  congratulate	  DTSC	  on	  developing	  the	  draft	  regulations	  and	  am	  highly	  supportive	  of	  
several	  features.	  	  I	  support	  identification	  of	  several	  thousand	  COC’s	  by	  relying	  on	  
existing	  authoritative	  body	  listings	  –	  all	  responsible	  entities	  must	  already	  be	  aware	  
that	  all	  of	  these	  chemicals	  are	  problematic.	  	  I	  support	  DTSC’s	  intent	  to	  not	  further	  
rank	  prioritize	  these	  COC’s	  or	  Priority	  Products	  –	  that	  impossible	  task	  would	  doom	  
the	  program	  to	  paralysis	  by	  analysis	  on	  a	  grand	  scale.	  	  I	  also	  support	  DTSC’s	  intent	  
to	  begin	  with	  a	  relatively	  small	  number	  of	  Priority	  Product/COC	  combinations,	  
although	  DTSC	  should	  choose	  combinations	  that	  have	  both	  broader	  market	  
significance	  and	  sufficient	  economic	  importance	  to	  their	  manufacturers	  to	  
encourage	  them	  to	  participate	  in	  the	  program	  rather	  than	  abandon	  the	  products	  in	  
California.	  	  Finally,	  while	  I	  understand	  the	  reasons	  for	  DTSC’s	  obvious	  conservative	  
interpretation	  of	  its	  authority	  under	  AB	  1879,	  I	  urge	  DTSC	  to	  acknowledge	  to	  the	  
legislature	  that	  one	  consequence	  of	  this	  decision	  is	  that	  DTSC	  will	  need	  additional	  
authority	  to	  fully	  implement	  an	  effective	  Green	  Chemistry	  Initiative.	  	  
	  
I	  remain,	  however,	  deeply	  concerned	  that	  this	  program	  will	  not	  enjoy	  public	  
confidence	  in	  the	  decisions	  that	  result	  from	  it,	  nor	  drive	  the	  market	  strongly	  toward	  
green	  chemistry.	  	  The	  causes	  of	  these	  two	  problems	  are	  the	  lack	  of	  transparency	  
that	  is	  all	  but	  certain	  to	  result	  from	  trade	  secret	  claims,	  the	  continued	  pervasive	  data	  
gaps,	  and	  the	  lack	  of	  resources	  for	  DTSC	  to	  implement	  and	  oversee	  the	  program	  on	  
any	  reasonable	  scale.	  	  Many	  far-‐reaching	  proposals	  have	  been	  made	  to	  address	  
these	  problems	  over	  the	  last	  three	  years,	  and	  more	  will	  be	  undoubtedly	  be	  made	  in	  
comments	  on	  these	  draft	  regulations	  and	  in	  the	  future.	  	  Comprehensive	  solutions	  
have	  not	  been	  adopted	  in	  these	  draft	  regulations	  in	  part	  due	  to	  the	  limitations	  of	  AB	  
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1879	  and	  in	  part	  due	  to	  practical	  and	  other	  considerations.	  My	  instant	  comments	  do	  
not	  offer	  additional	  comprehensive	  solutions,	  though	  I	  support	  any	  effort	  to	  address	  
these	  problems	  seriously.	  	  
	  
These	  concerns	  inform	  many	  of	  my	  comments,	  though	  my	  specific	  suggestions	  are	  
relatively	  narrowly	  targeted.	  The	  following	  detailed	  recommendations	  for	  
improvements	  in	  the	  draft	  regulations	  are	  all	  well	  within	  DTSC’s	  authority	  under	  AB	  
1879.	  	  They	  are	  intended	  to	  make	  the	  program	  stronger,	  more	  effective	  and	  more	  
closely	  aligned	  with	  the	  intent	  of	  that	  statute.	  	  I	  hope	  the	  Department	  will	  consider	  
them.	  
	  
	  
1.	   The	  Regulations	  Should	  Articulate	  An	  	  
	   Explicit	  Legal	  Standard	  For	  Regulatory	  Responses	  	  	  
	  
§69506.6(a)	  of	  the	  draft	  regulations	  provides	  that	  DTSC	  will	  determine	  whether	  a	  
regulatory	  response	  is	  “necessary	  to	  limit	  potential	  exposures.”	  But	  this	  does	  not	  
articulate	  a	  legal	  standard	  for	  what	  exposures	  are	  unacceptable	  and	  therefore	  
“necessary”	  to	  limit.	  	  The	  draft	  regulations	  as	  a	  whole	  lack	  any	  such	  legal	  standard.	  
	  
AB	  1879	  provides	  limited	  explicit	  guidance	  on	  this	  critical	  question.	  HSC	  §25253(a)	  
directs	  DTSC	  to	  determine	  “how	  best	  to	  limit	  exposure	  or	  to	  reduce	  the	  level	  of	  
hazard	  posed	  by	  a	  chemical	  of	  concern,”	  but	  unfortunately	  does	  not	  articulate	  a	  clear	  
legal	  standard	  for	  how	  conflicts	  between	  the	  interests	  in	  environmental	  health	  and	  
economic	  factors	  are	  to	  be	  “best”	  balanced.	  	  	  
	  
Inevitably,	  DTSC	  is	  going	  to	  have	  to	  confront	  this	  issue	  in	  deciding	  what	  regulatory	  
responses	  to	  impose.	  	  Moreover,	  AA	  assessors	  will	  have	  to	  know	  how	  DTSC	  is	  going	  
to	  approach	  this	  issue	  when	  they	  decide	  which	  alternative	  to	  choose	  because	  the	  
consequent	  regulatory	  responses	  could	  affect	  that	  decision.	  Without	  an	  articulated	  
standard,	  there	  is	  no	  hope	  of	  DTSC	  decisions	  or	  AA	  Report	  decisions	  being	  
transparent,	  consistent	  or	  accountable	  to	  the	  public.	  	  	  
	  
Accordingly,	  DTSC	  should	  be	  forthright	  about	  this	  issue	  and	  articulate	  a	  transparent	  
legal	  standard	  that	  both	  the	  Department	  and	  AA	  assessors	  can	  apply	  consistently	  
and	  that	  the	  public	  can	  hold	  DTSC	  and	  industry	  accountable	  to.	  	  	  
	  
Fortunately,	  I	  believe	  a	  solution	  to	  this	  problem	  is	  clear	  from	  the	  background	  and	  
intent	  of	  AB	  1879.	  	  Clearly,	  DTSC	  should	  not	  adopt	  the	  standard	  currently	  contained	  
in	  the	  Toxic	  Substances	  Control	  Act.	  	  That	  statute	  places	  the	  burden	  of	  proof	  on	  the	  
Administrator	  of	  U.S.	  EPA	  to	  make	  a	  number	  of	  showings	  before	  regulating	  a	  
chemical,	  including	  demonstrating	  that	  the	  chemical	  presents	  an	  “unreasonable	  
risk,”	  as	  evaluated	  under	  a	  cost-‐benefit	  test.	  	  The	  difficulty	  EPA	  has	  had	  in	  carrying	  
this	  burden	  of	  proof	  is	  the	  essential	  source	  of	  the	  “safety	  gap”	  that	  the	  Green	  
Chemistry	  Initiative	  is	  intended	  to	  confront,	  as	  identified	  in	  the	  2006	  Wilson	  et	  al.	  
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and	  2008	  Schwarzman	  et	  al.	  Reports	  from	  U.C.	  Berkeley	  to	  the	  Legislature	  and	  DTSC,	  
respectively.	  
	  
DTSC	  should	  instead	  adopt	  a	  standard	  that	  will	  implement	  the	  intent	  of	  the	  Green	  
Chemistry	  Initiative	  to	  close	  the	  safety	  gap.	  	  As	  the	  U.C.	  Berkeley	  Reports	  to	  the	  
legislature	  and	  DTSC	  make	  clear,	  what	  is	  needed	  to	  close	  the	  safety	  gap	  is	  a	  legal	  
standard	  that	  (1)	  is	  grounded	  in	  protection	  of	  human	  health	  and	  the	  environment	  
(rather	  than	  cost-‐benefit	  tradeoffs	  between	  economic	  and	  health	  interests)	  and	  (2)	  
allocates	  the	  burden	  of	  proof	  onto	  industry	  rather	  than	  government.	  Several	  
significant	  laws,	  including	  REACH	  in	  Europe	  and	  some	  pollution	  laws	  in	  the	  United	  
States,	  implement	  one	  or	  both	  of	  these	  goals.	  	  	  
	  
I	  recommend	  the	  legal	  standard	  set	  forth	  in	  the	  Safer	  Chemicals	  Act	  of	  2011,	  a	  
proposed	  law	  for	  reforming	  the	  Toxic	  Substances	  Control	  Act.	  	  Under	  S.847,	  the	  bill	  
introduced	  in	  2011	  into	  the	  U.S.	  Senate,	  all	  chemicals	  in	  commerce,	  including	  both	  
new	  chemicals	  and	  existing	  chemicals,	  would	  be	  subjected	  to	  the	  requirement	  that	  
the	  Administrator	  must	  find	  that	  “there	  is	  a	  reasonable	  certainty	  that	  no	  harm	  will	  
result	  to	  human	  health	  or	  the	  environment	  from	  aggregate	  exposure	  to	  the	  chemical	  
substance.”	  	  Safe	  Chemicals	  Act	  of	  2011,	  S.847	  (2011),	  at	  Section	  
6(b)(1)(C)(ii)(II)(bb),	  see	  p.	  66.	  	  
	  
Significantly,	  this	  standard	  is	  already	  present	  in	  U.S.	  law.	  	  The	  U.S.	  Congress	  adopted	  
this	  "reasonable	  certainty	  of	  no	  harm"	  test	  in	  the	  Food	  Quality	  Protection	  Act	  
(FQPA),	  which	  amended	  FIFRA,	  the	  federal	  pesticides	  law.	  	  In	  the	  FQPA,	  that	  test	  is	  
interpreted	  to	  mean	  a	  one	  per	  million	  risk	  for	  cancer	  or	  1000-‐fold	  less	  than	  a	  
reference	  dose	  [often	  referred	  to	  as	  a	  "safe"	  dose]	  for	  other	  effects.	  	  
	  
DTSC	  should	  follow	  this	  lead	  and	  ensure	  that	  this	  legal	  standard	  is	  adopted	  as	  the	  
Department’s	  goals	  for	  its	  Regulatory	  Responses.	  It	  constitutes	  the	  most	  reasonable	  
way	  to	  “best”	  limit	  exposure	  to	  COC’s	  in	  consumer	  products.	  Implementing	  this	  
standard	  will	  require	  carefully	  embedding	  it	  into	  several	  places	  in	  the	  regulation.	  	  I	  
have	  not	  undertaken	  to	  do	  this,	  but	  will	  assist	  the	  Department	  in	  doing	  so	  if	  it	  
requests	  my	  assistance.	  
	  
	  
2.	   The	  Burden	  Of	  Proof	  For	  DTSC	  On	  The	  Issue	  Of	  	  
	   Causation	  Is	  Too	  High,	  And	  Not	  Warranted	  By	  AB	  1879	  
	  
The	  draft	  regulations	  consistently	  impose	  on	  DTSC	  a	  high	  burden	  of	  proof	  to	  show	  
that	  chemicals	  and	  products	  cause	  harm	  to	  human	  health	  and	  environment.	  AB	  
1879	  does	  not	  require	  this.	  Ideally,	  DTSC	  should	  place	  the	  burden	  of	  proof	  on	  
industry	  to	  provide	  information	  and	  demonstrate	  that	  consumer	  products	  are	  safe.	  
At	  an	  absolute	  minimum,	  DTSC	  should	  reduce	  the	  burden	  of	  proof	  on	  the	  issue	  of	  
causation	  that	  it	  must	  carry	  throughout	  the	  regulations.	  	  	  
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The	  allocation	  of	  the	  burden	  of	  proof	  (to	  either	  industry	  or	  DTSC)	  defines	  the	  law’s	  
default	  position	  in	  the	  event	  available	  information	  is	  deficient.	  	  For	  example,	  if	  DTSC	  
carries	  the	  burden	  of	  proving	  harm	  conclusively,	  then	  inconclusive	  evidence	  of	  harm	  
disables	  it	  from	  regulating	  even	  where	  a	  chemical	  is	  likely	  to	  be	  harmful.	  	  The	  
modern	  reality	  of	  the	  impact	  of	  toxic	  chemicals	  on	  the	  environment	  and	  human	  
health	  is	  that	  often	  the	  best	  proof	  available	  is	  that	  a	  chemical	  may	  contribute,	  along	  
with	  other	  chemicals	  and	  other	  environmental	  factors,	  to	  adverse	  effects	  on	  human	  
health	  and	  the	  environment.	  Even	  the	  question	  of	  whether	  a	  chemical	  actually	  
exhibits	  a	  particular	  hazard	  trait	  can	  almost	  always	  be	  disputed,	  and	  such	  disputes	  
can	  only	  be	  resolved	  by	  defining	  how	  much	  evidence	  is	  required	  to	  meet	  a	  given	  
legal	  standard	  –	  it	  is	  ultimately	  a	  definitional	  and	  legal	  question,	  not	  a	  scientific	  one.	  
Given	  this	  reality,	  a	  requirement	  for	  DTSC	  to	  have	  more	  information	  than	  is	  
commonly	  available	  (such	  as	  a	  requirement	  to	  prove	  actual	  harm	  or	  that	  a	  chemical	  
indisputably	  demonstrates	  a	  hazard	  trait)	  has	  a	  deregulatory	  function	  –	  since	  the	  
absence	  of	  the	  required	  heightened	  evidence	  means	  no	  regulation	  is	  possible.	  	  	  
	  
Reducing	  the	  existing	  burdens	  of	  proof	  on	  government	  is	  one	  of	  the	  central	  goals	  of	  
chemicals	  policy	  reform	  as	  articulated	  by	  the	  Green	  Chemistry	  Initiative	  and	  the	  
national	  efforts	  to	  reform	  TSCA.	  The	  regulations	  should	  enable	  DTSC	  to	  act	  on	  the	  
type	  of	  evidence	  that	  is	  reasonably	  available	  and	  to	  act	  on	  early	  warnings	  of	  harm.	  	  
There	  is	  no	  other	  way	  to	  proactively	  protect	  human	  health	  and	  the	  environment	  
from	  harm.	  Indeed,	  the	  authoritative	  bodies	  being	  relied	  on	  by	  DTSC	  in	  this	  draft	  
proposed	  regulation	  often	  employ	  a	  lower	  burden	  of	  proof	  than	  these	  regulations	  
impose	  on	  DTSC.	  	  	  
	  
Accordingly,	  the	  draft	  regulations	  should	  be	  amended	  so	  as	  to	  eliminate	  various	  
requirements	  that	  DTSC	  demonstrate	  actual	  harm,	  actual	  existence	  of	  hazard	  traits,	  
etc.	  Instead	  they	  should	  empower	  DTSC	  to	  identify	  COC’s	  and	  Priority	  Products,	  as	  
well	  as	  implement	  Regulatory	  Responses,	  based	  on	  evidence	  that	  exposure	  to	  a	  toxic	  
chemical	  creates	  a	  threat	  of,	  or	  may	  contribute	  to,	  adverse	  effects	  on	  human	  health	  
and	  the	  environment.	  	  These	  recommendations	  should	  be	  employed	  throughout	  the	  
document	  so	  consistency	  is	  maintained.	  	  Changes	  are	  needed	  in	  draft	  regulations	  
relating	  to	  definitions,	  identification	  of	  chemicals	  of	  concern	  and	  priority	  products,	  
de	  minimis	  exemption	  and	  regulatory	  responses.	  Several	  examples	  of	  these	  changes	  
are	  as	  follows:	  
	  
Definitions	  
	  
§69501.2(a)(5),	  p.	  6,	  should	  read:	  	  	  	  
““Adverse	  public	  health	  impacts”	  means	  any	  of	  the	  adverse	  toxicological	  effects	  on	  
public	  health	  listed	  in	  articles	  2	  and	  3	  of	  chapter	  54.”	  
	  
No	  other	  definition	  of	  adverse	  impacts	  refers	  to	  “causation”	  and	  there	  is	  no	  logical	  
need	  for	  such	  a	  reference	  in	  this	  section	  or	  the	  others.	  
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Identification	  of	  Chemicals	  of	  Concern	  
	  
§69502.2(a)	  (p.	  24,	  line	  15)	  should	  read:	  
	   “.	  .	  .	  Chemical	  of	  Concern	  if	  it	  may	  exhibit	  a	  hazard	  trait	  .	  .	  .”	  
	  
§69502.2(a)(1)	  (p.	  24,	  line	  17)	  should	  read:	  
	   “The	  chemical	  is	  identified	  as	  potentially	  exhibiting	  a	  hazard	  trait	  .	  .	  .	  .”	  
	  
§69502.2(b)	  (p.	  25,	  lines	  21-‐22)	  should	  read:	  
	   “	  .	  .	  .	  the	  Department	  may	  identify	  chemicals	  that	  potentially	  exhibit	  one	  
	   or	  more	  hazard	  traits.	  .	  .	  .”	  	  
	  
§69502.2(b)(1)(A)	  (p.	  25,	  line	  25)	  should	  read:	  
	   “The	  potential	  for	  the	  chemical	  to	  contribute	  to	  adverse	  public	  health	  .	  .	  .”	  
	  
§69502.2(b)(1)(B)	  (p.	  25,	  line	  37)	  should	  read:	   	  
	   “	  .	  .	  .	  the	  chemical	  associated	  with	  or	  contributing	  to	  the	  adverse	  
	   impact(s)	  .	  .	  .”	  
	  
§69502.2(b)(2)(p.	  26,	  line	  3)	  should	  read:	  
	   “.	  .	  .	  quantities	  that	  may	  contribute	  to	  adverse	  impacts	  .	  .	  .	  “	  
	  
	  
Prioritization	  of	  Products	  
	  
§69503.2(a)(1)	  (p.	  27,	  lines	  34-‐36)	  should	  read:	  
	   “The	  Department	  shall	  consider	  the	  potential	  of	  the	  Chemical	  of	  Concern	  
	   in	  a	  product	  to	  contribute	  to	  adverse	  public	  health	  and	  
	   environmental	  impacts	  due	  to	  potential	  exposures	  during	  the	  .	  .	  .”	  
	  
§69503.2(a)(1)(A)(1)	  (p.	  27,	  line	  40)	  should	  read:	  
	   “.	  .	  .	  in	  a	  product	  to	  contribute	  to	  adverse	  public	  .	  .	  .”	  
	  
§69503.2(a)(1)(B)	  (p.	  28,	  line	  17)	  should	  read:	  
	   “.	  .	  .	  quantities	  that	  may	  contribute	  to	  adverse	  impacts	  on	  human	  health	  
	   and	  the	  environment,	  considering:”	  
	  
§69503.2(b)(1)	  (p.	  29,	  line	  17)	  should	  read:	  
	   “The	  Chemical(s)	  of	  Concern	  in	  the	  product	  exhibit(s)	  a	  significant	  
	   potential	  to	  contribute	  to	  adverse	  public	  health	  .	  .	  .”	  
	  
§69503.2(b)(3)	  (p.	  29,	  line	  121)	  should	  read:	  
	   “.	  .	  .	  in	  quantities	  that	  may	  contribute	  to	  adverse	  public	  health	  .	  .	  .”	  
	  
§69503.2(b)(4)	  (p.	  29,	  lines	  24-‐25)	  should	  read:	  
	   “.	  .	  .	  in	  quantities	  that	  may	  contribute	  to	  adverse	  public	  health	  .	  .	  .”	  
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De	  Minimis	  
	  
§69503.4(b)(1)	  (p.	  31,	  line	  21)	  should	  read:	  
	   “.	  .	  .	  and	  that	  may	  exhibit	  .	  .	  .”	  
	  
§69503.4(b)(2)	  (p.	  31,	  line	  26)	  should	  read:	  
	   “.	  .	  .	  and	  that	  may	  exhibit	  .	  .	  .”	  
	  
§69503.4(c)(2)(A)	  (p.	  31,	  line	  37-‐39)	  should	  read:	  
	   “.	  .	  .	  there	  is	  the	  potential	  for	  exposures	  to	  the	  Chemical	  of	  Concern,	  or	  
	   releases	  of	  the	  Chemical	  of	  Concern,	  to	  contribute	  to	  adverse	  
	   impacts	  to	  human	  health	  and	  the	  environment,	  due	  to	  one	  or	  more	  of	  
	   the	  following:”	  
	  
§69503.4(c)(2)(B)	  (p.	  32,	  lines	  2-‐3)	  should	  read:	  
	   “.	  .	  .	  the	  Chemical	  of	  Concern	  may	  contribute	  to	  adverse	  impacts	  on	  
	   human	  health	  and	  the	  environment	  in	  concentrations	  .	  .	  .	  “	  
	  
§69503.5(b)	  (p.	  33,	  line	  12)	  should	  read:	  
	   “.	  .	  .	  and	  is	  unlikely	  to	  contribute	  to	  an	  adverse	  public	  health	  or	  
	   environmental	  impact.”	  
	  
Regulatory	  Response	  
	  
§69506.2(b)	  (p.	  48,	  lines	  16-‐17)	  should	  read:	  
	   “No	  regulatory	  response	  is	  necessary	  to	  limit	  potential	  exposures	  or	  
	   reduce	  the	  level	  of	  potential	  adverse	  public	  health	  or	  environmental	  
	   impacts	  posed	  by	  the	  selected	  alternative.”	  
	  
NOTE:	  	  this	  language	  is	  intended	  to	  track	  and	  impose	  the	  same	  test	  as	  in	  
§69506.6(a)	  where	  DTSC’s	  regulatory	  response	  power	  and	  obligation	  is	  articulated.	  	  
Industry	  should	  not	  be	  able	  to	  establish	  that	  no	  regulatory	  response	  is	  warranted	  on	  
a	  test	  that	  differs	  from	  DTSC’s	  obligation	  and	  power	  to	  require	  such	  a	  response.	  	  
	  
	  
3.	   DTSC’s	  Approach	  To	  Cumulative	  Impacts	  Should	  Be	  Strengthened	  	  	  	  
	  
I	  strongly	  support	  DTSC's	  efforts	  to	  account	  for	  cumulative	  impacts	  in	  evaluating	  
chemicals	  in	  consumer	  products.	  	  This	  is,	  admittedly,	  a	  challenge	  for	  decision-‐
makers.	  	  But	  it	  is	  a	  long	  overdue	  response	  to	  a	  longstanding	  and	  legitimate	  concern	  
of	  environmental	  justice	  communities	  and	  others.	  	  It	  is	  important	  and	  appropriate	  
because	  emerging	  science	  shows	  that	  many	  of	  our	  environmental	  and	  public	  health	  
problems	  stem	  from	  the	  cumulative	  impact	  of	  many	  diverse	  stressors,	  often	  
including	  but	  not	  limited	  to	  numerous	  chemicals.	  	  	  
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Moreover,	  DTSC’s	  approach	  is	  consistent	  with	  Cal/EPA’s	  ongoing	  process	  for	  
studying	  methods	  of	  evaluating	  and	  responding	  to	  cumulative	  impacts	  (OEHHA’s	  
Cumulative	  Impacts	  and	  Precautionary	  Approaches	  Workgroup,	  which	  I	  am	  an	  
appointed	  member	  of).	  While	  more	  tools	  for	  evaluating	  cumulative	  impacts	  clearly	  
need	  to	  be	  developed,	  tools	  are	  never	  developed	  unless	  they	  are	  needed,	  and	  so	  I	  
encourage	  DTSC	  to	  maintain	  its	  commitment	  to	  this	  issue	  and	  perhaps	  even	  to	  work	  
with	  OEHHA	  on	  developing	  the	  needed	  tools.	  	  	  
	  
However,	  the	  scope	  of	  cumulative	  effects	  contemplated	  by	  the	  regulations	  (that	  is,	  
cumulative	  with	  “other	  chemicals	  of	  concern	  with	  similar	  modes	  of	  action”)	  is	  
unduly	  limited	  and	  bears	  little	  relationship	  to	  the	  reason	  the	  concept	  is	  so	  
important.	  	  “Other	  chemicals”	  are	  not	  the	  only	  source	  of	  impacts	  that	  accumulate.	  
Also,	  the	  analytical	  burden	  for	  DTSC	  to	  determine	  “similar	  modes	  of	  action”	  is	  large	  
but	  beside	  the	  main	  goal	  of	  cumulative	  impacts.	  	  What	  matters	  is	  for	  DTSC	  to	  
consider	  the	  impact	  of	  chemicals	  along	  with	  other	  environmental	  factors,	  broadly	  
defined.	  	  That	  is	  what	  OEHHA	  is	  doing	  in	  the	  CIPA	  Workgroup	  project.	  	  It	  is	  true	  that	  
such	  cumulative	  impacts	  are	  sometimes	  difficult	  to	  quantify	  with	  precision.	  	  And	  yet	  
it	  is	  important	  not	  to	  unduly	  restrict	  the	  scope	  of	  inquiry.	  	  Qualitative	  or	  semi-‐
quantitative	  analyses	  of	  the	  real	  scope	  of	  cumulative	  impacts	  are	  more	  likely	  to	  be	  
useful	  and	  accurate	  than	  more-‐precise	  quantitative	  analyses	  of	  only	  those	  discrete	  
portions	  of	  a	  problem	  that	  happen	  to	  be	  more	  amenable	  to	  calculation.	  	  	  
	  
Accordingly,	  I	  recommend	  that	  where	  “cumulative	  effects	  with	  other	  [factors]”	  is	  
recited,	  this	  should	  refer	  to	  “other	  environmental	  factors,”	  not	  just	  other	  “Chemicals	  
of	  Concern,”	  and	  should	  eliminate	  the	  phrase	  “mode	  of	  action.”	  	  These	  sections	  in	  
particular	  should	  be	  amended:	  
	  
§69502.2(b)(1)(A)(3)	  (p.	  25,	  line	  30)	  should	  read:	  
	   “The	  chemical’s	  cumulative	  effects	  with	  other	  environmental	  factors;”	  
	  
§69503.2(a)(1)(A)(1)(c)(p.	  28,	  line	  2)	  should	  read:	  
	   “.	  .	  .	  cumulative	  effects	  with	  other	  environmental	  factors;”	  
	  
	  
4.	   Trade	  Secret	  Claims	  Should	  Not	  Be	  Permitted	  For	  AA	  	  
	   Methodologies	  Or	  Chemical	  Identity	  In	  Hazard	  Trait	  Submissions	  	  	  	  
	  
As	  I	  mentioned	  above,	  I	  am	  very	  concerned	  with	  the	  lack	  of	  transparency	  I	  
anticipate	  to	  result	  from	  trade	  secret	  claims.	  	  This	  comment	  addresses	  just	  two	  
elements	  of	  that	  problem	  that	  DTSC	  can	  solve	  without	  question.	  
	   	  
a.	  	  AA	  Methodologies.	  	  As	  the	  regulations	  are	  written,	  trade	  secret	  provisions	  can	  
apply	  to	  the	  process	  used	  to	  do	  the	  AA’s	  where	  the	  assessor	  chooses	  a	  process	  that	  
differs	  from	  that	  specified	  by	  DTSC.	  	  If	  such	  processes	  are	  designated	  as	  trade	  
secrets,	  public	  versions	  of	  AA	  Reports	  might	  have	  not	  just	  chemicals,	  alternatives	  
and	  products	  redacted	  from	  AA	  Reports,	  they	  might	  even	  have	  the	  alternatives	  
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analysis	  process	  redacted	  as	  well.	  	  This	  will	  make	  the	  AA	  process	  less	  transparent,	  
less	  accountable	  and	  result	  in	  less	  influence	  on	  the	  market.	  	  Therefore	  the	  right	  to	  
use	  an	  alternate	  AA	  process	  should	  be	  conditioned	  on	  full	  public	  disclosure	  that	  
process.	  
	  
Accordingly,	  §69505.2(b)	  should	  contain	  a	  new	  subsection	  that	  reads	  as	  follows:	  
	  
“§60505.2(5)	  	  	  	  If	  a	  responsible	  entity	  uses	  an	  alternate	  AA	  process	  under	  this	  
section,	  that	  alternate	  process	  may	  not	  be	  claimed	  as	  a	  trade	  secret	  or	  as	  
otherwise	  entitled	  to	  immunity	  from	  disclosure	  to	  the	  public,	  and	  must	  be	  
made	  available	  for	  full	  and	  complete	  public	  disclosure	  in	  the	  Preliminary	  and	  
Final	  AA	  Report.”	  	  	  
	  
b.	  	  Chemical	  Identity	  in	  Hazard	  Trait	  Submissions.	  	  §69510(f)	  provides	  that	  trade	  
secret	  protection	  may	  not	  be	  claimed	  for	  information	  identifying	  or	  describing	  a	  
hazard	  trait	  exhibited	  by	  a	  chemical	  or	  chemical	  ingredient.	  	  This	  section	  should	  be	  
amended	  to	  clarify	  that	  this	  exclusion	  includes	  the	  chemical	  identity	  of	  the	  chemical	  
or	  chemical	  ingredient.	  If	  it	  does	  not,	  then	  we	  know	  from	  experience	  with	  TSCA	  that	  
chemical	  identity	  will	  often	  be	  claimed	  as	  a	  trade	  secret,	  thus	  disconnecting	  the	  
public	  disclosure	  of	  hazard	  trait	  information	  from	  any	  particular	  chemical	  and	  
making	  it	  useless	  to	  the	  public	  and	  the	  market.	  	  	  
	  
§69510(f)	  should	  be	  amended	  to	  read:	  
	   	  
“§69510(f)	  	  Trade	  secret	  protection	  may	  not	  be	  claimed	  for	  information	  identifying	  
or	  describing	  a	  hazard	  trait	  exhibited	  by	  a	  chemical	  or	  chemical	  ingredient,	  which	  
includes	  the	  chemical	  identity	  of	  the	  chemical	  or	  chemical	  ingredient.”	  
	  
	  
5.	   The	  Regulations	  Should	  More	  Clearly	  Reach	  Nanomaterials	  	  
	  
The	  draft	  proposed	  regulations	  include	  a	  definition	  of	  “chemical”	  that	  apparently	  
derives	  from	  TSCA	  and	  that	  may	  be	  interpreted	  so	  as	  not	  to	  permit	  adequate	  
identification	  of	  nanomaterials	  as	  separate	  chemicals	  of	  concern	  that	  are	  distinct	  
from	  their	  constituent	  chemicals.	  	  This	  is	  very	  important,	  because	  in	  some	  instances	  
nanomaterials	  may	  be	  problematic	  where	  their	  constituent	  chemicals	  are	  not.	  	  The	  
definitions	  of	  “chemical”	  and	  “chemical	  ingredient,”	  as	  well	  as	  the	  process	  for	  
identifying	  new	  COC’s,	  should	  be	  amended	  to	  make	  clear	  that	  the	  properties	  of	  
nanomaterials	  can	  form	  the	  basis	  for	  identifying	  substances	  as	  chemicals	  of	  concern.	  	  
While	  essentially	  all	  nanomaterials	  should	  be	  “chemicals”	  or	  “chemical	  ingredients,”	  
no	  regulatory	  implication	  whatsoever	  flows	  from	  that	  fact.	  	  Only	  when	  DTSC	  
designates	  a	  particular	  material	  as	  a	  chemical	  of	  concern	  would	  any	  requirements	  or	  
other	  regulatory	  implications	  attach	  to	  that	  material.	  	  
	  
Accordingly,	  the	  following	  sections	  should	  be	  amended,	  as	  indicated:	  
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§69501.2(16)	  	  “Chemical”	  means	  any	  organic	  or	  inorganic	  substance	  of	  a	  particular	  
molecular	  identity,	  including	  any	  combination	  of	  such	  substances	  occurring,	  in	  
whole	  or	  part,	  as	  a	  result	  of	  a	  chemical	  reaction	  or	  occurring	  in	  nature,	  or	  any	  
element,	  ion	  or	  uncombined	  radical.	  The	  term	  ‘molecular	  identity’	  means	  the	  
physical	  and	  chemical	  characteristics	  of	  the	  substance,	  including	  its	  chemical	  
structure	  and	  composition,	  size	  and	  size	  distribution,	  shape	  and	  surface	  
structure,	  reactivity,	  and	  any	  other	  properties	  that	  may	  be	  relevant	  to	  
whether	  the	  substance	  is	  a	  potential	  chemical	  of	  concern.	  
	  
§	  69501.2(17)	  	  “Chemical	  ingredient”	  means	  a	  substance	  that	  comprises	  one	  or	  
more	  chemicals.	  
	  
	  §69502.2(b)	  	  Additions	  to	  the	  Chemicals	  of	  Concern	  List.	  In	  addition	  to	  the	  
chemicals	  and	  chemical	  ingredients	  identified	  as	  Chemicals	  of	  Concern	  pursuant	  
to	  subsection	  (a),	  the	  Department	  may	  identify	  chemicals	  or	  chemical	  
ingredients	  that	  exhibit	  one	  or	  more	  hazard	  traits	  or	  environmental	  or	  toxicological	  
endpoints	  as	  Chemicals	  of	  Concern	  by	  considering	  the	  following	  factors	  for	  which	  
information	  is	  available:	  
(1)	  Potential	  Chemical	  or	  Chemical	  Ingredient	  Adverse	  Impacts.	  
(A)	  The	  potential	  for	  the	  chemical	  or	  chemical	  ingredient	  to	  cause	  adverse	  public	  
health	  and/or	  environmental	  impacts,	  considering:	  
1.	  The	  chemical	  or	  chemical	  ingredient’s	  hazard	  traits	  and	  environmental	  or	  
toxicological	  endpoints,	  and	  modes	  of	  action;	  
2.	  The	  chemical	  or	  chemical	  ingredient’s	  aggregate	  effects;	  
3.	  The	  chemical	  or	  chemical	  ingredient’s	  cumulative	  effects	  with	  other	  Chemicals	  
of	  Concern	  with	  similar	  modes	  of	  action;	  
4.	  The	  chemical	  or	  chemical	  ingredient’s	  physicochemical	  properties,	  including	  
its	  chemical	  structure	  and	  composition,	  size,	  size	  distribution,	  shape,	  surface	  
structure,	  reactivity	  and	  any	  other	  properties	  that	  may	  be	  relevant	  to	  whether	  
it	  is	  a	  potential	  chemical	  of	  concern;	  
5.	  The	  chemical	  or	  chemical	  ingredient’s	  environmental	  fate	  properties;	  and	  
6.	  The	  populations	  and/or	  environmental	  receptors	  that	  are	  potentially	  adversely	  
impacted	  by	  the	  chemical	  or	  chemical	  ingredient.	  	  
	  
	  
6.	   The	  Phrase	  “Chemical	  Or	  Chemical	  Ingredient”	  Should	  Be	  Used	  
	   Throughout	  The	  Regulation	  Rather	  Than	  The	  Term	  “Chemical”	  	  
	  
The	  draft	  regulations	  use	  the	  term	  “chemical”	  throughout,	  in	  dozens	  of	  places.	  	  But	  
AB	  1879	  uses	  the	  phrase	  “chemical	  or	  chemical	  ingredient”	  in	  almost	  all	  instances	  
throughout	  the	  statute,	  rather	  than	  just	  “chemical.”	  	  For	  example,	  AB	  1879	  provides:	  
	  
“25252.	  (a)	  On	  or	  before	  January	  1,	  2011,	  the	  department	  shall	  adopt	  regulations	  to	  
establish	  a	  process	  to	  identify	  and	  prioritize	  those	  chemicals	  or	  chemical	  
ingredients	  in	  consumer	  products	  that	  may	  be	  considered	  as	  being	  a	  chemical	  of	  
concern	  .	  .	  .”	  
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Thus,	  under	  the	  statute,	  “chemicals”	  are	  distinct	  from	  “chemical	  ingredients”	  and	  the	  
statute	  grants	  DTSC	  authority	  over	  both.	  	  Under	  AB	  1879,	  DTSC	  has	  the	  authority	  to	  
designate	  not	  just	  chemicals,	  but	  also	  chemical	  ingredients,	  as	  chemicals	  of	  concern.	  
It	  may	  also	  designate	  as	  priority	  products	  those	  containing	  either	  chemicals	  or	  
chemical	  ingredients.	  	  Thus,	  the	  use	  in	  the	  regulations	  only	  of	  the	  term	  “chemical”	  is	  
an	  unwarranted	  restriction	  of	  DTSC’s	  statutory	  authority.	  
	  
Accordingly,	  DTSC	  should	  employ	  the	  term	  “chemical	  or	  chemical	  ingredient,”	  or	  
“chemical	  and	  chemical	  ingredient,”	  as	  appropriate	  throughout	  the	  regulation	  in	  
place	  of	  the	  term	  “chemical,”	  in	  literally	  dozens	  of	  critical	  places.	  It	  should	  also	  
define	  those	  two	  terms	  differently	  in	  the	  definitions;	  I	  have	  proposed	  distinct	  and	  
appropriate	  definitions	  in	  these	  comments	  for	  those	  two	  terms	  in	  the	  context	  of	  
ensuring	  the	  regulations	  will	  reach	  nanomaterials	  (see	  comment	  no.	  5,	  above).	  
	  
	  
7.	   Reference	  to	  “Mode	  of	  Action”	  Should	  	  
	   Be	  Eliminated	  From	  The	  De	  Minimis	  Exemption	  
	  
I	  agree	  with	  those	  who	  argue	  there	  is	  no	  need	  for	  a	  default	  de	  minimis	  exemption	  
(other	  than	  one	  defined	  by	  reasonable	  detection	  limits)	  in	  these	  regulations	  because	  
there	  are	  so	  many	  other	  prioritization	  mechanisms,	  and	  that	  such	  an	  exemption	  is	  
not	  required	  by	  and	  undermines	  the	  intent	  of	  AB	  1879.	  	  But	  if	  DTSC	  is	  determined	  to	  
implement	  such	  an	  exemption,	  then	  the	  exemption	  of	  the	  draft	  regulations	  should	  
be	  amended.	  
	  
The	  draft	  regulations	  provide	  that	  a	  de	  minimis	  exemption	  shall	  apply	  to	  a	  specified	  
concentration	  applicable	  to	  all	  chemicals	  of	  concern	  that,	  inter	  alia,	  exhibit	  the	  same	  
hazard	  trait	  or	  environmental	  or	  toxicological	  endpoint	  “and	  mode	  of	  action.“	  
Applying	  the	  de	  minimis	  exemption	  to	  COC’s	  that	  exhibit	  the	  same	  endpoint	  is	  a	  solid	  
approach	  to	  the	  problem	  of	  avoiding	  the	  de	  minimis	  exemption	  by	  incorporating	  
more	  COC’s	  in	  smaller	  quantities	  but	  not	  reducing	  overall	  risk.	  	  But	  requiring	  the	  
same	  “mode	  of	  action,”	  is	  not	  appropriate.	  	  It	  bears	  no	  relation	  to	  the	  reason	  for	  this	  
provision	  of	  the	  de	  minimis	  exemption	  in	  the	  first	  place.	  	  It	  is	  also	  very	  difficult	  
analytically	  to	  establish,	  which	  burden	  would	  fall	  on	  DTSC,	  since	  it	  is	  unlikely	  
industry	  will	  seek	  to	  establish	  that	  COC’s	  use	  the	  same	  mode	  of	  action	  (and	  
therefore	  must	  be	  subject	  to	  a	  combined	  de	  minimis	  level).	  	  	  	  
	  
Accordingly,	  the	  regulations	  should	  eliminate	  the	  phrase	  “and	  mode	  of	  action”	  
entirely	  from:	  	  §69503.4(b)	  (1)	  and	  (2)	  (p.	  31,	  lines	  22,	  27)	  and	  §69506.2(a)	  (p.	  48,	  
line	  14).	  	  
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8.	   The	  Draft	  Regulations	  Provide	  Insufficient	  	  
	   Consideration	  of	  Adverse	  	  Effects	  to	  Workers	  
	  
Several	  provisions	  of	  AB	  1879	  explicitly	  require	  consideration	  of	  adverse	  effects	  on	  
workers,	  but	  several	  provisions	  of	  the	  draft	  regulations	  unduly	  discount	  this	  
concerns.	  	  They	  should	  be	  amended	  as	  follows.	  
	  
a.	   Unwarranted	  exclusions	  from	  definition	  of	  “consumer	  product.”	  	  The	  
regulations	  state	  that	  they	  do	  not	  apply	  to	  “consumer	  products”	  that	  are:	  	  
	  
	   (i)	  	  used	  “solely	  for	  the	  manufacture”	  of	  a	  consumer	  product	  exempted	  from	  
AB	  1879.	  	  See	  §69501(b)(2).	  This	  is	  essentially	  a	  matter	  of	  priorities;	  there	  is	  no	  
reason	  a	  product	  used	  to	  make	  an	  exempted	  product	  should	  not	  be	  subject	  to	  the	  
regulation	  –	  the	  statute	  excludes	  the	  exempt	  products,	  not	  all	  chemicals	  used	  in	  
their	  manufacture.	  
	  
	   (ii)	  “manufactured	  or	  stored	  in,	  or	  transported	  through	  California	  solely	  for	  
use	  outside	  California.”	  See	  §69501(b)(3).	  This	  provision	  precludes	  DTSC	  or	  the	  AA	  
assessors	  from	  considering	  threats	  to	  workers	  and	  the	  environment	  caused	  by	  
manufacturing	  and	  transporting	  Priority	  Products	  containing	  COC’s	  within	  the	  state	  
if	  they	  are	  to	  be	  used	  outside	  the	  state	  –	  but	  this	  provision	  has	  no	  basis	  in	  AB	  1879	  
and	  subverts	  the	  statute’s	  goal	  of	  promoting	  life	  cycle	  reviews,	  including	  the	  risk	  of	  
adverse	  effects	  to	  workers	  within	  the	  state.	  
	  
	   (iii)	  “bulk	  chemicals	  .	  .	  .	  not	  packaged	  for	  sale	  to	  .	  .	  .	  a	  retail	  customer.”	  See	  
§69505.1(b)(2).	  This	  provision	  likewise	  has	  no	  basis	  in	  the	  statute	  and	  should	  be	  
treated	  as	  a	  matter	  of	  DTSC	  priorities,	  not	  written	  as	  an	  exclusion	  in	  the	  regulation	  
that	  deprives	  DTSC	  of	  statutory	  authority	  and	  would	  require	  new	  regulations	  before	  
DTSC	  could	  ever	  consider	  a	  bulk	  product	  that	  creates	  risk	  to	  workers	  and	  the	  
environment.	  
	  
Accordingly,	  the	  regulations	  should	  eliminate	  §69501(b)(2),	  §69501(b)(3)	  and	  
§69505.1(b)(2).	  
	  
b.	   Unwarranted	  restriction	  of	  Potential	  Adverse	  Impacts	  and	  Exposures.	  	  
§69503.2(a)(1)	  specifies	  that	  when	  prioritizing	  products	  DTSC	  shall	  consider	  
potential	  exposures	  to	  COC’s	  “during	  the	  manufacture,	  useful	  life,	  and	  end-‐of-‐life	  
disposal	  and	  management	  of	  the	  product.”	  	  This	  creates	  a	  permanent	  exclusion	  for	  
adverse	  effects	  of	  COC’s	  that	  occur	  during	  the	  life	  cycle	  of	  the	  COC	  that	  precedes	  the	  
manufacture	  of	  the	  product	  it	  is	  incorporated	  into,	  including	  the	  manufacture	  and	  
transport	  of	  the	  COC	  itself.	  	  This	  limitation	  may	  also	  ultimately	  be	  incorporated	  into	  
the	  AA	  process	  and	  perhaps	  the	  regulatory	  response	  process	  as	  well.	  	  	  This	  
limitation	  has	  no	  basis	  in	  AB	  1879	  and	  undermines	  its	  focus	  on	  the	  full	  life	  cycle	  of	  
COC’s.	  
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Accordingly,	  §69503.2(a)(1)	  (page	  27,	  lines	  36-‐37)	  should	  be	  amended	  to	  read:	  
	   “.	  .	  .	  potential	  exposures	  during	  the	  manufacture	  and	  transport	  of	  the	  COC	  
	   and	  during	  the	  manufacture,	  useful	  life,	  and	  end-‐of-‐life	  .	  .	  .”	  
	  
	  
9.	   The	  Regulations	  Should	  Do	  More	  To	  Prevent	  Regrettable	  Substitutions	  
	  
I	  expect	  these	  to	  occur	  on	  a	  large	  scale	  as	  the	  draft	  regulations	  create	  a	  loophole	  for	  
manufacturers	  to	  avoid	  the	  regulations	  by	  switching	  out	  of	  chemicals	  of	  concern	  
into	  any	  other	  chemicals.	  	  Past	  regulatory	  proposals	  sought	  to	  minimize	  this	  
problem	  by	  including	  either	  (1)	  a	  no	  data,	  no	  market	  requirement	  for	  all	  or	  most	  
chemicals	  in	  commerce	  or	  (2)	  a	  detailed,	  admittedly	  cumbersome	  reporting	  
requirements	  anytime	  a	  COC	  is	  altered	  in	  any	  product.	  	  
	  
The	  draft	  regulations	  contain	  no	  provision	  to	  address	  this,	  although	  the	  relatively	  
large	  number	  of	  COC’s	  may	  help	  somewhat	  with	  this	  problem.	  	  I	  continue	  to	  believe	  
that	  AB	  1879	  does	  provide	  support	  for	  a	  no	  data,	  no	  market	  requirement	  based	  on	  
the	  authority	  it	  grants	  DTSC	  to	  identify	  COC’s.	  But	  in	  the	  absence	  of	  such	  a	  
requirement,	  one	  strategy	  might	  be	  for	  DTSC	  to	  try	  to	  collect	  information	  as	  to	  the	  
extent	  of	  this	  problem	  so	  as	  to	  inform	  the	  design	  of	  future	  elements	  of	  the	  GCI.	  For	  
example,	  responsible	  entities	  could	  be	  asked	  or	  required	  to	  report	  to	  DTSC	  if	  they	  
switch	  out	  of	  or	  reduce	  the	  amount	  of	  a	  COC	  in	  any	  product	  once	  the	  COC	  list	  is	  
finalized.	  	  A	  simple,	  nonburdensome	  reporting	  program	  could	  provide	  information	  
of	  great	  value	  to	  DTSC	  and	  the	  legislature	  as	  it	  considers	  the	  need	  to	  address	  the	  
problem	  of	  regrettable	  substitutions.	  	  
	  
	  
10.	   The	  Provision	  For	  Stay	  Pending	  Dispute	  
	   Resolution	  Process	  Needs	  	  Clarification	  
	  
Article	  7	  of	  the	  draft	  regulations	  provides	  an	  administrative	  dispute	  resolution	  
process.	  	  One	  of	  its	  provisions	  is	  that	  requirements	  pursuant	  this	  chapter	  shall	  be	  
suspended	  “during	  the	  pendency	  of	  a	  dispute	  concerning	  the	  requirement.”	  
§69507(c).	  	  I	  understand	  DTSC’s	  intent	  to	  be	  that	  requirements	  shall	  be	  suspended	  
only	  during	  pendency	  of	  the	  administrative	  process,	  but	  that	  normal	  principles	  of	  
administrative	  exhaustion	  of	  remedies	  and	  judicial	  review	  would	  apply	  if	  a	  
petitioner	  were	  to	  seek	  judicial	  review	  of	  any	  requirements	  under	  this	  chapter,	  and	  
that	  according	  to	  those	  principles	  a	  stay	  pending	  judicial	  review	  may	  or	  may	  not	  be	  
appropriate.	  	  The	  current	  wording	  of	  §	  69507(c)	  is	  not	  clear	  on	  this	  point.	  	  
	  
Accordingly,	  §69507(c)	  (page	  56,	  line	  27)	  should	  be	  amended	  to	  read:	  
	   “.	  .	  .	  shall	  be	  stayed	  during	  pendency	  of	  the	  dispute	  resolution	  process	  
	   under	  this	  article	  concerning	  the	  requirement.”	  
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I	  am	  available	  to	  assist	  DTSC	  with	  these	  suggestions,	  including	  by	  answering	  
questions,	  providing	  further	  information	  or	  assisting	  in	  drafting	  regulatory	  
language.	  	  Please	  do	  not	  hesitate	  to	  call	  on	  me	  for	  further	  assistance.	  
	  
Thank	  you	  for	  the	  opportunity	  to	  provide	  these	  comments.	  
	  
	  
Very	  truly	  yours,	  
	  

 
	  
Joseph	  H.	  Guth,	  Ph.D.,	  J.D.	  
Member,	  Green	  Ribbon	  Science	  Panel	  
Science	  &	  Environmental	  Health	  Network	  
U.C.	  Berkeley	  Center	  for	  Green	  Chemistry	  
	  
cc:	  
Odette	  Madriago,	  DTSC	  
Jeff	  Wong,	  DTSC	  
gcregs@dtsc.ca.gov	  
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December 30, 2011 
 
Department of Toxic Substances Control 
Office of Legislation & Regulatory Policy 
Jeff Woled, MS 22A 
P.O. Box 806 
Sacramento, CA  95812  
(via e-mail: gcregs@dtsc.ca.gov)  
 
Re: Informal Draft Regulation for Safer Consumer Products (October 31, 2011) 

 
Dear Mr. Woled: 
 
The Procter & Gamble Company (P&G)1 appreciates this opportunity to comment on the Informal 
Draft Regulation for Safer Consumer Products2 released on October 31, 2011, by the California 
Department of Toxic Substances Control (DTSC or the Department) for the implementation of AB 
1879. 
  
P&G continues to fully support what we believe was the original vision for California’s inception and 
development of the Green Chemistry Initiative; that is, to create the opportunity and incentives to 
accelerate and promote sustainable innovation while making meaningful improvements in the 
protection of the environment and health of California consumers and their children.  The Department 
has made some important improvements in the Informal Draft Regulation to achieve this vision, 
including incorporation of needed flexibility in the Alternatives Assessment (AA) requirements.  This 
flexibility is critical to maintain in the final regulation.  We believe that DTSC constructed the AA 
section in recognition of the demonstrated experience and expertise of P&G scientists and those of 
other leading consumer product manufacturers in the assessment of potential alternatives as part of 
the Research & Development (R&D) process.  We appreciate the Department’s receptivity to our 
advocacy on this important component of the Green Chemistry Initiative and thank you for recognizing 
the importance of flexibility to support sustainable innovation. 
 
P&G has elected to focus our written comments on three components of the Informal Draft Regulation 
that will form the backbone of a practical, meaningful and legally defensible Safer Consumer Product 
Regulation when finalized in 2012.  P&G is a member of, and active participant in, the Green 
Chemistry Alliance (GCA), a group of major trade associations and companies that represent 
                                                           
1 The Procter & Gamble Company is the world’s leading consumer products company operating in more than 80 countries 
worldwide.  Our strong portfolio of recognized, quality and leadership brands includes numerous household, industrial and 
personal care products.  Procter & Gamble is fully committed to helping solve sustainability challenges, which is embedded 
in our Company Purpose “to improve the lives of the world’s consumers, now and for generations to come.”  Please visit 
http://www.pg.com for the latest news and in-depth information about P&G and its brands. 
2 http://www.dtsc.ca.gov/SCPRegulations.cfm 
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numerous broad industrial sectors in California.  We support and have directly contributed to the 
written comments of the Green Chemistry Alliance, as well as those of our individual Industry trade 
associations, including the American Chemistry Council (ACC), the American Cleaning Institute (ACI), 
the Consumer Specialty Products Association (CSPA), the Grocery Manufacturers’ Association 
(GMA) and the Personal Care Products Council (PCPC).  While we fully support the breadth of 
comments presented by GCA, ACC, ACI, CSPA, GMA and PCPC, we respectfully submit the 
following comments to address the critical elements of the Informal Draft Regulation that are 
especially important to a prioritized regulatory framework.  Such a practical framework will enable 
DTSC to focus limited resources on chemical substances and priority products that present a 
significant concern and will conceivably result in real and meaningful improvements in protection of 
the environment and consumer health and safety. 
 
I. Identification and Prioritization of Chemicals of Concern  

The Informal Draft Regulation appropriately recognizes severe hazard traits that signal a potential 
high priority status for chemical substances.  The Informal Draft Regulation also appropriately relies 
upon existing authoritative sources to identify chemicals that have those severe hazard traits.  
However, the Informal Draft Regulation indicates that the initial listing of Chemicals of Concern will 
number over 4,000 chemical substances based upon many referenced source lists, some of which 
are not authoritative.  Such an approach fails to provide focus on the most severe hazard traits and 
will not deliver meaningful results through execution of the subsequent regulatory requirements.  
DTSC may have contrived such a list to provide expansive public protection; however, such a large 
list really only gives an appearance of protection while instead creating an unwieldy and untargeted 
collection of chemicals.   A list this expansive will contain legitimate Chemicals of Concern but most 
likely will include safer substitutes as well.  This is particularly likely given that most of the chemical 
lists from which the Department intends to identify Chemicals of Concern are not authoritative and 
may not have been reviewed rigorously or well.  We recommend DTSC adopt additional screening 
criteria to narrow the universe of potential Chemicals of Concern and to strengthen the credibility and 
transparency of the identification process. 
 
For a practical and meaningful collection of initial Chemicals of Concern, we recommend that the 
Department focus on known carcinogens and reproductive and developmental toxicants.  In addition, 
the initial list should include persistent, bioaccumulative and toxic (PBT) substances using criteria 
consistent with the US EPA’s definition of PBT substances. These chemicals are truly the “worst of 
the worst” and, when managed appropriately, could lead to significant improvements in the safety of 
consumer products and their impact on the environment and public health.  We urge the Department 
to limit the initial identification of Chemicals of Concern to these chemicals. 

 

Greater rigor is needed in the selection of Authoritative Body sources upon which the Department will 
rely for information to identify Chemicals of Concern.  We recommend DTSC drop the following 
sources and proposed lists as they do not meet the criteria for Authoritative Bodies: 

 The EU Category 1 and 2 endocrine disruptors list:  The EU’s highest scientific advisors 
discredited this work.  Initial compilation of this list did not include a deliberative scientific 
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process with opportunity for stakeholder input.  Those chemicals identified as reproductive or 
developmental toxicants will capture chemicals that disrupt the endocrine system. 

 The Washington State PBT list did not use criteria consistent with the US EPA PBT list. 

 The two OSPAR lists are not authoritative lists.  Initial compilation of these lists did not include 
a deliberative scientific process or opportunity for stakeholder input. 

 The use of the Grandjean & Landrigan paper on neurotoxicants is completely arbitrary.  This 
privately developed paper did not include a deliberative scientific review process or 
opportunity for stakeholder input.  

Once the Department has identified the initial set of Chemicals of Concern, the statute requires the 
implementation of a process to prioritize Chemicals of Concern into a meaningful collection for further 
evaluation.  We recommend the Department utilize the publicly available data from the 2012 EPA 
Chemical Data Reporting (CDR) rule to prioritize Chemicals of Concern by identifying those that are 
actively in commerce at significant quantities, and then further prioritize by noting those CDR 
chemicals for which respondents report consumer product use and consumer product use intended 
for children age 14 and younger.  Beginning with the February 1, 2012, CDR reporting window, EPA 
will receive volume and use information on chemicals that were manufactured and imported into the 
US during 2010 and 2011.  The 2012 CDR data will reflect the most current, comprehensive snapshot 
of chemicals actively used in US commerce, and importantly, indicate the consumer product 
categories in which these chemicals are used.  This approach provides a prioritization process for the 
initial set of Chemicals of Concern, which is required by AB1879 and needed to ensure the final 
regulation is legally defensible. 

The Department’s use of Authoritative Body source lists to identify potential Chemicals of Concern 
and the 2012 EPA CDR data for screening and prioritization will result in a practical and manageable 
list of Chemicals of Concern for further evaluation.  Importantly, the criteria employed by the 
Authoritative Sources will ensure that the Department targets Chemicals of Concern that have the 
greatest potential for delivering meaningful improvements in environmental protection and public 
health if managed appropriately. 

 
II. Chemical of Concern and Priority Product Prioritization Process  

 
The Department appropriately identifies and articulates the following key prioritization criteria for 
Priority Products in the Informal Draft Regulation: 

 There is wide distribution of the product in commerce and use by consumers;  
 The Chemical of Concern in the product has significant potential to cause adverse public 

health and environmental impacts; and  
 There is significant potential for exposures to the Chemical of Concern in product in quantities 

that can result in adverse public health or environmental impacts.  
 
Confusion in the product prioritization process occurs when the Informal Draft Regulation provides 
that the Department “…shall give priority to products meeting one or more” of these criteria. We 
strongly urge the Department to revise this provision to require all three criteria to prioritize a 
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Chemical of Concern/Consumer Product combination as a high priority. The statute clearly requires 
DTSC to base decisions on both hazard and the potential for exposure. If a product is intended for 
consumers AND made with a Chemical of Concern that has significant potential for adverse impact 
AND has significant potential for exposure in quantities that can result in adverse impacts, it should be 
considered as a high priority.   
 
More specificity is needed in the designation of Chemical of Concern/Priority Product combinations.  
While we support the Department’s designation of categories of consumer products as Priority 
Products, the category designations should specify the route of exposure to the Chemical of Concern 
so as not to unfairly penalize a product form that may have a very different exposure profile to the 
Chemical of Concern. 

 
Additionally, we recommend that DTSC limit the applicability of the regulation to intentionally added 
Chemicals of Concern in Priority Products above an appropriate, self-implementing de minimis level.  
P&G fully supports the default de minimis threshold of 0.1% for concentration of Chemicals of 
Concern in product.  This is consistent with a number of state, federal and global regulations, 
including the worker protection provisions of OSHA’s HazCom Standard.  We also support the 
concept that DTSC should be able to adjust the de minimis from the default – sometimes lower and 
sometimes higher – for all hazard traits based on sound science and reliable information.  A known 
carcinogen, developmental or reproductive toxicant may very well warrant a lower de minimis level of 
0.01%.  However, establishing this same default de minimis level for endocrine disruptors, 
neurotoxicants and immunotoxicants fails the criteria of sound science and a basis of reliable 
information.  There are no generally agreed upon definitions for what constitutes a neurotoxicant or 
immunotoxicant.  Endocrine disruption is not a toxicological endpoint but a mechanism of action.  
Chemicals that disrupt the endocrine system would be expected to be reproductive toxicants, which 
will already be captured under the 0.01% de minimis.  We support the Department’s discretion in 
adjusting the de minimis on a case by case basis, but only when this discretion is supported by sound 
science and reliable information. 
 
The Department will ensure the final regulation is practical, meaningful and legally defensible by 
building a strong framework that achieves the following objectives:  
 

 provides criteria and authoritative sources from which to identify Chemicals of Concern that 
have significant potential to cause adverse public health and environmental impacts;  

 provides a process to prioritize the initial set of Chemicals of Concern into a manageable 
collection that has the potential for consumer or environmental exposure through consumer 
product use; and  

 provides a process through which Chemical of Concern/Priority Product combinations are 
prioritized for Alternative Assessment.   

Such a structured regulatory framework will achieve practicality and meaning by focusing efforts on 
the most important concerns for product safety and prove legally defensible by executing the statutory 
requirements of AB1879. 
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III. Alternatives Assessment 
 

On several occasions, P&G has discussed with the Department the importance of Alternatives 
Assessment in the overall product design process for developing safe, sustainable and innovative 
consumer products.  For P&G and many other consumer product manufacturers, evaluation of 
potential alternative substances occurs regularly – and early – in the R&D process in order to identify 
safe, economically feasible and technologically feasible ingredients for consumer product 
formulations.  Importantly, a potential alternative must deliver a formulation that meets or exceeds 
consumer needs, expectations and preferences for product performance, cost and overall value.  
Consumer product manufacturers have, over decades, fine-tuned evaluation and decision-making 
tools and approaches in the product design process to select ingredients that will ensure product 
safety and will delight our consumers with sustainable innovations that improve their lives.  A practical 
and meaningful regulatory framework for Alternatives Assessment will build from and leverage 
concepts and existing practices utilized by Industry in the product development paradigm. 
 
The product development process is iterative, complex, and different on a product-by-product, case-
by-case basis. A practical regulatory approach for conducting an AA should focus on the following 
elements: 
  

 Selection of alternatives that will result in consumer acceptance and avoid trade-offs and 
unintended consequences 

 Flexibility for manufacturers to leverage existing tools and approaches to evaluate alternative 
ingredients/components for their products as appropriate  

 Use of “showstopper” criteria early in the process to screen and narrow the field of potential 
alternatives and then focus the real assessment work on critical evaluation factors.  
“Showstopper” criteria must include safety, economic considerations, technical performance 
and consumer acceptance. 

 Recognition that the product manufacturer must select the most appropriate alternative for a 
particular product to ensure that it fits well within their unique business model.  The 
Department must not “pick and choose” between AAs and mandate a particular alternative but 
rather evaluate AAs to ensure that they meet the statutory requirements. A manufacturer has 
met their statutory obligation when an adequate AA has been completed.  

 Allowance for a gradual and measured implementation of appropriate or suitable alternatives.  
Adequate time is necessary to introduce a new product into the marketplace due to complex 
and lengthy design considerations, development of supply chains, regulatory compliance 
assurance, and verification of consumer acceptance.  

 Effective results that provide a significant and measurable benefit to public health or the 
environment 

 
We recognize in the Informal Draft Regulation that the Department has responded to these needs by 
building in critically important flexibility to the AA provisions.  We applaud the Department for this 
approach and recommend that the following positive provisions of the AA portion of the Informal Draft 
Regulation remain as part of the final regulation: 
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 The scope of an AA is limited to a specific Priority Product that contains the Chemical of 

Concern which served as the basis for listing the product as a priority (§ 69505.3) 
 AA is required for only those products that contain the Chemical of Concern above the de 

minimis and continue to be placed into the marketplace after the Priority Product listing  
(§ 69505.1(b)(1)) 

 Recognition that the “requirements of this chapter applicable to a responsible party may be 
fulfilled by a consortium3, trade association, public-private partnership, or other entity acting on 
behalf of, or in lieu of, the responsible entity” (§ 69501.3(a)(2)) 

 Flexibility allowing the manufacture to use the most appropriate methodologies, models, tools 
and decision-making processes to assess the Chemical of Concern/Priority Product pair 
alongside potential alternatives, and to make a determination of the selected alternative and 
the opportunity to propose the most appropriate regulatory response (§ 69505.5(n)) 

 Only relevant factors need to be considered further, while allowing the manufacturer to explain 
why other factors are not relevant to the assessment 

 Qualitative as well as quantitative information can be provided for relevant factors 
 Elimination of third-party verification requirements 
 Recognition that lead assessors can be in-house company experts 

 
While the Alternatives Assessment section of the Informal Draft Regulation appears to be heading in 
the right direction, there remain significant issues that require resolution in this section to ensure a 
practical and meaningful final regulation.  We direct you to the written comments of the Green 
Chemistry Alliance and submissions from the aforementioned trade associations that address the 
entire collection of issues that require resolution in the AA section.  In our comments, we have 
focused on the proposed timelines for the AA work.  From our considerable experience with product 
development, we know that an 18 month timeline which the Department describes for completion of 
an AA is unreasonable and unworkable in many cases since innovation rarely aligns to such a 
schedule. 
  
The proposed 6 month timeline for a manufacturer to complete a desk study for AA in Stage 1 is 
reasonable and likely achievable if the Stage 1 report is limited to an outline of a company’s AA work 
plan.  However, a 12 month timeline to complete the Stage 2 AA evaluation is unworkable.  Stage 2 
will require the manufacturer to develop one or more technically feasible, economically and 
functionally viable alternatives; develop a safety profile comparison of the base and alternative 
together with information on other relevant factors; conduct market research for consumer 
acceptance; and write the submission for the Department and obtain management approval to submit.  
When an alternative is not well known, such innovation can require several years, often with many 
failed alternatives cast aside at different points in the product development process. 
 
For a “simple” substitution in formulated products, the following timeline reasonably approximates the 
minimum time needed to execute: 
 
                                                           
3 We direct the Department to the Green Chemistry Alliance’s comprehensive discussion about potential anti-trust 
implications that require consideration in the formation of consortia for AA work. 
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 two months to coordinate scientists and engineers in the lab;  
 one year of research to find a material that meets safety, economic and supply requirements;  
 three months of process lab testing;  
 six months for testing at the manufacturing plant (manufacturing plants typically run at capacity 

so lead time is needed to schedule an experimental run); 
 three months of consumer testing (NB: consumers don’t use products everyday, so 

consumers may need to use re-formulated products multiple times to notice something 
negative) 

 
In total, this “simple” substitution requires at least 26 months for R&D and reflects an absolute 
minimum/best case scenario.  The above timeline can only accommodate the simplest and easiest 
case of substitution where an alternative is readily available to undergo compatibility testing within a 
manufacturer’s unique product formulation.  This timeline also only holds true if the alternative 
substance is already listed on the US TSCA Inventory and the product is not subject to other 
regulations administered by California, other states or by federal agencies.  The “simple” substitution 
is not representative of the AA scenarios that DTSC will witness once the final regulation is 
implemented in California.  Manufacturers have already made the vast majority of “simple” 
substitutions.  More likely, alternatives will be new chemistries that will require the submission of a 
Pre-Manufacture Notification (PMN) to EPA in accordance with TSCA requirements.  This process will 
extend the timing until which the alternative substance is available for commercial purposes in the US.    
Realistically, the final regulation needs to provide the manufacturer an absolute MINIMUM of 3 years 
for Stage 2 completion and retain the option of petitioning the Department for an extended, justified 
period of time.  In situations where there are no obvious alternatives, we would like to see DTSC 
implement a thoughtful approach by requiring a pre-consultation between manufacturer (or 
consortium) and the Department prior to Stage 2.  During this consultation, both parties can review 
and align to a timeline appropriate for the specific AA scenario to effectively recognize the unique 
factors and conditions in each case.  This consultation will also provide the manufacturer (or 
consortium) the opportunity to demonstrate the safety of the Priority Product and provide the evidence 
necessary to show that no action may be the best alternative.  
 
As stated earlier, most formula substitutions will be much more complex than the “simple” substitution 
example and will likely require multiple material substitutions for the one Chemical of Concern.  The 
replacement of phosphate in automated dishwashing detergents (ADW) provides a perfect example of 
this more complex scenario.  Phosphate replacement in ADW products required 4 to 5 different 
chemicals (depending on the formulation) and required a PMN4 for one of the chemical substances.  
The timing to complete the phosphate replacement required 3 years once work began in earnest, 
though manufacturers had been searching for a phosphate replacement for the last 25 years.  Many 
companies continue R&D work to optimize ADW formulations since the regulatory-driven phosphate 
replacement resulted in a trade-off in product performance.  We know first-hand that this trade-off 
frustrates our product design engineers and disappoints many of our consumers since they now find 
the product performance of a trusted brand unsatisfactory.  
 

                                                           
4 Each PMN can require 2 to 5 years of testing, evaluation, report writing and EPA review before the substance is available 
for commercial distribution in the US. 
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In summary, where an alternative is not readily available, not well known or not already in existing US 
commerce, the 12-month timing for the AA is unworkable. Rather, DTSC should structure the final 
regulation to allow for a consultative process through which the manufacturer and the Department 
align to a realistic timeframe for the R&D work and AA completion necessary in Stage 2.  Each 
product reformulation will be unique and a tailored timeframe will be especially important if submission 
of a PMN is required for an alternative substance new to US commerce.  Furthermore, if the AA work 
will be conducted by a consortium, Stage 2 will need to accommodate the time needed for 
organization and coordination.  
 

* * * 
 

 
The Green Chemistry Initiative in California was originally contrived to promote forward-thinking vision 
and incentivize sustainable innovation that would deliver meaningful improvements to consumer 
product safety and protection of the environment.  We encourage the Department to incorporate our 
recommendations and those provided in the substantive comments by the Green Chemistry Alliance, 
ACC, ACI, CSPA, GMA and PCPC to shape the Safer Consumer Product Alternatives regulation into 
a vehicle that promotes sustainable innovation and produces meaningful safety improvements 
consistent with the early promise of the Green Chemistry Initiative. 
 
Should you have any questions about these comments, please contact me at (513) 983-2531 or 
froelicher.jm@pg.com. 
 
Sincerely, 

Julie Froelicher                                                                                                                                    
NA Regulatory & Technical Relations Manager                                                                                                 
The Procter & Gamble Company                                                                                                      
One Procter & Gamble Plaza                                                                                                            
Cincinnati, OH 45202                                                                                                                           
(513) 983-2531                                                                                                                              
froelicher.jm@pg.com      

 

cc: Matt Rodriguez, Secretary, California EPA  
      Debbie Raphael, Director, DTSC 
      Odette Madriago, Acting Chief Deputy Director, DTSC, 

Jeff Wong, Chief Scientist, DTSC       
Rick Brausch, Policy & Legislation Deputy Director, DTSC 
Corey Yep, Senior Hazardous Substances Scientist, DTSC 
Sue Patel, Hazardous Substances Scientist, DTSC 
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1667 K Street,  NW,  Suite 300,  Washington, DC 20006  |   www.cspa.org   |  p.202-872-8110   f. 202-223-2636 

 
December 30, 2011       

Via E-Mail GCRegs@dtsc.ca.gov  
 

 
 
Debbie Raphael, Director 
Department of Toxic Substances Control 
1101 I Street, 25th Floor 
Sacramento, CA 95814 
 
Re:  Informal Draft Regulations for Safer Consumer Products (10/31/11) 
 
Dear Ms. Raphael: 
 
The Consumer Specialty Products Association (CSPA)1 appreciates the opportunity to review 
and provide our comments on the Informal Draft Regulations for Safer Consumer Products.  
CSPA continues to be an active stakeholder in the development of California’s green chemistry 
program, starting prior to the adoption of the 2008 legislation (SB 509 and AB 1879) which 
provides the statutory basis for this regulation.   
 
CSPA is a member of, and active participant in, the Green Chemistry Alliance, a group of major 
trade associations and companies that represent numerous broad industrial sectors in 
California.  As such, CSPA supports comments submitted by the Green Chemistry Alliance.  CSPA 
also supports comments made by sister trade associations which highlight additional relevant 
points of concern and urges DTSC to thoroughly review each submission. 
 
CSPA members are committed to manufacturing and marketing safe products that are 
protective of human health and the environment while providing essential benefits to 

                                                        
1
 The Consumer Specialty Products Association (CSPA) is the premier trade association representing the interests 

of companies engaged in the manufacture, formulation, distribution and sale of more than $80 billion annually in 
the U.S. of familiar consumer products that help household and institutional customers create cleaner and 
healthier environments. CSPA member companies employ hundreds of thousands of people globally. Products 
CSPA represents include disinfectants that kill germs in homes, hospitals and restaurants; candles, and fragrances 
and air fresheners that eliminate odors; pest management products for home, garden and pets; cleaning products 
and polishes for use throughout the home and institutions; products used to protect and improve the performance 
and appearance of automobiles; aerosol products and a host of other products used every day. Through its 
product stewardship program, Product Care

®
, and scientific and business-to-business endeavors, CSPA provides its 

members a platform to effectively address issues regarding the health, safety and sustainability of their products.  
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consumers.  As we have indicated in previous submissions regarding the Safer Consumer 
Products Alternatives regulation, CSPA and our members support the broad goals of the Green 
Chemistry Initiative and look forward to continuing work with DTSC and other stakeholders in 
the state to help spur green chemical innovation and continue to ensure that products are safe.  
CSPA has adopted its members’ Green Chemistry commitment into the CSPA Principles for 
Chemicals Management Policy.  
 
CSPA member products improve the quality of human life and are necessary to protect the 
public health against dangerous diseases, infestation, and unsanitary conditions.  CSPA 
members are committed to providing products that are thoroughly evaluated for human and 
environmental safety and go through rigorous safety-based assessments before they are 
brought to market.  CSPA members are also committed to clear and meaningful labeling on 
consumer products, i.e., easily understood information to ensure safe and effective product 
use.  CSPA has a product stewardship program called Product Care® that assists members in 
meeting these commitments.  In addition, CSPA members are committed to the development 
of green products that are safe for human health and the environment.  CSPA members 
routinely apply green chemistry and green engineering principles in their operations and have 
been honored with awards for their efforts. 
 
The consumer products industry develops products that meet or exceed safety requirements of 
all state and federal agencies in the United States and Canada charged with regulating those 
products, including the California Department of Pesticide Regulation, the California Air 
Resources Board, and other state agencies, U.S. Consumer Product Safety Commission (CPSC), 
the U.S. Environmental Protection Agency (EPA), the Occupational Safety and Health 
Administration (OSHA), the U.S. Food and Drug Administration (FDA), Health Canada, and 
Environment Canada. 
 
CSPA and a number of our member companies have dedicated immeasurable time and energy 
to the informal and formal regulatory processes as stakeholders and remain very interested in 
the development of the proposed regulation.   We are committed to a science-based and 
prioritized program that will promote sustainable innovation.   
 
While there are improvements from previous iterations of this regulation, there remain 
numerous aspects that make this regulation unworkable in terms of its stated purposes 
considering the resource limitations of the Department of Toxic Substances Control (DTSC), the 
public, and industry.  To be workable, the regulation must be much simpler and more flexible to 
allow for the multiplicity of chemical-product combinations that could be selected, with 
performance-based instead of laundry-list requirements, with deadlines adjustable to the scope 
of work.  The diversity of chemical-product combinations could include: 

 A few products from a few manufacturers to many thousands of products from 
hundreds of companies; 

 Dozens of alternatives already marketed to no known alternatives; 
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 Chemical use within a category ranging from a very small percentage to 100% of market 

share; 

 Chemical-category sales of a few millions to many billions of dollars; 

 Relatively simple product technology and performance requirements to extremely 
complex; and 

 A single alternative assessment (AA) by a single consortia to numerous AAs by various 
companies and consortia representing differing market sectors. 

 
Generally, the regulation should be reorganized as well as simplified. To simplify compliance for 
industry and to make clear the requirements to the public, the final regulation should look 
more like the 16-page summary.  It is now almost impossible to trace through it and determine 
what will happen when.  After the definitions section, the requirements should be laid out 
chronologically as the program will be implemented.  Having a clearly articulated pathway and 
providing a mechanism for applying lessons learned will assist the program greatly and provide 
a degree of certainty with the program to our members, the public and DTSC. 
 
In the following comments on specific sections of the regulation, we articulate concerns 
reflecting our belief that the approach envisioned by the regulation will not achieve the 
underlying goals and will be overly burdensome to the regulated community, and indeed could 
impede innovation and inhibit our industry’s efforts to maximize the environmental, health and 
safety benefits of our products. 
 
Section 69501 Purpose and Applicability 
CSPA thinks it would be practical for DTSC to identify which federal and other California state 
regulatory program(s) it determines would meet the exemption criteria in a guidance 
document. 
 
Section 69501.2 Definitions 
DTSC should harmonize with existing international and national definitions used in other chemical 
and product regulations (e.g., OECD, EPA, GHS, TSCA) to promote clarity.  In particular, there is 
significant concern the lack of inclusion of concentration or threshold level would inaccurately 
describe the potential for adverse impacts.  In addition, there should be additional clarity given for 
the evaluation of the credibility of “reliable information”. 
 
Section 69501.3 Duty to Comply and Consequences of Non-Compliance 
CSPA objects to the requirement to provide notice of a replacement product containing a 
different Chemical of Concern.  This could prove to be a seemingly endless loop of regulatory 
notice with no benefit to public health as the “authoritative bodies” lists contain in excess of 
3,000 chemicals.  As the focus of this regulation is a specific chemical/product combination, the 
notice requirement should be limited. 
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CSPA objects to the requirement to provide notice for products with increased sales.  As stated 
above, the notice requirement should be limited to specific chemical/product combinations. 
 
Sections 69502.2 Chemicals of Concern Identification 
At the recent meeting of the Green Ribbon Science Panel (GRSP), several members noted flaws 
with several of the lists identified.  In fact, some of the lists contain chemicals which are banned 
for use.  CSPA encourages DTSC to review the “list of lists” for gross flaws and remove any that 
are not scientifically-based and contain chemicals with no consumer products uses. 
 
Section 69502.3 Chemicals of Concern List 
CSPA requests DTSC add a petition process to remove a Chemical of Concern. 
 
Section 69503 Product Prioritization 
The regulatory program could quickly become marginalized and stalled by focusing on 
unintentional trace levels.  CSPA maintains the regulation should concentrate on intentionally 
added ingredients – those ingredients purposefully included in the product to perform a 
function.  CSPA suggests DTSC consider only chemicals that have been both intentionally added 
and are above the de minimis level when making product prioritization decisions. 
 
Section 69503.2 Priority Products Prioritization 
CSPA requests DTSC provide clarity to the Chemical of Concern aggregate effects and 
cumulative effects determination.  It is unclear how this process would occur and how DTSC 
plans to differentiate between Chemicals of Concern within Priority Products and Chemicals of 
Concern in other products with similar modes of action.  
 
Also, CSPA requests DTSC clarify that the applicability of the proposed rule to manufacturing in 
California, specifically at §69503.2(a)(1)(B)(4)(a), as DTSC only has jurisdiction for manufacturing 
within the state. 
 
Section 69503.2(b)(2) should be changed to clearly state what we assume is DTSC’s intent, 
namely that it is use by true consumers (i.e., household products) that provides a key 
prioritization criteria. 
 
CSPA requests the removal of §69503.2(b)(5).  While dispensing form is a consideration in 
assessing exposure potential, the key criterion remains exposure.  Section 69503.2(b)(4) should 
be changed to “For both assembled and formulated products, the product contains one or 
more Chemical(s) of Concern that may present potential exposure(s) through inhalation, 
dermal or oral contact in quantities that can result in adverse public health or environmental 
impacts.”  A thorough evaluation of all present potential exposure(s) should be considered 
during prioritization and should take into account the characteristics of each Chemical of 
Concern in a Priority Product. 
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CSPA suggests §69503.2(c)(4) should read “Safer Alternative” and details should be provided as 
to how unfortunate substitutions are prevented. 
 
Section 69503.4 De Minimis Threshold 
A de minimis threshold must be established for the identified Chemical of Concern/Priority 
Product combination, and DTSC should consider whether a different de minimis should be 
established for different forms (e.g., liquid vs. solid) of the product or for different users’ 
exposures (e.g., household vs. industrial worker). 
 
Section 69503.5 De Minimis Exemption Notifications 
CSPA urges DTSC to follow other regulatory schemes globally, and not require a de minimis 
notification requirement.  At most, DTSC should allow a simple certification from a company 
that the level of a Chemical of Concern is below the de minimis.    
 
In keeping with industry and other regulatory practice, the Department should remove the 
implication at §69503.5(a)(6) and (a)(7) that only analytical testing results are appropriate 
substantiation that a product meets the de minimis standard.  
 
Manufacturers commonly rely on supplier certifications regarding purchased material content 
to understand product ingredients and impurities, and do not routinely test all purchased 
materials or finished goods.  Given the sheer number of Chemicals of Concern based on 
regulations and customer restricted/banned substances lists, testing for all these is cost-
prohibitive.  Responsible manufacturers augment supplier information with testing when 
knowledge of the chemistry of the product indicates probable presence of chemicals of 
interest, or when there is cause to doubt the veracity of the supplier certification.  But to 
require all products containing the Chemicals of Concern below de minimis to be tested is a 
waste of resources when knowledge of suppliers, product formulation or construction, 
expected chemistry, and supplier certifications provide a high degree of assurance that the 
Chemicals of Concern are below de minimis.      
 
Lastly, DTSC should exempt from the de minimis notification requirement those priority 
products that do not contain the Chemicals of Concern.  By “does not contain,” we mean those 
products to which the Chemicals of Concern are not intentionally added and are not expected 
to be present even at trace levels.  Otherwise, the Department will be inundated with 
notifications of products that happen to be in the priority product category but are truly 
outside the scope of the alternatives assessment requirement.  This would be a costly endeavor 
with little environmental or health benefit if the Department persists in requiring test data as 
part of de minimis notifications (see above).  An exception to this exemption could be made 
where the Chemicals of Concern are known contaminants of other raw materials or 
components.  By including that information in the priority product list publication, DTSC will 
make it clear to users of those materials/components in priority products that they will need to 
submit a de minimis notification in those circumstances.    
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Section 69503.6 Priority Product Notification 
Sixty days to file a notification of a Priority Product containing a Chemical of Concern above the 
de minimis level may be reasonable in many cases, but as this is not limited to intentional 
ingredients, a longer timeframe may be necessary.   
 
When DTSC publishes the Chemical of Concern/Priority Product combination, responsible 
entities should have the following options: 

 Provide reasonable evidence the Priority Product does not contain the Chemical of 
Concern above the de minimis. 

 Provide reasonable evidence the Priority Product does not result in human exposure or 
environmental release of the Chemical of Concern due to product design and handling. 
(e.g., use of lead in sealed storage batteries, where system exists to assure appropriate 
recovery/recycling.) 

 Provide notice the Priority Product containing the Chemical of Concern will be 
withdrawn from the stream of commerce in California. 

 Provide notice that a responsible entity will engage in an Alternatives Assessment to 
assess alternatives for a Chemical of Concern in the Priority Product, either through a 
consortium or by individually, without specification of how Alternatives Assessment will 
be produced.  

 Request an extension to determine whether the Priority Product contains a Chemical of 
Concern above the de minimis threshold when the Chemical(s) of Concern causing the 
product prioritization are known contaminants of other raw materials or components. 

 
Sixty days is not adequate to determine whether one or more consortia will be formed and 
whether a company will join one.  CSPA requests DTSC extend the current 60-day timeframe. 
 
Sections 69504 Applicability and Petition Concerns and 69504.1 Technical Review of Petitions 
While this petition process at first seems reasonable, in practice it will be impractical for 
responsible entities and rife for abuse.  Dozens or even hundreds of petitions could flood the 
Department, which must be accepted or rejected and/or evaluated with a request for 
additional information within sixty days.  It is unclear if petitions can be rejected for purely 
practical reasons and whether there are opportunities for public comment.  CSPA suggests 
DTSC should be able to defer decisions based on purely administrative reasons, and public 
comment on the petitioned designation is essential.   
CSPA requests a provision to file petitions to delist Priority Product/Chemical of Concern 
combinations.  Further, a Final Alternatives Assessment Report that finds the Priority 
Product/Chemical of Concern acceptable should be a priori treated as such a petition for 
removal (or refinement) of the Priority Product/Chemical of Concern. 
 
Section 69505 Guidance Materials 
It would be helpful to the regulated community for DTSC to be more specific on what guidance 
materials will be forthcoming.  Guidance should focus on available methodologies for use as 
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needed, not prescriptive requirements.  Guidance materials also should undergo draft release 
and public comments. 
 
Section 69505.1 Alternatives Assessments: General Provisions 
CSPA requests additional flexibility in the timeframe provided for the Alternatives Assessment 
process:  180 days to file Preliminary Alternatives Assessment Report (i.e., four months after 
notification of a Priority Product/Chemical of Concern combination) is only feasible if there is a 
quick decision to do the Alternatives Assessment not as part of a consortia.  In most cases, 
responsible entities will engage in the process of determining whether a consortium is forming 
and whether participation is appropriate.  Formation of consortia could take up to six months, 
depending on the number of responsible entities and Priority Product/Chemical of Concern.   
 
After a consortium is formed, four months to submit Preliminary AA Report is still difficult 
depending on the Priority Product/Chemical of Concern.   By way of explanation, administrative 
steps in the initial stages of the formation of consortia include issuance of a Request for 
Proposal (RFP) and selection of consultants can take months to initiate and formalize.   
 
The bulk chemical exclusion should apply to any non-consumer-product use, whether bulk or 
article or not.   
 
CSPA requests DTSC allow responsible entities to file for extensions fifteen and thirty days 
before deadlines for Preliminary and Final Alternatives Assessment Reports, respectively to 
allow for timely filings.   
 
Section 69505.4 Alternatives Assessment: Second Stage 
CSPA requests language requiring manufacturers to identify and quantify the financial impacts 
on the manufacturer from elimination of the Chemical of Concern as part of the Alternatives 
Assessment process to assist in the determination of the appropriate regulatory response.  
Further, CSPA thinks consumer preference and product efficacy must be considered in the 
proposal of any regulatory response. 
 
Section 69505.5 Alternatives Assessment Reports 
CSPA objects to the request for a list of all retail sales outlets.  In many cases manufacturers 
work through distributors and therefore may not have readily available the identification and 
location of retail sales outlets.   
 
Section 69506.1 AA Report Supplemental Information Requirements 
CSPA objects to an unlimited timeframe by which DTSC may request supplemental information.  
We request either a limit or access to some type of due process to provide some certainty to 
the responsible entity.  
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Section 69503.3 Product Information for Consumers 
The very large number of chemicals of concern plus the cumulative definition of de minimis (the 
total concentration of all chemicals of concern exhibiting the same hazard trait, environmental 
or toxicological endpoint, and mode of action) means that most products will require extensive 
labeling.  It is unclear if DTSC has considered how that requirement will interfere with existing 
labeling regulations that already strain limited label space, especially for smaller sized products.  
DTSC’s suggested alternatives (an accessible manual or point-of-sale posting) are inflexible 
given the sheer variety of products that may be subject to alternatives assessments over the 
years.   
 
If an alternative is not selected, DTSC should require identification of only the Chemical(s) of 
Concern that caused the priority product listing in the first place.   If an alternative is selected 
that contains Chemical(s) of Concern, only those Chemical(s) of Concern that serve the same 
function as the replaced Chemical of Concern should be required to be identified.  Otherwise, 
the manufacturer will be placed at an unfair disadvantage relative to competitive products that 
did not happen to contain the Chemical(s) of Concern that caused the priority product listing, 
but may contain other Chemical(s) of Concern. 
 
CSPA also requests a provision to allow an exemption if the Alternatives Assessment shows no 
adverse effects to human health and the environment. 
 
Section 69506.4 End-of-Life Management Requirements 
The requirement for an end-of-life program for each Priority Product/Chemical of Concern 
combination is excessive.  CSPA requests an amendment to clarify the end-of-life management 
requirement is only invoked as necessary to protect public health and the environment, i.e., 
“DTSC may require an end-of-life management program if needed to assure public safety and 
the environment.”   
 
Section 69506.5 Product Sales Prohibition  
CSPA objects to the implication DTSC will be able to judge whether a safer alternative exists 
that is functionally acceptable, technologically and economically feasible, and accepted by 
consumers.  It is simply not within a state agency’s capacity to determine whether a safer 
alternative meets those criteria.  Such a draconian action should not be undertaken unless 
significant adverse impacts are identified that make it necessary to protect public health and 
the environment, and DTSC undertakes a rulemaking seeking to prohibit sales which allows for 
public review and comment.  
 
Section 69506.6 Other Regulatory Responses 
This section does not make clear the criteria by which DTSC will decide to impose these non-
mandatory responses.  The rule should not allow DTSC complete discretion to choose any 
regulatory response it desires.  CSPA also requests opportunity for public review and comments 
in a formal rulemaking process on any proposed regulatory responses. 
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Section 69506.9 Regulatory Response Report and Notifications 
Products produced by manufacturers may be sold in non-traditional retail outlets such as swap 
meets, deep discount stores and online marketplaces (e.g., eBay).  In most cases, the 
manufacturer and/or distributor has no relationship with the operators of these outlets and has 
no control over the sale of brand name or other products they produce. Therefore, CSPA 
requests that the language take such circumstances into consideration by allowing 
manufacturers to take “reasonable prudent precautions” to avoid non-complying products 
shipped for sale and use outside of California from being sold in the state as well as for 
products which may appear at retail outlets over which the manufacturer has no control.   
 
Section 69508 Qualification and Certification of Assessors 
CSPA thinks the Accreditation Bodies and Certified Assessors plan, as described in the informal 
regulation, is unworkable.  To be workable, this section should state DTSC’s intent to seek 
creation of accreditation bodies to certify managers as capable of overseeing the design and 
conduct of Alternatives Assessments.  The regulation could then provide for a time when 
sufficient certified Alternatives Assessments managers are available and DTSC may begin to 
require their oversight for any new Alternatives Assessments for Chemical of Concern/Priority 
Product designations.  
 
Sections 69508.1 through 69508.4 
Simply stated - the accreditation bodies criteria are unworkable as described.  CSPA objects to 
the requirement that an entity seeking accreditation may not have any economic interest in any 
responsible entity, manufacturer, etc.  We suggest a more reasonable conflict of interest 
provision. 
 
Section 69510 Assertion of a Claim of Trade Secret Protection 
This section of the regulations should focus on the interrelationship of the new Safer Consumer 
Chemicals law with the preexisting California laws on trade secrets.  California Civil Code 
§3426.1 provides: 

  (d) "Trade secret" means information, including a formula, pattern, compilation, program, device, method, 

technique, or process, that:  
   (1) Derives independent economic value, actual or potential, from not being generally known to the public 

or to other persons who can obtain economic value from its disclosure or use; and 
   (2) Is the subject of efforts that are reasonable under the circumstances to maintain its secrecy. 

 
Therefore, in order to establish that information submitted is a trade secret under California 
law, one should show that:  (1) it has independent economic value, actual or potential, because 
it is not known to others; and (2) it is the subject of efforts to maintain its secrecy that are 
reasonable under the circumstances.  The determination (whether or not information claimed 
to be trade secret is to be released) by DTSC under California Health and Safety Code §25257(d) 
should logically begin by looking at those two questions.   
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Another issue that arises relative to trade secrets is whether the information is readily 
ascertainable by proper means (e.g., reverse engineering).  If information can be readily 
determined through legitimate analysis or examination and study of a product, that 
information probably is not a trade secret. 
 
Thus it would be reasonable to approach the question of supporting a claim of trade secrecy by 
asking the submitter to provide information relevant to items (1) and (2) above and relevant to 
the difficulty of discovering the information through analyzing the product.  Much of the 
current draft regulation §69510 is not needed in order to show that submitted information 
meets the definition of a trade secret under California law, and those items should not be 
required of the person (company) claiming trade secret rights. 
 
Further, given that, under §69510(f) of the draft regulations, 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 why the lengthy and intrusive list of questions in the 
draft regulation is necessary.  Answering all of those questions for each trade secret claimed 
will be a burden requiring needless expenditure of resources by trade secret owners, adding 
cost to consumer products. 
 
It is worth pointing out that the California statute which these draft regulations purport to 
implement says in §25253(c): 

 
(c) The department, in developing the processes and regulations 
pursuant to this section, shall ensure that the tools available are 
in a form that allows for ease of use and transparency of 
application. The department shall also make every feasible effort to 
devise simplified and accessible tools that consumer product 
manufacturers, consumer product distributors, product retailers, and 
consumers can use to make consumer product manufacturing, sales, and 
purchase decisions. 

 
The current draft regulations fail to fulfill the aspiration set forth in this statute.  In the 
treatment of trade secrets, they do not ensure a process that is easy to use, nor are they 
simplified tools that manufacturers, importers, and retailers can use. 
 
CSPA requests protection of confidential business information which may not be considered 
trade secret. 
 
Summary and Conclusions 
CSPA appreciates the opportunity to comment on the draft informal Safer Consumer Product 
Alternatives Regulation and remains supportive of the principles of Green Chemistry and 
programs that are consistent with those principles.   
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We believe further work must be done to make this regulatory process science-based, 
economically and technically feasible, and workable for both DTSC and the regulated 
community.  No specific set of inflexible requirements and deadlines will be appropriate for 
such a wide range of cases.  We continue to think the regulation must articulate a simple and 
flexible performance-based system that is adaptable over time to reflect and take advantage of 
increasing knowledge by DTSC, the public and industry, on how to assess alternatives and act 
judiciously to improve products, public health and the environment.  The regulation must be a 
simple and stable framework that will serve the program as it evolves, through the 
development and revision of various guidance documents as the program develops.   
 
We look forward to the next iteration of the proposed regulation in the hope it will be more 
workable for the regulated community and provide an effective means to assess and make 
determinations about certain chemicals in commerce. 
 
Please contact either of us if you have questions regarding our comments.   
 
Respectfully submitted, 

     

    
Steve Bennett, Ph.D. Kristin Power    
Director, Director, State Affairs  
Scientific Affairs West Region 
 
 
cc:  Matthew Rodriguez, Secretary, California Environmental Protection Agency 

Miriam Ingenito, Deputy Secretary, California Environmental Protection Agency 
Kristin Stauffacher, Assistant Secretary, California Environmental Protection Agency  
Gareth Elliott, Legislative Affairs Secretary, Office of the Governor 
CSPA Scientific Affairs Committee Green Chemistry Task Force 

 CSPA State Government Affairs Advisory Committee 
 D. Douglas Fratz, CSPA  

Laurie Nelson, Randlett/Nelson/Madden 
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December 30, 2011 
 
California Department of Toxic Substances Control  
Safer Consumer Products Regulations, MS-22A 
P.O. Box 806  
Sacramento, CA 95812  
 
Subject: Comments on the Informal Draft, Safer Consumer Products Regulation 
 

The Rubber Manufacturers Association (RMA) is the national trade association 

representing every major domestic tire manufacturer including: Bridgestone Americas, Inc., 

Continental Tire the Americas, LLC; Cooper Tire & Rubber Company; The Goodyear Tire & 

Rubber Company; Michelin North America, Inc.; Pirelli North America; Toyo Tire (U.S.A.) 

Corporation and Yokohama Tire Corporation. RMA appreciates the opportunity to offer 

comments on the informal draft Safer Consumer Products Regulation (“informal draft 

regulation”), Cal. Code Regs. Tit. 22, § 55 (2011).  RMA members manufacture tires, a 

consumer product subject to this regulation that are available for sale or placed into the stream of 

commerce in the State of California.  

In summary, we recommend the California Department of Toxic Substances Control 

(DTSC) either exempt vehicle tires from the final rule or take the time necessary to revise this 

regulation to make it feasible.  The remainder of these comments provide detailed comments 

about the impact of the informal draft regulation on the tire manufacturing industry.  

 
I. How the Informal Draft Regulation May Impact Tires  

 
The informal draft regulation requires tire manufacturers to reduce risk (without a 

definition of what constitutes a significant risk) and find substitute chemicals potentially based 

on the mere presence of a carcinogen, reproductive toxicant, a mutagen or persistent 

bioaccumulative toxic (“PBT”) chemical.  RMA has concerns about the process used to evaluate 

chemicals in the informal draft regulation.  

The informal draft regulation places the burden of proof on manufacturers, importers and 

others in the retail sales chain. The Department of Toxic Substances Control will establish an 
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initial list of Chemicals of Concern (“CoC”).  DTSC will then evaluate and prioritize products 

containing Chemicals of Concern.   

As a practical matter, any chemical that is a carcinogen, a reproductive toxicant, a 

mutagen or a PBT chemical may be subject to regulation unless the manufacturer demonstrates 

by clear and convincing evidence to the “satisfaction” of DTSC that there is no exposure or the 

chemical or product meets a de minimis exemption.  For Priority Products, manufacturers must 

assess the availability of an alternative that may present less risk, and then must substitute this 

less toxic alternative. Manufacturers are also required to take action to reduce risk throughout the 

life cycle of a consumer product.  

A. Impact on Tire Manufacturing 
  

As with most consumer products available for sale in California, tires contain chemicals. 

The composition and nature of the chemicals in tires are carefully selected because they impart 

specific functions and the exact composition of tires cannot be modified without great care. As a 

matter of good business practice, all RMA member tire companies make tires that are safe and 

take extraordinary efforts to ensure quality, safety, and reliability.  

B. Impact on NHTSA Certification 
 

Tire manufacturers are required by law to certify to the National Highway Traffic Safety 

Administration (“NHTSA”) that every tire they manufacture meets safety, durability, and other 

standards prior to their sale to the consumer. The composition and design of each manufacturer’s 

tires have evolved since tires were first invented, through experience and constant evaluation by 

the manufacturer.  Thus, any change in the composition of tires requires a series of tests to 

ensure that the tires always meet NHTSA safety standards.  If chemical substitution required 

under the informal draft regulation jeopardizes achievement of NHTSA safety standards, tire 

manufacturers may be unable to comply with both the informal draft regulation and Federal law.  

C. Impact on EPA’s Corporate Average Fuel Economy (CAFE) Standards 
 

Corporate Average Fuel Economy (CAFE) standards were enacted by Congress in 1975 

to reduce energy consumption by increasing the fuel economy of cars and light trucks.  CAFE 

standards for cars and light trucks are established by NHTSA.  The U.S. Environmental 

Protection Agency (EPA) provides NHTSA fuel economy data which NHTSA uses to set the 

CAFE standards.  In regard to tires, low rolling resistance is an important attribute that 
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automobile manufacturers require to enable them to meet fuel efficiency targets under the CAFE 

standards.  Any change in tire composition required by the informal draft regulation could affect 

tire manufacturers’ ability to produce tires that allow new automobiles to meet the CAFE 

standards.  If a chemical substitution required under the informal draft regulation jeopardizes 

CAFE standards, tire manufacturers may be unable to comply with both the informal draft 

regulation and Federal law.  Again, we recommend DTSC exclude tires from this regulation. 

D. Substitution May Be Driven By Impacts At Any Point in the Life Cycle and 
Based on Activities Located Outside the State of California  

 
The informal draft regulation requires consideration of impacts during all life cycle stages. 

Thus, an adverse impact (and, therefore, a requirement to substitute a chemical) may be driven 

by emissions from boilers or tire-derived fuel combustion (i.e., post-consumer (used) tires), 

worker exposures in tire manufacturing plants outside California, or tire manufacturing plant 

emissions in other States, even if they are in compliance with that State’s air emission 

requirements. There simply are no simple methods to test or evaluate how tire composition 

changes affect these other impacts.  

RMA is concerned that the informal draft regulation fails to address potential permitting 

issues within the State of California and in manufacturing facilities located in states other than 

California. When the informal draft regulation requires a substitution of a chemical in the tires, it 

will, in effect, require tire manufacturers to change virtually every environmental permit at their 

manufacturing plants (whether the plant is in California or not), because the substitution of a new 

chemical changes the environmental profile of the manufacturing facility. If a conflict arises over 

environmental permits, including Clean Air Act (CAA) permits, in other states because of the 

need to substitute a new chemical in the tire manufacturing process, tire companies may not be 

able to continue manufacturing, or at the very least the time needed to complete the substitution 

will need to be extended. As written, the life cycle requirements in the informal draft regulation 

could cause changes in greenhouse gas emissions, permitted discharges or emissions at tire 

manufacturing plants in other states.  

E. The Time Necessary to Make Changes  
 

Historically, when even minor changes in production processes or tire composition have 

occurred, a substantial amount of time has been required to ensure that the modified tire with a 

different composition that is produced is of high quality, safe, and reliable.  For example, when 
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European Commission regulators required the removal of oils containing polycyclic aromatic 

compounds from tires, the process of redesigning such tires involved significant time and 

expense.  Similarly, when the Clean Air Act requirements imposed certain process changes at 

individual plants, it took U.S. tire companies years to plan for and to achieve compliance, even 

though the basic formulation of the tires generally did not change.  

F. Substitution Will Trigger the Need for Additional Nonregulatory Testing  
 

Under the provisions of the informal draft regulation, once a potential substitute chemical 

is identified, tire manufacturers would be required to perform extensive company-specific (i.e., 

nonregulatory) availability (supply chain), production process, and tire performance and design 

evaluation to determine that the tires continued to be high-quality, safe, and reliable. These tests 

are in addition to the tests required to certify to NHTSA that every tire they manufacture meets 

safety, durability, and other standards prior to offering them for sale to the consumer.  

Thus, RMA has serious concerns that the informal draft regulation fails to provide 

adequate time to complete chemical substitutions. The rule does not adequately take into account 

differences between chemicals that are added for style, attractiveness or other nonessential 

purposes, and chemicals that are included in complex mixtures (such as tires) and whose 

presence in the product is necessary to impart an essential function (such as stopping distance, 

tire wear, and fuel economy of the tire).  

G. The Informal Draft Regulation May Interfere With Interstate Commerce  
 

As noted above, given the breadth of the regulatory language and the lack of clear, 

discernible standards for decision making, the informal draft regulation may require 

manufacturers to substitute one or more chemicals used in tire manufacturing outside the State of 

California. Given the size of the California market, the informal draft regulation may interfere 

with manufacturers’ ability to make and sell tires in all 50 U.S. states.  

In summary, RMA believes that the complexity of such changes will result in an 

inordinate investment of time and expense, and will make the informal draft regulation virtually 

impossible to implement. Most of the chemicals present in tires are included because over many 

years the design process has determined that those specific chemicals impart physical or 

chemical properties to the tire that are essential for its function. RMA believes that none of the 

presumptions in the informal draft regulation apply to tires. The unique nature of tires makes it 
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virtually impossible to apply the informal draft regulation, as written, to tires. RMA recommends 

that the final regulation exempt tires.  

Each of these impacts is described in more detail below.  

 
II. The Informal Draft Regulation Will Not Achieve Its Intended Goals and Will 

Disadvantage Consumers in California. 
 

A. The Informal Draft Regulation Should Distinguish Products Based on their Social 
Utility  

 
Tires are a necessity in California society --- facilitating travel to work, allowing the 

movement of goods from the point of manufacture to the point of use, permitting travel and 

communication from one end of the State to another, and contributing to California’s mobile 

lifestyle. U.S. society in general and California’s in particular, value the freedom and benefits of 

mobility. Tires contribute significantly to that general public good. The provisions of the 

informal draft regulation will significantly impact and inappropriately fail to consider that some 

products and chemicals are essential and others are luxuries or mere adornments. The lack of 

principled decision making criteria inherent in the informal draft regulation will present serious 

obstacles to the widespread and affordable use and availability of tires in California and 

elsewhere.  

B. Sustainability  
 

Tire manufacturers’ proactive efforts toward sustainable product development are likely 

to grind to a halt if the informal draft regulation is finalized in its current form, because it is 

broadly written and provides unchecked discretion to DTSC.  Manufacturers will find it 

inordinately difficult to anticipate what critical product performance characteristics can be 

sustained in reformulated tires.  

Historically, sustainable development is defined as development that “meets the needs of 

the present without compromising the ability of future generations to meet their own needs.” 

(United Nations Commission on Sustainable Development). While sustainability is not well-

defined in the context of products, this general principle has often been interpreted as removing 

“toxic chemicals” from products, if cost-effective substitutes are available. A variety of forces 

provide incentives, either explicitly or indirectly, for companies to remove “toxic” chemicals 

from products.  
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Individual companies have adopted sustainability policies. Company sustainability 

policies often differ from traditional environmental compliance programs in that they do not 

necessarily focus solely on complying with existing legal requirements.  

When seeking to substitute a more environmentally friendly chemical for a “toxic” 

chemical in a product, the tradeoffs inherent in deciding what is an acceptable risk become 

explicit and companies and regulators must decide which products should not be marketed.  

Many chemicals that have been classified recently as “toxic” based on changing policies have 

long been used in the manufacture of products.  Increasingly, existing chemicals may be re-

classified as “toxic” based on new interpretations of existing regulatory guidance and new 

guidance that require regulators to be overly precautionary and assume “the worst.”  

The current scheme in the informal draft regulation is fraught with presumptions and 

provides extremely broad discretion to California State officials. The inevitable result is that a 

very large number of chemicals will be “under consideration” and there will be no method to 

predict which products will be selected as a high priority for regulation.  Markets respond well to 

clear regulatory signals, but not to uncertainty.  

C. End-of-life Management Requirements  
 

RMA recommends that DTSC not expand end-of-life management requirements.  The 

informal draft regulation specifics that end-of-life management is required for Priority Products 

for “which an alternative is not selected, that is sold or otherwise made available to consumers as 

a finished product and is required to be managed as a hazardous waste in California at the end of 

its useful life.”  Tires are not managed as hazardous waste in California, so assuming tires are 

selected as a Priority Product, an end-of-life management program should not be required for 

tires. 

RMA and its members have engaged in a sustainable end-of-life management program 

for tires without the necessity of regulation.  For more than two decades, the tire manufacturing 

industry has developed a voluntary post-consumer product recycling program that has resulted in 

approximately 90% of its product being recycled.1  RMA does not support mandatory end-of-life 

                                                 
1 See RMA Scrap Tire Markets Internet page, available at <http://www.rma.org/scrap_tires/scrap_tire_markets>) 
and RMA, Scrap Tire Markets in the United States 9th Biennial Report (May 2009), available at 
<http://www.rma.org/getfile.cfm?ID=985&type=publication>.  
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management requirements for tires.  Any end-of-life management requirements for tires will 

disrupt the established, voluntary, scrap tire market.     
 

 
I. The Informal Draft Regulation Is Preempted by Federal Laws 
 

A. The Enabling Statute Defers Regulation to Existing State and Federal Regulation 
 

The enabling statute for the informal draft regulation states that in adopting the Safer 

Consumer Products regulation, DTSC "shall reference and use, to the maximum extent feasible, 

available information from other nations, governments, and authoritative bodies."2  It also 

specifically contemplates that California should not regulate products that are already adequately 

regulated.  RMA believes that the informal draft regulation gives unelected officials in DTSC the 

power to usurp the legislature’s authority to determine which statutory scheme adequately 

regulates a chemical or product.   

Thus, DTSC must consider existing regulations created by NHTSA, the Environmental 

Protection Agency (EPA), and the European Commission (EC).  The informal draft regulation, 

contrary to the enabling statute, makes no attempt to tailor its rule to avoid duplicating and 

interfering with areas that are already adequately regulated.   

1. EPA and TSCA 

The Toxic Substances Control Act (“TSCA”), 15 U.S.C. § 2601 et seq., enacted in 1976, 

allows regulation of new and existing chemicals based on a finding that the chemical in 

commerce may present an “unreasonable risk.”  The burden is generally on EPA to demonstrate 

that a substance may present an unreasonable risk.  Absolute bans of any concentration of a 

substance in a product are rare.3  

                                                 
2 CA Health and Safety Code § 25252 (b)(2). (Available at http://www.leginfo.ca.gov/cgi-
bin/waisgate?WAISdocID=40475224274+1+0+0&WAISaction=retrieve).   
3 For example, a complete ban on the use of asbestos (even relative low-risk uses) was overturned because, among 
other reasons: (a) EPA showed only that “banning some asbestos products might reduce the harm that could occur 
from the use of these products” (which was overly broad since “few indeed are the products that are so safe that a 
complete ban of them would not make the world still safer”); (b) EPA refused to calculate the risk of less 
burdensome alternatives (i.e., improved workplace controls); (c) for some products, no substitutes were available; 
(d) EPA “explicitly reject[ed] considering the harm that may flow from the increased use of products designed to 
substitute for asbestos, even where the probable substitutes themselves are known carcinogens;” and (e) EPA 
“basically ignored the cost side of the TSCA equation” and “spending $ 200-300 million to save approximately 
seven lives (approximately $30-40 million per life) over thirteen years” was not reasonable.” Corrosion Proof 
Fittings v. EPA, 947 F.2d 1201, 1217, 1220, 1223-1229 (5th Cir. 1991). 
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Nonetheless, in the last few years, EPA has been able, in effect, to “encourage” companies 

to agree “voluntarily” to cease manufacturing perfluorooctanoic acid (“PFOA”), primarily based 

on the widespread use of PFOA and its presence in human blood. EPA accomplished this 

without issuing a direct regulation or changing the underlying statute. 

2. Risk Assessment  

In general, the current risk assessment framework meets societal needs, and the drastic 

change in this framework proposed by DTSC is neither what was contemplated by the legislature 

nor compelled by experience.   

Literally, thousands of environmental and safety regulations and hazardous waste cleanups 

have been implemented in the U.S. using existing risk assessment practice.  As observed by 

Chief Justice Burger in a concurrence to a seminal worker protection risk assessment case, 

"[w]hen the administrative record reveals only scant or minimal risk of material health 

impairment, responsible administration calls for avoidance of extravagant, comprehensive 

regulation. Perfect safety is a chimera; regulation must not strangle human activity in the search 

for the impossible."4  

EPA uses the assumption that at low doses the harm is reduced proportionately as 

exposure decreases to “generate what is sometimes considered an upper bound of cancer risk. 

Although the actual risk cannot be known, it is thought that it will not exceed the upper bound, 

might be lower, and could be zero.”5  As a matter of policy, across most regulatory programs, 

EPA selects regulatory action that results in a residual risk after regulation of between 1 in 

10,000 (a safe level) to 1 in 1,000,000 risk level. (e.g., Natural Resources Defense Council v. 

EPA, 824 F.2d 1146, at 1164-65 (D.C. Cir. 1987) (unanimous en banc decision).  EPA, in effect, 

has the practical burden of assembling a record containing sufficient scientific information and 

analysis to survive a reviewing court’s “hard look” review under the “substantial evidence” or 

“arbitrary and capricious” tests for judicial review of administrative action.”6  

 

 

                                                 
4 Industrial Union Dep’t. v. API, 448 U.S. 607 (1980). 
5 National Research Council, Science and Judgment in Risk Assessment at 65 (1994), available at 
http://www.nap.edu/openbook.php?record_id=2125&page=65 (emphasis added) (Last viewed Aug. 10, 2010). 
6 NRC, Science and Decisions: Advancing Risk Assessment at 29 (2009), available at 
http://www.nap.edu/openbook.php?record_id=12209&page=29#p20016f788960029002 (Last viewed Aug. 1, 2010). 
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3. NHTSA Safety Regulation 

The safety that NHTSA regulates is a function of many factors including, but not limited 

to, driver performance (e.g., speed, sobriety, etc.), driver maintenance of the vehicle and tires, 

overall vehicle design, and the performance of the tire.  As a result, NHTSA (unlike EPA or 

DTSC) regulates “actuarial” risk, i.e., NHTSA specifies tire endurance and other laboratory tests 

that tire manufacturers must use to certify tire compliance with its safety standards.  NHTSA’s 

safety standards, therefore, are designed to reduce actual tire failure, property damage, and injury 

in normal use.  These tire specifications are not the only factors that may impact safety.  Thus, 

safety concerns are not regulatory risk upper bounds as in the case of environmental risks.   

However, as noted above, the chemical composition of the tire affects its physical 

attributes and its ability to stop safely within certain distances.  Given the overly broad range of 

factors that the informal draft regulation allows regulators to consider, there will certainly be 

situations where safety may be affected, depending on DTSC’s judgment concerning the need for 

risk reduction in one or more stages in a tire’s life cycle.  

4. European Practice 

The enabling statute requires a hard look at the European Union’s (“EU”) experience (e.g., 

the Registration, Evaluation, Authorization and Restriction of Chemicals (“REACH”) regulation 

and its reliance on the precautionary principle), but the record does not indicate that any 

meaningful review of the European experience has been conducted.  The risk assessment and 

risk management framework in the informal draft regulation differs greatly from the framework 

used in the EU. 

Companies selling chemicals and products in Europe are required to provide health and 

safety information on existing and new chemicals to the European Chemicals Agency, and to 

articulate the reasons that continued use or new uses are consistent with REACH criteria.  

REACH shifts the burden of persuasion to industry and utilizes the precautionary principle to 

decide whether to take regulatory action or not and the nature of any action required.  However, 

the European Commission states that the precautionary principle “can under no circumstances be 

used to justify the adoption of arbitrary decisions,” “must not be disproportionate to the desired 
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ing legislation. 

level of protection,” and “must not aim at zero risk.”7  A “significant hazard” must be “identified 

using the scientific evidence.”  

The European Commission’s precautionary principle “presupposes that potentially 

dangerous effects deriving from a phenomenon, product or process have been identified.”8  Also, 

where appropriate and feasible, “an economic cost-benefit analysis is performed.” In many 

regards, the current EU definition of the precautionary approach to selecting environmental 

requirements in the face of uncertainty is similar to historic chemical regulation policy in the US.  

In a specific example, the European Union's risk assessment for bis(2-ethylhexyl)phthalate 

(DEHP) concluded that "[t]here is at present no need for further information and/or testing and 

no need for risk reduction measures beyond those which are already being applied for."9  Yet, 

the California informal draft regulation will likely impose further regulation on DEHP, 

regardless of the minimal risks.  Thus, the informal draft regulation fails to follow the explicit 

direction of the enabl

5. Conclusion 

In summary, the informal draft regulation does not reference or use, to the maximum 

extent feasible, available information from other relevant regulatory programs.  Instead, the 

serious presumptions and burdens placed on a manufacturer are beyond any existing regulatory 

program.  RMA is not aware of any regulatory program or court decision that abandons a basic 

tenet of U.S. law, (i.e., that the party accused of doing harm actually caused the harm, based on a 

scientific cause and effect relationship).10  Absent a scientific foundation for this regulation and 

                                                 
7 Communication on Precautionary Principle / COM/2000/0001 final (February 2, 2000), available at http://eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:52000DC0001:EN:HTML) (Last viewed Aug. 1, 2010 (Text 
of the Communication on Precautionary Principle”). 
8 EC Press Release, Commission adopts Communication on Precautionary Principle, IP/00/96 (February 2, 2000), 
available at 
http://europa.eu/rapid/pressReleasesAction.do?reference=IP/00/96&format=HTML&aged=0&language=EN&guiLa
nguage=en (Last viewed Aug. 1, 2010) (“EC Precautionary Principle Press Release”). 
9 (European Union Risk Assessment Report for bis(2-ethylhexyl)phthalate (DEHP)  (CAS No: 117-81-7 and 
EINECS No: 204-211-0) at VI (2008), available at http://www.dehp-
facts.com/upload/documents/webpage/DEHP%20RA%20report%20full.pdf).  
10 See Reference Manual on Scientific Evidence, Second Edition (Federal Judicial Center, 2000), available at 
http://www.triadcentral.org/tech/documents/Fed_Jud_Center_Paper_on_Scientific_Evidence.pdf.  As this guide to 
scientific evidence for federal judges notes the Supreme Court, in Daubert v. Merrell Dow Pharmaceuticals, Inc., 
defined science as “not an encyclopedic body of knowledge about the universe. Instead, it represents a process for 
proposing and refining theoretical explanations about the world that are subject to further testing and refinement.’” 
(emphasis in original). 509 U.S. 579, 590 (1993) (quoting Brief for the American Association for the Advancement 
of Science and the National Academy of Sciences as Amici Curiae at 7–8).”  Id. at 69.  Also,  “[o]rdinarily, a key 

 10
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clear standards for decision making, there is no basis for ensuring that regulatory decisions are 

not arbitrary and capricious.   

B. Federal Law May Preempt State Law, But Not the Reverse 

1. General 

The criteria in the informal draft regulation are de facto a preemption of Federal statutes 

by a State regulation, which is impermissible when the State regulation directly conflicts or 

interferes with the implementation of a Federal statute.   

Article VI of the Constitution states the laws of the United States “shall be the supreme 

Law of the Land; . . . anything in the Constitution or laws of any State to the contrary 

notwithstanding.”11  Congressional purpose is “the ultimate touchstone” of preemption 

analysis.12  The touchstone of preemption is the need to ensure that State and local laws do not 

undermine the laws of the United States.   

Preemption can be either express or implied.  Congress may expressly preempt a State 

law by explicitly forcing out State regulation in the Federal statute at issue.13  The Clean Air Act 

(CAA), for instance, explicitly preempts all State standards “relating to the control of emissions 

from new motor vehicles ….”14  Absent express preemptive language, courts have recognized 

two types of implied preemption: field preemption and conflict preemption.   

Field preemption applies when Congress demonstrates an intent to occupy an entire field 

of regulation, in which case the States must leave all regulatory activity in that area to the 

Federal government.15   Even absent a specific conflict in provisions, some Federal regulations 

are pervasive enough to ensure Congress’s intent that Federal regulation governs over States’ 

interests.  

Conflict preemption applies when either “compliance with both Federal and State 

regulations is a physical impossibility,” or when State law “stands as an obstacle to the 

                                                                                                                                                             
question to be answered in determining whether a theory or technique is scientific knowledge that will assist the trier 
of fact will be whether it can be (and has been) tested.” 509 U.S. at 593. 
11 U.S. Const. art. VI, cl. 2. 
12 Cipollone v. Liggett Group, Inc., 505 U.S. 504, 516 (1992). 
13 See Michigan Canners & Freezers Assn., Inc. v. Agricultural Marketing and Bargaining Bd., 467 U.S. 461, 477 
(1984) (citing Shaw v. Delta Air Lines, Inc., 463 U. S. 85, 95-96 (1983)); Boggs v. Boggs, 520 U.S. 833, 839-41 
(1997) (ERISA preempts state community property law). 
14 42 U.S.C. § 7543(a).   
15 American Insurance Association v Garamendi, 537 U.S. 1100 (2003) (state Act conflicted with national policy 
and “stands in the way of [the President’s] diplomatic objectives.”); Fidelity Federal Savings & Loan Assn. v. De la 
Cuesta, 458 U. S. 141, 153 (1982); Rice v. Santa Fe Elevator Corp., 331 U. S. 218, 230 (1947). 

 11



Comments by the Rubber Manufacturers Association 
California Informal Draft Safer Consumer Products Regulation 
 
accomplishment and execution of the full purposes and objectives of Congress.”16  Courts 

examine the effect of the regulations rather than the intent to determine whether a conflict 

exists.17  Thus, if the State regulation has the “practical effect” of regulating a federally occupied 

field such as consumer safety relating to motor vehicles, the Federal regulation preempts the 

State law.18  State or local laws may be preempted under more than one of the above grounds, 

which often overlap.19 

2. The Informal Draft Regulation Irreconcilably Conflicts With the Tire 
Safety Standards Developed by NHTSA  

 
NHTSA safety regulations regulate the safety of tires.  The Safety Act, 49 U.S.C. §§ 

30103-30105 et seq., explicitly preempts any State law or regulation that conflicts with a 

NHTSA regulation relating to “safety.”20  The rationale, simply put, is that vehicles are a 

significant means of transportation of citizens and freight.  They travel from one state to another 

and between countries.  The absence of a uniform set of safety rules would allow one state to 

impose arbitrary requirements that could significantly impact interstate commerce.   

For example, in a recent Ninth Circuit case involving California’s air quality 

management districts, the Court determined that a California air district-enacted regulation 

limiting the amount of emissions from idling trains was preempted by the Interstate Commerce 

Commission Termination Act of 1995 (“ICCTA”).  Association of American Railroads et al v. 

South Coast Air Quality Management District, et al (No. 07-55804; Opinion dated September 15, 

2010) (“Association of American Railroads case”).   

The ICCTA is a Federal law that substantially deregulated the railroad industry and 

contained a clause expressly preempting remedies provided under Federal and State law.  The 

Court also noted that, as determined previously by another Court, the ICCTA preempts all State 

laws that might have the effect of managing or governing rail transportation.  Because the 

                                                 
16 Crosby v. National Foreign Trade Council, 530 U.S. 363, 372-73 (2000); Florida Lime & Avocado Growers, Inc. 
v. Paul, 373 U. S. 132, 373 U. S. 142-143 (1963) (compliance with both impossible); Hines v. Davidowitz, 312 U. S. 
52, 312 U. S. 67 (1941) (state law “stands as an obstacle to the accomplishment and execution of the full purposes 
and objectives of Congress.”). 
17 Engine Mfrs. Ass’n v. South Coast Air Quality Management Dist., 541 U.S. 246, 255 (2004) (finding that “[i]f one 
State or political subdivision may enact such rules, then so may any other; and the end result would undo Congress's 
carefully calibrated regulatory scheme”). 
18 Id. at 256 (“the Rule would effectively coerce manufacturers into meeting the artificially created demand”). 
19 See James B. Slaughter & James M. Auslander, Preemption Litigation Strategies Under Environmental Law, 
NR&E Journal, at 18 (Spring 2008). 
20 See Motor Vehicle Safety Act, 49 U.S.C. § 30101 et seq. 
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District’s rules have the force and effect of State law, and because the rules direct the railroads to 

reduce emissions and provide specific reports under threat of penalties, the Court held that the 

District rules were preempted by the ICCTA.  The Safety Act and NHTSA regulations similarly 

preempt other laws that might impact safety.  The divergent California informal draft regulation 

of chemical use will certainly interfere with NHTSA’s goal of ensuring tire safety.   

In summary, only NHTSA has authority to regulate the safety of tires.  Thus, the informal draft 

regulation must be preempted because it would interfere with NHTSA’s sole authority to 

regulate safety. 

C. TSCA Will Preempt Many California Actions 

The informal draft regulation overlaps with the jurisdiction of TSCA.  TSCA regulations 

and the TSCA Action Plans that EPA has issued specifically provide authority to identify 

unreasonable risks and to seek restrictions based on these risks.   

On its face, TSCA states that, “no State or political subdivision of a State may … 

establish or continue in effect, any requirement … which is applicable to” a substance or mixture, 

or an article containing such substance or mixture,” imposed by “a rule or order under section 

2604” (which regulates manufacturing and processing notices) “or 2605” (which regulates 

hazardous chemical substances and mixtures),  ”(other than a rule imposing a requirement 

described in subsection (a)(6) of section 2605) and which is designed to protect against such risk 

unless such requirement 

(i) is identical to the requirement prescribed by the Administrator,  

(ii) is adopted under the authority of the Clean Air Act [42 U.S.C. 7401 et seq.] or any 

other Federal law, or  

(iii) prohibits the use of such substance or mixture in such State or political subdivision 

(other than its use in the manufacture or processing of other substances or mixtures).” 

Whenever California introduces the final Safer Consumer Products Regulation (as 

described above), TSCA will preempt this regulation.  For example, if substitution were required 

pursuant to the informal draft regulation as currently written (particularly if exposure is assumed), 

but TSCA finds that there is no exposure or exposure that presents an acceptable risk, TSCA and 

the California informal draft regulation would be in conflict.  Thus, the informal draft regulation 

and TSCA could reach diametrically opposite conclusions about the same chemical or product. 
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D. Application to the Clean Air Act, Clean Water Act and Other Manufacturing 
Plant Statutes 

 
On its face, the informal draft regulation could be used to limit a chemical in a tire 

because it might be discharged, emitted or disposed of at a tire plant outside California.  This 

provision would, in effect, have California law preempt the law of the other 49 states.  This is 

prohibited pursuant to existing law. 

For example, the Clean Water Act states that “[n]othing in this section shall restrict any 

right which any person (or class of persons) may have under any statute or common law to seek 

enforcement of any effluent standard or limitation or to seek any other relief ,21 yet the Supreme 

Court found that the clause applies only to the laws of the State in which the discharge originates, 

and not any other State that may come into contact with the discharge because the State law 

would interfere with the methods by which a Federal statute was designed to reach its goal.22  

Moreover, such an application would violate Congress’s intent to establish clear and identifiable 

discharge standards and would lead to chaotic confrontation between sovereign States.23  

Additionally, the Association of American Railroads case cited above explicitly found that even 

state actions consistent with the Clean Air Act can be preempted.  Thus, any decision by DTSC 

to ban the sale of a product manufactured outside the State based on alleged effects outside the 

state is preempted by the Federal environmental statutes that regulate tire manufacturing 

facilities. 

 
 
 

                                                 
21 33 U.S.C. § 1365(e). 
22 Int’l Paper Co. v. Ouellette, 479 U.S. 481, 494 (1987  Plaintiffs had filed a common law nuisance suit filed in a 
Vermont court under Vermont law concerning water pollution originating from New York.  The Court found that 
the application of an affected State’s law to an out-of-state source would undermine the important goals of 
efficiency and predictability of the Clean Water Act.   
In finding that the Clean Water Act preempted a non-source State’s common law, the Court stated, “[i]t would be 
extraordinary for Congress, after devising an elaborate permit system that sets clear standards, to tolerate common 
law suits that have the potential to undermine this regulatory structure.”  Id. at 497.  It is important to note that Court 
ruled in favor of preemption even where personal tort claims were at stake.  Courts have formed a presumption 
against preemption in tort cases, especially where there is no strong alternative remedy for a party.  See Bates v. 
Dow Agrosciences LLC, 544 U.S. 431(1995) (stating “If Congress had intended to deprive injured parties of a long 
available form of compensation, it surely would have expressed that intent more clearly.”); see also Silkwood v. 
Kerr-McGee Corp., 464 U.S. 238, 251 (1984).  The NHTSA and California programs do not involve tort claims, and 
thus, courts should be less hesitant to rule in favor of preemption, especially where the NHTSA Program’s whole 
structure may be undermined.   
23 Int’l Paper, 479 U.S. at 496-97.  
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II. As Drafted, the Informal Draft Regulation Restricts Interstate Commerce. 
 

The informal draft regulation restricts interstate commerce because it may require a tire 

manufacturer to remove a chemical from the tire: (a) to reduce the release of chemicals at a tire 

manufacturing plant in out-of-state facilities (e.g., Ohio) because these releases may be deemed 

to cause an unacceptable risk to workers or local residents; (b) to reduce the release of a 

chemical from an electric generating facility using tire-derived fuel outside of California; (c) to 

reduce the release of greenhouse gases outside California (even in states where the level of 

emission  is permissible or (d) to lessen the ecological impacts from the use of tires outside the 

U.S.  

Article I, section 8 of the Constitution authorizes Congress "to regulate Commerce with 

foreign Nations, and among the several States, and with Indian Tribes."  Historically, the 

commerce clause has been used to prevent one state from enacting laws that interfere with 

interstate commerce by: (a) protecting a domestic industry (e.g., limits on the import of 

foodstuffs from out-of-state); (b) placing an arbitrary barrier on the import of a substance to 

prevent its entry into a state (e.g., laws imposing different requirements on the disposal of out-of-

state municipal wastes in a state); or (c) imposing arbitrary barriers to interstate travel through a 

state  (e g., requirements to change railroad crews in a State, or requiring different gauge railroad 

tracks).   

As noted in the Association of American Railroads case (described above), the CAA, the 

Clean Water Act (CWA) and other statutes apply to industrial activity in a state as long as the 

statute does not unreasonably interfere with interstate commerce.  In effect, the court held that 

the District rules directing railroads to reduce emissions and provide specific reports under threat 

of penalties, would unreasonably interfere with interstate commerce. 

As currently written, the informal draft regulation bars the import into California of tires 

made outside of California without any finding that tires present an unreasonable risk.  In fact, a 

tire may at least be selected as a Priority Product without any evidence of exposure to the public.  

This is clearly an unreasonable burden on interstate commerce.  California has no legal authority 

to regulate risks outside of California.    

Because the regulation of Priority Chemicals in Priority Products is not based on actual 

risk or even a typical regulatory risk (see discussion below) and the degree of risk reduction is 
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limited only by economical and technological feasibility, the restriction on the sale of products in 

California, in effect, impermissibly imposes its regulatory requirements on 49 other states in an 

arbitrary, capricious and unreasonable manner.   

Even if the informal draft regulation were limited to effects in the State of California, 

economically, California is the largest single U.S. market for vehicle tires.  As a practical matter, 

regulatory requirements imposed by California on the method of manufacture or the composition 

of the tire will require all tires manufactured and sold in all States to meet this “California 

requirement.”  Thus, on its face, the informal draft regulation would, if promulgated and 

implemented, interfere significantly with interstate commerce.   

III. The Definition of Consumer Product is Vague and Confusing   

The informal draft regulation fails to distinguish between consumer products, product 

components and complex products.  For example, the informal draft regulation defines a 

“Consumer Product” or “Product” to mean, in part, “a product or part of the product that is used, 

bought, or leased for use by a person for any purposes.”  (California Health and Safety Code 

section 25251).  As a result, consumer products, product components and complex consumer 

products all fall within the definition of a “consumer product” in California.   

Failure to provide clarity in the definition of consumer product contravenes the clear 

mandate in the enabling act for simplified tools and ease of use to accelerate the move to safer 

alternatives.  The enabling act for the informal draft regulation indicates that “the department 

shall also make every feasible effort to devise simplified and accessible tools that consumer 

product manufacturers, consumer product distributors, product retailers, and consumers can use 

to make consumer product manufacturing, sales, and purchase decisions.”   

RMA is concerned that the definition of “Consumer Product” will fail to provide 

simplified and accessible tools to make consumer, product manufacturing, sales, and purchasing 

decisions.  The broad definition of “Consumer Product” raises questions regarding whether tires 

on a commercial vehicle such as an airplane are considered a “Consumer Product”, and whether 

the retread rubber on an aircraft or commercial vehicle would be considered a “Consumer 

Product”.  RMA asks that DTSC clarify the definition of “Consumer Product” and ensure that 

commercial products such as tires on an aircraft are exempt from the informal draft regulation. 
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IV. RMA Recommends that Tires Should Be Classified as Formulated Products in 
the Final Safer Consumer Products Regulation  

 
RMA requests that DTSC recognize that tires are formulated products.  The informal 

draft regulation distinguishes “Consumer Products” as either formulated or assembled products. 

Formulated products are defined as “homogeneous products, often, but not always, intended to 

be consumed through use.” (p. 11 of 68, lines 19-20).  An assembled product is defined as a 

“heterogeneous product consisting of two or more components.” (p. 8 of 68, lines 7-8).  Tires, as 

a finished product, are a single product that do not consist of multiple components.  Although 

construction of a tire involves several pieces (sidewall, tread, etc), a tire becomes one fully-

integrated product through the tire curing process.  We request that DTSC recognize that tires are 

formulated products. 

 
V. RMA Recommends That the Final Rule Exempt Retailers 

 
RMA strongly recommends that the final rule exempt tire retailers.  Parties responsible 

for submitting information under the informal draft regulation include: manufacturers, importers 

and retailers of consumer products (p. 15 of 68, lines 29-35).  Thus, the informal draft regulation 

lists essentially all entities in the retail supply chain as liable.  This is redundant, costly, and is 

likely to increase confusion about who is responsible for submitting information.  The informal 

draft regulation should allow the entities in the supply chain to designate one entity to respond.  

Typically, this would be the manufacturer, but in the case of imports from outside the United 

States, it may not be the manufacturer. 

 As a result, the informal draft regulation creates a contractual relationship with each of 

the “responsible entities” and the manufacturer, and imposes joint and several liability on all of 

the parties.  This contractual relationship between retailers and manufacturers is problematic for 

some RMA members that have retail tire stores.  Joint and several liability for tire manufacturers 

and their retail tire stores could result in multiple penalties for the same essential action.  

Additionally, it is unclear whether all responsible entities would be responsible for civil penalties 

for violations.  RMA believes that such extension of liability is unfair.   

 Because tire retailers do not make decisions about the chemical composition of a tire, it 

does not make sense to hold them responsible for reporting and analysis.  Again, RMA 

recommends that the final rule exclude retailers and place the responsibility for reporting and 
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analysis with manufacturers who have knowledge and understanding of the chemicals contained 

in tires, and their function. 

RMA recommends that DTSC include importers as responsible parties in the informal 

draft regulation. Manufacturers outside of the U.S. that import consumer goods into California 

may not have manufacturing facilities or a presence in the U.S.  However, since they are 

responsible for introducing goods into the U.S., manufacturers outside of the U.S. should be 

responsible for knowing what those goods contain.  As a result, importers of these goods should 

be classified as responsible parties to ensure equitable enforcement of the provisions in the 

informal draft regulation.  

VI. The Time Frames for Regulatory Responses are Unrealistic   
 

Under the informal draft regulation, if DTSC determines a safer, functionally equivalent 

and technologically and economically feasible alternative exists, a company must remove the 

product from California commerce within one year.  A company can respond to DTSC by 

submitting a revised Final Alternative Assessment report selecting an alternative chemical that 

does not contain a Priority Chemical and meets the requirements of the act. (pp. 51-52).  

As discussed above, the process of reformulating a tire, obtaining regulatory permits at 

manufacturing plants, and performing other non-regulatory testing far exceeds one year.  As 

currently written, this provision will likely result in a ban on the use of tires in California. 

 
VII. RMA is Concerned that the Informal Draft Regulation Presumes that DTSC 

Can Determine When the Production of a New Product is “Technologically and 
Economically Feasible.” 

 
There is nothing in the informal draft regulation that provides the criteria or methodology 

by which the “Department determines a safer, functionally equivalent and technologically and 

economically feasible” alternative exists.  Deciding whether an alternative product is safe and is 

the functional equivalent of an existing product is difficult and beyond the scope or ability of 

DTSC to determine.  Here, the informal draft regulation presumes that an agency without a 

product manufacturing background can determine when the production of a new product is 

“technologically and economically feasible.”  Technological and economic feasibility is not 

defined in the informal draft regulation.  However, in the Occupational Safety and Health 

Administration’s (“OSHA”) Cotton Dust decision (American Textile Mfrs. Institute, Inc. v. 
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Donovan, 452 U.S. 490 (1981), available at http://biotech.law.lsu.edu/cases/adlaw/cotton.htm), 

the Supreme Court interpreted “technologically and economically feasible” as meaning reduction 

of the risk from cotton dust could be required at a cost of $2.7 billion because “nothing in” 

OSHA’s study “indicates that the cotton textile industry as a whole will be seriously threatened,” 

although segments of the industry would be put out of business.  Id. at 536.  RMA is concerned 

that the use of these stringent criteria in the informal draft regulation where the risk is, by 

definition, not necessarily significant is excessive, unwarranted, and unnecessary to protect 

human health and the environment.  

VIII. RMA Recommends that the Final Safer Consumer Products Regulation Set a 
Concentration-Based Limit that Exempts Chemicals Not Intentionally Added, 
Unless the Regulator Demonstrates a Significant Risk. 

 
Tires may contain industrial minerals that have chemicals in them that are not 

intentionally added.  For example, talc may be used or added intentionally in the manufacture of 

some tires; however, the chemicals or other fibers that may be present in trace concentrations in 

the talc (e.g., asbestos) are not added intentionally and cannot be removed.  The November 2010 

draft of the proposed Safer Consumer Products Alternative regulation contained an exemption 

for unintentionally-added chemicals or chemical ingredients that are not known by the producer 

to be present in the product.  This exemption applied:  

 if due diligence is exercised to obtain knowledge of any chemical or chemical 
ingredient that might reasonably be expected to be present, intentionally or 
unintentionally, by taking reasonable steps to obtain and apply knowledge of:  

o the source, composition and chemicals and chemical ingredients contained 
in all raw material and recycled feedstocks, components and processing 
agents used in the formulation or assembly of the consumer product, and 

o the manufacturing processes used to produce the product, including 
chemical reactions likely to occur during the manufacturing processes; 

 if the producer cannot reasonably be expected to know of the presence of the 
unintentionally-added chemical or chemical ingredient in the product under all the 
facts and circumstances; 

 the burden is on the producer if requested by the Department; and  
 if the producer does have knowledge of the presence of one or more unintentionally-

added chemicals in the product, the producer provides the information, upon request, 
to the Department and any known responsible entity for the product.(November 2010 
Draft)(§ 69301) (pp. 4-5) 

 
RMA supports the inclusion of an exemption for unintentionally added chemicals and 

recommends that the informal draft regulation set a concentration-based limit that exempts 
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chemicals not intentionally added, unless DTSC demonstrates a significant risk.  The limit 

should be product-specific and DTSC must demonstrate that the risk is significant (greater than 1 

in 10,000 lifetime risk).  Many materials used in tires are from natural sources (talc, metals, 

natural and renewable oils) whose composition varies depending on many factors that cannot be 

controlled by tire manufacturers.  As a result, it is impossible for tire manufacturers to know the 

exact composition of the natural sources used in the manufacturing process.  A requirement to 

test each natural source for its composition prior to using the material would be prohibitively 

expensive and time-consuming.   

IX. Risk Issues 
 

A. The Hazard Trait Definition Contained in the Informal Draft Regulation is Vague 
and Provides Little or No Guidance As to What is or is Not Subject to Regulation.    

 
The informal draft regulation contains a rebuttable presumption that if a chemical 

exhibits a hazard trait and the chemical is reasonably expected to be in products, then there is 

exposure and risk.  The term “hazard trait” is to be defined by DTSC.  The informal draft 

regulation does not include a definition.  In the interim, initial hazard traits include 

carcinogenicity or reproductive toxicity; mutagenicity24; and chemicals that have been 

determined by EPA to be persistent bioaccumulative toxic chemicals (PBT). 

RMA recommends that DTSC evaluate only the composition (nature and concentration) 

of a tire as it is received and used by the customer, not the raw materials used in tire formulations.  

Additionally, we believe that the rebuttable presumption will result in the presumption that the 

consumer/public is exposed to every chemical contained in tires that happens to have a hazard 

trait.  DTSC has failed to explain what would rebut the presumption that there is exposure if a 

chemical exhibits a hazard trait and is reasonably expected to be contained in products. The 

rebuttable presumption that the chemical or product is subject to regulation by the mere presence 

of a carcinogen, reproductive toxicant, a mutagen or a PBT, abandons risk management 

principles because it automatically assumes exposure and risk.  DTSC must not adopt this 

unreasonable position. 

If adopted, the rebuttable presumption will require tire manufacturers or RMA to petition 

the State, and that petition must prove with clear and convincing evidence to the satisfaction of 

                                                 
24 Based on EU category 1A or 1B under Annex VI, part 3 of the EU regulation.  
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DTSC that there is no exposure.  The regulatory uncertainty that would be caused by this process 

would likely damage the tire manufacturing industry in California and, by extension, in all other 

States, and could unintentionally be a strong disincentive to innovation.  

B. The Informal Draft Regulation is Inconsistent With Other Environmental and 
Health and Safety Statutes that Require Proof of At Least Risk 

 
The existing Federal regulatory framework generally considers lifetime cancer risk levels 

of 1 in 10,000 or less to be “safe”25 and does not regulate when the risk is less than 1 in 1 million.  

However, regulatory action may be required when the lifetime cancer risk is between 1 in 1 

million and 1 in 10,000, based on a fact-specific balancing of factors, including costs.  For non-

cancer effects, the Federal government uses non-cancer thresholds to derive regulatory levels.  

The Federal government also uses the assumption that at low doses the harm reduces on a 

one-to-one basis as exposure decreases to “generate what is sometimes considered an upper 

bound on cancer risk. Although the actual risk cannot be known, it is thought that it will not 

exceed the upper bound, might be lower, and could be zero.”26  

The informal draft regulation method of determining which chemicals should be 

Chemicals of Concern and which products should be Priority Products would result in a very 

large number of chemicals needing to be assessed.  As a result, the cost would be enormous 

because the universe of potentially impacted chemicals is so large that most products are likely 

to trigger an assessment.  RMA recommends that the informal draft regulation screen chemicals 

based on exposure, size of the exposed population, and the risk (i.e., population risk).  RMA also 

recommends that chemicals and products be screened based on social utility, and take into 

account that some chemicals are added for performance while others are added for mere 

adornment. 

 

                                                 
25 Natural Resources Defense Council v. EPA, 824 F.2d 1146, at 1164-65 (D.C. Cir. 1987) (unanimous en banc 
decision, involving the Clean Air Act).  Similarly, the 1 in 10,000 risk level is considered to be a “safe” in EPA 
Superfund cleanups (40 C.F.R. § 300.430(e)(2)(i)(A)(2); EPA, National Oil Pollution and Hazardous Substances 
Contingency Plan , 55 Fed Reg. 8,666, at 8,752 (1990) (“1990 NCP). Upheld in Ohio v. EPA , 997 F.2d 9520, 1532. 
(D.C. Cir., 1993), 36 ERC 2,065, 20,075-76 and EPA drinking water standards (40 C.F.R. § 141.32(e)(45) which 
states that 0.5 ppb of PCBs in drinking water (which corresponds to the 10-4) is “safe." ( See also Drinking Water; 
National Primary Drinking Water Regulations-Synthetic Organic Chemicals and Inorganic Chemicals; National 
Primary Drinking Water Regulations Implementation , 57 Fed. Reg. 31776 (1992) (final rule)).  
26 National Research Council, Science and Judgment in Risk Assessment at 65 (1994), available at 
http://www.nap.edu/openbook.php?record_id=2125&page=65 (emphasis added) (Last viewed October 29, 2010). 

 21

http://www.nap.edu/openbook.php?record_id=2125&page=65


Comments by the Rubber Manufacturers Association 
California Informal Draft Safer Consumer Products Regulation 
 

X. RMA Recommends that the Informal Draft Regulation Include a Workable 
Definition of De Minimis That is Based On Actual Exposure and Risk     

 
RMA supports the inclusion of a de minimis exemption in the informal draft regulation, 

with a default level of 0.01% for chemicals with one of nine specified hazard traits, and 0.1% for 

all other chemicals.  The informal draft regulation also affords DTSC the discretion to set a 

lower or higher de minimis level.   

A. Potential Application to Tires 

Tires are highly engineered products that contain chemicals.  The sheer number of 

chemicals and other substances in tires will require a huge number of assessments to determine 

whether a chemical in a tire meets the de minimis exemption. 

1. Application to Carbon Black 

Carbon black makes up approximately thirty to forty percent of the chemical composition 

in tires.  RMA believes that as drafted, the informal draft regulation may not exempt carbon 

black.  RMA recommends that carbon black in tires be stricken from the informal draft 

regulation.   

According to California Proposition 65, carbon black is listed as a carcinogen if it is 

inhaled and its particle size places it in the respirable fraction.  The engineered nanomaterial 

exception to the exemption should not be applied to carbon black.  Some carbon black particles 

are nanosized (the diameter of the particle is less than 0.1 micron in diameter) during the initial 

stages of the carbon black manufacturing process, but they are no longer nanosized at the point 

they are formulated into the tire manufacturing process, because those particles agglomerate 

irreversibly to create much larger bodies well before they are delivered to a tire manufacturing 

plant as raw materials.   

For the above reasons, California’s rationale for not exempting nanomaterials does not 

apply to carbon black. The State proposed not to allow nanomaterials to be exempt “[b]ecause 

nano-related materials operate and can be harmful or potentially harmful in such small sizes and 

small quantities.”27  Also, California was concerned that existing regulatory limits were not 

based on nanosized particles. The purpose of the engineered nanomaterial exception is to address 

new engineered particles, not particles which the regulatory scheme has long addressed.  

                                                 
27 Initial Statement of Reasons, R-2010-05 at 56 
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Carbon black regulatory limits are based on carbon black that includes a distribution of 

particle sizes that has always included very small particles.  Unlike new engineered 

nanomaterials, regulators and regulatory reviews of carbon black have historically included 

nanosized particles.  Therefore, any effects measured have always been based on exposure to a 

material that has always contained some fraction of nanosized particles.  In fact, the National 

Institute of Safety and Health’s (NIOSH) document entitled “Managing the Health and Safety 

Concerns Associated with Engineered Nanomaterials” repeatedly documents that carbon black is 

much less harmful than an engineered nanomaterial.  California Proposition 65 designated only 

unbound carbon black particles as a carcinogen.  In reaching this decision, California concluded 

that carbon black was bound in the rubber of tires and other products.  Thus, only unbound 

carbon black of respirable size was listed.  This logic should be incorporated into the informal 

draft regulation.  RMA recommends that all products that contain carbon black that is bound 

within a matrix such as rubber should be exempted from the informal draft regulation. 

XI. Chemicals of Concern 
 

A. Lists Used to Create the Initial List of Chemicals of Concern 
 

RMA recommends that in creating the list of Chemicals of Concern, DTSC consider 

social utility in reviewing chemicals contained in products.  The informal draft regulation 

includes a number of lists of chemicals that DTSC intends to use to create the initial Chemicals 

of Concern list.  Chemicals that exhibit a hazard trait or an environmental or toxicological 

endpoint, have the potential to cause adverse public health and/or environmental impacts, or 

have an adverse impact on children, pregnant women, and other sensitive populations will be 

included on the initial list of Chemicals of Concern.  To better manage and prioritize the 

extensive number of chemicals that will be placed on the Chemicals of Concern list, RMA 

recommends that DTSC prioritize these chemicals based on their social utility in consumer 

products. 

Some consumer products contain chemicals that are added mainly for style, attractiveness 

or other nonessential purposes.  Other products contain chemicals that are part of complex 

mixtures and whose presence in the product is necessary to impart an essential function (such as 

stopping distance, tire wear, and fuel economy of a tire).  Most of the chemicals present in tires 

are included because over many years the design process has determined that the chemical works 
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best among the components of the tire to impart a physical or chemical property to the tire that is 

essential for its function.  We urge DTSC to consider the essential function of a chemical in a 

consumer product as a factor in prioritizing chemicals on the list of Chemicals of Concern. 

B. RMA Recommends That the Final Safer Consumer Products Alternative 
Regulation Contain Provisions to Remove Chemicals From the List of Chemicals 
of Concern 

 
The current informal draft regulation does not contain a formal process for removing 

chemicals from the list of Chemicals of Concern after a chemical is placed on the list.  RMA 

recommends that DTSC include a process for removing chemicals from the list of Chemicals of 

Concern.  The initial list of Chemicals of Concern may contain chemicals that are present in tires.  

However, the process of manufacturing a tire involves vulcanization, which changes the 

chemical composition of the chemicals formulated into the tire in the initial stages of the process.  

RMA recommends that chemicals contained in consumer products that pose no risk of adverse 

environmental or health impacts should be removed from the list of Chemicals of Concern.  In 

the final regulation, there should be a process or mechanism for removing chemicals from the list 

of Chemicals of Concern. 

 
XII. Priority Products 

 
RMA has concern about identifying Priority Products by evaluating relative degree of threat 

to public health or the environment.  In the informal draft regulation, Priority Products are to be 

identified by evaluating the “relative degree of threat . . . to public health or the environment.”  Those 

that pose the greatest threat are most prevalent in commerce and used by consumers, and for which 

there is the greatest chance for consumers to be exposed to chemicals in quantities that can cause 

harm.  

Tires are widely used in the U.S.  There is a likelihood of exposure to chemicals in tires. 

The question is whether the chemicals in tires present a threat, are present in quantities that cause 

harm, and are available for exposure. The general description concerning which products are to 

be classified as Priority Products is vague and seems, at best, to place more emphasis on 

exposure than risk. That is, only threat is mentioned (not risk); the other factors mentioned are 

prevalence of distribution and the greatest chance for consumer exposure.  RMA recommends 

that the proposed regulation require the calculation of average risk, denote the size of the 
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population likely to be exposed, and calculate the population risk (i.e., average risk times the 

population, e.g., one additional cancer in California over a lifetime).  

A. Priority Product Notification 

The de minimis exemption does not apply if DTSC has reliable information that shows 

the chemical to be harmful or potentially harmful in concentrations below the de minimis level.  

(p. 30 of 68).  DTSC can grant a modified de minimis exemption if a priority chemical is found 

at/below the de minimis level in numerous products, is “commonly used on a frequent basis”, 

and “reliable information” shows aggregate exposures to be possibly harmful even at or below 

the de minimis level.  (p. 31 of 68).  These exceptions to the exemption would cause the de 

minimis exemption not to apply to tires or the chemicals in tires. 

The burden is on the State to show that a Chemical of Concern is harmful or potentially 

harmful in concentrations below the de minimis level.  However, the criteria used to determine 

the applicability of the exemption are extraordinarily broad and vague.  RMA recommends that 

the final regulation specify that the cumulative impact of “numerous products” commonly used 

on a frequent basis should be based on average exposure, and that the data indicate that the same 

individuals are exposed on a frequent basis.  Additionally, the term “reliable information” should 

be interpreted to mean information that meets the normal test of scientific reliability.  There is no 

basis provided in the informal draft regulation for judging the reasonableness of DTSC’s 

decision making. 

RMA recommends that DTSC revise the factors used to identify and list products as 

Priority Products.  Priority Products are identified by evaluating various factors ranging from the 

volume placed into commerce in California, the potential to be exposed to the Priority Chemical 

during the useful life, the end-of-life disposal of product, and the uses or management or disposal 

of the product that could result in the Priority Chemical being released into the environment (p. 

27 of 68).  This provision brings into the decision making any emissions that may occur in the 

use of tire-derived fuel.  Application of these criteria is impossible to judge without a concrete 

methodology.  The language proposed by the State is vague, undefined, arbitrary, capricious and 

subject to unequal application.  RMA again recommends that products be prioritized based on 

social utility.  Again, the prioritization process in the informal draft regulation does not 

adequately take into account the difference between chemicals that are added for style, 
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attractiveness or other nonessential purposes and chemicals that are part of complex mixtures 

and whose presence in the product is necessary to impart an essential function. 

 

XIII. Alternative Assessments 
 

A. RMA Is Concerned That the Alternative Assessments Fail to Take Into Account 
Adequately That for Some Products There May Be No Chemical Substance Nor a 
Necessary or Possible Redesign. 

 
Under the informal draft regulation, Alternative Assessments (AA) must include what 

types of alternatives a company intends to assess:  substitution, redesign using less of a chemical, 

or redesign using a different material; methodologies used to assess those alternatives; and 

outlining the approach for completion of each major AA task, including analyzing data, 

evaluating alternatives and making a final decision. (pp. 36-41).  The informal draft regulation 

does not adequately recognize that for some products there may not be an alternative chemical 

substance that can be substituted for a chemical in the product.  Also, the informal draft 

regulation suggests that State regulators have the expertise to redesign complex consumer 

products without causing a loss of functionality or critical attributes (such as safety), degrading 

the product, or otherwise inadvertently increasing risk of exposure to certain chemicals.   

B. RMA Has Concerns About Antitrust Violations for Trade Associations 
Completing an Alternative Assessment  

 
RMA supports the flexibility in the informal draft regulation that allows for a trade 

association to perform an Alternative Assessment.  However, we are concerned that the 

requirement to provide economic feasibility information for each alternative chemical selected 

could violate U.S. antitrust law if a trade association were to perform the AA.   

The informal draft regulation allows trade associations to act as responsible parties in 

fulfilling the requirement of the rule.  The AA report must include information regarding the 

technological and economic feasibility for each alternative chemical selected.  In determining 

economic feasibility, the responsible entity must consider “affordability of any currently 

available functionally acceptable alternative; and the purchase price differential between the 

Priority Product and the alternative.”  (p. 41 of 68, lines 3-12).  Specifically, the responsible 

entity must evaluate and compare the economic impacts of both internalized and externalized 

costs during the life cycle of the Priority Product and all alternatives being considered, and shall 
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include an evaluation of the range of projected costs.”  Id.  The evaluation of externalized costs 

shall include costs to government agencies, the public, businesses, and consumers.  

RMA cautions DTSC that as currently drafted, the SCPA might drive a trade association 

to complete an AA.  If that AA reveals pricing information of any kind, it will likely violate U.S. 

antitrust law.  RMA recommends that DTSC delete or substantially revise the requirement to 

provide economic feasibility data for each alternative chemical selected in an AA report, to avoid 

that risk.  

C. The Facility Description and Location Information Should Not Be Required to Be 
Included in the AA Report 

 
Responsible entities are required to submit facility description and location information 

as part of the AA report.  This information includes “the description and location of the 

facility(ies) where the Priority Product is produced.  This description must also indicate the 

proximity to raw or recycled materials that directly or indirectly influences the type and amount 

of Chemicals(s) of Concern in the Priority Product.”  (p. 43 of 68).  RMA believes this 

information is unnecessary and irrelevant to complete an AA report, and recommends that DTSC 

delete this requirement in the final regulation.   

D. The AA Does Not Adequately Address What Happens If the New Chemical 
Selected Under the AA is a New Chemical. 

 
The Toxic Substances Control Act (TSCA) requires EPA to assess and regulate risks to 

human health and the environment before a new chemical substance is introduced into commerce.  

The informal draft regulation does not adequately consider what would happen if the alternative 

chemical selected under an AA is a new chemical that will need to comply with TSCA 

Premanufacture Notification (PMN) requirements.   

TSCA section 5 requires manufacturers and importers to notify EPA before 

manufacturing or importing a new chemical substance.  The agency then performs a risk 

assessment to determine if the new chemical substance creates an unreasonable risk.  EPA then 

makes risk management decisions and/or takes action to control any unreasonable risk posed by 

the new chemical substance.  The PMN review process takes time to complete, and would have 

to be accomplished, from beginning to end, within the one-year period allotted in the informal 

draft regulation for chemical substitution.  Therefore, if a new chemical is selected under the AA, 
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DTSC must provide sufficient additional time for that new chemical to complete the PMN 

process. 

E. RMA Recommends That the Final Regulation Include Provisions for Companies 
to Purchase or Buy into the Alternative Assessments That Have Already Been 
Completed by Companies in the Same Industry 

 
RMA is concerned that as currently drafted, the informal draft regulation will enable 

manufacturers, retailers or importers to benefit unfairly from AA reports that have already been 

completed by other parties.  Completion of an AA report requires extensive time and resources.  

We recommend that DTSC consider these costs and include provisions in the final rule that will 

allow for cost sharing of AA reports among industry members.  RMA also recommends that 

DTSC consider antitrust laws in creating a mechanism in which manufacturers, retailers or 

importers could purchase or buy into AA reports that have already been submitted to DTSC.    

 
XIV. Additional Comments 

A. RMA Is Concerned That the Informal Draft Regulation Provides DTSC Broad 
Discretion to Impose Limitations on Use or Sale of a Product Without Due 
Process 

 
The informal draft regulation grants DTSC broad discretion to impose regulatory 

responses it deems necessary to limit exposure and reduce the level of hazards imposed by a 

product or component.  As noted above, manufacturers must prove to the satisfaction of DTSC 

that there is only a de minimis risk.  The combination of burdens effectively eliminates a 

manufacturer’s right to petition its government and, thus, may deprive manufacturers of their 

ability to sell products, without a meaningful opportunity to present their cases before a neutral 

and unbiased decision maker. 

B. Certified Assessor 

The informal draft regulation requires that “an individual in lead charge of conducting an 

AA and/or preparing a Preliminary or Final AA Report, or both, must be certified by an 

accreditation body,” and must meet a series of requirements (pp. 59 – 68).  This provision should 

be eliminated in its entirety as a violation of due process and a limitation on manufacturers’ or 

their trade association’s freedom to petition their government.  In essence, the State is asserting a 

right to require manufacturers and their trade associations to use only experts who agree 

philosophically with the State of California.  As a practical matter, this requirement would be 
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unreasonably time-consuming and expensive since it would significantly limit the pool of 

available consultants.  RMA recommends that the provision concerning certified assessors be 

deleted and the burdens on the manufacturers be significantly reduced.  In some situations (e.g., 

with regard to unintended chemicals in products) the burden of proof should be on the State.  

C. RMA Is Concerned that the Time Periods Designated for the Dispute Resolution 
Processes are Too Short 

 
1. Dispute Resolution 

The informal draft regulation provides companies 15 days following “notice or website 

posting” of the DTSC’s decision to request an informal dispute resolution process.  If a request 

for an informal dispute resolution process is not made within 15 days, then DTSC’s decision is 

final. (p. 56 of 68).  RMA strongly believes this time frame is too short for a response that would 

have significant regulatory impact.  We recommend that responsible entities have at least 30 

days to request an informal resolution process. 

2. Informal Dispute Resolution Procedures 

If a responsible entity or manufacturer does not agree with the outcome of the informal 

dispute resolution process, they can request a review by the Director within 30 days of 

completion of the informal dispute resolution process. (p. 57 of 68).  Again, RMA suggests that 

the time to appeal a decision of the informal dispute resolution process is too short, and 

recommends that manufacturers or responsible entities be given at least 60 days to request a 

review. 

3. Formal Petitions for Review Procedures 

Responsible parties or manufacturers must submit to DTSC a formal petition for review 

within 30 days of a determination, for disputes arising under sections 69506.5, 69506.6, or 

69506.7.  DTSC will either grant or deny the petition for review within 60 days of the filing of 

the petition.  Again, RMA argues that the time period for appeal is too short.  If a manufacturer 

or responsible entity does not file a petition for review within the 30-day time period, then the 

DTSCs determination is considered final and is not subject to additional dispute resolution.  The 

30-day time period to file a formal petition for review is too short considering the ramifications if 

the petition is not filed within 30 days. 
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XV. Trade Secret Protection 

A. Assertion of a Claim of Trade Secret Protection  

The informal draft regulation provides that a company seeking confidential treatment of 

information must file a public (redacted) and private (complete) copy of the full filing, label it as 

“Trade Secret,” and give factual and legal basis for such treatment.  DTSC reserves the right to 

ask for additional information, review claims, and deny claims (providing 30 days for judicial 

review) (page 68)  Requiring upfront justification for trade secret protection is unduly 

burdensome.  More importantly, TSCA has been in effect for more than 30 years, and 

information previously reported with respect to TSCA was reported based on an expectation of 

confidentiality.  EPA’s long-standing practice and interpretation of the statute does not require 

upfront substantiation of a confidential business information (CBI) or trade secret protection 

request. 

The informal draft regulation requires responsible entities to submit information on the 

volume of chemicals used and the volume of production.  RMA argues that this information is 

CBI.  If this information is not given CBI status, other tire companies could learn of ingredients 

used in one company’s production process, or of production information that may put U.S. jobs 

at risk, or would at least damage the business position of the submitting entity.   

B. Support of a Claim for Trade Secret Protection 

The informal draft regulation stipulates that for claims that information is a trade secret, a 

company must provide extensive substantiating information, including a description of the 

allegedly protected information, the period of time for which the protection is claimed, measures 

taken to safeguard the information, and the nature and extent of the harm that would be caused if 

the information were made public. (pp. 66 - 67).  Health and Safety Code § 25257 of the 

enabling legislation for the informal draft regulation unfortunately provides that the party 

seeking to have information designated a trade secret must provide support for the claim.   

However, this section of the enabling legislation does not describe the level of support 

that is required.  RMA recommends that confidentiality be granted to Confidential Business 

Information, which is, arguably, broader than trade secrets.  That is, information on production 

of tires and other business information should be confidential (as, incidentally, NHTSA has 

already determined). 
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C. Departmental Review of Trade Secret Claims 

For trade secret claims, DTSC can request additional information from a company within 

a time period determined by DTSC.  If the company fails to provide the requested information, 

DTSC will notify the company that the information will be disclosed within 30 days.  Thus, the 

burden is on the company seeking trade secret protection to defend any trade secret claim 

brought by a requesting company if DTSC denies a requesting company’s request for trade secret 

protection.  During the 30-day time period, the company can either correct the deficiency or seek 

judicial relief.  RMA argues that the time frames for responding to DTSC are too short. 

D. Hazard Trait Rule 

The California Office of Environmental Health Hazard Assessment has yet to finalize the 

“Green Chemistry Toxics Information Clearinghouse Identification of Hazard Traits, Endpoints 

and Other Relevant Data for Inclusion in the Toxics Information Clearinghouse” regulation 

(“Hazard Trait Regulation”). (Cal. Code Regs. Tit. 22§ 54 (2011).  The proposed Hazard Trait 

Regulation specifies hazard traits, environmental and toxicological endpoints, and other relevant 

data that are to be included in the Toxics Information Clearinghouse that will be developed by 

DTSC.  RMA questions how the final Hazard Trait Regulation will function with the informal 

draft regulation and requests an opportunity to provide comment as to how these two regulations 

will work together. 

XVI. The Costs to Comply With the Informal Draft Regulation (as written) Will be 
Enormous for Tire Companies and Will Have Significant Adverse Economic 
Impacts with Little Meaningful Benefit to Public Health or the Environment 

 
DTSC must consider the costs and benefits of the informal draft regulation.  The enabling 

statute explicitly requires that DTSC “minimize costs and maximize benefits for the State’s 

economy.” CA Health and Safety Code § 25252(b)(2).  The informal draft regulation is the most 

aggressive program to manage chemicals in consumer products in the world.  Given the current 

economic challenges to the State of California and its business community, DTSC must be 

realistic and pragmatic in assigning costly responsibilities that provide little or no benefit.  The 

informal draft regulation imposes multiple layers of additional costs on companies, and threatens 

to impede innovation and technology transfer.   

The informal draft regulation will be extremely burdensome to the tire manufacturing 

industry.  The cost to conduct the chemical assessments will be enormous and the length of time 
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required to implement chemical substitutions, if required, in tires will be extreme.  DTSC has 

presented no evidence to demonstrate that the scheme proposed by the State of California is 

needed or feasible.   

Furthermore, the tire industry is a worldwide market.  The requirements of the informal 

draft regulation will increase the costs of production within and outside of the United States.  

The stringent requirements to demonstrate de minimis risk, not only from the use of tires in the 

United States, but from releases outside the United States, is likely to result in claims that these 

requirements violate the rules of the World Trade Organization and the North American Free 

Trade Agreement.   

Again, RMA asserts that the informal draft regulation does not “minimize costs and 

maximize benefits for the State’s economy”, creates an unfair trade practice, and is likely to lead 

to protracted, expensive, unproductive and unnecessary international trade disputes.28  For these 

reasons, RMA urges California to exempt tires from the final regulation.   

 

XVII. Conclusion 

The tire industry supports sustainable production and the development of methods to 

reduce the risks of exposure to chemicals used in products.  However, the informal draft 

regulation is an extreme departure from the norm of chemical regulation.  It grants virtually 

unreviewable authority to DTSC to require substitution of chemicals in tires.  This threatens to 

force tire manufacturers not to sell tires in California.  The burden of proof and the lack of 

discernible standards for decision making are likely to result in arbitrary and capricious decisions 

and enormous costs.   

As written, the informal draft regulation cannot be implemented in any feasible way.  

DTSC must again completely revise this regulation in a manner that; (a) is consistent with the 

generally accepted approach to regulating risk in the United States, (b) minimizes costs and 

maximizes benefits for the State’s economy; (c) is protective of human health and the 

                                                 
28 It is beyond the scope of this comment to analyze in detail potential international trade disputes.  However, the 
European Community (EC) requested consultations with Brazil on the imposition of Brazilian national and state 
measures that adversely affect exports of retreaded tires from the EC to the Brazilian market. World Trade 
Organization (WTO), Dispute Settlement: Dispute DS332, Brazil — Measures Affecting Imports of Retreaded 
Tyres, available at <http://www.wto.org/english/tratop_e/dispu_e/cases_e/ds332_e.htm>.  The arbitration board 
found Brazil's national import prohibition on retreaded tyres and the laws of the Brazilian State of Rio Grande do 
Sul regarding retread tires were inconsistent with the provisions of the WTO.   
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environment without depriving manufacturers of their ability to inform, educate and advocate a 

more reasonable approach to the State; and (d) does not exert extraterritorial authority over the 

local environmental impacts of manufacturing that occurs outside of the State. 

 
RMA again thanks the California Department of Toxic Substances Control for this 

opportunity to comment on the informal draft regulation.  Please contact me at (202) 682-4836 if 

you have questions or require additional information.  

 
Respectfully Submitted, 

 

 
Sarah E. Amick 
Environmental Counsel 
Rubber Manufacturers Association 
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December 29, 2011 
 
 
Department of Toxic Substances Control 
Attn:  Heather Jones 
Safer Consumer Products Regulations MS-22A  
P.O. Box 806 
Sacramento, CA 95812-0806 
 
RE:  Draft Regulations for Safer Consumer Products, Chapter 55, Division 4.5, 22CCR 
 
Submission via electronic means – GCRegs@dtsc.ca.gov 
 
 
Dear Ms. Jones: 
   
The American Industrial Hygiene Association (AIHA) expresses its appreciation to the California 
Department of Toxic Substances Control (DTSC) for the opportunity to comment on the draft 
regulations for Safer Consumer Products, Chapter 55, Division 4.5, Title 22 California Code of 
Regulations. 
 
AIHA, and its 10,000+ members, is the premier association serving the needs of professionals 
involved in occupational and environmental health and safety practicing industrial hygiene in 
industry, government, labor, academic institutions, and independent organizations.  The AIHA 
mission is to promote healthy and safe working environments by advancing the science, 
principles, practice, and value of industrial hygiene.  A healthy workforce is essential to the 
success of American industry, our economic recovery, and our future position in the global 
economy. 
 
These comments are in addition to the comments submitted by the California Industrial Hygiene 
Council and are the board approved comments of the national AIHA.  Comments on this draft 
were developed by the AIHA Stewardship and Sustainability Committee. 
 
AIHA offers the following comments on this Draft: 
 

Comments for the Proposed 
DTSC Safer Consumer Products Regulation 

 
This proposed regulation has been reviewed by members of the AIHA Stewardship and 
Sustainability Committee and comments are based from the perspective of the AIHA position 
paper “Integrating Stewardship and Sustainability Considerations in Chemical Management 
Reform and Innovation”.  AIHA promotes the development of science-based public policy to 
better inform the potential risks and benefits of chemicals.  Effective Chemical policy reform 
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should drive effective prioritization of chemical risks based not exclusively on their intrinsic 
hazards, but also on the potential for occupational exposures in the workplace, during consumer 
use, and through “end-of-life” management or disposal.  While AIHA supports the movement 
toward safer chemicals that this regulation attempts to promote, the committee has several 
concerns with the framework and implementation of this proposed rule which are detailed 
below: 
 
Priority Products Prioritization (Section 69503.3) 
This proposed rule wrongly presumes that the presence of chemical in a product which makes 
the chemicals of concern (COC) list, and is above an arbitrary de minimus levels at the 
component level, should be evaluated for substitution.  The criteria to determine whether a 
chemical moves onto a list of “chemicals of concern” must be scientifically and technologically 
sound.  This determination should not be based solely on the intrinsic hazard of a chemical 
without consideration of the product life cycle, exposure potential, and application (intended 
use).  This approach also fails to consider the societal value of a material.  In addition, the 
inclusion of a chemical to the list of “priority products” based on broad de minimus level is of 
concern.  There are maximum concentration levels (MCLs) for many materials that would not fit 
any of the criteria for concern.  These include disinfectants, copper, and nitrate to mention a 
few.  For instance, if a consumer product contains copper over the de minimus level, would it 
need to be removed?  
 
Chemicals of Concern Identification (Section 69502.2) The list that identifies a chemical of 
concern under section 69502.2 is too broad and not well prioritized.  For example, the inclusion 
of the following lists pose problems: bodies of water in California, pollutants requiring monitoring 
(L) and all of the (2) lists.  Some of these lists like the Oslo/Paris convention for the protection of 
the marine environment of the northeast Atlantic (OSPAR) List of Substances of Possible 
Concern may include chemicals for which there is no actual reason for their presence on this list 
other than a structural similarity to a chemical of concern.  The “authoritative” bodies are far too 
wide and includes very questionable lists (i.e., Center for Evaluation of Risks to Human 
Reproduction (CERHR) no longer exists). 

Alternatives Assessment (AA) (69505.1, 69505.2) 
The methods/models used and qualifications needed to conduct a sound alternatives 
assessment are not clear in these sections and are subject to abuse.  Established Life Cycle 
Assessment methods should be used to evaluate potential environmental and health impacts in 
order to make informed risk based decisions through comparative analysis of chemicals and 
substitutes.  This responsible and robust evaluation is necessary to assure that burdens are not 
simply shifted or result in unintended consequences.  It is unclear how the AA process 
addresses how one would weigh categories if alternatives proved beneficial in one endpoint 
category but worse in another category when compared to the priority list chemical.  It is critical 
the use/application of the chemicals and alternatives must be carefully considered in such 
evaluations.  For example, the precautionary purchasing efforts in San Francisco used a robust 
AA process to determine that the selection of a less toxic pressure treated wood could be used 
in playgrounds (replacing the carcinogenic chromated copper arsenate with a less toxic copper 
compound).  However, this copper alternative would be detrimental for marine species and thus 
not used in aquatic environments.  Thus, the AA did not lead to an automatic ban of the 
chemical of concern.  How would this rule assure that all AA processes follow a robust 
evaluation as to avoid making potentially devastating decisions on chemical use?  How is this 
managed? 
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Alternative Assessor Certification 
This requirement is severely flawed.  How can anyone have four years of professional 
experience performing an assessment that this regulation invented?  How would competency be 
measured?  What experience and knowledge is needed?  It is vital that this assessment be 
conducted by a qualified person who understands life cycle assessment (LCA) modeling and 
the complexities of such studies (i.e., data quality, uncertainty in end point analysis, 
interpretation of results, potential rebound effects, etc.).  The qualifications for accreditation 
bodies are also of concern.  For instance, the ability to teach maternal and child health would 
qualify you to be an accrediting body? 
 
General Comments of the Overall Framework 

 The regulation needs to shift the burden of the identification and reporting of consumer 
product risks from the regulating bodies to the manufacturer/producer of the product. 
This was the major paradigm shift caused by the EU’s Registration, Evaluation, 
Authorization and Restriction of Chemical Substances (REACH) directives. This 
proposed regulation by the California Department of Toxic Substances Control keeps 
this burden at the regulatory level. This has been one of the major criticisms of the Toxic 
Substance Control Act (TSCA) and a key reason why TSCA has been such a regulatory 
failure. 

 The proposed regulation is flawed in that DTSC is proposing to take on the role of other 
agencies.  For example: Section 69502.3 Chemicals of Concern list – The chemicals of 
concern identification (section 690502.20) includes lists from international, State and 
Federal environmental and health agencies.  This is a very comprehensive list which 
includes a wide range of chemicals of concern.  This raises the question as to why 
DTSC needs to take on the role of the identification of additional chemicals of concern. 
At the State level this role is already played by the Office of Environmental Health 
Hazard Assessment (OEHHA).  OEHHA has this role for the Prop 65 list which is one of 
the referenced lists in the proposal.  Why create another regulatory body when there are 
more than a sufficient number of listed chemicals where more chemicals continue to be 
added. 

 Priority Product Prioritization – Once again the DTSC is taking on the role that should be 
that of the manufacturer/producer of the product.  Rather than taking on this role DTSC 
should look to existing LCA schemes for this evaluation and require the 
manufacturer/producer to follow these schemes. 

 Insufficient staff and budget to effectively enact this proposed regulation – The current 
proposed regulation would require the addition of significant staff and budget.  The 
current financial budget crisis creates insurmountable hurdles to the enactment and 
implementation of this proposed regulation as it is currently written. 

 
As DTSC moves forward, AIHA offers its breadth of experience as a resource to assist the 
DTSC with this initiative.  Providing sound science to the policymaking process remains a goal 
of AIHA and our members.  AIHA appreciates the opportunity to work with DTSC to help 
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achieve the mutual goal of protecting American workers and we look forward to further 
opportunities to work with the DTSC on this and similar issues and regulatory priorities. 
 
If AIHA can be of any further assistance, please contact me.  Thank you. 
 
Sincerely, 
 
Aaron K Trippler  
(signature) 
 
Aaron K Trippler 
Director, Government Affairs 
AIHA 
 
cc: Chair, AIHA Stewardship and Sustainability Committee 
 California Industrial Hygiene Council - Officers 
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ITI and TechAmerica Comments on Informal Draft 
Safer Consumer Product Regulations 

(10-31-2011) 
 
 
 
ITI and TechAmerica are pleased to provide these comments on the Informal Draft Safer Consumer 
Product Regulations.   We appreciate DTSC taking extra efforts to solicit input and incorporate 
comments and we look forward to working with DTSC as these rules become finalized and implemented.    
 
Our member companies have long been leaders in innovation and sustainability, often taking measures 
to exceed regulatory requirements on environmental design, energy efficiency and product stewardship.   
ITI and TechAmerica look to help develop safer product regulations that will expand on the 
environmental efforts of the leading companies, will drive improvements in environmental performance 
and ensure California’s continued leadership in technological innovation.  
 
 
General Comments: 
 
We offer specific comments on sections of the document below, but wish to offer several overarching 
comments.    First, when AB 1879 was signed into law by then Governor Schwarzenegger, he specifically 
noted that AB 1879 and the subsequent regulations to be developed by the DTSC were to draw on 
lessons learned in other jurisdictions, and look to take into account programs in other states, countries 
and regions, such as the European Union, to build upon their experience, data and expertise.   
Unfortunately, there is little opportunity for comparing regulatory requirements across jurisdictions and 
learning from others’ experience in these regulations.   We have provided several examples in our 
specific comments how this can be done, but we suggest that the Department consider how other 
jurisdictions regulate products when redrafting these regulations.   
 
The de minimis process put forth in the regulation is a totally new application of the concept, and 
counter to years of existing California, other state, US and international law.  As written, it is not clear 
how manufacturers will comply with this regulation, and enforcement of a cumulative sum for de 
minimis threshold will be nearly impossible.   As we outline in our specific comments below, this process 
must be changed for these regulations to be practical and reasonable.   
 
ITI and TechAmerica feel that the regulations need to be less subjective and more focused on processes.  
Currently, the regulations are overly flexible in several areas, mostly but not exclusively in the 
prioritization and regulatory response areas, for which we’ve provided specific comments.  While the 
Department may be looking for flexibility to allow for changes in science and in response to new 
information in chemicals management, in many cases the overly flexible language will leave the 
regulated community confused as to what could and will happen.   While the Department currently is 
assuring industry that it will be consistent across individual cases, future administrations may take 
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different approaches if given the regulatory ability to do so.    We suggest that the Department provide 
clear processes for prioritization and clear triggers for regulatory actions, as the regulations can be 
revisited if there are changes in the science, economic or political landscape.   
 
The regulations raise several concerns related to trade secret and confidential business information 
(CBI) protections.   In several parts of the regulation, there are requirements that manufacturers supply 
information to the department, such as specific information related to sales and manufacturing 
processes, which are often closely-held information.   ITI and TechAmerica recommend that the 
Department review the information that is being requested and consider the potential trade and 
business ramifications of divulging that information.   We make specific comments on this throughout 
the regulation as documented below. 
 
Finally, while not directly related to these regulations, we feel that the Safer Consumer Product 
Regulations, when finalized per AB 1879, should be the sole process for regulating chemicals in products 
in CA.  There should not be a need to further legislate on a single chemical basis as currently advocated 
by the Department.   

 
 
Specific Comments by Section: 
 
 
Section 69501.  Purpose and Applicability 
 
The applicability of the regulations is overly broad (see comments in § 69501.2 as well).   As written, 
these regulations enable the DTSC to regulate almost any product for any use.  At best, this is potentially 
redundant with, and could possibly create conflicts with devices or products that are regulated under 
authorities such as occupational, health and safety rules.   The consideration of these regulations should 
be done at the “applicability” stage of the regulation, not in the “regulatory response” section, after the 
prioritizations, assessments, and other requirements of these regulations have been completed.   
Completing the listing, prioritization, analysis and regulatory response of a device and/or chemical that 
is already regulated is a waste of limited Department resources. 
 
We believe one way that DTSC could address this concern is as follows:  
 
Change the definition of “person” in § 69501.2 (see comments below).  
 
 
Section 69501.2  Definitions 
 
(15) “Certified assessor” – as explained in our comments to Article 8, this definition should be removed.    
 
(21) “Consumer product” – As mentioned in our comments to § 69501, the definition of Consumer 
Product is overly broad.   AB 1879/SB 509 were intended to cover only certain types of products in the 
Green Chemistry Initiative.  As stated in Assemblymember Mike Feuer's letter addressed to the 
Department of Toxic Substances Control (DTSC) dated April 21, 2009, "[t]he overarching goal in 
authoring SB 509 and AB 1879 was to give state scientists and regulators comprehensive authority to 
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protect the public from harmful chemicals found in everyday consumer products"  (emphasis added).   
Since the regulations cite the definition of “Consumer Product” as written in AB 1879, we suggest that 
the following definition of “person” for the regulations that would better focus the scope of the 
regulations on those everyday consumer products per the intention of the legislators.   
 
Our proposed definition of "Person" is consistent with the way consumer products are generally 
understood in California under the existing Consumer Affairs Act.1   This definition also supports the 
intent of the legislators in terms of the types of products to be covered by the draft Green Chemistry 
Regulation while harmonizing with the existing definition of "consumer product" in California.  
 

(56) “Person”—means an individual who is in a personal, family or household capacity.   
“Person” excludes, but is not limited to excluding the following: a trust, firm, joint stock 
company, business concern, partnership, limited liability company, association, corporation, 
government, governmental agency, not for profit organizations or non-governmental 
organizations. 

 
 
(25) “De minimis level” – There are different intents for the single term ‘de minimis’ throughout the 
SCPA draft regulation, which is causing confusion and may lead to inefficiency in administering the Act.  
ITI would like to propose more precise language that better fits the intent where the single term “de 
minimis” is currently used:  
 
The “De minimis level” term should be used for the notification/reporting threshold for chemicals of 
concern reported to DTSC, and the concentration below which products are not subject to the 
alternatives assessment and subsequent parts of the regulation; while a new term, ‘Maximum 
Concentration Values (MCV),”should be used for the threshold above which a regulatory response is 
triggered. 
 
We believe that separating out these concepts will align the interpretation of the regulations with 
current global chemical regulatory schemes and industry practices for consistent applicability across 
multiple industry sectors, including small businesses. 
 
Recommendation:  
 
We recommend that the definition of “de minimis level” be changed to read: 
 

(25) “De minimis level” means a concentration equal to whichever is applicable:   
(A)  0.01% for by weight for each chemical exhibiting any of the following hazard traits or 
environmental or toxicological endpoints pursuant to Title 22, California Code of Regulations, 
Division 4.5, chapter 54:… 
(B)  0.1% for by weight for each chemical that does not exhibit any of the hazard traits or 
environmental or toxicological endpoints listed in subparagraph (A); 

                                                           
1
  see http://www.leginfo.ca.gov/cgi-bin/calawquery?codesection=bpc&codebody=&hits=20 

http://www.leginfo.ca.gov/cgi-bin/calawquery?codesection=bpc&codebody=&hits=20
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(C) If needed, the Department may specify a different de minimis if reliable information 
indicates the need for a higher or lower value. 

Note: With this new definition, we recommend deleting the text in §69503.4(c)(3) 
 
We recommend the Department add the definition of “maximum concentration value” to refer to the 
value for which a regulatory response is triggered. 
 

(##) “Maximum concentration value (MCV)” means the concentration above which a regulatory 
response is triggered.  

 
(29) “End-of-life” – This definition does not take into effect the useful lifecycle of the product, and 
especially for electronics devices, ignores the concepts of reuse and refurbishment.   So, as written, 
there could be multiple “ends-of-life” for a single product, and could, for example, affect the resale, 
reuse or refurbishment of a product, which has a significant environmental benefit over recycling and 
disposal.  We suggest tying the end-of-life to when a product enters the waste stream and no longer has 
useful life. 
 
We believe one way that DTSC could address this concern is as follows:  
 

(29) “End-of-life” means the point when the product is at the end of its useful life, and is 
discarded for recycling or disposal by the customer.   

 
(66) “Reliable information” – We are concerned that the definition of “reliable information” assumes 
that too much information is de facto “reliable” simply because it is published either in peer review 
journals or by state regulators.   We believe neither of these options are, at all times, “reliable 
information,” and suggest that due to the limitations of peer review2 and state agency reports, that a 
process for disputing information be included in the regulations.    
 
Recommendation:  
 
We recommend that the Department develop a process in the regulations by which stakeholders can 
dispute information being used by the Department.   ITI and TechAmerica are willing to work with the 
Department to draft this new section.   
 
 
Section 69501.3.  Duty to Comply and Consequences of Non-Compliance 
 
(b) – It is not clear why a responsible entity would need to either report that they are not placing priority 
products into the stream of commerce in California, or report that a replacement product  is now placed 
on the market.   These requirements will only serve to burden manufacturers and the Department, with 
no discernable benefit to the environment, and (b)(2) will significantly increase the burden of placing 
new products on the market.   The Department should ensure that innovation is rewarded, not 
hampered.    

                                                           
2
 See OMB’s Information Quality Guidelines, 67 Fed. Reg. 8452, 8455 (Feb. 22, 2002) 
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Recommendation:  
 
We recommend that the department remove the reporting requirements from sections (b)(1) and (b)(2) 
and replace them with a requirement for manufacturers to produce information demonstrating their 
reasonable steps to avoid placing products with chemicals of concern on the market, or that a chemical 
of concern is not in a particular product, at the request of the Department.   
 
 
Section 69502.2.  Chemicals of Concern List 
 
By several estimates, the list of chemicals identified by the list of lists in § 69502.1 will be significantly 
more than the 3,000 estimated by the DTSC.   This section should develop a process to review the list 
developed in § 69502.1, and focus and prioritize it.   This prioritized list should be what is posted by the 
Department. 
 
Recommendation:  
 
Revise this section to provide a method by which the Department, with assistance from the Green 
Ribbon Science Panel (GRSP), can identify priority chemicals of concern so that the Department can 
focus on the chemicals that pose the greatest hazard and threat of exposure.  This focused list can be 
reviewed and revised every three years as described in this section.    
 
 
Section 69503.2.  Priority Products Prioritization 
 
We are concerned that this section does not include a process for prioritizing products and identifying 
priority products.   Currently, this section is a list of criteria to consider, with no process to describe how 
these criteria are applied or weighted to identify those products, which in conjunction with a chemical 
of concern, will cause significant threat of exposure and harm.   
 
Recommendations: 
 
Develop a flow diagram to show how the department’s decision process will work.   This will clearly 
show what decisions are being made relative to which criteria listed, and allow the regulated community 
to better predict when a product will be covered.   ITI and TechAmerica have submitted process flow 
diagrams with previous comments to the Department, and are willing to assist the Department in 
developing a process.   
 
ITI and TechAmerica suggest the Department give priority to products meeting the following criteria: 
 

(1) The chemical of concern in the product have a significant potential to cause adverse public 
health or environmental impacts;  

(2) The product is widely distributed in commerce and widely used by consumers;  
(3) There is significant potential for public and environmental exposures to the chemical(s) of 

concern in the product in quantities that can result in adverse public health or environmental 
impacts;  
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(4) For assembled products, the product contains one or more chemicals of concern that may 
present potential exposure(s) through inhalation or dermal contact in quantities that can result 
in adverse public health or environmental impacts during intended and reasonably foreseeable 
use.  

 
 
Section 69503.4.  De Minimis Exemption  
 
ITI and TechAmerica appreciate the Department’s inclusion of the concept of de minimis in the 
regulations.   However, as written, the de minimis exemption process described in the Informal Draft 
Regulation is not how de minimis is implemented by any other known regulatory program, and is not a 
process that that is practical or useful for either industry or the Department.   The intent of a de minimis 
threshold is not to let harmful things “slide under the radar,” but rather a value below which there is 
typically no evidence of harm.   Requiring manufacturers to apply for a de minimis exemption is counter 
to the spirit and intent of a de minimis threshold, and will distract the Department from the central goal 
of the program.   This will significantly affect the goals of making these regulations meaningful.   
 
Worldwide, chemicals management programs and regulations such as the Global Harmonized System 
(GHS) for chemical reporting on Material Safety Data Sheets (MSDS), the EU REACH Directive for 
reporting of chemicals in articles, and the Consumer Product Safety Improvement Act all incorporate a 
de minimis threshold below which no action is required.  In addition, for the electronics industry, the EU 
RoHS Directive and the Electronics Product Management Methods in China (China “RoHS”) both have de 
minimis thresholds for the 6 chemicals restricted in electronic products.  The “de minimis exemption” 
process in the current draft requires manufacturers to submit a significant amount of data to 
demonstrate that certain chemicals are not present in a product, and also requires the Department to 
commit resources to review this data and file a concurrence for each priority product.  Forcing a 
responsible entity, or persons acting on their behalf, to try to prove the negative that a priority chemical 
is not present is resource intensive, and does not achieve the objective of prioritizing resources on 
replacing chemicals of concern with safer alternatives, which is the primary objective of the regulation.   
 
Furthermore, as currently written, any priority product, whether it has chemical of concern or not, will 
be subject to the de minimis exemption process.   So, products that never had the chemical of concern, 
or have been redesigned to use different technologies or materials, but perform the same task, will be 
subject to submitting a de minimis exemption.  Given the burden of proof to demonstrate that 
chemicals are not present, any listed priority product may have to be tested for any chemical of concern 
that may be present, even if the chemicals of concern are not intentionally added and are not expected 
to be present even at trace levels.   
 
Recommendations:  
 
ITI and TechAmerica suggest that much of § 69503.4 be deleted, with a process in place for the 
Department to ensure compliance with the de minimis.   This compliance assurance program can include 
allowing the Department to request information from the manufacturer. 
 
In creating a program to ensure compliance with the de minimis, the Department should remove the 
implication at § 69503.5(a)(6) and (a)(7) that only analytical testing results are appropriate 
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substantiation that a product meets the de minimis.  Given the sheer number of chemicals of concern 
based on regulations and customer restricted/banned substances lists, testing for all of these chemicals 
is cost-prohibitive.  Therefore, manufacturers commonly rely on supplier certifications regarding 
purchased material content to understand product ingredients and impurities, and can not routinely test 
all purchased materials or finished goods.  Responsible manufacturers augment supplier information 
with testing when knowledge of the chemistry of the product indicates probable presence of chemicals 
of interest, or when there is cause to doubt the veracity of the supplier certification.  ITI and 
TechAmerica believe that knowledge of suppliers, product formulation or construction, expected 
chemistry, and supplier certifications provide a high degree of assurance that the chemicals of concern 
are below de minimis.      
 
 
Section 69503.4. (b)(1)  and (b)(2)  Cumulative Concentration for De Minimis   
 
De Minimis is a term used in many different global chemical regulations to define a cut-off limit below 
which further investigation or quantification is not warranted.  This term is universally applied to an 
individual chemical, not a sum of chemicals. 
 
There are several concerns with DTSC’s approach that uses a cumulative concentration for de minimis 
threshold level determination.  First, the cumulative sum for chemicals that exhibit the same hazard trait 
or environmental/toxicological end point is very problematic for a de minimis threshold, as some 
chemicals may have more than one hazard trait or end point so it will be difficult for both industry and 
DTSC personnel to know which chemicals need to be summed together for the threshold determination.  
This lack of clarity for which chemicals need to be summed together will make enforcement extremely 
difficult for the agency and add ambiguity for industry in determining whether or not they are in 
compliance.   
 
In addition, if a chemical gets reclassified or a new chemical of concern gets added to an existing priority 
product, then industry and DTSC personnel will have to re-calculate all the existing de minimis  level 
summations as the grouping of chemicals subject to the threshold will change.  This will add even more 
complexity to the agency’s ability to enforce this provision of the regulation. 
 
Another key concern to setting the de minimis threshold at a cumulative sum and not an individual 
chemical is that DTSC’s approach will not be consistent with current global chemical regulation de 
minimis thresholds.  Having the de minimis threshold set at a summation of chemicals means that 
industry will not be able to leverage existing information already collected under current global chemical 
legislation.  This will delay DTSC’s ability to quickly and efficiently implement the new regulation as both 
industry and the agency will be required to develop innovative new business processes and/or software 
tools that are capable of calculating the summation of chemicals vs. applying the threshold to a single 
chemical. This will divert valuable agency resources to focus on documenting that chemicals are not 
present in products from the primary purpose of the regulation which is to identify safer consumer 
products. 
 
Finally, it is not always possible to analytically quantify all chemicals in a consumer product, especially 
for assembled products which may have matrix interferences, or some inorganic compounds with only 
analytical methods for the elements but not the full chemical compound.  Therefore, having the de 
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minimis threshold set at a cumulative sum of chemicals and not an individual chemical increases the 
complexity of quantification to a sum total as more and more chemicals may fall into the category of 
“unquantifiable.”   As the department adds more chemicals to a priority product, the cumulative sum 
threshold will become more and more difficult to quantify as the thresholds get smaller and smaller 
going below any ability of analytical detection limits.  This uncertainty will be exacerbated in more 
complex assembled products and will only make the compliance demonstration and/or enforcement 
more difficult. 

 
ITI and TechAmerica acknowledge the importance of considering cumulative chemical effects, however, 
we believe this should be considered during the risk assessment phase and/or regulatory actions, but it 
is not appropriate for a de minimis threshold determination. 
 
Recommendation:  
 
Apply de minimis threshold levels to a single chemical as is consistent with current global chemical 
regulatory programs. 
 
 
Section 69505.1.  Alternatives Assessments: General Provisions 
 
(a)(1)  – We recommend that the Department specifically list the entities that may carry out the 
requirements on behalf of the responsible entity. 
 
We believe one way that DTSC could address this concern is as follows:  
 
(a)(1) Change to read: 
 

The requirements of this article applicable to a responsible entity may be fulfilled by the 
responsible entity, association, or corporation, on behalf of or in lieu of the responsible entity. 

 
(a)(2)  – As this section is written, a responsible entity for a product that is comprised of many parts 
would need to perform an assessment on the entire product if it is listed as a priority product.  This is 
clearly not DTSC’s intent, as indicated at 69503.3(a)(2)(C), in which for assembled products, the Priority 
Product listing will include the component(s) that is/are the basis for the product being listed as a 
Priority Product, and “which is/are the required minimum focus of the AA.” Section 69505.1 should also 
make this clear, by referencing the part/component, so that entire product does not need to be 
assessed.  
 
We believe one way that DTSC could address this concern is as follows:  
 
(a)(2) Change to read: 
 

Except as otherwise provided in subsections (b) and (e), a responsible entity shall conduct an AA 
for the Priority Product, or part or component thereof, that contains one or more chemicals of 
concern that are the basis for designation as a Priority Product, and shall comply with all 
applicable requirements of this article.   



9 
 

 
(b)(3)  – As mentioned above, we believe that a de minimis should be self implementing.   This part 
should be changed to read: 
 

(b)(3) A product where the concentration of the chemical of concern is below the de minimis 
threshold.   

 
(d) – As we note in our comments on Article 8 (Section 69508 et. seq.), this part should be removed.   
 
(g) – We are concerned that potential inaction from the Department may make a manufacturer out of 
compliance with the regulations.   There needs to be assurance from the regulated community that 
acting in good faith by the manufacturer or responsible party will not result in a finding of 
noncompliance due to inaction of the department.    
 
 
Section 69505.3.  Alternatives Assessment: First Stage 
 
(b)(3) – Initial Screening of Alternative Chemicals  – The collection of ‘available’ information should be 
limited to publicly accessible information for each chemical.  Further, the Department should provide 
guidance on the tools/processes/mechanisms used to compare each of the potential alternative 
chemicals with the COC(s).  These tools must be user-friendly and avoid the need of expert technical 
resources (e.g. toxicologists) to conduct and interpret the values and results of these tools. 
 
Recommendation:  
 
The Department should provide guidance related to tools and/or processes that are acceptable for use.   
ITI and TechAmerica are willing to provide further input on this section.    
 
 
Section 69505.4.  Alternatives Assessment Second Stage 
 
ITI and TechAmerica are concerned that the level of knowledge necessary to complete the Second Stage 
is untenable.   There are no known processes to take into account all listed economic impacts, and it is 
not likely a single responsible entity will have information on the total mass of a chemical used in 
commerce.   
 
Recommendation: 
 
As with § 69505.3, the Department should provide guidance on tools that are acceptable for use.   
 
 
Section 69505.5.  Alternatives Assessment Reports 
 
(d) – It is very likely that the manufacturer will not have much of this information, and it is unclear why 
this information would be necessary for an environmental, health and safety alternatives assessment.  



10 
 

Manufacturers typically sell to distributors or distribution centers, and they determine what products go 
where.  Additionally, much of this information is likely trade secret. 
 
Recommendation: 
 
Remove these reporting requirements from this section.  If this information is necessary, the 
Department can obtain it in the process outlined in § 69506.9. 
 
(e) – The manufacturing location is often confidential business information, and is also not necessary to 
complete an alternatives assessment.    
 
Recommendation:  
 
As with part (d) above, if it is necessary for the Department to obtain this information, it can be done in 
the processes in § 69506.9. 
 
(n) – There are potential public relations, liability and other issues with a manufacturer suggesting a 
regulatory response.  The Department needs to take this into account when asking for a manufacturer 
to suggest a regulatory response.   
 
We believe one way DTSC could address this concern is as follows: 
 
(n) Change to read:  
 

Proposed Regulatory Responses. The Final AA Report may include the identification of any 
regulatory response(s) that the responsible entity wishes to propose, including a maximum 
concentration value (MCV) that will trigger the regulatory responses.   

 
 
Section 69506.2.  No Additional Regulatory Response Required 
 
As written, this section could potentially require that any chemical of concern in a product, whether 
subject to an alternatives assessment or not, may trigger a regulatory response.   
 
We believe one way DTSC could address this concern is as follows: 
 
§ 69506.2. (a) - Change to read:  
 

(a) The selected alternative does not contain the chemical of concern listed in the alternative 
assessment exceeding the de minimis level.  

 
 
Section 69506.3.  Product Information for Consumers 
 
As written, part (b) still relies heavily on product or packaging labeling.   As we have stated in prior 
comments, the physical labeling of products is an outdated and inefficient solution that makes little 
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sense for many types of products.  Research continues to show that beyond immediate hazards, labeling 
of a product is an ineffective way to warn consumers of potential hazards.  Furthermore, 
information/disclosure requirements should be done in the least restrictive manner possible.  
Manufacturers should have options to labeling by providing information channels to consumers through 
the use of websites, product manuals, or other options that make sense for their market and for the 
potential hazard.    
 
We believe one way that DTSC could address this concern is as follows:  
 
§ 69506.3(b) - Change to read:  
 

The requirements of subsection (a) may be met by making the required information available to 
customers by including an information sheet in the product packaging, printing the required 
information on the product packaging, printing the information in a prominent place in the 
product manual if a hard copy manual is packaged with the product, posting the information in a 
prominent place at the point of sale for products that are not packaged, placing the information 
electronically in a prominent place within the product's software, or posting on the 
manufacturer's website.  

 
 
Section 69506.4.  End-of-Life Management Requirements 
 
(a)(1) – It is possible that a product that contains a chemical of concern may not meet the definition of 
hazardous waste as defined in 22 CCR § 66261.3.   Managing all products as hazardous waste will add 
significant costs and burdens without providing any benefit to human health or the environment.   
Additionally, this classification may create conflicts with Department of Transportation requirements for 
storage and transportation of hazardous wastes.  
 
We believe one way that DTSC could address this concern is as follows:  
 
§ 69506.4 (a)(1) – Change to read:  
 

(a)(1)  The information required by section 69506.3 shall be provided for the product.   
Additionally, the product or components with chemicals of concern must be disposed at the end 
of its useful life  
(A) as hazardous waste if the product meets the definition of “Hazardous Waste” as defined in 
Health and Safety Code §66261.3; or 
(B) recycled or otherwise managed in a manner that is protective of human health and the 
environment.    

 
 (a)(2)(B)2 - Reimbursement of retailers who participate in a collection program is counter to any 
existing waste management, product stewardship or recycling program.  All stakeholders including 
recyclers, consumers, retailers, governments, and businesses, have a role to play in ensuring the success 
of an end-of-life program.   It is not clear why retailers are defined as a“responsible party” in the 
regulations, but are expected to be reimbursed for participating in the program.    
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We believe one way that DTSC could address this concern is as follows: 
 
§ 69506.4 (a)(2)(B)2 – delete this part. 
 
 
Section 69506.5.  Product Sales Prohibition 
 
(b) – The inventory recall program is similar to those used by the Consumer Product Safety Commission 
(CPSC) to address defective products, or seems to apply CERCLA-type retroactive liability (i.e., products 
that were legal for sale and unregulated when manufactured and distributed are now subject to 
restriction) on existing inventory.   ITI and TechAmerica believe that steps can adequately be taken to 
ensure no additional products are put on the market, removing products that were legally manufactured 
is questionable.  
 
In addition, the recently enacted federal HR 2715 provides a good example of recognizing that inventory 
recalls do not serve the greater good.  The Consumer Product Safety Improvement Act was amended to 
no longer require the new lower lead limit for children’s products to cover store inventories.  Any 
product prohibitions should be put in place as a “manufactured after” requirement. 
 
We believe one way that DTSC could address this concern is as follows: 
 
(b) – Delete text: “The responsible entity shall also ensure that an inventory recall program for the 
product is implemented and completed within three (3) years after the notification is issued by the 
Department, unless the Department specifies a shorter period of time in the notification.”  
 
(c)(3) – Change to read:  
 

The product containing one or more chemical(s) of concern is no longer placed into the market 
in California, if manufactured after  the date specified by the Department in the notice of 
compliance.   

 
 
Section 69506.6.  Other Regulatory Responses 
 
(a) – This part does not identify the process by which the Department will identify which regulatory 
responses are necessary and reasonable to limit exposures.   It is not clear when regulatory responses 
are required, nor is it clear what would trigger the application of additional regulatory responses.   We 
believe that as with the process for identifying priority products, a process must be in place to provide 
certainty to the regulated community which actions will be regulated.    
 
Recommendations: 
 
The Department should develop a process flow chart to show how decisions on regulatory responses 
will be made.   ITI and TechAmerica are willing to assist the Department in completing this.   
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Section 69506.7.  Exemption from Regulatory Response Requirements 
 
This section does not allow for harmonization with existing regulatory requirements in other 
jurisdictions.   One of the main goals of the Green Chemistry Initiative was to learn from and ensure 
harmonization with existing requirements.    We appreciate that the Department attempts to ensure 
that regulatory efforts are not duplicated (in part (b)(6)(B)), but the Department should look to ensure 
that other jurisdictions’ regulations, for which California is still receiving the benefit, are not 
unnecessarily duplicated or contradicted.    
 
We believe one way that DTSC could address this concern is as follows: 
 
(b)(6)(B) – Change to read:  
 

The required or proposed regulatory response either:  
 1.  Substantially duplicates the requirements of another California or federal regulatory 
program, or an international trade agreement ratified by the United States without conferring 
additional public health or environmental protection benefits 
2.  Substantially duplicates a globally-recognized regulatory program where the manufacturer 
can demonstrate compliance with that program in California.   

 
 
Section 69506.8.  Regulatory Response Determination Process 
 
This section is not a process to determine which regulatory response is required based on the 
alternatives assessment, but is a description of the administrative steps the Department must take to 
provide notice and accept input on the process.    
 
Recommendations: 
 
As with our comments on § 69506.6, the Department should develop a process flow chart to show how 
decisions on regulatory responses will be made. 
 
 
Section 69506.9.  Regulatory Response Report and Notifications 
 
(a) – As mentioned in our comments to § 69505.4, most manufacturers will not have access to this 
information.    
 
We believe one way that DTSC could address this concern is as follows: 
 
(a)  Change to read:  
 

A responsible entity subject to a regulatory response pursuant to this article, except for the 
regulatory responses specified in subparagraphs (C) and (D) of section 69506.6(a)(2), shall 
ensure notice is sent to the initial point of sale in California.   The distributers, wholesalers, or 
other retailers will send that notice to the final retailers.   The responsible entity will also send a 
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copy of this notice to the Department no later than whichever of the following dates is 
applicable:  

 
 
Article 8.   Accreditation Bodies and Certified Assessors 
 
ITI and TechAmerica believe that the certified assessor process as described in Article 8 will not serve to 
meet the goals of the Green Chemistry Initiative to ensure that 1) the alternative assessments are 
conducted by a person with all of the expertise necessary to adequately complete an assessment, and 2) 
that assessments will be done within the expected requirements for compliance with the law, 
thoroughness, and scientific rigor.   For the reasons described below, we believe that Article 8 should be 
replaced with a review process that will ensure that all assessments are completed within both the spirit 
and letter of the regulations.   
 
First, no certified assessor will have the expertise to do any assessment on any product.  To properly do 
an alternative assessment for a specific chemical within a specific product requires a significant amount 
of knowledge about both the product and the scientific, economic and social aspects of the materials 
that make up that product.   The Department recognizes this by listing the breadth and depth of subject 
matter required for a certified assessor, as described in § 69508.1 (a)(5).   However, it is highly 
improbable that any one person, even with a proper certification, will be knowledgeable in all of these 
areas.    
 
Second, most certified assessors will not have the product knowledge to perform an assessment.  Larger 
companies are likely to have the resources to allow a person that is familiar with their processes and 
products to become certified.   Small and medium enterprises will likely not have this ability, and will 
need to contract with a certified assessor.   It is very likely that any contract assessor will not have the 
product knowledge necessary to adequately complete an alternatives assessment, especially for 
complex products where many areas of expertise are necessary to perform a single assessment.   
 
Recommendation: 
 
Rewrite Article 8 to be a peer-review process.   The Department can establish a pool of independent, 
knowledgeable experts, similar to the Green Ribbon Science Panel, which can be an impartial reviewer 
of assessments as they are turned in to the Department.   With this process, the Department can easily 
pick a subset of the reviewer panel that will be the persons with the process knowledge, product 
knowledge and experience to thoroughly review assessments.    We suggest providing a clear timeline 
for assessment reviews to be complete.   ITI and TechAmerica would be willing to provide input on how 
this process would be established. 
 
 
Section 69510.  Assertion of a Claim of Trade Secret Protection 
 
ITI and TechAmerica believe that a reasonable protection of confidential business information (CBI) is 
critical to innovation and competition in the market.  As mentioned earlier in our comments, the 
regulations require manufacturers to supply a substantial amount of information to the Department, 
including sales and manufacturing processes.  The submittal of such a broad range of potentially 
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sensitive information increases the likelihood and frequency that a manufacturer may have to rely upon 
the regulation’s trade secret provisions in order to safeguard its CBI.   
 
Under Section 69510(a), this will involve the submittal of extensive supporting information to the 
Department substantiating the need for trade secret protection.  Disagreement from the Department 
would mean that a manufacturer must endeavor to cure the perceived deficiencies in the trade secret 
claim or seek judicial review in order to prevent CBI from being released to the public (Section 
69510.1).    
 
This resource-intensive CBI claim process strongly emphasizes the need for the Department to carefully 
consider what information it truly requires from regulated entities throughout the regulation.  Thus, we 
urge the Department to limit submission requirements only to that information which is absolutely 
necessary for DTSC to implement the regulation.  This will help reduce unnecessary compliance burdens 
in the regulation and help ensure that CBI is properly protected. 
 
Further, this section of the regulations should focus on the interrelationship of the new Safer Consumer 
Chemicals law with existing California laws on trade secrets.  California Civil Code § 3426.1 provides: 
 

   (d) "Trade secret" means information, including a formula, pattern, compilation, program, 
device, method, technique, or process, that:  
   (1) Derives independent economic value, actual or potential, from not being generally known 
to the public or to other persons who can obtain economic value from its disclosure or use; and 
   (2) Is the subject of efforts that are reasonable under the circumstances to maintain its 
secrecy. 
 

Therefore, in order to establish that information submitted is a trade secret under California law, one 
should show that:  (1) it has independent economic value, actual or potential, because it is not known to 
others; and (2) it is the subject of efforts to maintain its secrecy that are reasonable under the 
circumstances.  The determination (whether or not information claimed to be trade secret is to be 
released) by DTSC under California Health and Safety Code §25257(d) should logically begin by looking at 
those two questions.   
 
Additionally, in order to provide greater flexibility in this section, we recommend that 69510(a) be 
amended on page 66, line 13 to read: “furnish supporting information to the Department, which may 
include:”   
 
 
Conclusion  
 
ITI and TechAmerica wish to thank the Department for its ongoing work on these regulations, and feel 
that the informal draft regulations contain several significant improvements over previous drafts.  
However, we are very concerned with the lack of specificity in several sections of the regulations, the 
entirely new approach to de minimis threshold, including cumulative concentrations, and the very weak 
trade secret protections offered in the draft regulations.  We share the Department’s goals of a 
meaningful and workable regulation, but unfortunately feel that this draft of the regulations contain 
several sections, as outlined above, that would be difficult for industry to interpret and comply with, as 
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well as for the Department to enforce.   We look forward to continuing to work with DTSC to finalize and 
implement these regulations in a manner that will focus on chemicals and products with the greatest 
risk.   

If you have any questions please don’t hesitate to contact either Robert Callahan @ 
robert.callahan@techamerica.org / 916-443-9088 or Chris Cleet @ ccleet@itic.org / 202-626-5759. 
 
 
 
 
 
Chris Cleet, QEP      Robert Callahan  
Director of Environmental Affairs   Director, State Government Affairs 
Information Technology Industry Council (ITI)  TechAmerica 
1101 K Street, NW Suite 610    1107 9th Street, Suite 850 
Washington, DC 20005     Sacramento, CA 95814 
202.626.5759      916.443.9088 
www.itic.org      www.techamerica.org 
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The Information Technology Industry Council (ITI) is the premier voice, advocate, and thought leader for 
the information and communications technology (ICT) industry. ITI is widely recognized as the tech 
industry's most effective advocacy organization in Washington D.C., and in various foreign capitals 
around the world. 
 
About TechAmerica  
TechAmerica is the leading voice for the U.S. technology industry, which is the driving force behind 
productivity growth and jobs creation in the United States and the foundation of the global innovation 
economy. Representing approximately 1,000 member companies of all sizes from the public and 
commercial sectors of the economy, it is the industry’s largest advocacy organization and is dedicated to 
helping members’ top and bottom lines. It is also the technology industry's only grassroots-to-global 
advocacy network, with offices in state capitals around the United States, Washington, D.C., Europe 
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CHANGE Coalition 
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__________ 
 
Californians for a Healthy and Green Economy (CHANGE) is pleased to submit comments on DTSC’s 
informal draft regulations to implement a Safer Consumer Products program under the authority of AB 1879.  
CHANGE is a statewide coalition of environmental and environmental justice groups, health organizations, 
labor advocates, community-based groups, parent organizations, faith groups, and others who are concerned 
with the impacts of toxic chemicals on human health and the environment.   
 
We have closely tracked the development of the regulations by DTSC from the beginning.  We are grateful for 
the opportunity to provide the public interest perspective of our member organizations on this important effort.   
 
Please let me know if you have any questions about these comments. 
 
Sincerely, 
 

 
 
 
Kathryn Alcántar 
Campaign Director 
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We would like to begin by noting these regulations are in some ways historic.  This is the first time a regulatory 
agency has set out to build a broad chemicals regulatory structure that has been mandated by statute to require 
analysis of alternatives to toxic chemicals.  This is the first time an agency has attempted to regulate chemicals, 
and the products that contain them, by focusing first on intrinsic hazard traits of chemicals rather than 
exclusively relying on risk assessment.  Exposure data will be considered, but the intention is to reduce 
exposure to hazardous chemicals rather than justify exposures through risk assessment.  This is the first time 
regulations of chemicals will address cumulative exposures, which are a key public health concern and as well 
as a long-standing demand from environmental justice communities.  And this is the first time manufacturers of 
consumer products will be required to formally answer the question, “Is the use of this hazardous chemical 
necessary in my product?” 
 
This approach constitutes a long-overdue paradigm shift in how society should manage chemicals, and 
represents an effort to generate a process of continuous movement towards a green economy, which should 
include replacing toxic chemicals with non-chemical alternatives.   
 
It also represents a focus on “public health”, where the concept of primary prevention is essential -- whether the 
“public” is a worker, an employer or manufacturer, a consumer, or a community member. 
 
DTSC is to be commended for responding to and trying to incorporate the many competing interests of 
stakeholders into a workable program that will accomplish meaningful reform.  The new leadership at CalEPA, 
and in particular at DTSC under new Director Debbie Raphael, has breathed new life into this regulation-
development process.  The deeper involvement of the state’s Green Ribbon Science Panel (GRSP) has been 
very welcome and the informal draft regulations reflect this.   
 
DTSC has developed a draft that is in many ways far superior to previous efforts.  One point CHANGE wants 
to make clearly at the outset is that the draft regulations suffer from the limitations in the enabling statute.  As 
such, the Green Chemistry Initiative (GCI) is incomplete. 
 
The California Legislature will have to pass further legislation to complement AB 1879 if the GCI is to fulfill 
its promise. Key issues that must be addressed by the Legislature, which we urge DTSC to acknowledge and 
support, include: 
 
a.  Funding from some source must be provided to DTSC to carry out the program. 
 
It has been widely noted by nearly every interested party tracking the development of the regulations, including 
CHANGE, that DTSC does not have the resources to undertake implementation in a sustained way.  DTSC has 
said that only 2-5 product categories will be identified to start, and a final alternative analysis report will take 
three years if all goes smoothly.  Although it’s important to start small and pilot how the program will actually 
function, the pace of work as outlined in the draft regulations will lead to unacceptably modest 
accomplishments.  It would be impossible to argue that the program can generate any significant throughput 
without a budget.   
 
Providing DTSC with the means to implement this program should be a top priority for the Legislature.  
CHANGE intends to continue to communicate this priority to elected officials.  However, as a first step, we 
urge DTSC to build permitting and licensing fees, which would not rely on legislative action, into the 
regulations. 
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b.  A “no data, no market” requirement must be developed to close the pervasive data gaps about chemical 
information and to put all chemicals, both new and old, on a level playing field. 
 
DTSC’s limited ability to create a requirement for a minimum data set for all chemicals in commerce under its 
existing authority is a critical shortcoming of the existing program.  Building a “no data, no market” mechanism 
into California’s regulatory structure is a big job that remains to be undertaken.  This is another key task for the 
Legislature:  filling the data gaps outlined in the 2006 report “Green Chemistry in California:  A Framework for 
Leadership in Chemicals Policy and Innovation” which was commissioned by the Legislature in 2004. 
 
c.  The problem of lack of transparency created by trade secret claims must be addressed. 
 
Under the draft regulations, DTSC will permit consumer product manufacturers – the responsible entities – to 
claim substantial information about the chemicals in their products as confidential, shielding it from consumers, 
public researchers, and the marketplace.  Trade secrets should not be allowed for health and safety and 
ingredient information relating to chemicals in products.  This is important both for accountability of decision-
making and for the ability of the program to correct the market failure caused by lack of publicly available 
information in the market.  Moreover, without transparency, there is a substantial risk that the program won’t be 
seen as credible by the people of California. 
 
d.  There is an obligation for the Legislature to act more quickly with chemical-specific bills when there is a 
threat of harm.   
 
A fourth important challenge and responsibility for the Legislature is to recognize that because resources will 
seriously hamper the pace of the program, there is still an important role for chemical-specific bans that protect 
Californians quickly from chemicals for which we already have enough information to act to protect public 
health. 
 

__________ 
 
 
Despite these limitations in the Green Chemistry Initiative, CHANGE urges DTSC to move quickly to 
implement AB 1879 so the State of California can begin the process of substituting safer chemicals for more 
harmful ones, while at the same time frankly acknowledging the limitations of the program and the need for 
further green chemistry legislation. 
 
CHANGE’s view of the draft regulations is that they are on the right track but there are important shortcomings 
that can and should be addressed for the program to truly be protective of all Californians.  The regulations 
should go further in some areas to strengthen California’s leadership within this new regulatory environment.   
 
In the sections that follow, CHANGE identifies these shortcomings (not necessarily in order of importance), 
and offer specific proposals for changes.  These needed improvements are important, and it will be difficult for 
CHANGE to fully support the regulations unless they are implemented.  We appreciate DTSC’s willingness to 
discuss these concerns and look forward to continued conversations. 
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__________________________________________________________________________________________ 
 

1.  CHANGE strongly supports a large Chemicals of Concern (CoC) list posted within 30 days of the 
program’s implementation date. 

 
A large CoC list will support and encourage efforts by forward-thinking entrepreneurs and businesses to 
voluntarily act before subsequent regulation compels them to do so.  In fact, the listing of an estimated 3,000 
chemicals represents a significant effort to identify and prioritize those that threaten public health and the 
environment, given there are some 80,000 chemicals currently registered for use in the U.S. 
 
A large list as proposed will also save DTSC resources. 
 
CHANGE also supports DTSC’s reliance on the prior work of authoritative bodies to generate the initial CoC 
list.  Industry is already on notice that all of the chemicals DTSC will propose for its initial list of CoC’s are 
problematic.  Indeed many industries are already making efforts to move away from these very same chemicals.  
The size of this list will, as DTSC intends, help reduce the problem of regrettable substitutions. But it must be 
recognized that even though 3,000 chemicals or so may seem like a large list, it is not, given that as we learn 
more about chemicals in commercial use in the coming years, we expect that this list will have to expand 
significantly. 
 
However, many of the hazard traits identified by OEHHA, which are to be used by DTSC in the Safer 
Consumer Products regulation, are not captured in the specific lists which appear in the draft regulations.  
DTSC should expand the lists it relies on so that existing scientific understanding about chemical links to all 
relevant health endpoints are included. 
 
CHANGE also supports DTSC’s intent not to rank chemicals on the CoC list in what would be a misguided 
effort to identify and prioritize the worst chemicals.  We believe such an effort, which seems to be broadly 
supported by industry, is inherently impossible because of the pervasive data gaps and difficult judgments that 
would be required to compare and rank different kinds of harm.  It would result in an endless paralysis by 
analysis and lead to fruitless litigation over the resulting prioritization.  Moreover, such ranking is not required 
by AB 1879; the identification out of all the tens of thousands of chemicals in commerce of about 3,000 
chemicals already on authoritative body lists of problematic chemicals does constitute a thoughtful and 
reasonable process for the identification and prioritization of chemicals of concern, which is all AB 1879 
requires. 
 
In addition, it’s important to provide a mechanism for additions to the CoC list that do not appear on existing 
authoritative body lists.  New peer-reviewed science, for example, can point to health or environmental 
concerns before authoritative bodies can act.  As written in the current draft, CHANGE supports DTSC 
having the authority to identify new CoC’s based on their hazard traits or environmental or toxicological 
endpoints.  This is an important avenue for new chemicals of concern to be identified as soon as possible, and 
it further distinguishes the Safer Consumer Products program as forward-looking. 

 
§69502.2(a)(1)(A-O) 
DTSC should consider adding to the CoC list: 
*  The California Environmental Contaminant Biomonitoring Program (also known as “Biomonitoring 
California”) Designated Chemicals list. 

*  The California Environmental Contaminant Biomonitoring Program Priority Chemicals list. 
*  Berkeley Center for Green Chemistry PluM database. 
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*  SIN list from ChemSec. 
*  Green Screen “Red List.” 
 
DTSC should specify that when any of the lists it relies on is updated, the updated list becomes the version 
that DTSC relies on for its own CoC list. 

 
DTSC should ensure that a comprehensive list of asthmagens is included in the initial CoC list. 
 
§69502.3(a) 
CHANGE strongly supports DTSC’s intent to generate a CoC list relying on existing authoritative bodies 
within 30 days of the effective date of the regulations.   

 
§69502.3(e) 
We recommend the CoC list be fully updated every two years instead of three.  This will enable DTSC to stay 
as current as possible with emerging science that has been reviewed by authoritative bodies.   

 
__________________________________________________________________________________________ 
 

2.  Including cumulative exposure is an important component of the program, but DTSC’s approach 
needs to be strengthened. 

 
CHANGE strongly supports DTSC's efforts to build in cumulative exposure.  Addressing this regulatory 
challenge is long overdue and is a fundamental concern in many environmental justice communities.  It is 
important and appropriate because emerging science shows that many of our environmental and public health 
problems stem from the cumulative impact of many diverse stressors, often including numerous chemicals.   
 
California EPA is engaged in an ongoing process that is studying cumulative impacts (OEHHA’s Cumulative 
Impacts and Precautionary Approaches Workgroup). While more tools for evaluating cumulative exposure need 
to be developed, tools are never developed unless they are needed, and so we encourage DTSC to maintain its 
commitment to this issue.   
 
However, the scope of cumulative effects contemplated by the regulations (that is, cumulative with “other 
chemicals of concern with similar modes of action”) is unduly limited and bears little relationship to the reason 
the concept is so important.  The proposed scope also carries an analytical burden for DTSC (to determine 
“similar modes of action”) that is beside the larger point.  What is important is to consider the impact of 
chemicals as they accumulate with other broadly defined environmental factors.  We recognize that this is 
difficult to quantify, and yet it is also important to not restrict the scope of inquiry.  Qualitative or semi-
quantitative analysis of the real scope of impacts is more likely to be useful than greater quantitative analysis of 
a small portion of impacts.   
 
Accordingly, we recommend that where “cumulative effects with other” factors is recited, this should refer to 
“other environmental factors,” not just other “Chemicals of Concern,” and should eliminate the phrase “mode of 
action.”  These sections in particular should be amended as follows: 
 
§69502.2(b)(1)(A)(3)  
Should read: “The chemical’s cumulative effects with other environmental factors;” 
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§69503.2(a)(1)(A)(1)(c) 
Should read: “. . . cumulative effects with other environmental factors;” 
 
We also recommend the following amendments. 
 
§69501.2. 
No definitions are included for “aggregate exposure” or “cumulative exposure.”  These should be added as they 
are used throughout the document. 
 
§69503.4(c)(2)(A)1. 
Do aggregate or cumulative exposures include synergistic effects?  If yes, this should be stated. 
 
__________________________________________________________________________________________ 
 

3.  The phrase “chemical or chemical ingredient” should be used throughout the regulation rather than 
just the term “chemical.” 

 
The draft regulations use the term “chemical” throughout, in dozens of places.  But AB 1879 uses the phrase 
“chemical or chemical ingredient” in almost all instances throughout the statute.  For example, AB 1879 
provides: 
 
“25252. (a) On or before January 1, 2011, the department shall adopt regulations to establish a process to 
identify and prioritize those chemicals or chemical ingredients in consumer products that may be considered as 
being a chemical of concern . . .” 
 
Thus, under the statute, “chemicals” in consumer products are distinct from “chemical ingredients” in consumer 
products and the statute grants DTSC authority over both.  Under AB 1879, DTSC has the authority to 
designate not just chemicals, but also chemical ingredients, as chemicals of concern.  It may also designate as 
priority products those containing either chemicals or chemical ingredients.  Thus, the use in the regulations 
only of the term “chemical” is an unwarranted restriction of DTSC’s statutory authority. 
 
Therefore, DTSC should employ the term “chemical or chemical ingredient,” or “chemical and chemical 
ingredient,” as appropriate throughout the regulation in place of the term “chemical.”  
 
DTSC should also provide a definition of “chemical ingredient” that differs from that of “chemical” by reciting 
attributes in addition to just being in a consumer product as that definition now provides. In our proposal on 
nanomaterials, set forth below, we suggest definitions for “chemical” and “chemical ingredient” that we believe 
would be suitable. 
 
__________________________________________________________________________________________ 
 

4.  “Economic Impacts” must capture all appropriate costs. 
 
DTSC should use consistent language about economic impacts throughout the document.  We recommend 
language that says economic impacts includes “internalized and externalized costs to the public, families, the 
environment, public health, workers, government agencies, businesses, consumers, and the taxpayer.” 
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§69501(b)(1) 
DTSC should specify that being placed “in the stream of commerce in California” includes internet / on-line 
purchases. 
 
§69501.2(a)(27)(A-H) 
The Economic Impacts definition is much too narrow.  Later in the regulation, Section 69505.4(a)(2)(C) does 
require accounting of internalized and externalized costs.  The definition should read:  “Economic Impacts 
include “internalized and externalized costs to the public, families, the environment, public health, 
workers, government agencies, businesses, consumers, and the taxpayer.” 

 
§69501.2(a)(42)  
Add the words “or entity” to the definition of “Importer” so it reads:  “Importer means a person or entity who 
imports a consumer product into the United States.” 
 
§69501.2(a)(62) 
Amend so it reads: 
 “Product function and performance” means the principal use(s) or application(s) of a product by a consumer, as 
intended or is anticipated by the manufacturer.” 
 
§69501.2(a)(74)(C) 
DTSC should provide guidance on how to measure “aggregate externalized costs.” 
 
§69505.4(a)(2)(C)  
CHANGE supports the requirements in the draft regarding the responsible entity’s evaluation and comparison 
of economic impacts.  To be consistent throughout the document, we recommend that this language be used 
here:  “internalized and externalized costs to the public, families, the environment, public health, workers, 
government agencies, businesses, consumers, and the taxpayer.” 

 
§69505.1(b)(1) 
DTSC should specify that “placed into the stream of commerce” includes all products that are manufactured, 
imported, stored, sold, or used in California. 
 
__________________________________________________________________________________________ 
 
5.  Occupational health and worker protection of workers must be clearly and consistently incorporated 

into the regulations. 
 
Several changes must be incorporated throughout the regulations.  Because workers in California experience 
exposures related to manufacture of products in California regardless of where those products are eventually 
sold, the regulations must apply to all products manufactured, stored, or transported in California, whether they 
are sold here or not.  Occupational exposure should be one of the criteria to be considered when prioritizing a 
chemical or consumer product.  All exposure pathways must be examined if exposure analysis is needed.  When 
DTSC posts public information, there needs to be a mechanism to distribute it to workplaces as well as provide 
it in languages accessible to workers. 
 
For these and other reasons, we recommend the following amendments. 
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§69501(b)(2) 
This section of the draft exempts products placed into the stream of commerce “solely for the manufacture” of a 
consumer product exempted from AB 1879.  There is no reason a product used to make an exempted product 
should not be subject to the regulation – the statute excludes certain exempt products, not all chemicals used in 
their manufacture.  This is an example where workers, who should be granted equal protection in the 
regulations, would be exposed to CoC’s that others would not. 
 
As such, the entire language of 69501(b)(2) should be stricken. 
 
§69501(b)(3) 
The provision states, “This chapter does not apply to any consumer product manufactured or stored in, or 
transported through, California solely for use outside of California.” 
 
Workers, and those living near and around manufacturing sites, will be exposed as products are manufactured, 
stored, and/or transported in the state, even if they are not sold here.  Workers are members of the public who 
are entitled to equal protection from harmful substances.  This provision has no basis in AB 1879 and subverts 
the statute’s goal of promoting life cycle reviews, including hazards to workers and fenceline communities 
within the state. 
 
The entire language of 69501(b)(3) should be stricken. 
 
§69501.2(a)(5) 
DTSC should specify that “public health” includes occupational health and is included in the definition so it 
reads:  “Adverse public health impacts” means any of the toxicological effects on public or occupational health 
listed in the OEHHA draft regulation for SB 509 (articles 2 and 3 of chapter 54).  
 
§69501.2(a)(21) 
DTSC should ensure that the definition of “Consumer Product” makes clear that chemicals and products used in 
the workplace, including bulk purchases, are included. 
 
§69501.2(a)(72) 
Workers should be explicitly mentioned in the definition of sensitive subpopulations.  There are many 
examples where they are at greater risk for adverse health effects when exposed to chemicals that exhibit 
certain hazard traits.  Exposures to workers are often different from other members of the public.  As GRSP 
member Julia Quint has stated in comments on an earlier draft, “In contrast to customers, clients and 
members of the public who may be exposed for short periods of time to low concentrations of consumer 
products when they are in workplaces on an infrequent basis, workers who use the products are typically 
exposed to much larger quantities, on a daily basis, for years.”  

 
§69501.2 
Add a definition of “Public.”  
Define “public” to include workers.  Specify that workers in an occupational setting during any stage of the 
life cycle are considered to be part of “the public.” 

 
§69501.2 
Add a definition of “Public Health.”  
DTSC should specify that the health of workers in an occupational setting during any stage of the life cycle is 
included in the definition.   
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§69502.2(b)(1)(A)6 
This should be amended to read:  “The populations, including workers, and/or environmental receptors that are 
potentially adversely impacted.” 
 
§69502.2(b)(1)(B)1. 
This should be amended to read:  “Children, women of reproductive age, pregnant women, workers, and other 
sensitive subpopulations.” 
 
§69502.2(b)(1)(B)3. 
This should be amended to read “Widespread adverse, severe or chronic public health and/or environmental 
impacts. 

 
§69503.2(a)(1)(A)2.a. 
This should be amended to read:  “Children, women of reproductive age, pregnant women, workers, and other 
sensitive subpopulations.” 
 
§69503.2(b) 
Workers clearly are affected by products that are widely distributed in commerce, assembled, formulated to be 
applied directly to the body, dispersed, and put on hard surfaces where they can volatilize.  Given this, it makes 
sense to list workplace exposures in the list of Key Prioritization Criteria. 
 
§69505.1(b)(2) 
Exempting “bulk chemicals . . . not packaged for sale to . . . a retail customer” likewise has no basis in the 
statute and deprives DTSC of statutory authority; it would require new regulations before DTSC could ever 
consider a bulk product that is hazardous to workers and the environment.  Workers should be afforded the 
same degree of protection from harmful CoC’s and products as other members of the public. 
 
The entire language of 69505.1(b)(2) should be stricken. 
 
§69505.1(b)(2) 
DTSC should specify that bulk chemicals “placed into the stream of commerce” include all that manufactured, 
imported, stored, sold, or used in California even if not packaged for sale to, or end use by, a retail consumer.  
Workers will handle these bulk chemicals and should be considered a member of the public afforded equal 
protection as all other Californians. 
 
§69506.3 
Product information for consumers, as specified in this section, also needs to be made available to workplaces.  
“Consumer products” are used in workplaces and by workers every day.  As members of the public, they have 
as much right to know about hazardous chemicals and products as others, including consumers. 
 
§69506.3(b) 
Replace “formats” with “clear language” so it reads:  “...by making the required information available to 
consumers, in easily seen, legible, understandable, and clear language...” 
 
California has many people for whom English is not a first or well-understood language. Real protection comes 
by ensuring that as many people as possible can understand the information about products they buy and/or use. 
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§69508.1(a)(5)(A-N) 
The list of skill sets listed in (A-N) should be expanded to include occupational health. 
 
__________________________________________________________________________________________ 
 

6.  The standard for DTSC to demonstrate causation is too high throughout the regulations and will 
prevent DTSC from taking action. 

 
DTSC is imposing on itself a high burden of proof to show that chemicals and products cause harm to human 
health and the environment.  This is not required by AB 1879. Ideally, DTSC should place the burden of proof 
on industry to demonstrate that consumer products are safe.  At an absolute minimum, DTSC should reduce the 
burden of proof that it must carry on the issue of causation throughout the regulations.   
 
The modern reality of the impact of toxic chemicals on the environment and human health is that often the best 
proof available is that a chemical may contribute, along with other chemicals and other environmental factors, 
to adverse effects on human health and the environment.  A requirement for DTSC to have more information 
than that is essentially a deregulatory requirement – since the absence of required evidence means no regulation 
is possible.   
 
Reducing the existing burdens of proof on government is one of the central goals of chemicals policy reform as 
articulated by the Green Chemistry Initiative and the national efforts to reform TSCA (Toxic Substances 
Control Act of 1976).  The regulation should enable DTSC to act on the evidence that is reasonably available 
and to act on early warnings of harm.  Indeed, the authoritative bodies being relied on by DTSC in this draft 
proposed regulation often employ a lower burden of proof than DTSC is imposing on itself in these regulations.   
 
Accordingly, the regulations should enable DTSC to act on evidence that exposures to toxic chemicals create 
“threats of,” or “may contribute to,” adverse effects on human health and the environment.  These 
recommendations should be employed throughout the document so consistency is maintained.  Several 
examples of changes that we suggest are as follows: 
 
§69502.2(a) 
This should read:  “Chemical of Concern if it may exhibit a hazard trait...” 
 
§69501.2(a)(5) 
This definition but no other definition of adverse impacts refers to “causation” and there is no logical need for 
such a reference in this section or others.  The definition of “Adverse public health impacts” should read:  
“Adverse public health impacts” means any of the toxicological effects on public or occupational health 
listed in the OEHHA draft regulation for SB 509 (articles 2 and 3 of chapter 54).” 
 
§69502.2(a)(1) 
This should read: “The chemical is identified as potentially exhibiting a hazard trait...“ 
 
§69502.2(b) 
This should read: “ . . . the Department may identify chemicals that potentially exhibit one or more hazard 
traits. . . .” 

 
§69502.2(b)(1)(A) 
This should read:  “The potential for the chemical to contribute to adverse public health...” 
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§69502.2(b)(1)(B) 
This should read: “... the chemical associated with or contributing to the adverse impact(s)...” 
 
§69502.2(b)(2) 
This should read: “...quantities that may contribute to adverse impacts...“ 
 
§69503.2(a)(1)  
This should read: “The Department shall consider the potential of the Chemical of Concern in a  product to 
contribute to adverse public health and environmental impacts due to potential exposures during the . . .” 
 
§69503.2(a)(1)(A)1. 
This should read:  “...in a product to contribute to adverse public...” 
 
§69503.2(a)(1)(B)  
This should read:  “quantities that may contribute to adverse impacts on human health and the environment, 
considering:” 
 
§69503.2(b)(1) 
This should read:  “The Chemical(s) of Concern in the product exhibit(s) a significant potential to contribute to 
adverse public health...” 
 
§69503.2(b)(3) 
This should read:  “...in quantities that may contribute to adverse public health...” 
 
§69503.2(b)(4) 
This should read:  “...in quantities that may contribute to adverse public health...” 
 
§69503.4(b)(1)  
This should read:  “...that are a basis for the Priority Products listing and that may exhibit the same hazard 
trait...” 
 
§69503.4(b)(2)  
This should read:  “...that are a basis for the Priority Products listing and that may exhibit the same hazard 
trait...” 
 
§69503.4(c)(2)(A) 
This should read:  “there is the potential for exposures to the Chemical of Concern, or releases of the 
Chemical of Concern, to contribute to adverse impacts to  human health and the environment, due to one or 
more of the following:” 
 
§69503.4(c)(2)(B) 
This should read:  “   the Chemical of Concern may contribute to adverse impacts on human health and the 
environment in concentrations...“ 
 
§69503.5(b) 
This should read:  “and is unlikely to contribute to an adverse public health or environmental impact.” 
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§69506.2(b) 
This should read: “No regulatory response is necessary to limit potential exposures or reduce the level of 
potential adverse public health or environmental impacts posed by the selected alternative.” 
NOTE:  this language is intended to track and impose the same test as in §69506.6(a) where DTSC’s regulatory 
response power and obligation is articulated.  Industry should not be able to establish that no regulatory 
response is warranted on a test that differs from DTSC’s obligation and power to require such a response.  
 
__________________________________________________________________________________________ 
 
7.  Endpoints that protect the environment should receive greater weighting than is currently reflected in 

these regulations. 
 
§69501.2(a)(2) 
The definition for “adverse air quality impacts” should be expanded to read “adverse indoor and outdoor air 
quality impacts”. 
 
§69501.2(a)(16) 
Without adding degradates, metabolites, and reaction products in the definition of chemicals, DTSC will need to 
make changes throughout the regulation to ensure that it adequately captures environmental impacts resulting 
from these types of substances.  We suggest adding to the definition of “Chemical” language that ensures 
degradates, metabolites, and reaction products in the environment are captured in the definition. 
 
§69503.2 
Regarding Priority Products Prioritization, CHANGE recommends that the regulations require DTSC to 
consult with the State Water Resources Control Board, Department of Fish and Game, and other sister 
environmental agencies when establishing its lists of priority products and CoC combinations to capture 
emerging contaminants that cause water quality violations and other environmental problems.  We further 
recommend that the department include at least one priority product that is proposed by the State and 
Regional Water Boards each time DTSC updates its list to protect water resources and prevent water quality 
violations in waste, storm, or drinking water.  

 
§69503.2(a) 
An additional Product Prioritization Criteria should be added, which is “breadth of use.” This will ensure that 
DTSC captures chemical contaminants that, because of their broad use by the public or industry, enter the 
environment either in large quantities or on a regular basis and thus cause violations of air and/or water quality. 
 
__________________________________________________________________________________________ 
 

8.  The draft regulations include appropriate provisions to handle existing laws that regulate chemicals 
and/or products. 

 
§69501(b)(4)(A)1.,2. 
CHANGE supports how the draft regulations handle the impact of existing laws that regulate chemicals and 
products.  That is, for a consumer product that is already under the purview of another regulatory agency, 
DTSC’s Safer Consumer Product regulations would not apply only if the other agency addresses the same 
adverse public health and environmental impacts and exposure pathways; and it provides a level of public 
health and environmental protection that is equivalent to or greater than the protection that would potentially be 
provided if regulated by DTSC. 
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These provisions are a dramatic improvement over those of previous drafts.  They reflect the intent of AB 1879 
and the groundbreaking substantive approach to regulation of chemicals that it is meant to produce.  They 
should be retained. 
 
__________________________________________________________________________________________ 
 
9.  DTSC is breaking new ground in proposing a de minimis strategy, but more should be done to reflect 

current science. 
 
§69503.4 
CHANGE acknowledges that DTSC is breaking new ground in proposing a de minimis level that is 10 times 
more protective than any agency has proposed before for carcinogens, mutagens and reproductive toxins 
(CMRs), persistent bioaccumulative toxins (PBTs), and endocrine disruptors (EDs) - 0.01 % instead of 0.1%; 
and that DTSC will retain the authority to set a chemical-specific level if evidence warrants.  
 
But DTSC should go further to restrict de minimis exemptions.  CHANGE’s position is that the regulations 
should adopt the strictest possible default de minimis standard of zero for all chemicals.  We are learning more 
about chemicals that have impacts which were previously thought to be harmless.  Each product examined 
could be assessed based on the hazard traits and toxicological endpoints in the chemicals of concern in the 
product. 
 
De minimis exemptions in other chemicals laws function as a prioritization tool within laws that apply to very 
large numbers of products, such as REACH.  But there are already so many prioritization steps in these draft 
regulations, particularly in the designation of Priority Products/CoC combinations, that it is hard to see why yet 
another prioritization tool is needed.  One would presume that all Priority Product/CoC combinations are 
serious problems (unlike all products subject to REACH).  DTSC should be mindful of the incentives created by 
the de minimis exemption:  it will motivate product manufacturers to continue to use CoC’s (and any other 
dangerous chemical) as long as they are below the de minimis thresholds, or to replace a CoC used at levels 
above the threshold with multiple CoC’s each at levels below the threshold.  These incentives (leading to 
reductions in the concentrations of CoC’s in consumer products but not their actual use) undermine the intent 
and central goal of AB 1879, which is to prompt a search for safer alternatives.  
 
Because DTSC is charting a new course in the arena of chemicals management, adopting a more protective 
standard would be a welcome contribution to other agencies, but more importantly, it would reflect current 
scientific understanding of what constitutes a “safe dose.”  Washington State is already moving beyond a “one 
size fits all” de minimis model. 
 
DTSC should also consider requiring responsible entities to disclose chemicals of concern at any level that can 
be detected using an existing analytical method.  This could be required regardless of what de minimis standard 
is ultimately finalized. 
 
A zero de minimis standard would save DTSC scarce resources that could otherwise be directed to the task of 
setting chemical-specific de minimis levels and reviewing de minimis exemption notifications.  While the 
burden of proof lies with the responsible entity to be accurate, it’s hard to imagine DTSC will be able to provide 
sufficient quality control over the large number of de minimis exemption notifications that will come in the 
door. 
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At the least, chemicals that are carcinogens, mutagens, and reproductive toxicants (CMRs), persistent 
bioaccumulative toxins (PBTs), and endocrine disruptors (EDs) should have no de minimis exemption.  These 
are known substances with adverse health effects, and increasingly seen at lower concentrations.  For the 
endocrine disruptor bisphenol A, for example, effects can be observed in the parts-per-trillion range.  A 
threshold of 0.01 percent would fail to be protective by several orders of magnitude.  EDs in general will be 
under-recognized within this structure. 
 
Even in cases where a de minimis level may be adequately protective as it relates to a chemical’s use in a 
consumer product, it should be remembered that broad use of that product resulting in release to the 
environment (such as when the product rinses down the drain) can mean the aggregate environmental 
concentrations can be significant and the potential impacts quite significant. 
 
If DTSC maintains the current two-tier de minimis structure as outlined in the draft regulations, it is imperative 
that DTSC actively exercise the authority to set a chemical-specific de minimis level where evidence warrants.  
We believe this would be much more likely to happen if the starting position were that there is to be no de 
minimis exemption, with DTSC establishing appropriate levels for a particular Priority Product/CoC 
combination where appropriate. 
 
Meanwhile, concerning the “mode of action” language in the de minimis exemption: 
The regulations provide that a de minimis exemption shall apply to a specified concentration applicable to all 
chemicals of concern that, among others, exhibit the same hazard trait or environmental or toxicological 
endpoint and mode of action.  Applying the de minimis exemption to CoC’s that exhibit the same endpoint is a 
solid approach to the problem of avoiding the de minimis exemption by incorporating more CoC’s in smaller 
quantities but not reducing overall risk.  But requiring the same “mode of action,” is not appropriate.  It bears no 
relation to the reason for this provision of the de minimis exemption in the first place.  It is also very difficult 
analytically to establish, and the burden to do so would fall on DTSC, since it is unlikely industry will seek to 
establish that CoC’s use the same mode of action (and therefore must be subject to a combined de minimis 
level).  CHANGE therefore recommends that “mode of action” language be removed from the regulations. 
 
Accordingly, we recommend the following amendments: 
 
§69501.2(a)(25)(A)1.-9. 
We are pleased to see a comprehensive listing of hazard traits/endpoints/effects in 1.-9.  The list should also 
include “Neuro-Developmental Toxicity” which is an important hazard trait that OEHHA has specifically 
identified in its draft regulations to implement SB 509. 
 
§69503.4(b)(1)  
Eliminate the phrase, “and mode of action.” 
 
§69503.4(b)(2)  
Eliminate the phrase, “and mode of action.” 
 
§69506.2(a) 
Eliminate the phrase, “and mode of action.” 
 
§69503.4(b)(2)  
Eliminate the phrase, “and mode of action.” 
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§69503.4(c)(2)(A)4. 
CHANGE recognizes that exposures will be considered in many places although we believe making decisions 
on hazard traits alone would generally be a more protective and forward-thinking approach.  That said, 
CHANGE supports the language here that “the unintended presence of the Chemical of Concern in organs, 
tissues, or fluids” should be considered if a lower de minimis level is contemplated.  Biomonitoring is an 
important tool that DTSC is wise to utilize. 
 
§69506.2(a) 
Eliminate the phrase, “and mode of action.” 
 
__________________________________________________________________________________________ 
 

10.  Trade secret claims should be minimized. 
 
DTSC is not providing any broad new leadership on transparency and trade secrets in the informal draft 
regulations, but instead relies on existing law in this area.  CHANGE believes this will impair the program’s 
ability to be fully trusted by all stakeholders.  Nevertheless, DSTC does have the ability to take some steps to 
reduce the amount of trade secret claims that will be allowed under this program, and CHANGE urges it to do 
so. 
 
Trade secrets should not be allowed for any health and safety or product ingredient information, nor for a 
chemical’s identification in hazard trait submissions; nor for other kinds of information such as AA 
methodologies that AA assessors might choose.  Transparency of this information is important for 
accountability, for public confidence in the program and for the ability of the program to affect the market.  
Simply put, consumers, workers and other downstream users of chemicals have a right to know about and avoid 
the hazards found in the chemicals and products they purchase.  Recent tests by Women’s Voices for the Earth 
found that popular cleaning brands had hidden ingredients linked to cancer, reproductive harm and allergies.  
Workers and employers have had similar experiences with inadequate and inaccurate Material Safety Data 
Sheets. 
 
We support the requirement in the regulations that responsible entities must provide adequate justification for 
trade secret claims. We believe these requirements will discourage trade secret claims that are not warranted or 
of little value to the responsible entity, and we urge DTSC to retain these requirements. 
 
We propose the following specific amendments to the regulations to implement these suggestions. 
 
§69501.2(a)(75) 
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 69510(f). 

 
§69505.2(b) 
Regarding AA methodologies, as the draft regulations are written, trade secret provisions can apply to the 
process used to do the AA’s where the assessor chooses a process that differs from that specified by DTSC.  We 
understand that companies are developing AA methodologies for internal use and often consider them 
proprietary.  If such processes are designated as trade secrets, not only will chemicals, alternatives, and specific 
products be redacted from public versions of AA reports, but the alternatives analysis process as well.  This 
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would make the AA process less transparent, less accountable, and less able to influence the market.  Therefore, 
the right to use an alternate AA process should be conditioned on full public disclosure of that process. 
 
Accordingly 69505(b) should contain a new subsection that reads as follows: 
“§60505.2(5)  If a responsible entity uses an alternate AA process under this section, that alternate process 
may not be claimed as a trade secret or as otherwise entitled to immunity from disclosure to the public, and 
must be made available for full and complete public disclosure in the Preliminary and Final AA Report.”  
 
§69505.5  
All finalized AA reports should be in the public domain, including those that don’t follow DTSC’s template. 
 
§69505.5(b)(1) 
DTSC should clearly specify that the Executive Summaries, which don’t contain any information for which 
trade secrets are claimed, will be made publicly available by DTSC. 

 
§69505.5(d),(e),(h)(2) 
CHANGE strongly supports the requirements that compel the responsible entity to provide information in 
their AA reports on the Supply Chain (d); Facility Description and Location (e); and the identification of 
unavailable reliable information (h)(2).  In fact, we recommend that this information be required earlier in the 
regulatory process to identify significant data gaps and enable the market to operate more efficiently. 

 
This information will help the market operate more efficiently, and therefore it would be even better if DTSC 
required responsible entities to supply this information earlier in the regulatory process. 

 
§69505.6(d) 
All notices issued by the Department should also be posted on DTSC website. 
 
§69506.3(a)(2) 
While products meeting de minimis thresholds may not be subject to regulatory action that limits use of the 
chemical, the presence of such chemical(s) should not be exempted from rules on consumer product 
information.  The public has the right to know that the chemical(s) are in the product, even at low levels. 
 
§69508.3(e) 
The language here reads:  “An accreditation body may not claim trade secret protection for its general 
admission process, curriculum, and educational approach.” 
 
CHANGE supports the inclusion of this provision, while noting that the fact that it needs to be mentioned at all 
speaks volumes about the overly permissive allowances for trade secret claims. 
 
§69510 
Regarding the Assertion of a Claim of Trade Secret Protection, CHANGE appreciates the detail DTSC will 
require to ensure that trade secret claims are in fact valid and are not made frivolously. 
 
§69510(c)(2) 
CHANGE fully supports making a redacted copy of the documentation related to trade secret claims, excluding 
the information being submitted for trade secret protection, available to the public.  This will allow the public, 
local agencies, and end-users to gauge the degree to which information is being kept confidential and allow 
them to make consumer, business, or regulatory decisions accordingly. 
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§69510(f) 
This section provides that trade secret protection may not be claimed for information identifying or describing a 
hazard trait exhibited by a chemical or chemical ingredient.  We support including this explicit language as it is 
derived directly from AB 1879, and reflects the importance of making this information publicly available. 
 
However, the section should be amended to clarify that this exclusion includes the chemical identity of the 
chemical or chemical ingredient.  Otherwise, as we’ve learned from TSCA, chemical identity will often be 
claimed as a trade secret, thus disconnecting the public disclosure of hazard trait information from any 
particular chemical and making it useless to the public and the market.  Accordingly, §69510(f) should be 
amended to read: 
“Trade secret protection may not be claimed for information identifying or describing a hazard trait exhibited by 
a chemical or chemical ingredient, or for the chemical identity of the chemical or chemical ingredient.” 
 
In addition, DTSC should inform the public when companies’ trade secret claims have been approved so that 
the public knows it does not have complete information. 
 
__________________________________________________________________________________________ 
 

11.  DTSC actions will be hampered by a misplaced dependence on “available information.” 
 
There are many instances where DTSC’s decisions and regulatory actions will be limited by the lack of 
available information.  By relying on the current availability of chemical data, instead of exercising the 
Department’s authority to request new information, DTSC will find itself in the position of promulgating the 
data gap that continues to limit innovation or the development of green chemistry based alternatives.  It also 
ensures that the burden of proof remains on the regulatory agency and not on the companies making the 
chemical or product containing the chemical.   
 
DTSC should do everything within its authority under AB 1879 to obtain the information it needs to identify 
CoC’s and safer alternatives and to fashion appropriate regulatory responses.  Preferably, the burden of proof 
should be reversed so that in the face of uncertainty because of a lack of adequate data, the responsible entity 
must provide information that demonstrates with reasonable certainty that the chemical/product does not cause 
harm.  DTSC should assert its data call-in authority to require the generation of new health and environmental 
impact data wherever it is unavailable, and DTSC should exercise this authority earlier in the program’s 
implementation.   
 
CHANGE continues to believe that chemicals for which there is little or no information demonstrating whether 
they are safe can reasonably be considered CoC’s under AB 1879. This would give DTSC authority to request 
further information about them.  At the very least, responsible entities must be required to identify data gaps 
earlier in the process.  
 
We recommend the following specific amendments to the regulations. 
 
At the very least, responsible entities must be required to identify data gaps earlier in the process.  
 
§69501.5(a) 
Much of the information about chemicals that is needed by DTSC and the public is already known by 
manufacturers in-house, and should be required to be submitted to DTSC.  The effort by DTSC to obtain 
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existing or new information is a good one, but the language should be strengthened so it’s not simply an 
option for responsible entities, but a requirement.  Throughout this section, “request” should be replaced with 
“require” as in 69501.3(a)(3); (69501.5(a)(4); (69501.5(b). 

 
§69502.2(b)(3) 
Here is an example where in considering additions to the CoC list, DTSC could, instead of merely considering 
“the availability of reliable information to substantiate the potential adverse impacts and exposures,” require 
responsible entities to provide or produce the data that is needed.  This would reverse the burden of proof and 
bring more information forward sooner. 

 
§69503.2(a) 
Here is another place where DTSC could compel responsible entities to provide or produce needed data as 
opposed to only considering factors “for which information is available.” 
 
§69503.2(a)(2) 
Rather than rely on availability of information, DTSC should use this as an opportunity to require responsible 
entities to provide or produce information that is needed to make an informed decision. 
 
§69505.4(a)(3) 
The information listed in this section would be more useful if it was available earlier in the process; i.e. during 
prioritization.  
 
§69506.1(a),(b) 
CHANGE strongly supports the language in these two sections that gives DTSC authority to require the 
provision or development of needed additional information.  This information would be even more useful 
earlier in the process.  
 
§69506.3(a)  
CHANGE supports the Product Information for Consumers labeling requirements outlined in this section. 
 
__________________________________________________________________________________________ 
 

12.  The definition of “Reliable information demonstrating the occurrence, or potential occurrence, of 
exposures to a chemical” will tie DTSC’s hands and make the program less meaningful. 

 
§69501.2(a)(67) 
CHANGE strongly believes this definition will limit DTSC’s ability to act in a meaningful way, and 
recommends the definition be deleted entirely.  Much of what we are learning about potential harmful effects 
from chemical exposure is science that has emerged (and is emerging) quickly in recent years.  New chemicals, 
and existing chemicals that have not been sufficiently studied, will frequently lack the data sets that this 
definition could be interpreted to require.  DTSC has enough reliable information to act already in a way that is 
solidly legally defensible.  If DTSC is required to meet this definition to consider data, a lot is going to fall 
through the cracks that the program should be looking at.  Meanwhile, on the practical side, retaining this 
definition will create additional demands on staff time and resources (interpreting “environmental modeling” to 
name one example) which would be best avoided.  The GRSP should be consulted if this definition is retained. 
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__________________________________________________________________________________________ 
 

13.  The regulations are silent about how to treat chemicals for which we have insufficient or no 
information. 

 
CHANGE continues to believe that chemicals for which there is little or no information demonstrating whether 
they are safe can reasonably be considered CoC’s under AB 1879. This would give DTSC authority to request 
further information in the form of minimum data sets. 
 
In the absence of such a minimum data requirement, the regulations should at the very least create a mechanism 
to flag these chemicals – sort of a “yellow flag” that sends a message to the market and the public that they are 
under-studied and not necessarily safe. 
 
__________________________________________________________________________________________ 
 

14.  CHANGE is concerned about an over-reliance on exposure considerations. 
 
We recognize that exposure data will be considered in some cases, but the innovative intent of AB 1879 is to 
base decisions on reducing hazard as the highest priority.  That is, if a substance is dangerous, this is reason 
enough to act to restrict its use.  Otherwise, it is far too easy to fall into a strategy of “containment” whereby 
exposures continue to be allowed based on an often-faulty plan of containing a chemical to prevent exposure.  
This approach unfortunately fails too often.  This problem can be easily seen in the occupational setting where 
“containment” and limit standards are often inadequate and out of date.   
 
Moreover, containment fails to drive the development and use of safer, less toxic chemicals, which is one of the 
overarching goals of the GCI.  Decisions that result in merely containing a CoC should be considered an interim 
strategy to reduce danger to the public and environment. 
 
§69501(a) 
The regulations reflect the premise that any and all chemicals can be released into the environment and/or 
people may be exposed given the possibility of accidents and other failures to control chemicals.  In the current 
draft, this section states the purpose of the regulations is to “to determine how best to limit potential exposures 
or the level of potential adverse impacts posed by the Chemical of Concern in the product.”  We would 
recommend that this phrase be changed to read the purpose is “to reduce the use of toxic chemicals.” 
 
§69501(a) 
This section on the regulations’ Purpose and Applicability “specifies the process for identifying chemicals as 
Chemicals of Concern, and the process for prioritizing consumer products containing Chemicals of Concern and 
identifying potential alternatives for Priority Products to determine how best to limit potential exposures or the 
level of potential adverse impacts posed by the Chemical of Concern in the product.” (emphasis added). 
 
However the intent of the law, as noted in the Legislative Counsel’s Digest of AB 1879 (1) is for chemicals of 
concern in products, and their potential alternatives, to be “evaluated to determine how best to limit exposure or 
to reduce the level of hazard posed by a chemical of concern.” (emphasis added). 
 
The phrase “potential adverse impacts” implies a risk assessment approach rather than “hazard assessment” 
which is consistent with the definition of green chemistry.  We understand that DTSC will consider exposures 
as priority consumer product categories are identified, but it’s important to remember that the intent of the law 
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is to use hazard characteristics as the basis for action. 
 
§69501.2(a)(9)(D) 
DTSC should specify that “any other change to the Priority Product” does not include simply “containing” the 
chemical within the product. 
 
§69501.2(a)(70) 
The phrase “and/or potential exposures” should be removed from the definition of “safer alternative.” 
 
§69503.4(c)(2)(A)2. 
Is “inherent potency” another word for “hazard”?  If yes, DTSC should simply use hazard.  ”Hazard” is 
consistent with the principles of green chemistry and intent of the law, as distinguished from “risk.”  If 
“inherent potency” is different from hazard, it needs to be defined in the Definitions section. 
 
__________________________________________________________________________________________ 
 

15. Nanomaterials should be explicitly woven into and covered by the regulations. 
 
First, the regulations should be altered to ensure that nanomaterials can be designated as Chemicals of Concern.  
The draft proposed regulations include a definition of “chemical” that apparently derives from TSCA and that 
may be interpreted so as not to permit adequate identification of nanomaterials as separate chemicals of concern 
that are distinct from their constituent chemicals.  This is very important, because in some instances 
nanomaterials may be problematic where their constituent chemicals are not.  The definitions of “chemical” and 
“chemical ingredient” should be amended to make clear that the properties of nanomaterials can form the basis 
for identifying substances as chemicals of concern.   
 
Under the definition we propose below, while essentially all nanomaterials should be “chemicals” or “chemical 
ingredients,” no regulatory implication whatsoever flows from that fact under these regulations.  Only when 
DTSC designates a particular material as a chemical of concern would any requirements or other regulatory 
implications attach to that material.  
 
Second, the process for designating materials as new CoC’s should make it clear that the properties that make 
nanomaterials problematic can be the basis for identifying a new CoC. 
 
Accordingly, we recommend the following amendments to the regulations. 
 
§69501.2(a)(16) 
Amend this section to read:  
“Chemical” means any organic or inorganic substance of a particular molecular identity, including any 
combination of such substances occurring, in whole or part, as a result of a chemical reaction or occurring in 
nature, or any element, ion or uncombined radical.  The term ‘molecular identity’ means the physical and 
chemical characteristics of the substance, including its chemical structure and composition, size and size 
distribution, shape and surface structure, reactivity, and any other properties that may be relevant to whether 
the substance is a potential chemical of concern.” 
 
§69501.2(a)(17) 
Amend this section to read:  “Chemical ingredient” means a substance that comprises one or more 
chemicals.” 
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§69502.2(b) 
This section should be amended to read: 
“Additions to the Chemicals of Concern List. In addition to the chemicals and chemical ingredients identified 
as Chemicals of Concern pursuant to subsection (a), the Department may identify chemicals or chemical 
ingredients that potentially exhibit one or more hazard traits or environmental or toxicological endpoints as 
Chemicals of Concern by considering the following factors for which information is available: 
(1) Potential Chemical or Chemical Ingredient Adverse Impacts. 
(A) The potential for the chemical or chemical ingredient to cause adverse public health and/or environmental 
impacts, considering: 
1. The chemical or chemical ingredient’s hazard traits and environmental or toxicological endpoints, and 
modes of action; 
2. The chemical or chemical ingredient’s aggregate effects; 
3. The chemical or chemical ingredient’s cumulative effects with other Chemicals of Concern with similar 
modes of action; 
4. The chemical or chemical ingredient’s physicochemical properties, including its chemical structure and 
composition, size, size distribution, shape, surface structure, reactivity and any other properties that may be 
relevant to whether it is a potential chemical of concern; 
5. The chemical or chemical ingredient’s environmental fate properties; and 
6. The populations and/or environmental receptors that are potentially adversely impacted by the chemical or 
chemical ingredient.” 
 
§69508.1(a)(5)(A-N) 
Nanotechnology is listed as one of the skill sets in (L), but the draft regulations are mostly silent on how 
nanomaterials will be dealt with.   
 
__________________________________________________________________________________________ 
 

16.  Neuro-development toxicity should be explicitly included as a hazard endpoint. 
 
Neuro-developmental toxicity is an important hazard trait that OEHHA has specifically identified in its draft 
regulations to implement SB 509. 
 
§69501.2(a)(25)(A)1.-9. 
We are pleased to see a comprehensive listing of hazard traits/endpoints/effects in 1.-9.  “Neuro-developmental 
toxicity” should be added to the list. 
 
__________________________________________________________________________________________ 
 

17. Add a definition of “Consumer” 
 
§69501.2. 
“Consumer” – a person or business who uses or buys a consumer product. 
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__________________________________________________________________________________________ 
 

18.  Specify that nuclear materials are non-renewable resources. 
 
§69501.2(a)(52)(C) 
Add nuclear materials to the list under (C) which specifies non-renewable resources. 
 
__________________________________________________________________________________________ 
 
19.  The definition of “sensitive sub-populations” should be expanded to include women of reproductive 

age. 
 
§69501.2(a)(72) 
Women of child-bearing age should be added as a sensitive sub-population.  If we are concerned about exposure 
to chemicals at vulnerable windows of development (as we should be), then we must protect the woman who 
may become pregnant.  Many hazards to normal development actually threaten the fetus in utero early in 
pregnancy including before a woman may know she is pregnant.  The first weeks of gestation are a time of 
rapid development for the fetus and therefore also a time of critical vulnerability to harm.  To protect the fetus, 
women of reproductive age must also be protected.  
 
__________________________________________________________________________________________ 
 

20.  Unnecessary and onerous burdens on DTSC will create huge bottlenecks 
 
§69503.2(a)(1)(B) 
This section as written will hamper DTSC’s ability to act expeditiously in meaningful ways.  There is far too 
much detail that will reduce the effectiveness of the regulations.  CHANGE recommends a much simpler 
language to define the data needed to make prioritization decisions.  
 
On the purely practical side, these sections will create huge workloads for DTSC.  The specificity of the 
prioritization criteria will force DTSC on at least some wild goose chases while important data that should be 
considered will be off limits.  This will detract from the program’s “meaningfulness.” 
 
As GRSP member Kelly Moran has suggested, we recommend and agree with this improved and simpler 
language for (B): 
“Potential Exposures. The potential for public and/or environmental exposures to the Chemical(s) of 
Concern in the product in quantities that could result in adverse impacts.” 
 
A clear articulation of a narrative approach should be included.  The GRSP should be consulted to help craft 
these sections if more detail than this is contemplated.  Here are additional recommendations for 
§69503.2(a)(1)(B) if the language is retained: 
 
§69503.2(a)(1)(B)4.c. 
We recommend amending the draft language so it reads: “Frequency and duration of exposure for each use 
scenario and end of life scenario, unless said Chemical(s) of Concern are deemed especially toxic or pose a 
serious hazard threat to human health and/or the environment.” 
 



 

 23 

 
§69503.2(a)(1)(B)4.d. 
We recommend deleting this language: “Containment of the Chemical(s) of Concern within the product, and 
engineering and administrative control” even as a prioritization factor.  This is because there is no way to be 
sure such containment is viable and does not account for accidents and other occurrences that repeatedly 
demonstrate the flaws in such a strategy.  
 
§69503.2(b)(4),(5) 
These two “key prioritization criteria” inappropriately narrow what DTSC can consider and should be deleted.  
Many chemicals of concern, and products that contain them, would be missed entirely using these two criteria.  
Surely this is not DTSC’s intention. 
 
This is another section where the GRSP should be consulted to help craft language if these two criteria are to be 
retained.   
 
__________________________________________________________________________________________ 
 

21.  The Regulations should articulate an explicit legal standard for selection of alternatives and for 
regulatory responses. 

 
§69506.6(a) of the regulations provides that DTSC will determine whether a regulatory response is “necessary 
to limit potential exposures.” But this does not articulate a legal standard for what exposures are unacceptable 
and “necessary” to limit.  The draft regulations as a whole lack any such standard. 
 
AB 1879 provides limited explicit guidance on this critical question. §25253(a) directs DTSC to determine 
“how best to limit exposure or to reduce the level of hazard posed by a chemical of concern,” but unfortunately 
does not articulate a clear legal standard for how conflicts between the interests in environmental health and 
economic factors are to be “best” balanced.   
 
Inevitably, DTSC is going to have to confront this issue in deciding what regulatory responses to impose.  
Moreover, AA assessors will have to know how DTSC is going to approach this issue when they decide which 
alternative to choose because the consequent regulatory responses could affect that decision. Without an 
articulated standard, there is no hope of any either DTSC decisions or AA Report decisions being either 
transparent or consistent.   
 
Accordingly, we urge DTSC to be forthright about this issue and articulate a transparent legal standard for its 
decision-making process that both the Department and AA assessors can apply consistently and to which the 
public can hold DTSC and industry accountable.   
 
Fortunately, we believe that a solution to this problem is clear from the background and intent of AB 1879.  It is 
emphatically clear that DTSC should not adopt the standard currently contained in the Toxic Substances 
Control Act.  That statute places the burden of proof on the Administrator of U.S. EPA to make a number of 
showings before regulating a chemical, including demonstrating that the chemical presents an “unreasonable 
risk,” as evaluated under a cost-benefit test.  The difficulty EPA has had in carrying this burden of proof is the 
essential source of the “safety gap” that the Green Chemistry Initiative is intended to confront, as identified in 
the 2006 and 2008 Reports from UC Berkeley to the Legislature and DTSC, respectively. 
 
We urge DTSC to adopt a standard that will implement the intent of the Green Chemistry Initiative to close the 
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safety gap.  We recommend the standard set forth in the Safer Chemicals Act of 2011, a proposed law for 
reforming the Toxic Substances Control Act.  Under S.847, the bill introduced in 2011 into the U.S. Senate, all 
chemicals in commerce, including both new chemicals and existing chemicals in order to remain in commerce, 
would be subjected to the requirement that the Administrator must find that “there is a reasonable certainty that 
no harm will result to human health or the environment from aggregate exposure to the chemical substance.”  
Safe Chemicals Act of 2011, S.847 (2011), at Section 6(b)(1)(C)(ii)(II)(bb), see p. 66.  This "reasonable 
certainty of no harm" test was adopted by the US Congress in the Food Quality Protection Act (FQPA), which 
amended FIFRA, the federal pesticides law.  In the FQPA, that test is interpreted to mean a one per million risk 
for cancer or 1000-fold less than a reference dose [often referred to as a "safe" dose] for other effects.  
 
We urge that DTSC should ensure that this standard is adopted as the Department’s goals for its Regulatory 
Responses and that AA assessors should ensure that any selected alternative meets this standard as well. 
 
Implementing this standard will require carefully embedding it into several places in the regulation.  We have 
not undertaken to do this, but will assist the Department in doing so. 
 
__________________________________________________________________________________________ 
 

22.  Enforcement must include significant penalties. 
 
Enforcement needs to be strengthened so real penalties are imposed for failure to comply with the regulations.  
As the regulations are currently written, the only real consequence for ignoring the regulations is a notice of 
noncompliance on the DTSC website, and that only occurs if DTSC becomes aware of the noncompliance.  
Similarly, when a regulatory response is taken, DTSC should impose steep fines where appropriate.  Low 
income and environmental justice communities have suffered economic and personal harm for years because 
enforcement of known polluters has been lax. 
 
DTSC wants to retain flexibility, but this can work against the public interest if a non-responsive agency is 
running the show. 
 
§69501.3(d) 
If the most stringent or only punitive measure to address failure to comply is a DTSC website listing, this is an 
inadequate effort by DTSC to compel compliance responsible entities.  Failure to comply needs to trigger 
more meaningful penalties, including fines, and other methods as appropriate.  

 
§69501.3(d) 
Warning responsible parties that they are not in compliance and will be so listed on DTSC’s web site takes up 
department resources and time.  We would suggest that it is up to those parties to comply with the regulation 
and that not doing so should result in listing without warning, until they rectify the situation.  In our view, this 
is not only fair, given that companies have the responsibility to be familiar with the law and heed it, but also 
appropriate given the current economic burden on public agencies and DTSC’s limited funding and resources.   

 
Publicly listing those not in compliance with all or part of the regulations is one appropriate enforcement 
mechanism in that it also promotes the public’s right to know.  However, as we stated above, there should be 
more punitive repercussions, in the form of penalties or fines, to drive better compliance and to pay for 
DTSC’s enforcement activities. 
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§69501.4.(a) 
It’s important that responsible entities take full responsibility for the work they perform under these 
regulations.  We recommend the language here be amended to read that the individuals who sign on behalf of 
the responsible entity will be the responsible person(s) in charge of preparing or overseeing work for the 
responsible entity; or will be a high-level officer of the company.  

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

 
§69501.5(c) 
Fines should be part of the repercussions facing responsible entities that Fail to Respond within specified 
timeframes. 

 
§69503.6(b) 
Fines should be part of the repercussions facing responsible entities that Fail to Respond within specified time 
frames. 

 
§69506.3  
DTSC should ensure that phased-out products, with a consumer label or not, are not dumped into discount 
stores and low-income areas.  An inventory recall mechanism to prevent this should be built into the 
regulations. 
 
§69506.6(a)(2)(A) 
This relates to “Other Regulatory Responses” DTSC may make.  We strongly urge that the option to require 
“engineered safety measures to control access to or limit exposure…” be removed.  Instead, we recommend 
adding to the end of the list of “other regulatory responses” language saying that the Department may require 
engineered safety measures to control access to or limit exposure to chemicals of concern as an interim action 
while the responsible entity acts to comply with the ultimate regulatory decision. 
 
__________________________________________________________________________________________ 
 

23.  There is great potential for unnecessary delays in program implementation. 
 
The draft regulations are overly generous to responsible entities in the allowed timelines and the granting of 
extensions.  In addition, the regulations allow all DTSC actions to be stayed during a dispute until resolved.  We 
are concerned that allowing disputes at any stage of the process can lead to frivolous delay tactics by those 
entities that are regulated.  It’s clear that DTSC will focus on chemical/product combinations that have enough 
evidence to suggest a high hazard to the public, and the public has a right to know which of these 
product/combinations are of sufficient concern to warrant DTSC’s request for an AA.  We recommend that 
when a dispute is filed, DTSC make public the reason the dispute is being filed, as well as continue to inform 
the public as to where the matter stands.  In other words, there should not be a blanket silence when a dispute is 
filed; rather there should be a summary of why the chemical/product combination has been prioritized, and a 
current update on how the dispute is being resolved.  Without provisions like this, industry will have a green 
light to pursue frivolous disputes, wasting scarce DTSC resources and undermining the public’s confidence in 
the entire process. 
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CHANGE is also concerned that the dispute resolution process could be interpreted to extend to judicial review 
of disputes and not just the administrative process, which would lengthen potential delays even further.  
 
CHANGE proposes the following amendments addressing these issues. 
 
§69501.3(d)(2)  
If a dispute process is going to be considered, it should include short timelines to minimize costs to both sides.  
The current draft allows for far too much delay in the process by the responsible entity in what should be a 
straightforward task. 

 
§69503.3(d) 
Posting the initial proposed list of Priority Products 180 days after the effective date of the regulations is too 
long, especially since we have heard several times from DTSC that there will only be 2-5 product categories in 
the first round.  We think 90 days should be sufficient for the initial group of product categories to be identified 
and posted. 
 
§69505.1 
Regarding Preliminary and Final AA reports completed before 1/1/15, DTSC will be responsible for 
reviewing these before certified assessors come online.  We note this is yet another activity that DTSC does 
not have resources for, lending weight to the need for the Legislature to act to provide fee authority to DTSC. 

 
§69505.2(b)(3) 
From the time a work plan for the AA Report is approved by DTSC, responsible entities will have up to 30 
months to complete their work.  Assuming that many responsible entities will ask for the maximum amount 
of time, and that there are no other delays caused by disputes, we believe 2.5 years is simply too long a period 
of time for the Final AA report to be generated.  Reducing the deadline by at least one year, including 
requested extension time, will provide momentum for the program to work more quickly through a long 
backlog of potential priority products.  

 
§69507(c) 
The stay pending dispute resolution process needs clarification.  Article 7 provides an administrative dispute 
resolution process.  One of its provisions is that requirements pursuant this chapter shall be suspended “during 
the pendency of a dispute concerning the requirement.” 69507(c).  We understand DTSC’s intent to be that 
requirements shall be suspended only during pendency of the administrative process, but that normal principles 
of administrative exhaustion of remedies and judicial review would apply if a petitioner were to seek judicial 
review of any requirements under this chapter, and that according to those principles a stay pending judicial 
review may or may not be appropriate.  The current wording of 69507(c) is not clear on this point.  
 
Accordingly, this section should be amended to read: 
“...shall be stayed during pendency of the dispute resolution process under this article concerning the 
requirement.” 
 
§69507.6(d) 
This section of the draft states:  “The Department shall issue an order specifying its decision on the merits of the 
Request for Review within one hundred and eighty (180) days from the date it grants the Request for Review.”  
CHANGE believes 180 days is much too long a time period for DTSC to make this kind of decision.  It is yet 
one more example of how the program will be slowed down by delays that are not necessary.  A total of 90 days 
should be more than adequate for DTSC to act in this regard. 
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__________________________________________________________________________________________ 
 

24.  Ensure that life cycle analysis must include all stages, including extraction. 
 
§69503.2(a)(1) 
Too often, extraction is left out of the considerations when talking about a life cycle analysis.  The draft as 
written creates a permanent exclusion for adverse effects of CoC’s that occur during the life cycle of the CoC 
that precedes the manufacture of the product it is incorporated into, including the manufacture and transport of 
the CoC itself.  This limitation has no basis in AB 1879 and undermines its focus on the full life cycle of CoC’s.  
This unwarranted limitation may also ultimately be incorporated into the AA process and perhaps the regulatory 
response process as well. 
 
DTSC should amend the language to address this so it reads:  
“The Department shall consider the potential of the Chemical of Concern in a product to contribute to 
adverse public health and environmental impacts due to potential exposures during its entire life cycle, 
including extraction of raw materials; during the manufacture and transport of the CoC itself; and during 
the manufacture, useful life, and end-of-life disposal or management of the product. 
 
§69503.2(a)(1)(B)4. 
Replace the word “useful” with “entire.”  Add the word “cycle” after “life.”  Amended language is: 
“The potential for public or environmental exposures to the Chemical(s) of Concern in the product, during the 
entire life cycle of the product, considering the following factors:...” 
 
__________________________________________________________________________________________ 
 

25.  Minimize regrettable substitutions by prioritizing classes of chemicals. 
 
The draft regulations may result in regrettable substitutions as companies switch out of chemicals of concern 
before their product is designated as a priority product.  Past proposals for implementing regulations have 
included:  (1) a no data, no market requirement for all or most chemicals in commerce; or (2) detailed, 
admittedly cumbersome reporting requirements anytime a CoC is altered in any product.  The current 
regulations contain no provisions to address this, although the large number of CoC’s may help somewhat with 
this problem.  
 
Prioritizing classes or groups of chemicals or products rather than taking them up individually or relying on 
authoritative body listings would minimize regrettable substitutions and DTSC should consider building in a 
mechanism to do this when appropriate. 
 
We suggest that at the very least, DTSC should try to collect information about the extent of this problem so as 
to inform the design of future elements of the GCI.  In these regulations, DTSC could and should develop 
regulatory provisions to help accumulate information as to whether and how often companies switch out of 
CoC’s prior to entering the formal AA process.  For example, companies could be required to report to DTSC if 
they switch out or reduce the amount of a CoC in any product once the CoC list is finalized.  A simple, non-
burdensome program could provide information of great value to DTSC in the further development of the 
regulations.   
 
 



 

 28 

__________________________________________________________________________________________ 
 

26.  The availability of alternatives should not limit decisions. 
 
As written in the draft regulations, prioritization and other decisions are influenced by, and are in fact dependent 
on, the availability of safer alternatives.  We believe this will send the wrong signal to the marketplace because 
it may deter innovation as well as run counter to the development of new alternatives which should be one of 
the goals of the program.  DTSC should not unnecessarily limit their decisions based on the availability of a 
safer alternative, especially in the regulatory response phase. 
 
__________________________________________________________________________________________ 
 

27.  Responsible Entities have too much power to influence the outcome of AA Reports. 
 
CHANGE is very concerned that responsible entities will be able to conduct their own alternative assessments.  
While the accreditation process builds in some accountability, the fact remains that a responsible entity will 
have a vested interest in a specific outcome of an alternatives assessment, and DTSC will not have the resources 
to adequately audit the many AA reports that will ultimately be generated.  Moreover, the expected prevalence 
of trade secret claims is very likely to result in AA Reports that cannot be meaningfully evaluated by the public 
or other parties.  Under these circumstances, the public is very unlikely to have a basis for confidence in the 
decisions made by the program. Some type of additional oversight mechanism must be developed.  It would be 
far better for third party assessors to be responsible for undertaking the AA’s after accreditation. 
 
§69505.5(n) 
Why is it necessary to ask responsible entities to propose regulatory responses?  We don’t know of other 
regulatory processes in California where a regulated entity is afforded the chance to recommend its own 
corrective action.  DTSC is fully capable of imposing an appropriate regulatory response.  We recommend this 
section be deleted. 
 
§69506.2(b) 
CHANGE recommends using this language for (b):  “No regulatory response is necessary to limit potential 
exposures or reduce the level of potential adverse public health or environmental impacts posed by the 
selected alternative...” 
 
__________________________________________________________________________________________ 
 

28.  Better DTSC oversight of AA process is needed. 
 
Rather than delegate authority to accreditation bodies to vet and approve certified alternative assessors, DTSC 
should strongly consider taking this responsibility on itself.  It would be positive in several ways.  First, the 
quality over the criteria for certification would be highly superior.  DTSC will have to provide quality control in 
any case, so why not manage the process proactively?  Second, it would build important expertise in the 
Department and in the community of alternative assessors generally as everyone would be operating from the 
same playbook.  For the regulations to ultimately be meaningful, DTSC must have in-house experience so 
compliance with the regulations can be effectively assessed.  And third, DTSC could reasonably charge fees for 
providing an important service.  Since responsible entities will have to pay someone to receive accreditation, it 
would be strategic and appropriate for DTSC to fill this role. 
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§69508 
Concerning the Qualification and Certification of Assessors, the plan that is outlined relinquishes greater 
oversight by DTSC, in large measure due to DTSC’s lack of resources.  However, what is proposed is too far 
removed from DTSC to ensure adequate quality control.  This is one of many areas where fees could be put to 
good use so DTSC can assume responsibility over a key aspect of the overall program. 
 
§609508 (a)(5)(A) 
CHANGE supports the requirement for at least 20 hours of continuing education during each two-year 
accreditation period, including two hours each period in professional ethics. 
 
§609508 (c) 
CHANGE supports DTSC having the authority to rescind an assessor’s certification and not completely 
delegate this authority to the accreditation body. 
 
§69508.1(a)(5)(A-N) 
 
The draft regulations say the accreditation body must have ability and experience teaching one or more of the 
following (A-N skill sets).  It would be far better if the Department required more than simply one of these 
areas.  As it’s written, someone with experience as a risk assessor but nothing else on the list would be eligible.  
This would run counter to the intent of the legislation, which is to move away from risk assessment as the only 
tool with which to make decisions. 
 
We recommend requiring one of these skill sets:  pollution prevention, public health, or maternal and child 
health; plus requiring one or more of the other disciplines listed in (A)-(N), plus the addition of occupational 
health to the list of skill sets. 
 
§69508.1(a)(6) 
Requiring a lack of economic interest is essential, and there should be some binding mechanism that 
accreditation bodies agree to ensure this. 
 
__________________________________________________________________________________________ 
 

29.  CHANGE supports the draft language requiring a robust end-of-life management program. 
 
§69506.4  
Concerning the End-of-Life Management Requirements, CHANGE strongly supports the  
requirement for the responsible entity to “fund, establish, and maintain an end-of-life management program” 
including a detailed plan and financial guarantee mechanism, as well as compensation to retailers and other 
persons who agree to administer or participate in the collection program. 
 
In addition, CHANGE believes responsible parties should also be required to estimate the lifetime of the 
applicable products they are managing; and they should be required to provide DTSC a copy of the product 
stewardship plan they develop to enhance oversight. 
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__________________________________________________________________________________________ 
 

30.  Copy Edits 
§69503.2(c)(4) 
COPY EDIT:  Should be “Safer” not “Saver.” 
 
__________________________________________________________________________________________ 
 
CHANGE appreciates the opportunity to make these comments.  We will be happy to assist the Department in 
any way it would find helpful, including answering questions, elaborating our concerns and in developing more 
detailed proposals should the Department request us to do so. 
 
We look forward to seeing a new proposal taking our concerns into accounts. 
 
 
 
 

### 
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30 December 2011 
 
Jeff Woled, MS 22A  
California Department of Toxic Substances Control 
Office of Legislation & Regulatory Policy 
P.O. Box 806 
Sacramento, CA 95812 
 
Re: Comments on Safer Consumer Products – Informal Draft Regulations, R-2011-02 
 
Dear Mr. Woled: 
 
On behalf of the San Francisco Estuary Institute (SFEI), I would like to thank you for the 
opportunity to provide comments on the Department of Toxic Substances Control (DTSC) 
proposed regulation for Safer Consumer Products (Informal Draft Regulation, R-2011-02). The 
Institute’s mission is to provide scientific support and tools for decision-making regarding water 
quality issues and was founded specifically to inform implementation of the Comprehensive 
Conservation and Management Plan for the San Francisco Estuary. One of the key focus areas in 
the Plan is pollution prevention and reduction. Since 1993 SFEI has administered the Regional 
Monitoring Program (RMP), the water quality monitoring program for San Francisco Bay. The 
RMP is a collaborative effort of many stakeholders, including regulatory agencies, dischargers, 
scientists, and the public. RMP stakeholders and SFEI scientists are working together to protect 
water quality in order to minimize health risks to aquatic life and people. 
 
The watershed of San Francisco Bay covers approximately 40% of the State of California. Many 
of the thousands of chemicals that are used in consumer products are released into the 
environment and ultimately end up in the Bay. The reduction of the use of toxic chemicals in 
products through the Safer Consumer Product regulations is one of the easiest and most cost-
effective methods for preventing environmental contamination. The comments detailed below 
provide recommendations for improving the effectiveness of the regulations and insuring that the 
most recent science is considered during their development and implementation. 
 
Defining ‘Occurrence of Chemical Exposure’  
 
The definition of “Reliable information demonstrating the occurrence, or potential occurrence, of 
exposures to a chemical” (Article 1. 69501.2. (67)) should be expanded or clarified to include the 
presence or detection of the chemical in the environment, and its metabolites in tissues. This is 
applicable to at least the sections listed below regarding environmental monitoring data and 
where the text indicates that ‘accumulation’ or ‘bioaccumulation’ will be used to demonstrate 
chemical exposure: 
 

sbaldera
Typewritten Text
(IC)27- San Francisco Estuary Institute
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• Article 1. 69501.2. (67) (C) “Environmental monitoring data, or environmental modeling 
results, that indicate environmental accumulation of a chemical” -- I recommend that the 
wording be changed to include the presence of the chemical in the environment as an 
indicator of chemical exposure. This would make the definition consistent with section 
(A), which indicates that “Monitoring data that shows the chemical to be present in 
household dust, indoor air, or drinking water, or on interior surfaces” can be used to 
demonstrate exposure to humans. This is important to clarify because ‘accumulation’ 
may limit the definition of “occurrence of exposure” to only those chemicals that are 
considered to be persistent or increasing over time in the environment. Many chemical 
contaminants, particularly those commonly detected in wastewater, may not be 
considered persistent or accumulative by traditional definitions, but are instead 
considered ‘pseudo-persistent’ because of their continuous release to (and therefore 
continuous presence in) aquatic environments. 

 
• Article 1. 69501.2. (67) (F) “Environmental monitoring data that shows the accumulation 

of the chemical in aquatic, avian, animal, or plant species” -- I recommend that the 
wording be changed to include the presence of the chemical, its metabolites, or its 
degradation products in the species as an indicator of chemical exposure. Humans and 
wildlife can be exposed to (and ‘take up’) chemicals into their bodies without actually 
accumulating them in detectable amounts in tissues. Many chemical contaminants, 
including polycyclic aromatic hydrocarbons, organophosphate flame retardants, some 
endocrine disrupting compounds, and others, are readily metabolized and therefore are 
often not detected in tissues. This does not mean that exposure to the chemical and 
potentially significant toxic responses have not occurred. This is important to clarify 
because ‘accumulation’ (in the form of ‘bioaccumulation’) can also be defined as only 
occurring when the chemical is present in tissues at a concentration higher than its 
surrounding environment. 

 
Similarly, in Article 3. 69503.2.(a) (1) (B) 4.e., considerations of “Potential Exposure” as a 
factor in “Priority Products Prioritization” include “Potential for release into, migration from, or 
distribution across environmental media, and potential for accumulation and persistence in 
biological and/or environmental components or systems of the Chemical(s) of Concern or 
its/their degradation products…” as a factor. For reasons noted above, the potential for ‘pseudo-
persistence’ and the presence of a chemical in the environment should be considered in addition 
to ‘accumulation and persistence’ of the chemical. 
 
Chemicals of Concern Lists 
 
The following lists should be considered for addition to Article 2. 69502.2 (Chemicals of 
Concern Identification): 
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• Stockholm Convention list of Persistent Organic Pollutants 
(http://chm.pops.int/Convention/ThePOPs/tabid/673/Default.aspx) 

 
• Oregon Priority Persistent Pollutant list (http://www.deq.state.or.us/wq/SB737) 

 
Chemical-Product Prioritization 
 
DTSC may wish to consider the following chemical-product combinations for addition to the 
Priority Products List (Article 3. 69503.3): 
 
Tris(1,3-dichloro-2-propyl) phosphate (TDCPP) in polyurethane foam 
 
TDCPP is:  

• a widely used, high-production volume chemical added to polyurethane foam in furniture 
and children’s products to meet the California flammability standard TB 117,  

• listed as a carcinogen on the California Prop 65 list, 
• a chemical of emerging concern in indoor environments in the United States (detected in 

house, office, and vehicle dust), and 
• a chemical of emerging concern in aquatic environments in the United States (detected in 

wastewater effluent, sewage sludge, surface waters, and sediments). 
 
Nonylphenol ethoxylates (NPEs) in industrial detergents 
 
NPEs and their production and degradation product, nonylphenol (NP), are: 

• used as surfactants in detergents, in addition to other applications,  
• known to disrupt the endocrine system, 
• chemicals of emerging concern in aquatic environments in the United States (detected in 

wastewater effluent, sewage sludge, surface waters, sediments, wildlife), 
• persistent in sediments, and 
• phased-out in Europe because of health concerns. 

 
The USEPA has recently completed a draft alternatives assessment for NPEs 
(http://www.epa.gov/dfe/pubs/projects/npe/index.htm). 
 
Environmental Monitoring is a Key Component of the Prioritization of Chemicals of 
Concern 
 
DTSC has recognized the importance of environmental monitoring in demonstrating exposure to 
chemicals of concern (Article 1. 69501.2. (67)). As such, it should also be emphasized that 
environmental monitoring is a key component of any prioritization framework for chemicals of 
concern (COCs). Examples of how environmental monitoring can support implementation of the 
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Safer Consumer Product regulations and other components of the Green Chemistry Initiative 
include: 
 

• Priority Products Prioritization – Information on COCs detected in the California 
environment would be valuable in prioritizing chemical-product combinations. 

 
• Prioritization of data gaps to be filled – Detection of a COC in the California 

environment may trigger the need for the generation of toxicity or other chemical fate 
data to evaluate the potential for wildlife impacts if sufficient information is not already 
available. Similarly, lack of detection may indicate that more information on a particular 
chemical is of lower priority. 

 
• Evaluation of the effectiveness of regulatory or other source controls – Continued 

environmental monitoring over time would assist in the determination of whether 
management actions are resulting in decreased exposure of the chemical to wildlife in 
California. 

 
Existing monitoring programs could be leveraged to assess environmental exposure to COCs. 
Programs in California have established infrastructure and are already collaborating to identify 
and prioritize chemicals of emerging concern (CECs) in aquatic environments. COCs of interest 
could be added to the target analyte lists in these programs. The lack of analytical methods for 
many CECs is a significant obstacle to monitoring. If analytical methods have not yet been 
developed, DTSC could work with these groups to facilitate their development. 
 
Chemical Occurrence Database  
 
Development of a chemical occurrence database to track studies that have identified the 
presence/absence of COCs in the California environment is recommended. These chemical data 
are routinely generated, but are not readily accessible for comprehensive assessments. A 
centralized database or a federation of individual databases containing chemical occurrence data, 
and potentially hazard data as well, could be developed and maintained in collaboration with 
existing environmental monitoring programs in the State.  
 
Existing information management efforts in the State, such as the California Environmental Data 
Exchange Network (CEDEN, www.ceden.org), could be leveraged to assist with this data 
compilation. The statewide CEDEN database is regularly populated and updated through 
automated replication procedures with databases managed at four Regional Data Centers (RDCs) 
located in the San Francisco Bay Area, South Coast, Central Coast, and Central Valley. This 
approach allows regional organizations with local expertise to be the stewards of their region’s 
data. RDCs meet regularly to work on issues related to data vocabulary and standardization of 
data across the State. CEDEN also exchanges data with USEPA’s Water Quality Exchange 
(WQX) and is working with various state and federal agencies (e.g., California Department of 
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Fish and Game, US Geological Survey) on incorporating their existing databases into the 
CEDEN system. Currently, mostly water quality data are stored in CEDEN; however, one of 
CEDEN’s goals is to incorporate new data types and more data on emerging contaminants. Since 
the infrastructure and standardization process already exists with CEDEN, working with this 
group would be a cost-effective and efficient approach to managing COC data. 
 
Process for Incorporating Most Recent Environmental Science  
 
Development of a process for incorporating the most up-to-date science in regulations associated 
with the Green Chemistry Initiative is recommended. A mechanism that directly connects the 
researchers generating the data with DTSC scientists and policy makers will insure that the most 
current scientific findings are considered when assessing the potential impacts of current-use and 
alternative chemicals on environmental health. A number of organizations maintain active 
programs to identify, monitor, and research CECs and legacy chemicals in California’s aquatic 
environments and could serve a science support function for DTSC. The Department could take 
advantage of the existing collaborative infrastructure among institutions that are already working 
closely with each other and national and international expert researchers to address specific 
scientific information needs. 
 
Examples of how such partnerships could assist DTSC are listed below. 
 

• The development of exposure- and risk-based CEC prioritization processes are on-going 
by a number of researchers and organizations at the local, state, national, and 
international levels. This information could by synthesized for use in the prioritization of 
COCs and priority products. 

 
• Analytical methods have not yet been developed for all the chemicals in commerce, 

which limits assessment of their occurrence and fate in humans and the environment. 
DTSC could work with partners to identify appropriate analytical laboratories to facilitate 
development of methods for these chemicals, as well as any known metabolites and 
degradation products. 

 
• A number of researchers are actively working to develop high-throughput toxicity 

screening assays and bioanalytical screening techniques that can be used to evaluate the 
potential impacts CECs and identify chemicals in wastewaters or the environment that 
may be responsible for any observed toxicity. DTSC could work with partners to identify 
appropriate researchers and apply these techniques to help identify and prioritize COCs, 
and fill toxicity data gaps for COCs of interest.  

 
• Researchers are beginning to generate a wealth of CEC data, but this information is 

typically not synthesized in a form usable to regulatory agencies. DTSC could work with 
partners to develop ‘state-of-the-science’ reports, which could be designed to address 
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specific DTSC information needs and be developed in consultation with expert 
researchers. 
 

• Unique advantages exist in utilizing discussion and decision-making forums that include 
all relevant stakeholders -- regulated entities, regulators, environmental health 
professionals, private industry, and natural resource stewards. These neutral, science-
based forums have been very effective in moving new scientific developments into 
decision- and policy-making processes and becoming a true part of adaptive 
management. 

 
Thank you for the opportunity to comment on the draft regulations.  If you have questions 
regarding these comments, please do not hesitate to contact me. 
 
Sincerely, 
 
Susan Klosterhaus, Ph.D. 
Environmental Scientist 
San Francisco Estuary Institute 
4911 Central Avenue 
Richmond, California  94804 
510.746.7383 
susan@sfei.org 



 

 
December 30, 2011 
 
Department of Toxic Substances Control 
Attn: Heather Jones – Safer Consumer Products Regulations, MS-22A 
P.O. Box 806 
Sacramento, CA 95812-0806 
 
Ms. Jones, 
 
The Natural Products Association (NPA) is submitting this letter as general comment to the Safer 
Consumer Products Informal Draft Regulations, R-2011-02. Founded in 1936, the mission of the 
NPA is to advocate for the rights of consumers to have access to products that will maintain and 
improve their health, and for the rights of retailers and suppliers to sell these products. We are 
the oldest and largest trade association in the natural products industry representing over 1,900 
members accounting for approximately 10,000 retailers, manufacturers, and suppliers of natural 
products. 
 
We previously submitted comments on this regulation on February 15, 2011 and on September 
13, 2010.   We do not believe all of the prior comments submitted have been resolved.   
 
We have reviewed historical comments filed by a number of associations and coalitions.  Many 
of these comments are very detailed, reference authoritative scientific concepts, findings or 
practices, or explain important pragmatic limitations on implementation.  Some even suggest 
precise textual revisions to address the stated concern.   Our comments today will be more 
general.  We intend to supplement and support the more detailed comments we expect other 
persons to make, as many have done so during prior public comment periods.   To the extent the 
general principles below are further elaborated in more detailed comments provided by others, 
we support those additional comments as well, to the extent they embody or promote our 
comments below.  
 
Accordingly, we respectfully note the following for Cal EPA DTSC’s consideration. 
 

sbaldera
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1.  The Chemical List.  The proposal to immediately generate a list of 3000-4000 “chemicals of 
concern” merely by combining over a score of assorted lists seems inadvisable.  First, the 
proposed lists were prepared for different purposes, at different times, subject to different 
standards.  Not all focus on exposure risks, health effects, and other relevant criteria.  Some are 
lists of lists themselves, compounding the lack of a common set of criteria for identifying 
chemicals of concern.   Different rationales and levels of scientific certainty support the different 
listings, resulting in any combined list constituting a “crazy quilt” of inconsistently selected 
chemicals.  Second, the proposed lists includes banned chemicals, pharmaceuticals, certain 
pesticides and other chemicals which are either not subject to the proposed Green Chemistry 
process, or are not by allow allowed into the US stream of commerce.  Including banned or 
irrelevant chemicals, or non-covered items like pharmaceuticals, will sow confusion and render it 
difficult to wade through the gargantuan list.  It promotes ambiguities on the scope of the law.  
We suggest a shorter list, derived from an articulated and limited set of criteria applied 
uniformly.  Finally, a “mish mash” list avoids prioritization of chemicals, which we understand 
is required under the law.  A list of 3000-4000 chemicals can hardly constitute a list of 
prioritized chemicals of concern.  
 
2.  The de minimis level.  Other regulatory authorities, such as the European Union in the EU 
REACH program, have found establishing a universal 0.10% de minimis exemption to be 
workable, consistent and protective of public health.  CalEPA DTSC can later set chemical 
specific de minimis levels if the science warrants a different standard for a specific context, but 
this familiar, uniform level is practical and ascertainable.  Different de minimis levels will only 
sow confusion as to what is the applicable level in a given product, or for a given chemical.   
 
3.  Duplication is not Allowed.  The enabling legislation provides that “This article does not 
authorize the department to supersede the regulatory authority of any other department or 
agency.”  Also, even more strongly stated:  “the department shall not duplicate or adopt 
conflicting regulations for product categories already regulated or subject to pending regulation 
consistent with the purposes of this article.”   We believe this text is clear.  DTSC should refrain 
from including additional criteria in regulations aimed to avoid regulatory duplication which 
result in arrogating more power to DTSC to do just that.  We respectfully suggest DTSC need 
merely follow the plain meaning of the law, not adopt additional standards or criteria for 
determining limits on its own authorities.  
 
4.  Single Chemical Review Should Prevail.  Throughout the proposed regulations, DTSC 
commences with identifying a single “priority pollutant,” but then in reviewing that “priority 
pollutant” at various stages of the Alternatives Assessment process, and possibly otherwise, the 
scope of work gets expanded to include additional inquiries, reviews, evaluations, life cycle 
assessments, and possibly other actions, for additional chemicals of concern which might merely 
be “present” in the target product.  This exponential enlargement of the evaluative process is 



impractical and unworkable.   First, there may well be no exposure or any effect whatsoever due 
to the mere “presence” of a chemical concern in a product (i.e., not the priority pollutant which 
triggered the need for the Alternatives Assessment).  Second, a complex product could have 
many chemicals of concern, thus the time frames DTSC is proposing will be utterly impractical 
when the assessment inquiries (or even a subset thereof) are expanded for multiple chemicals.  
The proposed timelines already seem far too aggressive for meaningful reviews, or if trade 
associations are to conduct assessments for members.  To streamline and actually target 
completion of an Alternative Assessment, the process should review one chemical at a time.  
Without focus on a single chemical, a single Alternative Assessment could balloon into a 
monstrous, years-long Frankenstein which never meets an end.    
 
5.  To Much Discretion on Alterative Assessments.   As we understand the statute, a party that 
completes an Alternative Assessment should be deemed in compliance with the law.  The 
proposed regulatory scheme seems to afford DTSC too much discretion to compel revisions and 
to dictate outcomes.  The science in the assessment should dictate the outcome and the 
assessment process, if procedurally followed, should suffice to complete the regulatory 
obligation.   DTSC should not be authorized to select a favored alternative, if the assessor 
reaches a different conclusion based on valid and supportable criteria and rationales.   Also, 
DTSC has powerful regulatory authority—ranging from “no action” to mandating warnings to 
banning sales of a product.   We suggest to avoid charges that DTSC is acting in an “arbitrary 
and capricious” manner, and to avoid possible politicization of the review process, that DTSC 
propose criteria and standards which determine which actions DTSC can undertake, and when, 
including conditions under which DTSC may not act (e.g., the ban option should be restricted to 
only the most egregious circumstances, such as an imminent and substantial and documented 
material public hazard).   At a minimum, a streamlined dispute resolution process which includes 
a presumption of upholding the assessment as submitted, so  long as the required procedural 
steps were completed, should be considered.   
 
6.   Other Comments on Alternative Assessments.  In addition to the foregoing, we  concur that 
the regulated community should be authorized to deploy in-house experts or trade association 
experts to conduct Alternative Assessments.  Their expertise likely will enhance the quality of 
the assessments.   Mandating certifications for, and use of, third party assessors could be time-
consuming, cumbersome, result in bottlenecks when too few assessors are available , displace 
possibly superior in-house expertise, require substantial training and “coming up to speed” as 
well as  increase costs.   We suggest third party verification remain optional.  Second, trade 
secret and confidential business information protections should be enhanced.  Third, as a trade 
association, we appreciate the value cooperation and coordination may bring.  Our members, 
however, sometimes express concerns over anti-trust legal issues.  It is beyond the scope of this 
letter to comment on this complex legal area.  We merely note the regulations expressly should 
provide that sharing of chemical hazard, exposure and similar information on products under 



evaluation should not constitute an anti-trust violation when the purpose of sharing such 
information is to conduct industry wide assessments for this law.   Finally, we strongly urge 
DTSC to concur that the alternative assessment process be practical, and focused on an 
assessment not of every theoretical possibility, but of alternatives which are practical, 
achievable, cost-effective, efficiently realized, acceptable to consumers (particularly where 
touch, aesthetics, smell, weight, reliability and other performance criteria are paramount for that 
product).   
 
The foregoing is of course does not constitute the universe of possible comments.  But in 
articulating these general principles, approaches and guiding criteria, we hope to inform DTSC 
of the many practical issues which need to be addressed to foster the success of this dynamic 
regulatory initiative. Thank you for this opportunity to comment and thank you in advance for 
your consideration of these comments. 
 
Respectfully submitted,  
 

 
 
Cara Welch, Ph.D. 
Vice President, Scientific and Regulatory Affairs 
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December 30, 2011  
                                  
VIA ELECTRONIC FILING 
 
Department of Toxic Substances Control 
Attn:  Heather Jones – Safer Consumer Products Regulations, MS-22A 
P.O. Box 806 
Sacramento, CA 95812-0806 
gcregs@dtsc.ca.gov 
 
 Re: California DTSC Safer Consumer Products Regulations Draft                                  
 
Dear Ms. Jones: 
 
 The Battery Council International (BCI) is pleased to submit these comments on 
the California Department of Toxic Substances Control’s (DTSC) informal draft 
regulations for Safer Consumer Products.  Health and Safety Code sections 25252 and 
25253 require DTSC to adopt these regulations to:  1) establish a process by which 
chemicals or chemical ingredients in consumer products may be identified and 
prioritized; and 2) develop criteria by which chemicals and their alternatives may be 
evaluated and reduce exposure to these chemicals and the hazards posed by them.   
 
 BCI is a non-profit trade association whose members are engaged in the 
manufacture, distribution and reclamation of lead batteries.  BCI members account for 
over 98% of the U.S. lead battery production and over 80% of its recycling capacity (i.e., 
secondary lead smelting).  Our industry promotes lead-acid battery recycling by collecting 
and recycling lead batteries, encouraging the enactment of mandatory lead battery recycling 
laws, and supporting ongoing consumer and industry environment, health and safety 
education efforts.  The vast majority of used lead-acid batteries are collected initially for 
recycling from consumers, either at retail outlets that sell new batteries, or at retail facilities 
where new batteries are both sold and installed.  These batteries are picked up from retailers 
by battery distributors, battery manufacturers or secondary lead smelters and delivered to 
recycling facilities.  The U.S. recycling rate for lead from lead-acid batteries is very close to 
100%.1 
 
 For the reasons presented below, BCI recommends that the DTSC exempt lead-acid 
batteries from the requirements of the Safer Products regulations.  Lead-acid batteries and 
                                                 
1 Smith, Bucklin and Associates, Inc., BCI National Recycling Rate Study (August 2009).  The recycling 
rate for lead from lead-acid batteries across the years 2004 – 2008 was 96.0%.  The plastic battery casings 
also are recovered and processed into raw material for new products. 
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their production and recycling are time-tested and already highly successful and regulated.  
There also are no viable substitutes that meet the critical performance and cost efficiency  
(technical and cost feasibility) requirements demanded by the marketplace and the rule’s 
Alternatives Assessment provisions.   
 

Comments 
 

1. Lead-Acid Batteries Should Be Exempted From the Rule as They Are 
 Already Highly Regulated    
 
 DTSC recognizes in the draft proposal that an exemption should be provided for 
products that are already regulated by one or more federal, California State regulatory 
program(s), and/or applicable international trade agreements ratified by the United States 
Senate, that  
 

“address[es] the same adverse public health and environmental impacts 
and exposure pathways that would otherwise be the basis for the product 
being listed as a Priority Product; and provide[s] 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.” 
 

 Lead-acid batteries are such a product.  As more fully explained in the following 
subsections, they are already subject to a state disposal prohibition and mandatory 
recycling (end-of-life product management), they must display consumer warnings 
pursuant to both Proposition 65 and U.S. Consumer Product Safety Commission (CPSC) 
requirements, and lead-acid battery manufacturing and recycling are both strictly 
regulated under the Clean Air Act, the Clean Water Act and California’s hazardous waste 
regulations.  Cal/OSHA’s general industry lead standard also serves to control worker 
exposure to lead during battery manufacturing and recycling.  Indeed, Cal/OSHA has this 
year initiated a rulemaking process that may make its lead standard more stringent.    
 
 These characteristics are precisely those which, under the proposed regulation, 
would support DTSC excluding lead-acid batteries.  But this could only be done after an 
independent Alternatives Assessment was completed.  There is no reason for resources to 
be wasted in that effort.  Lead-acid batteries should be excluded from the start.   
 
 a. End of Life Product Management for Lead-Acid Batteries  
 
 With BCI’s strong support, thirty-nine states, including California, have enacted 
laws that assure “cradle to grave” stewardship of lead batteries.  These laws prohibit 
municipal solid waste landfill or incinerator disposal of used batteries and require battery 
retailers to accept used batteries from customers and advertise their collection 
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obligations.  Battery manufacturers and distributors, in turn, must accept the used 
batteries from retailers and transport them to recycling facilities at their own expense.2    
 
 The existing reverse distribution system – whereby the same network that 
distributes new batteries also safely collects and returns used batteries for recycling –
satisfies these legal requirements and assures that batteries are recycled at very high 
levels, regardless of the price of lead.  Lead battery manufacturers also developed an 
industry battery label to further assure lead-acid battery recycling.  It consists of the 
words “LEAD-RETURN-RECYCLE” surrounding the three-chasing-arrows recycling 
symbol. 
 
 Furthermore, California’s end-of-life product management law specifically 
prohibits municipal solid waste landfill or incinerator disposal of used lead batteries, and 
requires battery retailers to accept used lead batteries offered by customers.  Battery 
manufacturers and distributors, in turn, must accept the used batteries from retailers and 
ensure for recycling.  Battery manufacturers must notify retailers and distributors of these 
requirements.  Cal. Health & Safety Code § 25215. 
 
 As noted above, the U.S. recycling rate for lead from lead-acid batteries is very 
close to 100% –  a rate that is unsurpassed by any other battery chemistry or consumer 
product.  All of the plastic from lead-acid batteries is also recycled.  The sulfuric acid 
electrolyte from used batteries is either recycled or neutralized.  Indeed, lead-acid battery 
stewardship practices set the standard for other products.   
 
 b. Consumer Warnings on Lead-Acid Batteries 
 
 BCI has provided battery use and safety labeling recommendations to its members 
since 1989,  and these are used virtually universally.  They are included in BCI’s 
Recommended Practices for Warning Messages, General Labeling & Marking and 
Shipping & Packaging (last updated August 2009) and is the industry standard.  These 
labels initially were designed to comply with very detailed and stringent CPSC regulations, 
and since have been expanded to reflect California “Proposition 65” requirements.  The 
recommended labels are easily visible to consumers and store clerks and convey necessary 
information about potential hazards and safety precautions applicable to lead-acid batteries.   
 
 For example, consistent with CPSC requirements, lead-acid batteries for 
consumer use (e.g., batteries for cars, boats, lawnmowers and power sport vehicles such 
as motorcycles, jet skis and snowmobiles) must be labeled with safety warnings 
indicating the presence of sulfuric acid, that they pose a DANGER and that acid is a 
POISON.  Special handling and first aid instructions also are included, as well as the 
phrase “KEEP OUT OF THE REACH OF CHILDREN.”3  These warning statements are 
                                                 
2 An additional five states have more narrow laws that strictly prohibit municipal solid waste disposal.   

3 16 C.F.R §§ 1500.121 and 1500.3.   
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located prominently on labels and appear in conspicuous and legible type in contrast by 
typography, layout or color with other printed material on the label.  A sample label with 
CPSC required language is shown as Attachment 1.  A nearly identical label is used on 
industrial lead-acid batteries to comply with U.S. Occupational Safety and Health 
(OSHA) requirements. 
 
 Similarly, lead-acid batteries for the U.S. market are labeled with the California 
Proposition 65 warning statement that indicates the presence and hazards of lead and 
“other chemicals known to the State of California to cause cancer” (referring to sulfuric 
acid mist).  That statement reads as follows: 
 

WARNING:  Battery posts, terminals, and related accessories contain 
lead and lead compounds, chemicals known to the State of California to 
cause cancer and reproductive harm.  Batteries also contain other 
chemicals known to the State of California to cause cancer.  Wash hands 
after handling. 

 
 c. Other Regulatory Controls on Lead-Acid Batteries 
 
 The lead-acid battery manufacturing and recycling industries are strictly regulated 
by federal and state air, water and hazardous waste rules and regulations.  Worker safety 
is further protected by the federal and State general industry lead standard and applicable 
hazard communication standards. 
 
 California implements and enforces Clean Air Act requirements that carefully 
limit stack emissions and the ambient air levels of lead for both battery manufacturers 
and battery recyclers.  These requirements include the National Emissions Standards for 
Hazardous Air Pollutants and the National Ambient Air Quality Standard (NAAQS) for 
lead.  The NESHAP regulations for both industries were recently updated (2007 for 
manufacturers and 2011 for recyclers) and the lead NAAQS was revised downward from 
1.5 µg/m3 to 0.15 µg/m3 in 2008.  A review of the 2008 NAAQS standard is also 
underway.  
 
 Water effluent limits applicable to battery manufacturers tightly control waterway 
and sewer water releases of lead, copper, iron, oil and grease, total suspended solids 
(TSS) and pH levels.  Battery recyclers must meet stringent effluent limits for antimony, 
arsenic, lead, zinc, ammonia, TSS and pH (sulfuric acid from used batteries is separated 
for recycling or neutralized).  Storm water releases at these facilities are also tightly 
controlled. 
 
 Lead-acid battery manufacturers and recyclers are also stringently regulated by 
the full panoply of California’s hazardous waste rules for all hazardous wastes that they 
generate through processes at their plants.  This includes containment, storage time, 
recordkeeping, annual reporting, manifesting, hazardous waste hauler requirements and 
land disposal restrictions, among other obligations.    
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 Generators, transporters and storage facilities handling used lead-acid batteries 
before recycling are covered by streamlined hazardous waste requirements that include 
manifesting, recordkeeping and, except generators, annual reporting obligations.  22 Cal. 
Code Regs. §§ 66266.80-81.  In addition, any damaged batteries must be stored and 
transported in a non-reactive, structurally secure, closed container capable of preventing 
the release of acid and lead, and packed in the transport vehicle in a manner that prevents 
the container from tipping, spilling or breaking.  Section 66266.81(b)(1).4  The handling 
of large quantities of lead-acid batteries, long-term storage of such batteries and 
electrolyte removal (any quantity) also trigger the full panoply of hazardous waste 
regulations in California described above.  This covers storage of more than one ton of 
batteries for more than 180 days, or, one ton or less of batteries for more than one year.   
This latter requirement serves to minimize or even eliminate long-term storage of used 
batteries by generators, transporters and storage facilities. 
 
 As noted above, Cal/OSHA’s general industry lead standard serves to control 
worker exposure to lead during battery manufacturing and recycling.  Cal. Code Regs. 
tit. 8 § 5198.   It sets personal hygiene and facility housekeeping standards that are 
critical to keeping blood lead levels down, as well as similarly critical limits on the 
allowable level of lead in the air and in workers’ blood.  Also, as noted above, Cal/OSHA 
has this year initiated a rulemaking process to make its lead standard more stringent.     
 
2. There are No Viable Substitutes for Lead-Acid Batteries that Meet 
 Performance and Cost Efficiency Requirements 
 
 The Safer Consumer Products proposal includes in its Alternatives Assessment 
provions a requirement that viable substitutes meet specific technological and economic 
feasibility standards.  
 
 a. Lead-Acid Battery Performance 
 
 There are no viable substitutes to the lead-acid battery that meet the critical 
performance and cost efficiency requirements demanded by the marketplace or the proposed 
Safer Consumer Products rule’s Alternatives Assessment.  Because of its unsurpassed 
recycling rate and regulatory controls, lead-acid batteries also are a superior product if 
California is looking to protect the environment and ensure human health and safety.  
 
 While batteries store electricity using a variety of different chemistries, there are no 
“environmentally safer” alternatives to lead-acid batteries in the uses to which they currently 
are put that California could  identify through an Alternatives Assessment.  Only one other 
battery chemistry, nickel-cadmium, has the capability to function as a reliable starter battery 
(automotive, aviation, marine and lawn and garden), especially in the colder temperatures 

                                                 
4 http://www.dtsc.ca.gov/LawsRegsPolicies/Title22/upload/OEARA_REG_Title22_Ch16_Art7.pdf 
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that are typical to the U.S., including parts of California.  However, nickel-cadmium has 
toxicity concerns equivalent to lead-acid batteries, is cost prohibitive for consumer 
applications, and has no established recycling system.  Lithium-ion chemistry batteries face 
significant technical limitations preventing widespread use as starter batteries.  For example, 
the only lithium-ion vehicle starter battery currently on the market is offered as an optional 
spare part for certain luxury sports cars, but can only be used in weather conditions above 
freezing (32° F).  Moreover, hybrid electric vehicles that utilize non-lead technologies for 
the motive power battery use a separate lead-acid battery as the starter battery. 
 
 Lead-acid batteries also safely serve other diverse non-consumer applications such 
as medical, nuclear, motive power (e.g., forklifts), standby, uninterruptible power supplies 
(UPS), energy storage (e.g., wind, solar), load leveling (power company applications), 
security, emergency lighting and certain electric and hybrid electric vehicles.  They operate 
safely and reliably at widely ranging ambient temperatures and in every geographical 
location, from hot desert to cold arctic environments.   
 
 New sealed (valve regulated) lead-acid battery designs have made the use of the 
lead-acid technology even safer in many applications.  With these non-spillable batteries, the 
chances of acid leaking from the battery are minimal.  Also, in the event of a car accident, 
no acid will spill out even if the battery is cracked or punctured.   
 
 The lead-acid battery is abuse tolerant, versatile and a safe and reliable battery 
technology. 
 
 b. Lead-Acid Battery Cost Efficiency 
 
 Lead-acid batteries are also the most affordable option when it comes to 
rechargeable battery technologies.  Regardless of the type of application, lead-based 
technology delivers the lowest cost of energy and power output per kilowatt hour.  No other 
starter battery technology is as affordable, for example.  While more heavily focused in the 
non-consumer market, newly developed carbon-based advanced lead-acid batteries also are 
the most affordable battery in their class.  These batteries can be used for energy storage, 
extended float/cycle service, UPS and hybrid electric vehicles.  Advanced lead-acid batteries 
are 1/3rd to 1/4th the cost of competing advanced battery technologies. 
 
 An established infrastructure of manufacturing and recycling ensures that lead is one 
of the most stable and cost effective energy storage technologies.  The recycling that is 
hallmark to lead-acid batteries is more energy-efficient than mining and smelting new lead 
or other metals for other battery chemistries.  The lead from a dead battery can be refined 
into new alloy over and over again indefinitely.  Its sustainability is unmatched and serves as 
a buffer to raw material price fluctuations that could compromise the practicality of 
commercial use.  Also, the supply of lead is not dependent on one dominating international 
source, unlike material used in some other forms of energy power storage.  The vast 
domestic collection and recycling infrastructure, plus the contributions from many 
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developed countries with safe lead-acid battery recycling facilities, also make lead one of 
the most reliable and environmentally sound raw materials for battery production.  
  
 

* * * * 
 
 As stated at the beginning of these comments, BCI is recommending that the 
DTSC exempt lead-acid batteries from the requirements of the Safer Products regulations 
for all of the reasons described above.  Lead-acid batteries and their production and 
recycling are time-tested and already highly successful and regulated.  There also are no 
viable starter battery substitutes that meet the critical performance and cost efficiency 
requirements demanded by the marketplace, and the more expensive substitute that does 
exist has toxicity concerns equivalent to lead-acid batteries. 
 
 BCI appreciates the opportunity to provide these comments.  If you have 
questions about this submittal, please contact David Weinberg, BCI’s general counsel, at 
202-719-7102 or dweinberg@wileyrein.com.   
 
Respectfully submitted, 
 
   Tim J. Lafond 
 
Timothy J. Lafond, P.E. 
BCI Environmental Committee Chairman 
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(IC)33-Kelly Sutton 
 
Dear California Green Chemistry Initiative, Proposed Regulations for Safer 
Consumer Products: 
 
I have been a primary care physician for forty years,  and witnessed a 
simultaneous expansion of chemicals in human life, and diminished health in 
Americans of all ages over these past four decades.  As two specific 
examples, increased rates of cancer and asthma reflect the deteriorating 
quality of the environment we live in.  Industry funds develop more 
chemicals, rather than funding studies to understand the impact of those 
chemicals in use in human life.  It is up to regulatory bodies to require 
studies and regulate chemicals for the sake of the future health of the 
public and the planet we live on --  both undeniably part of the same life 
system.  I am a member of the Sacramento Physicians for Social 
Responsibility, a group of medical and healthcare professionals concerned 
about toxics in the environment. 
 
I strongly support the Department of Toxic Substances Control (DTSC) 
efforts to scientifically and systematically identify, prioritize and 
regulate chemicals in consumer products that pose a threat to human and 
ecological health, as well as, to require manufacturers to conduct 
assessments of alternatives. 
 
I consider that the October 31, 2011 version of the Draft Regulations for 
Safer Consumer Products is improved over the previous version of the draft 
regulations. 
 
Therefore, I specifically request the following: 
 
1) That the October 31, 2011 draft of the Safer Consumer Products 
Regulations be maintained and not be diluted or watered down. 
 
2) That the wider list of carcinogens and reproductive toxicants be 
included in the Text of Proposed Regulations for Safer Consumer Product 
Alternatives, dated October 31, 2011. The Prop 65 list is far too narrow.   The 
list of carcinogens and reproductive toxicants to be included in the 
proposed regulations should not be abridged from that of the October 31, 
2011 version of the regulations. The list of approximately 4000 potential 
Chemicals of Concern (COCs) to be overly large, especially since there are 
over 20,000 chemicals in common use, and since many of these chemicals have 
not been completely evaluated for hazard traits. 
 
3) That the Regulations for Safer Consumer Products should also include 
consideration of unintentional by products that are known to be formed 
during the manufacture, distribution or storage of the consumer 
product.  Chemicals 
that have a hazard trait that are unintentionally formed during the 
manufacture, distribution or storage of a product should also be considered 
and reported as part of the Regulations for Safer Consumer Products. 
 
4) That the regulators support inventory recall provisions of the Safer 
Consumer Products Regulations (Section *69506.5.)*.  Consumer products that 
pose a hazard to human and or ecological health should be subject to 
recall, without question.  "Consumer acceptance" should not be a guideline 
in the Safer Consumer Products Regulations.  Too often consumer acceptance 
is a product of marketing efforts only.  Consumers lack information and 
need informed advocacy on their behalf.  Product safety should be the 
primary consideration in the Safer Consumer Products Regulations. 
 
5) That claims of “Confidential information” and/or “Trade Secrets” be 
recognized as a potential way to avoid the public reporting of toxic 
chemicals in consumer products.  Given the ability of advanced analytical 
laboratory equipment to identify and quantitate chemical components, “trade 
secret protection” should not be granted to any consumer product component 
that has a hazard, and whose chemical composition is disclosed through 
analytical/chemical analysis. While protecting intellectual property is 



important, the priority of the Safer Consumer Product Alternatives 
regulations should be to insure that chemicals in consumer products do not 
pose a hazard to human or ecological health, and that the presence of a 
chemical that poses a hazard in any consumer product is publically 
disclosed, along with indications of the type of hazard it presents. 
 
6)  That the Safer Consumer Products Regulations address all routes of 
exposure, including inhalation, dermal absorption, incidental ingestion and 
ingestion. There is significant incidental ingestion of chemicals of 
concern in many consumer products including, but not limited to cosmetics 
and toys.  For example, children frequently mouth and chew on many 
different toys and other objects that they can get in to their mouths. 
 Lipstick 
and other cosmetics applied to the face, on the hands or with the hands can 
be incidentally ingested, since these are not washed off before eating.  All 
of these potential exposures of chemicals in consumer products should be 
considered in the Safer Consumer Products Regulations. 
 
All routes of exposure also need to be considered for ecological receptors. 
Many consumer products, including household cleaners, laundry cleaners, 
cosmetics, lawn and garden products and other consumer products are washed 
down the kitchen, bathtub, toilet or storm sewer drain.  Many of these 
compounds are not removed by water treatment facilities, and so pass into 
the fields, rivers, lakes and estuaries of the State to expose ecological 
receptors.  Thus all routes of exposure of ecological receptors need to be 
considered in the Safer Consumer Products Regulations.  Damaged and 
contaminated ecosystems constitute an unsafe environment for human health. 
 
7) That the Safer Consumer Products Regulations address cumulative 
exposures including all routes of exposure.  Consumers are exposed to 
multiple consumer products, including shampoos, soaps, room fragrances, 
cosmetics, sunscreen lotions, leachable plastics, kitchen cleaners, 
bathroom cleaners, etc, etc, several of which contain one or more chemicals 
with hazard traits.  DTSC needs to consider the cumulative cancer and 
non-cancer hazard of all consumer products to which a consumer could be 
exposed.  It is not sufficient to consider exposure to a single consumer 
product, when consumers are routinely exposed to multiple chemicals of 
concern with hazard traits.  Thus, we recommend a higher level of 
protection for individual COCs in consumer products to better ensure that 
exposures to multiple COCs in multiple consumer products do not pose an 
unacceptable hazard to human or ecological health. 
 
8) That the Safer Consumer Products Regulations flag chemicals with 
insufficient information on hazard traits.  Complete toxicological 
information on all stages of development and all critical endpoints is not 
available on many chemicals found in consumer products. These data gaps 
need to be flagged and addressed.  For example, reproductive and 
developmental toxicity information is not available or is insufficient for 
evaluating the safety of many chemicals in consumer products.  Conflicting 
data on toxicity traits of chemicals need to be resolved with additional 
studies that are not conducted or funded by the manufacturer or trade 
association.  An example is Bisphenol A (BPA).   Science must not be sham 
science that is biased from the outset by conflicts of interest. 
 
 
 If I am in any way unclear, or can be of any help in this matter, please 
feel free to contact me.  Thank you for your far-reaching work, and very 
careful decision-making, in advance! 
 
 
Sincerely, 
 
*M. Kelly Sutton MD* 
CA # G076932 
9801 Fair Oaks Blvd #300 
Fair Oaks CA 95628 
(916)671 1780 



 
Regarding the Proposed Regulations for Safer Consumer Products, please add 
these statements to my earlier comments.  Thank you! 
 
1)  The lack of  reliable hazard trait information is a major problem for 
many chemicals.  Many chemicals consumers are exposed to do not have 
reliable data on their toxicity at developmental, reproductive, 
immunological, carcinogenicity and other toxicological endpoints. They may 
have information on some endpoints but relatively few chemicals have 
reliable data on all of these toxicological endpoints.  In addition, much 
of the data is many years old and does not meet current standards for 
toxicological testing. These data gaps need to be filled with reliable data 
on toxicity endpoints. However, the Alternative Assessment procedures of 
the Proposed Regulations for Safer Consumer products is silent on this. 
This is a significant oversight that must be remedied. 
 
2)  Note that high throughput in vitro screening assays at NIEHS / NTP and 
other institutions are providing toxicity data on an increasing number of 
chemicals based on in vitro cell responses. While this in vitro toxicity 
data may provide some information on chemical’s toxicity in a specific cell 
type and pathway, this in vitro data is not sufficient for predicting many 
toxicological responses, including for developmental and reproductive 
traits. Therefore, in vitro toxicity data is inadequate and not sufficient 
as a foundation for clearing a chemical for human use or consumption. 
 
3)  A recent Paper in *Nature* discusses how the lack of toxicity trait 
information on many chemicals and how the lack of mandate for chemical 
manufacturers threatens the objectives of the REACH program in Europe  ( 
http://www.nature.com/news/2011/110712/full/475150a.html).  DTSC should 
avoid this flaw in the design of its regulations. The Proposed Regulations 
for Safer Consumer Products should require that manufacturers/importers be 
responsible for providing accurate and adequate toxicity trait data for 
chemicals in consumer products in California, starting with the highest 
volume chemicals.  All sources of chemicals in use in California require 
full toxicity trait data. 
 
4)  DTSC needs to have a toxicologist or research scientist with expertise 
in toxicological screening assays review the toxicological data on 
individual chemicals to determine if the toxicity trait data, including on 
developmental, reproductive, and carcinogenicity endpoints is complete and 
reliable.  If data is lacking on a given chemical, it should be flagged as 
requiring additional testing to quantitatively determine the hazard trait 
properties of this chemical.  Once again, you can see that understanding 
this detail requires scientific training.  A non-scientist consumer cannot 
make judgment about safety of chemicals.  The State's careful regulations 
by trained toxicologist(s) protect consumers. 
 
5)  DTSC needs to have a toxicologist or research scientist with expertise 
in toxicological screening assays review the Alternative Assessment (AA) 
work plans to ensure that that the AA toxicological screening assays will 
be properly conducted.  Reviewing the toxicological data and AA workplans 
to ensure reliability and that data gaps have been filled will be a major 
undertaking. Nevertheless, it is critically needed to ensure that 
the Proposed Regulations for Safer Consumer Products are successful in 
protecting the public from toxic harm. 
 
This area is complex even for medical doctors.  Of course you will seek 
toxicologists/scientists without conflict of interest.  Transparency to the 
public is critical for full consumer protection.  Thank you kindly for your 
work, and attention again. 
 
Sincerely, 
 
M. Kelly Sutton MD 
9801 Fair Oaks Blvd #300 
Fair Oaks CA 95628 
(916) 671 1780 



 

 



 

mailto:GCRegs@dtsc.ca.gov
sbaldera
Typewritten Text
(IC)34- International Fragrance Association North America



http://www.ifraorg.org/


 

 

 





                                                      
                                            
 
December 29, 2011 
 
Attn: Heather Jones – Safer Consumer Products Regulations, MS-22A 
Department of Toxic Substances Control 
P.O. Box 806 
Sacramento, CA 95812-0806 
gcregs@dtsc.ca.gov  
 

Unilever is one of the world’s leading food, beverage and consumer products companies, 
marketing many well-known and recognizable brand names.  Providing the highest quality and 
safest products for the intended purpose has long been a paramount goal of ours, so that 
consumers prefer our products because of the value, performance, and safety in use which they 
desire. 

Re:  Comments on Informal Draft Regulations - Safer Consumer Product Alternatives 

 
Unilever has been an active participant in the discussions around the development of 
California’s Green Chemistry Initiative (GCI), supporting the passage of AB1879 and SB509 as key 
elements in establishing authority to identify, assess, and manage high priority chemicals and to 
establish a portal for chemical safety information.  Unilever was a key organizer and participant 
in the Alternatives Assessment Workshop on September 15, 2011, held in Sacramento.  We 
thank the Department of Toxic Substances Control for allowing us to submit the following 
comments in response to its October 31, 2011 Informal Draft Regulations for Safer Consumer 
Products.  We also strongly support Director Raphael’s direction to make the Safer Consumer 
Products regulation practical, meaningful and legally defensible.   
 
Unilever has participated in reviewing and approving comments filed by several organizations, 
including the Grocery Manufacturers Association (GMA), the Green Chemistry Alliance (GCA), 
and the Personal Care Products Council (PCPC), whose comments we incorporate by reference.   
 
The latest iteration of the draft regulations contains a number of strategic choices that will help 
create a program to improve public health and the environment for all Californians.  

• It appropriately focuses on consumer products and not commercial products, bulk 
chemicals and manufacturing operations. 
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• DTSC indicates that, in the first round, it will only select 2 to 5 Priority Product 
(PP)/Chemical of Concern (CoC) pairs.  Unilever supports the notion that the program 
should start with only a few products as a way to ensure that it meets the goals of the 
legislation without unduly hampering companies’ ability to innovate.   

• DTSC’s approach to the process has been described as “mandating the question”, in 
which it picks Priority Products/CoC pairs, rather than “dictating the answer”.  
Companies are then expected to conduct the Alternative Assessment, as they have been 
doing for many years with new and existing consumer products for all kinds of reasons, 
including those focused on making the product safer for all key constituents.  
Manufacturers of consumer product are the most appropriate entities, with access to all 
the necessary skills, to develop, test, and market alternative formulations. 

• The Alternative Assessment (AA) section in the informal draft has some important 
features that must be maintained in the final regulation: 

o the ability for a company to propose an alternate AA process that meets the 
intent and outcomes of DTSC’s AA process, 

o the flexibility to use any appropriate AA methodology, 
o the capability to focus the AA on relevant factors for each product type, 
o the elimination of 3rd party verification, and  
o the ability to use in-house expertise in developing and assessing AA’s, which 

could ultimately result in less cost to DTSC. 
• On data requirements, DTSC has chosen to allow submitters to provide quantitative and 

qualitative information.  Where that is lacking, there will be no requirement to fill data 
gaps.  However, as a regulatory response, the Department may require the data where 
there are remaining concerns.  This choice will allow for a more timely completion of 
AA’s, and focus any new data requirements on truly critical needs. 

 
Unilever does, however, have concerns that, if not addressed appropriately in the final 
regulation, will prevent the program from achieving its full and desired potential.  Additionally, 
some aspects of the Draft will not only be impractical and unworkable but could stifle 
innovation due to the overly bureaucratic requirements.  Beyond these, the Draft conceptually 
could (a) impose unnecessary costs and administrative burdens on companies doing business in 
California and (b) require a large DTSC staff to manage the paperwork and process, even if the 
number of products is limited.   
 
Issues of concern to Unilever are as follows: 
 

• The definitions for reliable information and the lack of defined thresholds for 
measurable hazard traits will weaken the effort to make this a robust and meaningful 
scientific program, 

• The proposed establishment of a chemical of concern list containing well over 4000 
chemicals does not follow an adequate process for selecting chemicals of concern (as 
statutorily prescribed),  

• A number of the proposed sources for the merged list of chemicals of concern are not 
considered authoritative by scientific experts in the industry,  

• A non-quantitative product prioritization process, so-called a narrative process, as 
proposed, is not suitable for identifying high priorities that will make truly meaningful 
improvements to public health and the environment in California, and, 



• Although there are many positive aspects of the draft Alternative Assessment process, 
there a number of critical workability concerns: 
 

o timelines are too short for adequate alternative products to be identified, 
developed, evaluated, and then produced, 

o the requirements veer away from a strict focus on the Chemical of Concern, 
which serve as the basis for designating a product as priority, and 

o the expertise of company experts is not given high enough value when assessing 
and conducting AA’s 

 
California deserves a credible, workable, and successful program that can achieve this part of 
the Green Chemistry Initiative’s objectives, to complement the other five planks of the Initiative.  
Unilever strongly supports the improvements in this informal draft regulation but still has many 
concerns.  There is much work remaining to achieve the balance of practical, meaningful and 
legally defensible attributes.   
 
Just as we have shown over the past several years and by our participation in the Alternatives 
Assessment workshops, Unilever remains committed to assisting the Department in developing 
and implementing a Green Chemistry program that will not only achieve the Green Chemistry 
Initiative’s objectives, but that will also be a model for the U.S. and elsewhere.  If you have any 
questions or comments, please feel free to contact me.  We look forward to our continued work 
together on this important initiative. 
 
 
Sincerely,  
 
 
Dr. Jack Linard 
Head, Regulatory Affairs 
Unilever Home and Personal Care NA 
800 Sylvan Avenue 
Englewood Cliffs, NJ   07632 
 
 
cc Secretary Matt Rodriguez, California EPA 
 Director Debbie Raphael, DTSC 
 Odette Madriago, DTSC 
 P. Barone, Director Regulatory Affairs North America, Unilever   
       
 
 
 
 



 
Detailed Comments 

§69501.2 Definitions 
Definitions for “adverse impacts”, “bioaccumulation” and “reliable information”, although 
modified, remain inadequate from a scientific point of view.  Scientifically established thresholds 
must be included to account for potency when implementing all aspects of the regulations.   
 
Suggested revisions to other terms in the Definitions section of the informal draft regulations 
are provided below. 

 
Chemical ingredient – A chemical ingredient is assumed to serve a function in the final product.  
However, as currently written in the draft regulations, contaminants could be considered as a 
“chemical ingredient”.  The following revision is suggested:  “Chemical ingredient” means a 
chemical that is intentionally added to serve an intended function in a consumer product. 
 
Safer alternative – “Safer alternative” means an alternative that, in comparison with the 
existing Priority Product determined by the Alternatives Assessment, provides comparable 
consumer benefits with a reduced potential for adverse public health and environmental 
impacts.  The definition of “alternative” should not require the removal of product functions.  
Less performance is ultimately less competitive and less sustainable (i.e., have a greater 
environmental footprint) in the market, since significantly more products could be required to 
achieve the desired or comparable performance.  
 
Adverse Impact – Adverse impacts and chemical properties are defined for air quality, 
ecological, public health, soil quality, water quality, and waste/end-of-life related to hazard 
traits.  Many traits are traditional endpoints addressed in state, federal and international 
chemical programs.  However, there are several critical concerns in these definitions.   
 

Scientific Frontier –Some factors are “scientific frontier” issues, such as epigenetic 
toxicity, that do not have widely accepted, scientific evaluation methodologies, but are 
nonetheless included in OEHHA’s hazard traits and by reference in the informal 
regulation.  Such traits do not belong in these regulations and should be removed.   

 
Thresholds –A significant concern with the definitions for adverse impact and chemical 
property is that there are no threshold levels with which to identify and assess the 
chemical of concern.  All chemicals, including water, have toxic impacts across a variety 
of hazard traits at some measurable level.  The absence of thresholds in the regulations 
suggests that every substance could be considered a Chemical of Concern or be included 
for the purposes of de minimis determination, Alternative Assessment and Regulatory 
Response, because it will have some potential for negative impact, regardless of 
potency.  Thresholds are a part of many chemical control systems to help in identifying 
priorities.  The definitions in the regulation should include thresholds and clearly relate 
the potential for adverse impacts in the context of thresholds.    

 
Bioaccumulation – The proposed definition for bioaccumulation is inconsistent with nationally 
and internationally accepted definitions, which specifically include thresholds. California should 
adopt the agreed definition, which has a long history of federal and international standard 
setting and chemical control actions.  If California adopts a unique definition, the state will be 



disconnected from the capability to use existing data and scientific approaches. The likely result 
will be to slow Green Chemistry progress, as the Department attempts to translate all of the 
extensive information, learnings and actions from global programs into a California-specific 
approach.  The bioaccumulation definition should be changed to be consistent with definitions 
in the following: 

EPA policy statement entitled ‘Category for Persistent, Bioaccumulative, and Toxic New 
Chemical Substances’ (64 Fed. Reg. 60194; Nov. 4, 1999). 
 
Stockholm Convention on Persistent Organic Pollutants http://chm.pops.int/default.aspx 

 
Reliable Information – While there are some helpful improvements to this definition, the 
fundamental problem has not been addressed or resolved.  The revised definition identifies a 
wide variety of sources of scientific information and makes a de facto determination that they 
are “reliable”.  All of the sources mentioned are certainly appropriate for consideration in 
making decisions.  Some include deliberative scientific processes that actually review the 
information in studies and judge weight-of-evidence and other factors, e.g. National Academies 
and reports from government agencies.  However, defining everything from every one of these 
sources as de facto “reliable” is not justified and has the potential to drive controversy into a 
program that is intended to be science-based.  In particular, (C) “Published in scientifically peer 
reviewed reports or other literature” is problematic.  First, “other literature” is open-ended and 
could include all manner of unreliable information.  Second, it is well established that individual 
published peer-reviewed studies can be unreliable.   
 
This problem is carried through to a new definition (67) “Reliable information demonstrating the 
occurrence or potential occurrence of exposures to a chemicals”, which includes a variety of 
sources of exposure information, but again includes a de facto determination of the sources as 
reliable, independent of the actual reliability of any specific studies.     
 
The need for a mechanism to judge studies for reliability is widely recognized by federal 
agencies with health and safety responsibility and in international fora.  As a result, the 
Organization for Economic Cooperation and Development (OECD) has developed a globally 
accepted method for rating the quality and reliability of studies.  This methodology has been 
used for determining data quality and reliability on tens of thousands of studies for over 2000 
chemicals in US and OECD HPV programs.  Hundreds of thousands of studies on over 5000 
chemicals have been submitted to REACH and were rated according to this approach, as will 
studies on additional thousands of chemicals in future years.  The methodology is published as 
Chapter 3 in the OECD's Manual for Investigation of HPV studies, 
http://www.oecd.org/document/7/0,2340,en_2649_34379_1947463_1_1_1_1,00.html . 

 
Unilever supports the recommendation made by GMA that DTSC provide separate definitions 
for “Information Sources” to include the diverse sources listed in (66) and (67) and then to 
determine reliability by subjecting those studies to this definition for “Reliable Information” 
based on the OECD Manual: 

 
“’Reliable information’ is from studies or data generated according to valid accepted testing 
protocols in which the test parameters documented are based on specific testing guidelines 
or in which all parameters described are comparable to a guideline method. Where such 
studies or data are not available, the results from accepted models and quantitative 

http://chm.pops.int/default.aspx�
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structure activity relationship ("QSAR") approaches validated in keeping with OECD 
principles of validation for regulatory purposes may be considered.  The methodology used 
by the Organization for Economic Cooperation and Development (OECD) in Chapter 3 of the 
Manual for Investigation of HPV Chemicals (OECD Secretariat, July 2007) shall be used for 
the determination of reliable studies.” 
http://www.oecd.org/document/7/0,2340,en_2649_34379_1947463_1_1_1_1,00.html 

 
§69502 Chemicals of Concern 
The Draft Regulation provides an approach that would formally nominate over 4,000 chemicals 
of concern, resulting from the merging of all the items on 22 diverse lists.  The approach is 
neither practical nor meaningful.  There are several major concerns with this approach: 

• The statute requires that DTSC prioritize chemicals of concern.  The proposed approach 
essentially does no prioritization. 

• Lists are developed for various purposes; just merging them with no real assessment or 
prioritization for the Department’s particular purpose results in the identification of 
items that are not meaningful and have no place in a chemical of concern list—oxygen, 
nitrogen, iron, aluminum, silver, exotic species, contraceptives, viruses, salted fish, 
wood dust, sediment, and others.   Each of these items is relevant to the purpose of the 
contributing list but of varying relevance to the Green Chemistry regulation.   

• While listing over 4,000 chemicals may give the appearance of providing expansive 
public protection, such a list is relatively meaningless. The merged list includes over 450 
pesticides plus scores of pharmaceuticals specifically exempted by the statute. 

• The “list of lists” concept is flawed because the lists identified by DTSC in the draft 
regulations were not intended to serve as an authoritative source for this type of 
legislation, and each one has vastly different criteria for listing a chemical.  For example, 
the IARC list was designed for risk assessment purposes, while the Canadian 
Environmental Protection Act Environmental Registry Persistent Bioaccumulative and 
Inherently Toxic list uses only environmental exposure data.   

• Other notable problems with the “authoritative” sources cited by DTSC include, for 
example, the following:  
a) California’s Safe Cosmetic Program.  The reference to this program is wholly 

inappropriate and should be eliminated.  The Safe Cosmetics Act is a reporting 
statute, not a regulatory one. 

b) The Washington Department of Ecology Persistent Bioaccumulative Toxin (PBT) List.  
Washington’s PBT list uses criteria that are inconsistent with the U.S. Environmental 
Protection Agency PBT list, which is also referenced.   

c) IARC 2B chemicals.  DTSC must rely only on strong evidence of the link between a 
chemical and a hazard trait or endpoint.  For this reason, referencing the IARC 2B list 
is particularly offensive since it is comprised of chemicals that are only possibly 
hazardous, rather than known to be hazardous.   

d) OSPAR List of Chemicals for Priority Action and OSPAR List of Substances of Possible 
Concern.  Neither are authoritative lists, and the initial compilation of these lists did 
not include a deliberative scientific process or allow for stakeholder input. 

http://www.oecd.org/document/7/0,2340,en_2649_34379_1947463_1_1_1_1,00.html�


e) Grandjean & Landrigan Neurotoxicants.  This list is a privately developed paper, the 
development of which did not include a deliberative scientific review process or 
have opportunity for stakeholder input. 

 
f) European Commission Category 1 and Category 2 Endocrine Disruptors.  It is well 

known that endocrine disruption is a nascent science without strong scientific 
consensus.  Consider that there is no universal definition of “endocrine disrupter.”  
Moreover, endocrine disruption is essentially a mode of action: it is not a distinct 
toxicological hazard but rather a measure of a chemical’s ability to interact with 
components of the endocrine system.  Evidence of interaction with endocrine 
processes does not necessarily give rise to adverse effects.  

Unilever agrees with GMA’s recommendations that DTSC should: 
• Starting with appropriate lists which represent the work of authoritative bodies, use 

deliberative scientific processes coupled with the opportunity for stakeholder input, 
to identify chemicals with significant hazards, 

• Merge those lists to generate a set of “chemicals under consideration”, 
• Conduct an actual prioritization/screening to identify real Chemicals of Concern.  

This would encompass several steps: 
1. Clean up the merged lists—remove pesticides, pharmaceuticals, and other 

substances which are not intended to be in the regulation. 
2. Narrow the result from above to identify chemicals made or imported into 

the U.S. using EPA, FDA and other information; 
3. Further narrow the result to chemicals used in consumer products in the 

U.S. using EPA, FDA and other information;  
4. Publish the proposed Chemical of Concern list for comment.   
5. Finalize the list. 

 
This approach has several benefits: it can be done quickly without diverting DTSC’s other efforts 
to implement the regulation; it produces a large list of “chemicals under consideration” that can 
serve as a broader marketplace signal, any one of which can readily be moved to a chemical of 
concern if it is placed into consumer products; it produces a narrowed and targeted list of 
chemicals of concern not just to support DTSC’s further work, but that will be more likely to 
prompt action in the marketplace beyond just DTSC’s selected Chemicals of Concern/Priority 
Products; because of its robustness, it will more likely have significant influence in other states 
and at the federal level. 
 
 
 
§69503 Product prioritization 
Unilever supports and a prioritization process that would require the Department to make 
quantitative comparisons of hazard and exposure in setting priorities and to focus on those 
situations with the greatest potential for harm to consumers of these products.  DTSC must 
employ a rigorous scientific process for selecting chemical of concern/ priority product pairs.   
 



The Draft product prioritization process is problematic in a number of ways.   
• The targets of the factors in (a) are very broad-based and important.  However, the 

focus in the exposure criteria seems to be on ‘presence’, ‘contact’ and ‘occurrence’, 
which are not the same as exposure.  This suggests that the evaluation will be 
qualitative in nature, which could result in non-scientific opinions and emotion driving 
the process, potentially resulting in arbitrary decisions rather than a deliberative 
scientific effort to identify real and significant threats to public health and the 
environment.  While directionally helpful in indicating the existence of occurrence, 
qualitative information, contact, or presence cannot be used in determining whether 
that situation presents an exposure with the potential for adverse impacts.  Presence 
does not equate to significance.  Quantitative information which provides information 
of exposure to a CoC at levels of concern must be a primary driving factor. The one 
provision that mitigates this concern is the criterion “There is significant potential for 
public and environmental exposures to the Chemical of Concern in the product in 
quantities that can result in adverse public health or environmental impacts”. This 
provision should remain the backbone of the regulation. 

• (a)(1)(B)4.d. of this article deals with exposure factors for use and end-of-life scenarios.  
Frequency and duration of exposure are mentioned, but “level” of exposure is not.  
Exposure science is clear that all three factors must be considered together in 
determining the potential for adverse impact.  Low frequency and low duration 
exposures can be dangerous if the level of exposure is sufficiently high.  The level of 
exposure needs to be included in this provision.   

• The Key Prioritization Criteria in (b) of this article should be applied as the critical 
prioritization process step after evaluations in (a) have occurred, in order to make the 
determination that a product chemical combination is a high priority.   

• The first three Key Prioritization Criteria are well stated and the correct ones, addressing 
o Wide distribution of the product in commerce and use by consumers; 
o The Chemical of Concern in the product has significant potential to cause 

adverse public health and environmental impacts; and  
o There are significant potential for exposures to the Chemical of Concern in 

product in quantities that can result in adverse public health or environmental 
impacts. 

The Draft provides that Department “…shall give priority to products meeting one or 
more” of these criteria.  No products should be prioritized as high priority that meet just 
one or two of these criteria.  All three criteria should be met to include a product/CoC 
combination as a high priority.  The statue is directed at consumer products and 
requires DTSC to base decisions on both hazard and the potential for exposure.  If it only 
meets one or two of these Key Factors, it should not be a high priority.   

• The Draft regulations have abandoned any focus on intentional ingredients, those 
chemicals specifically and intentionally incorporated in the product to perform a 
function.  The regulation should focus on intentionally added ingredients and the overall 
safety profile of the product during its life cycle. A focus on unintentional, trace levels of 
a chemical, which do not affect the safety profile of the product, will significantly 
diminish the public health and environmental benefits of the program and create 
significant increases in paperwork and cost with no resulting, tangible benefits to the 
state. 

 



§69501.2, 69503 and 69505 De Minimis   
Industry has consistently advocated for the inclusion of a de minimis threshold in the Proposed 
Regulation with a default level of 0.1%.  With ever improving analytical capability and ever-
lower detection limits, vanishingly small and insignificant levels can be identified. De minimis 
provisions are standard in a variety of chemical and product safety laws.  Europe’s REACh 
chemical regulation applies a 0.1% de minimis level as a default in products; it applies broadly, 
even to so-called Substances of Very High Concern that become banned in Europe.  The 
European cosmetic law also includes a 0.1% de minimis level for over 1300 carcinogens and 
reproductive toxicants.  This same level is also used in worker and transportation regulations in 
Europe and North America.  California should be consistent with other national and 
international laws.   The basis for these laws is that low, but measureable levels in consumer 
products do not lead to the likelihood of harm.   
 
DTSC, however, should be able to adjust the de minimis from the default level, based on sound 
science and reliable information. Experience in the European Classification system (EC No. 
1272/2008) is that for 85% of the over 4000 chemicals with classified hazards, the de minimis is 
0.1%; for the remaining 15% the EU has determined a different level—sometimes lower and 
sometimes higher.   Note that a “0” level of any ingredient is a technically impossible regulatory 
standard to measure and comply.   
 
Paragraph 69503.4(b)(1) discusses the cumulative concentration of all Chemicals of Concern in a 
priority product but does not properly take into account Proposition 65.  The issue of 
carcinogens and reproductive toxicants in consumer products are addressed by Prop 65, which 
assigns safe harbor levels for individual chemicals.  Prop 65 has precedence over the carcinogens 
and reproductive toxins; consequently, when assessing whether the de minimis level is met, 
DTSC should use the safe harbor level for the specific chemical and not the aggregate exposure 
for chemicals that are carcinogens or reproductive toxins.  This logic should likewise be applied, 
not just to priority product listings, but also for alternatives and other considerations as well. 
 
§69505 and 69508 Alternative Assessment/Certification  
Alternative Assessment (AA) in the Research and Development Paradigm.  The alternatives 
assessment process is essential for developing safe and innovative consumer products.  The 
fundamentals of the process are routinely executed as part of industry's ongoing research and 
development and product improvement.  The key to innovation, and to better meeting 
consumer needs, expectations, and preferences, is the ability for manufacturers to draw on a 
variety of existing evaluations, decision making tools, and approaches for developing products.   
Safety, which includes the protecting of public health and the environment throughout the life 
cycle of the product, is an inherent component of the product design process.  Alternatives 
assessments that make full use of existing practices in the product development process should 
form the basis of a practical and meaningful regulatory framework. 
 
Alternatives assessments may be undertaken by individual chemical manufacturers, 
formulators, or, with some limitations, by consortia representing an industry segment or an 
entire industry.  When assessing a product alternative, many factors must be considered, 
including safety, effectiveness, lifecycle thinking, consumer acceptance, cost and value to 
consumers, processability, manufacturability, among others.  In addition, all aspects of product 
safety must be addressed, as used by the consumer and during the life cycle of the product:  
human, environmental, occupational, and microbiological.  When all the information regarding a 



suitable alternative is available, the formulator must then weigh the positives and negatives of 
each and then make an informed decision to ensure a workable, practical, and meaningful 
solution to the problem.   Even then, all final product decisions must be evaluated against a 
template of local, national, and international regulations as well as patent law.  The Green 
Chemistry Alternatives Assessment process should allow all these decisions to be appropriately 
made in order to obtain the best solution.  The most appropriate alternative for a particular 
product should be selected by the product manufacturer to ensure that it fits well within their 
specific business model. 
 
A rational, structured and predictable alternatives assessment process is essential from a 
business perspective.  The Department must not “pick and choose” between AA’s and mandate 
a particular alternative but rather evaluate AA’s to ensure that they meet the statutory 
requirements. A manufacturer has met their statutory obligation when an adequate AA has 
been completed.  The Department may propose varying regulatory responses for a chemical of 
concern (CoC)/priority product (PP) pairing.  The product improvement process is iterative, 
complex, and different on a product-by-product, case-by-case basis.  A sensible regulatory 
approach for conducting an AA should: 
 

• Ensure consumer acceptance – The alternative must provide the same or better 
performance and value to the consumer.  
• Be Flexible - Each business model is different: even for similar chemicals/products, the 
AA outcome may be different (due to innovative processes or design features, for example).  
Each manufacturer must be given the latitude to leverage existing tools and approaches to 
evaluate alternative ingredients/components for their products as appropriate.   
• Be Modular - Although all criteria are considered in a multi-factorial evaluation matrix, 
the most critical parameters are identified and further evaluated for each case. 
• Be Effective - An AA has to be practical and meaningful (not just paperwork) in which 
the change provides a significant benefit to public health or the environment. 
• Incorporate Informed Decision-making – Trade-offs must be understood and considered 
to avoid unintended negative consequences. 
• Allow the formulator to address all aspects of the safety of the product as used by 
consumers, including human safety, environmental safety, microbiological safety, and 
occupational safety throughout the life cycle of the product. 
• Allow for a gradual and measured implementation of appropriate or suitable 
alternatives - Adequate time is necessary to introduce a new product into the marketplace 
due to complex and lengthy design considerations, development of supply chains, ensuring 
regulatory and patent compliance, and ensuring and verifying consumer acceptance. 
• Include a feasibility check - Provide the opportunity for the reassessment of the 
regulatory response prior to the deadline for action, if new data or subsequent assessments 
uncover previously unforeseen concerns with implementing the required regulatory 
compliance options. This is similar to the approach which California’s Air Resources Board 
(CARB) employs. 
• Ensure that an alternative formulation is legal, especially when considering patent issues 
and other state and federal regulations.  DTSC cannot mandate a solution that will potentially 
be considered in violation of patent regulations. 

 



Positive Aspects of the Alternatives Assessment Portion of the Draft Regulation.  The following 
highlight the positive aspects of the draft regulations in regards to Alternatives Assessment (AA) 
that should be kept as a part of the final regulation: 

- The scope of an Alternatives Assessment is focused on a specific Priority Product that 
contains the Chemical of Concern serving as the basis for listing a product as priority. (§ 
69505.3) 

- Alternative Assessment is appropriately defined as “[A]n evaluation and comparison of a 
product and alternative products…” 

- AA is required for only those priority products containing the CoC above the de minimis 
that continue to be placed into the marketplace after the priority product listing (§ 
69505.1. (b)(1)). 

- Inclusion of § 69501.3.(a)(2), wherein the requirements of this chapter applicable to a 
responsible entity may be fulfilled by a consortium, trade association, public-private 
partnership, or other entity acting on behalf of, or in lieu of, the responsible entity 
should be maintained as one route to develop an alternatives assessment.  (Limitations 
to the use of this section are noted below.  However, this does allow for some creative 
management of substantial portions of an AA to reduce resource costs that may prove 
especially beneficial to Subject Matter Experts.) 

- Inclusion of the potential for an alternate AA process (69505.2) is important to ensure 
the most robust solution. 

- Flexibility allows the manufacturer to use most appropriate methodologies, models, 
tools, and decision-making process to assess the CoC/PP pair alongside potential 
alternatives and to make a determination of the selected alternative (within the context 
of the company’s product position in the marketplace) and the opportunity to propose 
the most appropriate regulatory response (§ 69505.5 (n)). 

- Only relevant factors need to be considered further, while allowing the manufacturer to 
explain why other factors are not relevant to the assessment. 

- The Two Stage tiered-process envisioned by DTSC is a useful approach.  The Preliminary 
AA report submitted after Stage 1 focuses on the function the CoC serves in the PP and 
identifies and provides an initial comparison of potential substitutes for relevant 
impacts.  The Final AA report submitted after Stage 2 focuses on a comparative 
assessment at the product level integrating all relevant factors. 

- Qualitative as well as quantitative information can be provided for relevant factors.  
Data gaps identified in an AA are not required to be filled in submitting the Final AA 
report.   

- The regulation should maintain the opportunity within the implementation plan to 
identify any steps necessary to ensure compliance with existing laws. 

- Eliminating third-party verification requirements from the draft regulations will allow for 
a more efficient process. 

- Lead assessors can be in-house company experts. 
- Trade secret protections are acknowledged. 
- A process to dispute the Department’s decisions is described. 

 
While some of the underlying themes within the proposed draft regulations are appropriate and 
appear to be consistent with the existing product development paradigm, there remain many 
challenges and opportunities for improvements to help maintain focus of any required 
Alternatives Assessment. 
 



 
Challenges and Opportunities for Improvement 

I. 
 

Timeframes 

The timeframe described for Alternative Assessment is unreasonable and unworkable in many 
cases—innovation is rarely if ever accomplished in 18 months for a single entity.  In addition, for 
all practical purposes, the 6- and 12-month timing eliminates the potential for consortia or 
public-private partnership approaches to accomplishing AA work.  This is unfortunate since 
there are clear cases where industry-wide efforts have been shown to be the best way to 
address substitution.   Despite the limitations discussed below, there are clear advantages in 
sharing some tasks and in encouraging economic viability of some otherwise questionable 
substitutions. 
 
In some cases—when alternatives to a CoC are well known and there is already widespread 
adoption in the priority product (such as nonylphenolethoxylates in detergents)—the draft’s 
proposed 6- and 12-month timing, each with potential 90-day extensions for Preliminary and 
Final AA development, may be workable for individual entities.   
 
The Responsible Entity has 6 months to do a desk study for AA Stage 1, yet this entity has ONLY 
12 months within AA Stage 2 to innovate one or more technically feasible and economically and 
functionally viable alternatives, develop a safety profile comparison of the base and alternative 
together with other information on other relevant factors, do market research for consumer 
acceptance, write the submission for the Department and get management approval to submit.  
Such innovation, when an alternative is not well known can require 3-5 years or more, often 
with many failed alternatives cast aside at different points in the product development process. 
 
Stage 2 lab work and innovation requires resources (i.e., people, finances, and equipment) and 
time (months to years) depending on the size and the complexity of the product.  Once the lab 
research has been completed and the effect of the substitution on the product determined, the 
material has to be tested in processing trials to see if the new ingredient or series of ingredients 
can be produced as expected.  There are also requirements for compatibility and stability 
testing, which takes several months just to complete an accelerated program.  Then, scaling up 
is necessary at a manufacturing plant.  Meanwhile, market research for consumer acceptance is 
carried out – an iterative process - with relevant and realistic product/material (generated from 
a manufacturing plant) until consumer satisfaction is achieved with the final product.  Additional 
special testing for specific claims or consumer tolerance in use may also extend the timeframe 
needed.  Not only is the proposed timeframe inadequate for research and development, it may 
also be inadequate to effectively get a new chemical TSCA-listed under EPA’s Pre-Manufacturing 
Notification (PMN) program.   
 
Although the alternate AA process gives the responsible entity 30 months to submit a final 
report, this time is still inadequate for all the reasons mentioned above.  A significant question is 
whether DTSC anticipates the workplans to include all of the requirements of the Preliminary AA 
report or is DTSC’s expectation to simply have an outline of a company's plan— i.e., the 
approach they plan to take, identifying the major blocks of work and specifying the timeline for 
submissions to DTSC (including both any interim as well as Final reports).  The proposed 60 days 
is sufficient if the workplan is an outline of a company’s plan.  If the AA workplan is intended to 
capture more than just an outline, in which the company has to essentially demonstrate that the 



tools, methodologies, etc. to be used by the company to do the AA will provide similar 
information as DTSC's AA stages do, the responsible entity should be given 6 months to submit 
an AA workplan (not 60 days) for the alternate process.  Also, there needs to be adequate 
allowance for extending timeframe to complete Stage 2 AA depending on the complexity of the 
product and the type of substitution.  Responsible entities could still however be held 
accountable (via a regulatory response) to pursue viable alternatives through further research 
and development. 
 
As mentioned above, there will be situations where a collaborative approach is the best 
approach to pursue alternatives.  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 US demand care in building such relationships, making them 
cumbersome, since communication must involve a third party for oversight and blinding key 
communications.  It could take 3-4 months to build a consortium, before any assessment is done 
on a chemical of concern/priority product pairing.  The assessment for both Stage 1 and Stage 2 
will most likely take more time for a consortium to complete (than for a product manufacturer 
acting alone).  Thus, an additional provision should be included in which a consortium is 
permitted to form within one year of the priority product listing, prior to any AA.    
 
In summary, where an alternative is not readily available, not well known or not already broadly 
adopted, the 6- and 12-month timings are insufficient time to do a comprehensive, lifecycle-
based alternative assessment.  These timeframes need to be expanded to a minimum of 12 
months for an initial report and 24 months for the final for an individual company AA.  Each of 
these times should be expanded by 6 months for a consortia-based AA.  A tiered approach could 
be utilized, in order to consider the simplicity or complexity of the product and the potential for 
alternatives, the availability of alternatives, the extent of research and development needed to 
identify and investigate alternatives, and whether a consortium approach is being used.  Higher 
tiered approaches could require an upfront workplan plus regular reports to provide the DTSC 
with progress updates. 
 
 II. 
  

SCOPE of AA process – Stage 1, Stage 2, and Consortia/Anti-Trust: 

 
IIA. Stage 1 AA: 

Showstoppers 
 
The process leading into the Preliminary Report should reduce initially-identified alternatives to 
those that will likely result in a viable change.  An easy way to pare down the list of alternatives 
is to include a provision for identification of “showstoppers” for which further evaluation is not 
necessary, thereby allowing limited resources to focus on truly viable, potential alternatives. 
Examples of showstoppers include unacceptable or insufficent product safety, poor technical 
and/or economic feasibility, unacceptably high environmental footprint at one or more points 
along the product’s life cycle, among others.   The regulation should provide the manufacturer 
with an opportunity at this stage to eliminate from further consideration any alternatives it 
deems unworkable by describing the rationale for its conclusion.  In addition, the hazard 
comparison as suggested in the Preliminary stage should serve primarily as an initial screening 
tool, focused on quickly identifying showstoppers and narrowing the list of potential alternatives 
to those that could be truly viable.  
 



The Green Chemistry Alliance (GCA) recommends the following language be added to the draft 
regulations: 
 
 (NEW) § 69505.3.(b)(3)(C)3.  Eliminate from further consideration in the AA any alternative 
chemical(s) that the responsible entity determines is not viable based on relevant factors in  
§69505.4. (a)(2) as compared to the Chemical(s) of Concern. 
 
  
 

IIB. Stage 2 AA:  

(i) Focus on Designated Chemical of Concern and Alternatives 
 

A single Chemical of Concern (CoC) should serve as the starting point in the process of 
designating a product as priority and for the Alternative Assessment process.   
 
In the draft regulations as currently written, there is no limitation on the number of CoC’s that 
can serve as the basis for designating a given product as a priority product.  To ensure a 
workable, pragmatic, and meaningful Green Chemistry program, the assessment should focus 
only on one CoC in the Priority Product.  
 
(ii) Relevant Factors 
 
As mentioned previously, the AA should identify relevant factors which are critical to achieving a 
focused, efficient, and optimal AA process.  The issue of relevance is confusing and somewhat 
arbitrary in § 69505.4 (a)(1). The use of the word “demonstrable” also needs to be clarified. 
 
The alternative assessment process must be flexible enough to focus on relevant factors and set 
aside irrelevant one, those that will have no significant and meaningful impact on the outcome.  
The Green Chemistry Alliance recommends that, in the same spirit of AB1879 with the goal of 
significantly reducing adverse impacts, “demonstrable” should be replaced with “significant”.   
Significant is an appropriate term and is used as a standard in other places in the draft 
regulation, including the Priority Product/CoC prioritization process, de minimis notification 
requirements, the AA decision process, the Regulatory Response section, and the Accreditation 
Body section. 
 
Unilever concurs with the Green Chemistry Alliance (GCA) that the following revision be made to 
the draft regulations: 
 
§ 69505.4. (a)(1) A factor, in conjunction with an associated exposure pathway and life cycle 
segment, is relevant if it would constitute both: 

 (A) A demonstrable significant contribution to the adverse impacts of the Priority 
Product and/or one or more alternatives under consideration; and 
 (B) A demonstrable significant difference between two or more of the alternatives being 
considered, including the Priority Product. 

 
Additionally, consumer acceptance is always relevant, important, and should be recognized as 
such in the regulation.  Although a manufacturer has the opportunity to consider consumer 
acceptance in the alternate AA process, this factor should be explicit among the factors listed in 
§ 69505.4. (a)(2).  



 
(iii) Focus on Designated Chemical of Concern and Alternatives 

 
The scope of the alternatives assessment is broadened substantially when multimedia life cycle 
impact and chemical hazard considerations are required, not only for the CoC and its potential 
substitutes but also for all chemical ingredients and any CoC known to be in the Priority Product 
and the alternatives. (§ 69505.4.(a)(2)(A))  

 
If the AA takes on this greatly expanded focus, manufacturers would have to analyze for all 4000 
CoC with no de minimis.  The result would be an unnecessary waste of resources, significantly 
extending the time necessary for AA completion, and diverting resources from focusing on the 
real purpose of the AA. 

 
To ensure that such unauthorized “scope creep” does not occur, it is important to maintain 
focus of the Alternatives Assessment on the CoC/PP pair and their potential alternatives, and to 
evaluate only substantial changes to the alternative formulation in which other CoC’s may have 
been newly added.  It is unnecessary, burdensome, and inefficient to require reporting on all 
chemical ingredients within the product (and/or alternative), thus detracting from the goal of 
the statute of identifying, prioritizing, and evaluating prioritized CoC’s that may significantly 
adversely impact public health/environment.  
 
(iv) Technical and Economic Feasibility 

 
On the determination of the “technological and economic feasibility of alternatives” 
(§69505.4.(a)(2)(B)3.), the draft regulations propose that the responsible entity consider only 
the availability of the “functionally acceptable” alternative, affordability, and the purchase price 
differential to the consumer.  However, these don’t directly address the “technological 
feasibility” aspect.   It must include knowledge and information about other technical 
consequences of the use of the alternative in the product design as well as the sufficiency of 
existing technological knowledge, equipment, materials, and other resources available to the 
manufacturer to develop and implement the alternative. 
 
Unilever supports modifications proposed by the GCA,  that the language in § 69505.4.(a)(2)(B)3. 
be revised to: 
 
§ 69505.4.(a)(2)(B)3. Technological and economic feasibility of each alternative. As part of a 
determination of whether a “technologically and economically feasible alternative” exists, the 
responsible entity shall consider all of the following, to the extent applicable: 
a. The extent to which a functionally acceptable alternative is currently available in the 
marketplace;  
b. The affordability of any currently available functionally acceptable alternative; and 
c. The purchase price differential, including not only the actual cost difference but also any 
difference in the processing/manufacturing conditions, between the Priority Product and the 
alternative.; and 
(NEW) d. The current technological knowledge, equipment, materials, and other resources 
available to the manufacturer are sufficient to develop and implement the alternative. 



 
(v) Externalized Costs 

 
Regarding economic impacts (§ 69505.4.(a)(2)(C)), the implications of “externalized” costs to 
government agencies, businesses, public and consumers are potentially so wide and far-
reaching that it becomes nebulous and completely unclear how a manufacturer might account 
for these in any sort of standardized and broadly acceptable way.  Clearer and concrete criteria 
need to be established by which the regulated entity understands what is required to satisfy this 
provision.  Currently there are no well-established methodologies that are able to properly 
assess these types of costs to enable rigorous and meaningful comparisons across all of the A-M 
elements.   
 
  
 

IIC. Consortia/Anti-Trust: 

Consortia.  For consortia of companies, public-private partnerships and trade associations, 
multiple responsible entities must come together.  There can be great benefits to such programs 
to drive innovation on common problems.  However, there are potential anti-trust concerns 
with organizing such a group to accomplish the AA objectives as envisioned by the Department.  
For example, although EU’s REACH allows data sharing within Substance Information Exchange 
Fora (SIEF), data are limited to human and environmental toxicity, exposure patterns and safe 
practice considerations only.  In contrast, the scope of the AA as described by DTSC involves 
company decisions on alternative selections (i.e., business plans) based on a myriad of factors 
beyond hazard information.  The Department proposes to require a number of elements in the 
Alternatives Assessment Report that a consortium of companies, a public-private partnership, or 
a trade association would not be permitted to discuss, evaluate and report on because of 
Federal antitrust restrictions.  Among those restrictions are the communication or exchange of 
confidential competitive information (69505.4(a)(2)(B)1. and 2.), discussion of prices of 
ingredients or products and internalized costs to businesses (Section 69505.4(a)(2)(B)3. and (C)), 
and discussion of business plans (Section 69505.4(c)).   

 
In addition to these specific limiting factors, there are constraints to collaboration that come 
from the novelty of the suggestion.  Since formula variation is the basis of market competition, 
the members of the consortium would be consistently asking the question, “Is this technological 
solution an obvious result of the AA process or is it a unique solution that should be retained by 
a single business entity under appropriate confidential protections?”  This is significantly 
different from the EU SIEF experience in which data sharing may be of expensive test protocols 
and results but the solutions are expected to be common (non-competitive) among industry 
partners.  At best, this will exacerbate the short time frame problem explained above, and at 
worst, will fracture the consortium under competitive pressures. 
 
A simple solution to eliminate these antitrust concerns and to allow the regulations to fully 
benefit from the utilization of consortia and other group efforts in the AA process is to limit 
group activities to a hazard and exposure comparison of alternatives and eliminate Sections 
69505.4(a)(2)(B) and (C), and 69505.4(c).  This will still test the more restrictive US anti-trust 
limitations but may demonstrate a collaborative path forward.  In order to fulfill the 
requirements of the Final AA Report, individual companies would have to meet  the remaining 
requirements of Section 69505.4(a)(2)(B) and (C), and 69505.4(c).  This may complicate the 



reporting process, but this added flexibility will permit the regulations to fully benefit from the 
efficiency and collected knowledge of consortia. 

 
 
 

III. Alternatives Assessment Reports 

(i) Compliance with law 
 
Within the Implementation Plan (§ 69505.5.(m)(2)), the proposed text refers to any steps 
necessary to ensure compliance with applicable federal, state, or local laws.  This provision 
should be expanded to include international

 

 laws as well. Since companies operating within the 
U.S. often make and market products for all of North America, compliance with Canada’s 
requirements may also be necessary (e.g., a New Substance Notification (NSN)).  

(ii) Focus on Designated Chemical of Concern and Alternatives  
 
In § 69505.5.(n), since the driver of the AA is the CoC identified by the Department as the basis 
for a product being listed as a priority product, and the focus of the AA was the development of 
alternatives for that specific CoC/PP pair, the manufacturer’s proposed regulatory response 
should focus on the outcome related to that specific CoC/PP pair.  It should not attempt to 
sweep in other potential CoC that were not the focus of the AA.  GCA recommends that all 
language relating to product contents beyond the CoC that was the basis for the listing be 
deleted from this Article.  GCA has proposed that the language be revised to reflect this:  
 

“Proposed Regulatory Responses. The Final AA Report must 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 of Concern, that is 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 de minimis if the decision resulting from the AA is 
to retain the Priority Product.” 
 
 

 
IV. Regulatory Treadmill 

Unilever is concerned that the regulations can regulate the same product incessantly without 
any significant improvement to public health or the environment. 
 
As written, a priority product is identified using a CoC selected by the Department.  The CoC/PP 
pair undergoes alternatives assessment to identify potential alternatives.  In the report 
submission, the responsible entity is required to tell the Department about all chemical 
ingredients in their product and the alternative, identifying additional CoC’s with no de minimis.  
The product is potentially a Priority Product forever.  Having focused on the product for several 
years, the Department will be biased to continue focusing on the Alternative Product to 
prioritize it again as a Priority Product.  As heard at the December 8 legislative oversight hearing 
on Green Chemistry, Dr. George Daston (P&G) commented that “definitive results” would be a 
successful criterion, without the need for further regulation of the alternative. 
 



This regulatory treadmill will kill innovation, diverting company resources to continuously assess 
a product that is already assessed as being safe for its intended uses, thereby preventing the 
development of other improvements in safety, cost, and sustainability.  Companies devote 
substantial resources to ensure the safety of their products, with intentionally added chemicals 
and incidental contaminants well below safe de minimis levels.  We urge the Department to 
narrow their focus on CoC/PP use pairs that really contribute to significant adverse impact on 
public health and the environment, and for which an alternatives assessment would be 
beneficial to improve the safety profile for public health and the environment.  
 

 
V. Quality Assurance for Alternatives Assessment 

(i) Accreditation Bodies 
 
While the criteria by which a body becomes an accreditation body are not explicitly defined in 
the draft regulations, the qualifications and expertise required as noted in 69508.1 are adequate 
and necessary to designate an entity as an accreditation body.  Due to the complex nature of 
any Alternatives Assessment, the availability and accessibility to a wide range of expertise in 
various scientific fields are instrumental to a successful accreditation body.  Broad skills and 
knowledge are required to conduct assessments across the extremely wide spectrum of 
products, chemicals, evaluation factors and impacts that would need to be assessed in AA’s as 
envisioned by this regulation.   One area of practice that seems to have been omitted but should 
be included in 69508.1(a)(5) is Exposure Assessment

 

.  Key technical skills beyond exposure 
assessment that are required to develop safe and effective products for consumer use include 
toxicology, environmental toxicology, chemistry, chemical engineering, microbiology, chemistry, 
and engineering.   In addition, the process will require the help of those knowledgeable in 
finance/accounting, life cycle analysis, and consumer and clinical testing. 

The only overarching concern is that if these entities do not include a wide range of expertise 
from product and chemical manufacturers, then they may never appreciate the intricacies of 
product development and R&D and be able to convey the nuances inherent in product 
development within specific industry sectors to applicants.    
 
Nevertheless, the accreditation body should focus on training would-be assessors as project 
managers.  The certified assessor should only be responsible for ensuring that all expectations 
and requirements for the AA have indeed been addressed by appropriate experts.   The certified 
assessor should rely on subject matter experts in the various fields and disciplines to provide the 
necessary information on relevant factors within an AA. 
 

(ii) Certified Assessors 
 
In-house company experts with 10 or more years of experience have the necessary knowledge, 
skills, and expertise to lead alternative assessment projects for product development and should 
not have to become certified assessors, or should be certified with minimal requirements based 
on their experience.  An R&D scientist must consider a variety of factors in the selection of 
chemical ingredients for a consumer product.  The safety of an individual chemical and life cycle 
considerations are only pieces of the equation.  Chemical ingredients often serve multiple 
functions in a consumer product formulation rather than provide a single benefit.  Therefore, 
Alternative Assessment is a broad process that must evaluate a number of holistic 



considerations for any potential chemical alternative, including impact on safety and product 
performance, potential interaction with other formula components, useful life, other 
environmental criteria, cost effectiveness, availability, commercial feasibility and consumer 
preference.  Manufacturers invest significant R&D resources to not only find the right 
combination of chemical ingredients for consumer product formulations but also to ensure that 
they meet appropriate safety profiles. In-house company experts appreciate the intricate R&D 
science invested in developing consumer product formulations and have the necessary in-depth 
understanding of consumer behavior and preferences.   
 
Certification however should be invested in those individuals charged with overseeing the 
various aspects of the alternatives assessment and with ensuring successful execution in 
meeting the Department’s requirements.  As discussed, an in-house certified assessor is well 
positioned to understand how to apply an AA to a Chemical of Concern/Priority Product pairing, 
with a variety of available experts utilized to address specific aspects of the AA.  Product 
development experience should play a significant role in the time and effort necessary for 
certification.  Accreditation bodies should be held accountable for the quality of assessors (and 
of the assessors’ work products) that is being certified.  DTSC should have the ability to 
challenge the Accreditation body. 
 
The provision for “Random auditing by the accreditation body or its consultants to ensure the 
quality of work and proper application of tools by the assessor” (§ 69508.2 (c)(7)(C)) would 
satisfy quality assurance concerns that the Department has. 
 
 
§69506 Regulatory Response 
 
GMA emphasizes that while the types of regulatory responses follow those named in the 
statute, there must be criteria indicating what level of response action the Department would 
take and for what reasons.  Regulatory responses vary from “No Additional Response” to “End-
of-Life Management”, “Product Sales Prohibition” and “R&D Project”.  These are grossly 
different actions and should be taken in significantly different situations that should be able to 
be described or categorized in advance.  Not doing so provides the Department with unfettered 
authority and opens it to charges of arbitrary and capricious action.  In addition, the Department 
should clearly document the reasons for each Regulatory Response action. 
 
On the End-of-Life Management response, in the case where this affects multiple responsible 
entities, there are potential anti-trust concerns with organizing programs to accomplish these 
objectives.  To authorize such programs and ensure they are effective, the Department needs to 
consider what will be necessary to do so and how the regulations will enable success.     
 
In parallel with comments on Alternative Assessment references to Regulatory responses, there 
should be no Regulatory Responses beyond those relating to the CoC that was the basis for the 
Priority Product selection.  The scope of the effort should be focused only on the CoC/Priority 
Product pair and not be broadened.  This is currently not the case in No Additional Response, 
Product Information for Consumers.  All language relating to product contents beyond the CoC 
that was the basis for the listing be deleted from this Article. 
 
 



(IC)36- Harry Wang 
 
Dear California Green Chemistry Initiative: 
 
The Sacramento chapter of Physicians for Social Responsibility (PSR)  
strongly supports the Department of Toxic Substances Control (DTSC)  
efforts to scientifically and systematically identify, prioritize and  
regulate chemicals in consumer products that pose a threat to human and  
ecological health, as well as, to require manufacturers to conduct  
assessments of alternatives. 
 
Sacramento PSR considers that the October 31, 2011 version of the Draft  
Regulations for Safer Consumer Products is improved over the previous  
version of the draft regulations. Nevertheless, we have the following  
comments: 
 
1) We ask that the October 31, 2011 draft of the Safer Consumer Products  
Regulations be maintained and not be diluted or watered down. 
 
2) We concur with the wider list of carcinogens and reproductive  
toxicants included in the Text of Proposed Regulations for Safer  
Consumer Product Alternatives, dated October 31, 2011. The Prop 65 list  
is far too narrow. We recommend the list of carcinogens and reproductive  
toxicants to be included in the proposed regulations not be abridged  
from that of the October 31, 2011 version of the regulations. Sacramento  
PSR does not consider the list of approximately 4000 potential Chemicals  
of Concern (COCs) to be overly large, especially since there are over  
20,000 chemicals in common use, and since many of these chemicals have  
not been completely evaluated for hazard traits. Having this list of  
COCs helps to create certainty for manufacturers.  Instead having to  
evaluate other chemicals that have not been characterized  
toxicologically creates uncertainty, yet is needed to find non-toxic or  
less toxic alternatives. 
 
3) Chemical and Product Information: The Regulations for Safer Consumer  
Products should also include consideration of unintentional by-products  
that are known to be formed during the manufacture, distribution or  
storage of the consumer product.  For example, 1,4-dioxane is  
characterized as "likely to be carcinogenic to humans" by the US EPA   
(http://www.epa.gov/IRIS/subst/0326.htm#carc).  According to US EPA  
IRIS, a concentration of 0.35 ug/l in drinking water corresponds to a 1  
in 1,000,000 lifetime cancer risk. 1,4-Dioxane can be a contaminant in  
detergents, shampoos, bath products and cosmetics which contain  
ethoxylated ingredients.  Even though 1,4-Dioxane may not be  
intentionally added, the ethoxylation process generates 1,4-Dioxane as a  
by-product and this toxic contaminant should be reported and fully  
disclosed in all consumer products that contain it.   Other chemicals  
that have a hazard trait that are unintentionally formed during the  
manufacture, distribution or storage of a product should also be  
considered and reported as part of the Regulations for Safer Consumer  
Products. 
 
4) We support inventory recall provisions of the Safer Consumer Products  
Regulations (Section 69506.5.).  Consumer products that pose a hazard to  
human and or ecological health should be subject to recall. 
 
5)  We do not concur with the suggestion that consumer acceptance should  
be an up front consideration in the Safer Consumer Products  
Regulations.  We consider that product safety should be the primary  
consideration in the Safer Consumer Products Regulations. 
 
6) We are concerned that claims of "Confidential information" and/or  
"Trade Secrets" may be used to thwart the public reporting of toxic  
chemicals in consumer products.  Given the ability of advanced  
analytical laboratory equipment to identify and quantitate chemical  
components, "trade secret protection" should not be granted to any  
consumer product component that has a hazard, and whose chemical  



composition is disclosed through analytical/chemical analysis. While  
protecting intellectual property is important, the priority of the Safer  
Consumer Product Alternatives regulations should be to insure that  
chemicals in consumer products do not pose a hazard to human or  
ecological health, and that the presence of a chemical that poses a  
hazard in any consumer product is publically disclosed 
 
7) Section 69503.2. Priority Products Prioritization. The Safer Consumer  
Products Regulations needs to address all routes of exposure, including  
inhalation, dermal absorption, incidental ingestion and ingestion. There  
is significant incidental ingestion of COC in many consumer products  
including, but not limited to cosmetics and toys.  For example, children  
frequently mouth and chew on many different toys and other objects that  
they can get in to their mouths.  Lipstick and other cosmetics applied  
to the face, on the hands or with the hands can be incidentally  
ingested, since these are not washed off before eating.  All of these  
potential exposures of chemicals in consumer products should be  
considered in the Safer Consumer Products Regulations. 
 
All routes of exposure also need to be considered for ecological  
receptors. Many consumer products, including household cleaners, laundry  
cleaners, cosmetics, lawn and garden products and other consumer  
products are washed down the kitchen, bathtub, toilet or storm sewer  
drain.  Many of these compounds are not removed by water treatment  
facilities, and so pass into the fields, rivers, lakes and estuaries of  
the State to expose ecological receptors.  Thus all routes of exposure  
of ecological receptors need to be considered in the Safer Consumer  
Products Regulations. 
 
8) The Safer Consumer Products Regulations needs to address cumulative  
exposures and all routes of exposure.  Consumers are exposed to multiple  
consumer products, including shampoos, soaps, room fragrances,  
cosmetics, sunscreen lotions, leachable plastics, kitchen cleaners,  
bathroom cleaners, etc, etc, several of which contain one or more  
chemicals with hazard traits.  DTSC needs to consider the cumulative  
cancer and non-cancer hazard of all consumer products to which a  
consumer could be exposed.  It is not sufficient to consider exposure to  
a single consumer product, when consumers are routinely exposed to  
multiple COCs with hazard traits.  Thus, we recommend a higher level of  
protection for individual COCs in consumer products to better ensure  
that exposures to multiple COCs in multiple consumer products does not  
pose an unacceptable hazard to human or ecological health. 
 
9) The Safer Consumer Products Regulations needs to flag chemicals with  
insufficient information on hazard traits.  Complete toxicological  
information on all stages of development and all critical endpoints is  
not available on many chemicals found in consumer products. These data  
gaps need to be flagged and addressed.  For example, reproductive and  
developmental toxicity information is not available or is insufficient  
for evaluating the safety of many chemicals in consumer products.   
Conflicting data on toxicity traits of chemicals need to be resolved  
with additional studies that are not conducted or funded by the  
manufacturer or trade association.  An example is Bisphenol A (BPA). 
 
10) Regarding guidance on Alternative Assessments (AA):  We are  
concerned that the Alternative Assessment procedures in the Safer  
Consumer Products Regulations will not adequately evaluate the many  
chemicals that have not been characterized for toxicological hazard traits. 
 
Many factors are important in setting up and conducting toxicological  
dose response assays. We are concerned that toxicological screening  
assays could be set up inadvertently or on purpose so as to  
underestimate certain detrimental endpoints. For example, testing  
exposure to a chemical during a less sensitive or insensitive stage of  
development, monitoring an insensitive toxicological endpoint, or using  
a resistant species or strain as animal model in the AA screening assay  
will all result in underestimating the toxicity of a chemical in that  



assays. Experienced biologists are aware of these and other experimental  
designs issues/conditions will markedly influence the results of  
toxicological screening assays. These are issues that academic and  
industry researchers/representatives argued over for years in setting up  
the USP EPA Endocrine Disruptor Screening Program. 
 
We recommend that the Safer Consumer Products Regulations state that AA  
work plans for toxicological screening assays need to include: 
 
a) exposure to the chemical under evaluation during the most critical  
stages of development, including gametogenesis, embryonic  
development/gestation, infancy, pubertal development, or during the  
entire life cycle; 
 
b) that a wide variety of toxicological endpoints, including the likely  
most sensitive toxicological endpoints for chemicals with similar  
Structure-Activity Relationships, are evaluated in AA toxicological  
screening assays; 
 
c) using sensitive species, strain or cell line known to responsive to  
that class of chemical; 
 
d) sufficient numbers of animals or cell culture replicates in each  
control and treatment group to provide statistical power to detect  
significant toxicological responses; 
 
e) "blind" coding of samples to further minimize the chances of  
experimenter bias; and 
 
f) well trained scientific personnel to care for subject, administer  
exposures, and measure toxicological endpoints in the AA screening assays. 
 
The AA section should also state that DTSC reviewers will evaluate AA  
work plans for the above criteria as well as auditing AA screening  
assays to maximize the reliability of the AA toxicological screening  
assays and resulting hazard trait data. 
 
11) Bias: Alternative Assessments need to be conducted by independent  
3^rd party institutions and investigators that are not financially  
dependent on, or connected to the product manufacturer/importer.   
Otherwise there is too much opportunity for intentionally or  
unintentionally biasing the results. This is very important. DTSC needs  
to ensure that bias is avoided in these AA screening assays.  Unless  
procedures are established to ensure that bias is avoided in estimating  
toxicity/hazard traits for a chemical, a toxic chemical could be  
approved as non-toxic.  Ultimately, this could risk exposing many  
consumers to a toxic chemical that was demonstrated by biased research  
to be non-toxic.  Thus, it is extremely important to avoid bias in AA  
screening assays. 
 
Alternative assessments screening assays also need to be audited to  
ensure that the AA provides reliable hazard trait information for  
chemicals under review. 
 
Note that stipulating that AA screening assays be conducted by  
independent 3^rd party institutions could also provide a means that  
several manufacturers that wanted to use a chemical could each "buy in"  
to the cost of conducting the screening assay, thereby allowing  
different size manufacturers to be on a more level playing field. 
 
12) We support the remainder of the Proposed Regulations for Safer  
Consumer Products. We request that the remainder of the regulations be  
adopted with out further dilution or abridgement of these regulations. 
 
Respectfully, 
 
 



Harry Wang 
 
Harry Wang, MD 
President, Physicians for Social Responsibility/Sacramento 
www.sacpsr.org  
916 955-6333 
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December 30, 2011 
 
 
 
Department of Toxic Substances Control 
Attn: Heather Jones – Safer Consumer Products Regulations, MS-22A 
P.O. Box 806 
Sacramento, CA 95812-0806 
 
Sent via E-Mail: gcregs@dtsc.ca.gov 
 
 
Dear Ms. Jones: 
 
The Consumer Electronics Association (CEA®) and the National Electrical Manufacturers Association 
(NEMA) appreciate the opportunity to comment on the Informal Draft Safer Consumer Product 
Regulations (“Informal Draft”) released by the Department of Toxic Substances Control (“DTSC”) on 
October 31, 2011. Our combined membership includes several hundred companies with facilities in 
California, constituting a vital part of the state’s high technology manufacturing base.   
 
In general, our organizations support the positions taken by the Green Chemistry Alliance in its comments 
on the Informal Draft.  We respectfully offer the following additional comments, however, due to the 
significant impact we expect the proposed Safer Consumer Product Regulations would have on 
numerous companies in the electro-product sector. 
 
Utilize Existing Chemical Regulatory Principles Wherever Possible 
 
Manufacturers of electro-products are already subject to numerous regulatory programs that focus on 
reducing risks that may be associated with the use of certain chemicals in consumer products.  These 
include the European Union’s Restriction on the use of certain Hazardous Substances (“RoHS”) Directive, 
the EU’s Registration, Evaluation, Authorisation and Restriction of Chemicals (“REACH”) Regulation, and 
U.S. federal and state requirements that restrict the use of lead, mercury, brominated flame retardants, 
phthalates, and other substances when used in electrical and electronic products.   
 
Because our members design and manufacture products for global sale, it is crucial that the DTSC build 
on and utilize, wherever possible, principles that are set by these existing regulatory programs.  Such 
principles include the need for a workable de minimis chemical substance threshold level (typically set at 
1000 ppm per chemical when measured on a product-specific basis) that provides regulated entities with 
enforcement certainty.  They also serve as a safeguard against unintentional or unwilling violations of 
chemical restrictions due to the presence of unintended background concentrations of restricted 
substances that may be present in raw materials or recycled content.  A de minimis threshold level would 
appropriately direct the DTSC’s regulatory and enforcement focus toward chemicals that pose the highest 
risks based on expected chemical pathways and the likelihood of exposures.  We therefore recommend a 
uniform, self-limiting de minimis level be set for each chemical based on its relative risk when measured 
at a product-specific level.   
 
The proposed de minimis application process would operate as a significant barrier to global trade and 
would create significant uncertainty in the product design and manufacturing process.  Contrary to 
existing chemical regulatory programs where manufacturers know what the regulatory de minimis 
threshold is because it is set forth in law, the proposed rule would require manufacturers to apply for a de 
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minimis exclusion that may or may not be granted.  This uncertainty is not appropriate for a chemical rule 
that will drive worldwide product design.  Instead, if manufacturers can develop products that achieve 
chemical content levels that the DTSC deems are “safe” as established by de minimis threshold levels 
that are set for chemicals and measured at the product level, those producers should not be subject to 
further governmental delays or controls.  This is consistent with existing global chemical controls and 
CEA/NEMA urge DTSC to follow this model.   
 
Chemicals used in electrical and electronic products are typically encased in plastic housings or 
otherwise bound so as to present little if any risk of exposure during normal and expected use.  
CEA/NEMA strongly encourage DTSC to exclude products for further regulation that contain chemicals in 
amounts that are lower than existing regulatory de minimis levels and where the chemicals are 
encapsulated or physically contained so that any exposure is highly unlikely. The federal Consumer 
Product Safety Commission has successfully taken this approach to exclude electrical and electronic 
products from the Consumer Product Safety Improvement Act (“CPSIA”) in the case of lead used in 
electronic and electrical products and we urge the DTSC to harmonize with this federal policy – not only 
to build on existing chemical regulatory regimes but also to free up DTSC resources to focus on products 
that pose the greatest exposure risk.  [For more information on the inaccessible component exclusion, go 
to: http://www.cpsc.gov/businfo/frnotices/fr09/leadinaccessibilityfinalrule.pdf]. 
  
Furthermore, producers of electrical and electronic products are already subject to the European Union’s 
RoHS Directive, which has established maximum concentration limits (“MCLs”) for certain chemical 
substances (lead, mercury, cadmium, hexavalent chromium and certain brominated flame retardants) in 
covered electrical and electronic equipment (“EEE”).  The federal Consumer Product Safety Commission 
has provided an exemption for EEE from its lead limits if the EEE meets the RoHS Directive MCL and we 
urge the DTSC to harmonize with this federal policy for covered RoHS substances.  [For more information 
on the RoHS Directive exclusion, go to: http://www.cpsc.gov/businfo/frnotices/fr09/electronicinterim.pdf]. 
 
Focus on Products and Applications Where Consumer Exposures Are Most Likely 
 
The purpose of the Safer Consumer Products Regulation is to protect consumers from risks that may be 
associated with hazardous chemical substances.  The regulation should therefore focus on consumer 
products and applications where chemical exposures to consumers and sensitive populations are most 
likely to occur.  Without exposure, there can be no risk.  Products that are used in commercial, industrial 
or professional applications where workplace safety and occupational exposures are addressed through 
other regulatory programs should be excluded.  
 
As currently written, the definition of “consumer product” is broad and overly inclusive.  CEA/NEMA 
encourage DTSC to focus on consumer products that are designed, marketed explicitly for, and sold to 
consumers for use outside of commercial, industrial and professional settings.  Limiting the rule’s scope in 
this way will enable the Department to identify and set priorities among consumer products based on 
potential exposure pathways and the possibility of such exposures occurring within typical use, handling, 
and disposal scenarios. 
 
Risk Assessments for Electrical and Electronic Products Should Recognize Recycling, 
Refurbishment and Reuse 
 
Various electro-industry products are subject to federal and state regulatory programs  (e.g., mandatory 
“take-back” requirements) as well as market-driven imperatives that delay their eventual discard and 
extend their useful lives, thereby, reducing any possible chemical exposures.  We urge the DTSC to take 
such existing programs into account when assessing the risks posed by chemical substances used in 
electrical and electronic products under proposed chemical and product prioritization regimes.  To the 
extent that these products are reused, refurbished and recycled at end-of-life through voluntary programs 
or under regulatory mandates already in place, the likelihood of release and exposure to chemicals 
contained in the products is diminished. Electronic products and the substances used in those products, 
therefore, should be prioritized in a manner that recognizes their diminished risk at end-of-life due to 
capture and reuse scenarios.   

http://www.cpsc.gov/businfo/frnotices/fr09/leadinaccessibilityfinalrule.pdf
http://www.cpsc.gov/businfo/frnotices/fr09/electronicinterim.pdf
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Moreover, electronic products, mercury-added lamps and thermostats, and batteries are considered 
universal wastes in California in order to promote their collection, recycling and reuse.  Any collection and 
recycling impacts associated with the Safer Consumer Products Regulation should reflect the unique 
status of these products under existing California waste management rules, which treat them more as a 
commodity than a waste.    
 
Conclusion 
 
As mentioned above, CEA and NEMA members concur with comments submitted by the Green 
Chemistry Alliance, especially with regard to the need to ensure the protection of trade secrets and 
confidential business information.  We respectfully request that DTSC give careful consideration to those 
comments and the additional issues we raise in this submission as the formal rulemaking proceeds.  The 
potential economic impact of this regulation on the electro-product industry – indeed on virtually all 
manufacturing sectors – is unprecedented and we urge the Department to seek an appropriate balance 
between moderating that impact and ensuring adequate protection of public health.   
 
If you have questions about these comments or seek additional information about our respective 
industries, please do not hesitate to contact us.   
 
 
Sincerely, 
 

 
Kyle Pitsor 
Vice President, Government Relations 
National Electrical Manufacturers Association 
 
 
 

 
Walter Alcorn 
Vice President, Environmental Affairs and Industry 
Sustainability 
Consumer Electronics Association 
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The Consumer Electronics Association (CEA®) is a U.S.-based trade association that 
represents more than 2,000 companies involved in the design, development, manufacturing, 
distribution and integration of audio, video, in-vehicle electronics, wireless and landline 
communications, information technology, home networking, multimedia and accessory products, 
as well as related services that are sold through consumer channels.  Close to a third of CEA’s 
members are located in California and are a part of the consumer electronics industry’s 
investment in innovation, which drives the state’s economy.  CEA also sponsors and manages 
the International CES – The Global Stage for Innovation – which is the largest annual trade 
event in the U.S. (www.ce.org) 
 
Contact: 
Walter Alcorn 
Vice President, Environmental Affairs and Industry Sustainability 
703-907-7765 
walcorn@ce.org 
 
The National Electrical Manufacturers Association (NEMA) is the association of electrical 
and medical imaging equipment manufacturers, founded in 1926 and headquartered in 
Arlington, Virginia. Its member companies manufacture a diverse set of products including 
power transmission and distribution equipment, lighting systems, factory automation and control 
systems, and medical diagnostic imaging systems. NEMA members have over 115 facilities 
(headquarters, manufacturing, research, sales or distribution offices) in California and are a 
significant contributor to California’s manufacturing and technology sector.  Worldwide annual 
sales of NEMA-scope products exceed $120 billion. (www.nema.org) 
 
Contact: 
Mark A. Kohorst 
Senior Manager, Environment, Health & Safety 
703-841-3249 
Mar_Kohorst@nema.org 
 
 
 

http://www.ce.org/
mailto:walcorn@ce.org
http://www.nema.org/
mailto:Mar_Kohorst@nema.org
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2040 Dow Center 
December 30, 2011 
 
 
California Department of Toxic Substances Control 
Office of Legislation and Regulatory Policy 
Jeff Woled, MS 22A 
P.O. Box 806 
Sacramento, CA 95812 
(via e-mail: gcregs@dtsc.ca.gov) 
 

Re: Revisions to Informal Draft Regulations for Safer Consumer Products  

 
Dear Mr. Woled: 
 
The Dow Chemical Company (Dow) appreciates the opportunity to provide comments on the 
informal draft regulations for Safer Consumer Products released on October 31, 2011 by the 
California Department of Toxic Substances Control (DTSC or Department).   
 
Dow is a diversified company with a portfolio of specialty chemicals, advanced materials, 
agricultural sciences and plastic businesses. Dow delivers a broad range of technology-based 
products and solutions to customers in approximately 160 countries and in high growth sectors 
such as electronics, water, energy, coatings and agriculture. Dow both manufactures and imports 
products and raw materials that are in the scope of this proposed regulation.  
 
Dow is a leader in helping to shape chemicals management improvements across the globe. Our 
commitment to the Green Chemistry Initiative has been evident from the very beginning with 
Dow's engagement on the DTSC‟s Science Advisory Panel and our current representation on the 
Green Ribbon Science Panel. As noted in our comments on the initial proposed regulation, we 
are interested in working with the Department to enhance the implementation of the regulations 
for Safer Consumer Products.  In addition to our comments below, we are a member company of 
the Green Chemistry Alliance (GCA), and we support their comments by reference here.  
 
Dow acknowledges the notable revisions by DTSC to make the regulation more workable for 
implementation and compliance while eliminating confusion and bringing greater clarity to the 
proposed regulations.  While Dow applauds the numerous efforts to increase the effectiveness of 
these draft regulations, there are four key areas of concern where additional revisions should be 
made to modify and/or clarify the intent and further streamline the regulatory requirements.  The 

sbaldera
Typewritten Text
(IC)39- DOW

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text
Chemical Company

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text

sbaldera
Typewritten Text



 
2 

 

comments outlined below focus on: chemical and product prioritization, exemptions, alternatives 
assessments, and the protection of trade secrets and confidentiality. 
 
A. Chemical and Product Prioritization 

Dow supports the design of regulations that truly focus on determining how to best limit 
exposures to, or the level of adverse impacts posed by, Priority Products that contain Chemicals 
of Concern in a consumer product.  This targeted approach encourages the evaluation of 
chemicals and products of concern where there is a reasonable or foreseeable pathway for 
exposure.  The DTSC has verbally committed in several workshops and meetings to begin the 
program with two to five identified products of concern containing chemicals of concern.  We 
support this approach as it will allow DTSC an opportunity to start carefully and methodically.  
Subsequently, DTSC can scale up the program as data is collected and evaluated, thus allowing 
continuous process optimization.  This gives the regulation the best chance of success in the long 
run.  Dow recommends codifying this approach in the regulations and noting the specific 
products and/or product families that will be included in this pilot program.  For example, it is 
unclear in Section 69503(b) what information DTSC will use to prioritize products containing 
Chemicals of Concern.    
 
 Dow would also encourage DTSC to incorporate the following recommendations. 
 

1. Identification of Chemicals of Concern 
The objective of characterizing Chemicals of Concern is to focus on chemicals that are 
used in consumer products placed in the stream of commerce in California.  After 
identifying a broad list of Chemicals of Concern based on chemicals that could exhibit 
one or more hazard traits, environmental endpoints, or toxicological endpoint as defined 
by OEHHA, Dow suggests that DTSC should screen these chemicals to develop a more 
narrowed, focused list of Chemicals of Concern that actually represent the greatest 
potential risk.  Dow is concerned that an initial list of some 3000 Chemicals of Concern, 
as it has been characterized in DTSC workshops, will unduly alarm the public without 
simultaneously providing the public with the confidence needed to ensure timely 
resolution or disposition of the products that contain those chemicals.  
 
There are a number of sources and methods to screen the broader list and establish a basis 
for the initial Chemicals of Concern list.  For example, there are currently authoritative 
lists of carcinogens, mutagens and reproductive toxins along with chemicals known to be 
persistent, bioaccumulative and toxic.  In addition, there are several federal and 
international lists that reflect this type of criteria-based approach to the screening of 
chemicals.  Thus, Dow recommends that DTSC carefully reconsider the process in 
Article 2 for Chemicals of Concern Identification. 
 

2. Alignment with OEHHA‟s Green Chemistry Hazard Trait Regulation 
OEHHA‟s proposed Green Chemistry Hazard Trait regulations act as the ignition point 
for the Chemicals of Concern process found in the Safer Consumer Products regulations.  
Alignment and better coordination with OEHHA will be a critical role to the successful 
implementation of the Safer Consumer Products regulations.  For example, OEHHA‟s 

draft regulation does not include any „weight of the evidence‟ approach for evaluating the 
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toxicity of chemical substances and other scientific questions pertaining to human health 
and the environment.  OEHHA does not currently have a process to evaluate credible 
hazard trait data in a manner that addresses the relevance, quality and significance of the 
data.  Dow supports the integration of exposure-based traits that will allow for the 
prioritization of chemicals based on widely-perceived objective, scientifically-based 
studies that have been vetted in an open, deliberative and transparent scientific process. 
 
 

3. Duplication of Worker Exposure Standards 
The overarching intent of the Safer Consumer Products regulations is to focus on 
exposure risks associated with consumer products.  Thus, focusing on workers exposure 
in a retail setting seems to be an appropriate consideration for these regulations.  
However, Section 69503.2(a)(1)(B)(4)(b)(iii) greatly expands the scope to include 
Workers, customers, clients and members of the general public who use, or otherwise 
come in contact with, the product or releases from the product in the home, workplace, or 
other location.  Dow strongly believes that the scope of this section should focus on 
conventional consumer products in retail settings.  There are OSHA exposure standards 
already in place for worker safety in industrial settings, and it is a wasteful use of 
resources for DTSC to contemplate regulating in a duplicative manner.  Furthermore, 
some raw materials and intermediates may be “consumer products” under the regulations, 
and DTSC will have no authority to regulate the use of these materials outside of 
California.  This creates a disincentive for California-based businesses, jobs, and 
operations.  As just one of many possible examples, it seems reasonable to assume that 
the statute did not intend to contemplate additional regulations for an industrial worker 
filling railcars for shipment.   

 

B. Exemptions 

Dow recognizes DTSC‟s efforts to establish a de minimis exemption that limits the number of 
chemicals captured by the regulations.  However, Section 69503.4 should be revised to 
incorporate the recommendations outlined below. 
 

1. Harmonization of Concentration Limits 
As noted in section 2 above, having clearly-defined criteria for evaluating hazard traits 
and exposure around environmental and health concerns is integral to the success of these 
regulations.  It appears that the de minimis threshold limits currently defined in the 
regulations are arbitrary and inconsistent.  These regulations employ a threshold that 
utilizes ten-fold safety factor lower than the globally accepted level of 0.1% by weight.  
While Dow appreciates DTSC‟s attempt to establish a unique approach to threshold 
limits, the inconsistency with other federal and international bodies will create an 
unnecessary level of confusion for implementation.  Lowering the de minimis also has 
the potential to significantly expand the number of products, diluting the attention on 
those products that represent the greatest potential risk. 
 

2. Cumulative Concentration in Products 
The concerns around the de minimis exemption not only include the harmonization of 
concentration limits, but also the cumulative concentration in products.  Section 
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69503.4(b) notes that the exemption is applicable to Chemicals of Concern that are the 
basis for the Priority Products listing and that exhibit the same hazard trait, or 
environmental or toxicological endpoint, and mode of action.  With the limited mode of 
action data/information available on chemicals utilized in such products, the inclusion of 
„cumulative concentration‟ expends resources with little potential for identification of 
additional Priority Products for which alternative assessments would be triggered. Dow 
recommends that DTSC deletes the inclusion of cumulative concentration as it relates to 
de minimis. 
  

3. Clarification of Future De Minimis Levels 
While Dow appreciates the need for flexibility in setting exemption levels, predictability 
is fundamental to industry‟s long-term compliance with regulatory threshold limits.  
Section 69503.4(c )(1) notes that The Department may specify a de minimis level that is 
lower or higher than the level specified in subparagraphs…… if the Department 
determines based on available information that a lower or higher de minimis level is 
warranted.  What criteria will DTSC use to trigger the need to establish a different de 
minimis level?  Also, what standards will be used to evaluate the „available information‟ 

to warrant a higher or lower level?  Dow recommends that DTSC carefully consider 
clarifying the process for establishing future de minimis levels as well as justifications for 
establishing such limits. 

 

C. Alternatives Assessments 

DTSC‟s approach to alternatives assessments certainly reflects a breakthrough in its approach to 
consumer safety.  Dow supports the elimination of the third-party verification requirement for 
alternative assessments in favor of the certification requirement for assessors.  Dow appreciates 
DTSC‟s recent revisions that will simplify and streamline the alternatives assessment approach 
to increase clarity and flexibility.  However, additional consideration should be given to the 
following recommendations. 
 

1. Comparison Analysis  
Section 69505.4 outlines the second stage of the alternatives assessment that focuses on 
the comparison of alternatives.  However, the criteria for determining a „demonstrable 
contribution‟ or a „demonstrable difference‟ are unclear.  DTSC should define the process 
that will be used to evaluate factors relevant to the comparison of Priority Products and 
the alternatives.  Dow would support the use of quantitative analysis tools like QSAR 
models to facilitate the comparison.  These types of quantitative tools will help identify 
situations where there are other categories for which the alternatives are no better and 
possibly worse for potential toxicity or environmental hazards.  Conducting comparative 
analysis under this rubric allows DTSC to conduct a more comprehensive review instead 
of merely relying on available qualitative information.  Reliance on existing available 
information in this context presents a challenge because two purportedly „reliable‟ 
sources may not yield the same results or enjoy the same level of scientific standing.  
Dow recommends the use of quantitative tools that will enhance comparative assessment 
around exposure potential for consumer products. 
 

2. Timeframes 
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Many of the timeframes in DTSC‟s October 2011 draft have been shortened, such as the 
deadlines for creating the initial Chemicals of Concern list, the initial Priority Products 
list, and the Final Alternative Assessment Report.  These timeframes are aggressive and 
likely present an unworkable challenge for industry.  The basis for determining some of 
the timeframes is unclear.  Several scientists on the Green Ribbon Science Panel have 
spoken to the issue of the long timeframes necessary for performing proper alternatives 
assessments.  Dow recommends DTSC consider returning to the timeframes reflected in 
the September 2010 draft. 

D. Protection of Trade Secrets and Confidentiality 

The protection of confidential business information (CBI) and trade secrets are considered 
sacrosanct among all business partners and industry representatives.  DTSC continuously 
references its adherence to the existing legal framework for CBI and trade secrets laws and states 
that these regulations will not conflict with this existing framework.  However, Dow believes 
that DTSC‟s goal of transparency may be undermined by the scope of Section 69510 because the 
current regulations compound the complexity of DTSC‟s trade secret determinations.  Several of 
the requirements for substantiation of trade secret claims are unnecessary and unauthorized by 
the statute (AB 1879) or other relevant trade secret statutes.  In particular, Section 69510(a)(10) 
outlines excessive requirements that should be revised. 
 
In summary, we want to emphasize our support, as noted above, for the numerous revisions 
which have made the proposed regulation more workable for the industry. We do urge DTSC to 
give thoughtful consideration to the areas where we believe the Agency should further clarify 
and simplify the requirements to make them more implementable.  It is imperative that DTSC be 
successful with this regulation so that it doesn‟t collapse under its own weight or add an undue 
burden on our ailing economy.  We look forward to working with DTSC to ensure the effective 
implementation of this regulation. 
 
 
Regards, 
 
 

                   
 
Randy Fischback     Jarod D. Davis 
Public & Government Affairs Director  Sustainable Chemistry Policy Director 
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