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Submitted Via E-Mail to Facilitator NMermin@maine.rr.com on March 4, 2009
Comments of the American Chemistry Council on the

State of Maine Department of Environmental Protection’s

Preliminary Draft Regulation (Feb. 20, 2009) of Chemical Use in Children’s Products

The member companies of the American Chemistry Council (ACC)
 recognize that children’s health issues are a legitimate concern and preserving a healthy environment is a fundamental responsibility that we take seriously.   The February 20, 2009 preliminary draft of the Chapter 880 Regulation of Chemical Use in Children’s Product sets forth a process by which the Board of Environmental Protection may designate a chemical for regulatory scrutiny as authorized under Title 38, chapter 16-D, §§1691-1699-B of the Maine Revised Statutes.  ACC’s comments on this draft process follow.


As a general matter, ACC notes that the preliminary draft regulation tracks very closely the legislation which gave rise to it.  In fact, DEP has not departed significantly from the language of the statute in this preliminary draft regulation.  ACC encourages DEP to apply its scientific expertise to more fully address some of the key scientific issues raised by the legislation which DEP proposes to implement.

Definitions


The preliminary draft regulation’s definitions of “alternative” and “available” in Section 1 inadequately address the myriad issues that must be addressed in any assessment of use of alternative chemicals in any products, and particularly in children’s consumer products.  While ACC disagrees with the toxic use reduction policies behind the legislation that gave rise to this draft regulation, ACC urges the Agency to address more carefully the many questions that come into play when replacing one chemical with another in children’s consumer products. 


For example, replacing “priority chemicals” with so called “safer alternatives” is not always going to be feasible, and is not always necessarily the right choice.  ACC member companies regularly consider 
ACC Comments on ME DEP Draft Rule (Ch. 880)

P. 2
substitution as an option in their broader green engineering and process design efforts.  When doing so, companies must closely examine the implications for the safety, functional performance, product efficacy, and cost of alternatives to avoid ineffective changes with unintended negative health and environmental impacts.  In chemical processing, one chemical ingredient cannot simply be replaced with another without somehow impacting the final product. Significant problems can result if chemical substitution is mandated as the solution of first choice without careful consideration of potential consequences.


The draft regulation’s definitions of “alternative” and “available” largely address only two concepts:  technical feasibility and cost.  Many more factors are involved  if the State of Maine hopes to achieve “informed substitution” that truly protects children’s health.  As DEP develops this regulation and its definitions, ACC encourages the DEP to review the Intergovernmental Forum on Chemical Safety’s (IFCS) discussion of “informed substitution” at:  http://www.who.int/ifcs/documents/forums/forum6/12_original_prop.doc 
Designation of Priority Chemical Process


Section 2A of the draft regulation relies on two general groups of criteria as prerequisites for designation of priority chemicals.  The first is certain inherent characteristics of a chemical (as a carcinogen, a reproductive or developmental toxicant, or an endocrine disruptor; or as persistent, bioaccumulative and toxic; or as very persistent and very bioaccumulative).  The DEP derived these characteristics from existing lists of hazard traits of chemicals without any consideration of the doses/levels at which these hazard traits were identified for these lists.


The second group of criteria relies on “presence” of a chemical in human tissues, fluids, in the home environment, in fish, wildlife or natural environment, or in consumer products used in the home.  This second criteria group also contains chemicals identified as high production volume (HPV) by EPA or whose sale has been banned by another state. This second group of criteria contains superficial expressions of exposure at best.  Reliance on presence without any consideration of presence at what levels is not science or risk based.  Detection of chemicals at extremely low levels only reveals improvements in chemical analytical techniques—detection alone does not equate to exposure at levels of concern.


While at first glance these criteria together give a picture of both hazard and exposure elements,  the  picture is a snapshot at best and not necessarily helpful in identifying priority chemicals.     
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In addition, the mere fact that a chemical is produced in high volumes is a very poor surrogate for exposure, not necessarily relevant to the production of a children’s product, and certainly  is not science based.  Many HPV chemicals are basic commodity chemicals used in many industrial processes without any appreciable exposure to humans or the environment.  


In sum, DEP should give more careful thought to hazard and exposure based criteria that include values for hazard characteristics and, at a minimum, some qualitative notion of exposure scenarios.  DEP might consider including a more detailed description of the hazard and exposure based criteria – in Section 2-B of the draft regulation under “additional factors”. 
Disclosure of Information on Priority Chemicals

Need for Protection of Confidential Business Information:  Section 2-C of the draft regulation imposes disclosure requirements on manufacturers and distributors of consumer products containing a priority chemical, without any consideration of the impact of these requirements on proprietary information.  The Note at the bottom of page 3 and top of page 4 in particular raises concerns in this regard as it requires information on the “amount” of priority chemical in each unit of children’s product as well as the “purpose” of the chemical.  While this appears to be a requirement of the legislation, the DEP needs to offer manufacturers a way to provide this type of trade secret “recipe” information in a confidential format to the agency.  


Supplemental Information:  Section 3-B of the draft regulation outlines supplemental information which the Commissioner has authority to request from manufacturers/distributors of children’s products.  As discussed above about Section 2, this section needs revision to add concepts of dose and exposure levels of concern.  For example, Section 3-B (1) would be more useful to the DEP if at the end of the paragraph it stated, “at levels of concern.”  That phrase could also be added to paragraph (2).  Finally, paragraph (3) should include additional factors in the assessment of alternatives as discussed above in our comments on Definitions. 


Disclosures by trade associations:   while permissive and not mandatory, Section 3-C of the draft regulation may not be as useful a provision as the DEP may think because the type of supplemental information the commissioner may be seeking is likely to be proprietary information of companies – information  that their trade associations will not likely have.
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Authority to Ban the Sale of Products Containing a Priority Chemical and Assessment of Alternatives

Section 4 of the draft regulation suffers from some of the same problems identified in other sections of the draft regulation.  Section 4-A (1) implies that every “exposure” of children to a product with a priority chemical in it is an exposure of concern.  Again, this paragraph needs the addition of the concept of exposure “at levels of concern”.


Section 4-A (2), like the definitions section, needs to be expanded to address factors beyond costs.


Section 4-B (1) similarly needs to address issues other than affordability, purchase price differential and “ease” of substitution in determining whether an alternative is “available”.  Again, factors about product efficacy and performance must be mentioned at a minimum.  More to the point, whether an alternative is “available” says little about the potential health, environmental, social and economic risks that use of the alternative might bring, or how those risks are compared to the risks of the priority chemical.


Section 4-B (2) appropriately addresses the concept of safety to include the notion of “potential for harm” which implies both inherent toxicity at certain doses and exposure at levels of concern. These concepts should be included here to aid the DEP’s scope of review in assessing alternatives to priority chemicals.


Section 4-B (3) turns the improvements of 4-B-2 on its head by making the circular argument that a chemical alternative will be presumed “safer” if it doesn’t contain a chemical of high concern—without any more examination.  Alternatives should be subject to the same level of scrutiny that priority chemicals are being judged by under this regulation, i.e. have studies been done to determine whether an alternative is a CMR, a PBT, a VPVB, present in children’s products at levels of concern, etc.?
� The American Chemistry Council (ACC) represents the leading companies engaged in the business of chemistry.  ACC members apply the science of chemistry to make innovative products and services that make people's lives better, healthier and safer.  ACC is committed to improved environmental, health and safety performance through Responsible Care®, common sense advocacy designed to address major public policy issues, and health and environmental research and product testing.  The business of chemistry is a $664 billion enterprise and a key element of the nation's economy.  It is one of the nation’s largest exporters, accounting for ten cents out of every dollar in U.S. exports.  Chemistry companies are among the largest investors in research and development.  Safety and security have always been primary concerns of ACC members, and they have intensified their efforts, working closely with government agencies to improve security and to defend against any threat to the nation’s critical infrastructure.
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