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Introduction

Good morning. My name is Christina Franz, Senior Director, Regulatory & Technical Affairs at
the American Chemistry Council (ACC). ACC is an association of leading companies engaged
in the business of chemistry. I am pleased to provide comments on LD 1181, An Act to Further
Strengthen the Protection of Pregnant Women and Children from Toxic Chemicals.

ACC member companies apply the science of chemistry to make chemicals used by a wide
variety of industries and businesses to make innovative products, technologies, and services.
ACC members are committed to continuously improving their environmental, health and safety
performance — for our workers, our families, our customers and the public. In fact, commitment
to implement industry’s voluntary health, safety and environmental performance initiative,
Responsible Care®, is a condition of membership within ACC. ACC shares this committee’s
interest in promoting a healthy and safe environment for the people of Maine.

In my position in ACC’s Regulatory and Technical Affairs Department, I work on health,
product safety, and science policy issues that impact the business of chemistry, so I am very
familiar with what the United States Environmental Protection Agency (EPA) is actively doing
today to regulate chemicals and what is currently under discussion at the federal level for future,
additional regulation of chemicals.

My broad message to you is that EPA is addressing all of the issues that you are attempting to
address in LD 1181. Specifically, EPA currently is significantly strengthening the reporting,
prioritization, assessment and regulation of chemicals in its enhanced existing chemicals
program.
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For instance:

The Chemical Data Reporting Rule: In February of this year, EPA released information it had
collected from chemical manufacturers in 2012 about the uses and application of chemicals —
industrial uses, commercial uses, consumer product uses. This was an update of a regular
reporting requirement EPA has imposed on industry for many years. In the 2012 report, EPA
required more information about more chemicals than ever before. And, EPA differentiated
“commercial uses” from “consumer uses” of chemicals for a more refined look at the uses of
chemicals. EPA even required manufacturers to report what they knew about uses of chemicals
in children’s products. EPA provides a list of chemicals that chemical manufacturers reported as
used in children’s products on its website. I urge you to look at EPA’s CDR report before
embarking on a new chemical initiative in Maine. The website:

http://tava.cpa.gov/oppt chemicsl search/,

Prioritization: In February 2012, EPA identified 83 “Work Plan” chemicals for review and
assessment and regulation where warranted. To identify these priority chemicals for further
review, EPA didn’t just look at the cross-section of a variety of chemical lists. Instead, EPA
developed a broad list of about 400 chemicals based on hazard, use and exposure screening level
criteria (e.g. criteria like PBTs, I;robableﬂmown carcinogens, used in children’s products,
repro/developmental children’s health concerns, detected in biomonitoring, etc.) and then applied
hazard and exposure based scores to these, based on very specific criteria.

[ urge you to review how EPA prioritized chemicals. Although EPA included “used in

children’s product” and “children’s health” as factors in its prioritization, EPA did not establish a
fishing expedition by focusing on mere presence of chemicals in products. EPA did not take a
simplistic cross-section of “lists versus lists” based approach. Rather, EPA conducted a
screening-level, risk-based evaluation to identify chemicals with both the highest potential for
hazard and the greatest potential for exposure.

Work Plan Assessments: After identifying 83 chemical priorities, EPA then developed targeted
“work plan” assessments for five of the 83 work plan chemicals to be done this year (others in
2014-2018). The initial five were published for public review and comment, and will next
undergo a scientific peer review. Only after the peer review and perhaps in some cases a refined
safety assessment will EPA then decide what, if any, restrictions/regulations are needed to
manage the potential risks posed by these chemicals in various uses. (See Appendix A, EPA’s
prioritization methodology, and

“Jiwvrw . enagovioopifexistinechemicals/pubs/enhanchems himl).
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EPA announced on March 27%, the work plan chemicals targeted for risk assessment during
2013. The agency announced that it would be more effective for it to evaluate a number of flame
retardant compounds in groups that share similar structural characteristics. In so doing, EPA
added 16 additional flame retardants to its work plan chemical risk assessment priorities.
Simultaneous with this announcement, EPA stated that it has also identified 50 flame retardants
chemicals that are unlikely to pose a risk to human health, making them “possible substitutes”
for other flame retardants.

The assessment phase implemented by EPA, integrating both hazard and exposure information,
is critical. Importantly, the safety assessment must apply not solely to the priority chemicals, but
also to any alternatives that might be considered to replace priority chemicals. If Maine truly
wants to protect its citizens from potentially harmful exposures to priority chemicals in
children’s products, it must take the time to conduct science-based assessments of the potential
risks of priority chemicals in their intended uses in children’s products. Shortcuts will not ensure
the protection you seek.

Regulation: When EPA completes these targeted assessments, it may identify some chemicals
for phase-out in certain uses and it may ask the manufacturers to develop alternatives to
chemicals in those uses, but that is not necessarily the only recourse at EPA’s disposal. EPA
might find that labeling requirements on certain products are adequate to reduce exposures. It
may find that the concentrations of the chemical need to be reduced in the product to reduce
exposures and risk. It may find that only a subset of the uses warrant restrictions -- not the entire
use category. EPA also may find that requiring companies to conduct more testing of the
chemicals could alleviate some potential concerns.

These more assertive regulatory activities by EPA to strengthen the federal chemical
management system will benefit not only public health, but also children’s health, across the
U.S. This committee should give serious consideration as to whether the legislation considered
today is needed in the first instance, and whether it would produce any real or significant public
health benefit to the children of Maine.

LD 1181 Completely Bypasses the Most Critical Step on Chemical Safety: The Risk/Safety
Assessment and Jumps Immediately to Alternatives Assessment

LD 1181 presumes that the mere presence of a high priority chemical in a children’s product is
an appropriate basis to require that an alternatives assessment be conducted, completely
bypassing the single most important and essential scientific step necessary to determine if any
high priority chemical actually poses any real risk to children, i.e., a risk or safety assessment. In
other words, this bill requires manufacturers or distributors of children’s products to undertake
very complicated and costly alternatives analyses on “priority” substances that may pose no real
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risk to the children of Maine, in their current uses and applications, which will likely result in
little to no public health benefit.

LD 1181 concludes erroneously that certain chemicals are “toxic” and others are not. In fact, all
chemicals can be toxic at certain doses or levels. Similarly, this bill presumes incorrectly that the
mere presence of a chemical in a children’s product poses a problem, such as an adverse health
or environmental effect. This is not at all accurate. This conclusion is either the result of a lack
of understanding of the toxicological concept of “dose response” or a purposeful, non-science
based rejection of that concept.

The mere “presence” of a chemical (in humans, in the environment, or in consumer products)
does not equal harm. As the U.S. Center for Disease Control (CDC) has stated clearly in the
context of biomonitoring, “The presence of an environmental chemical in people’s blood or urine
does not meant that it will cause effects or disease.”
htip/iwww.cde.goviexposurereport/pdf/FourthReport ExecutiveSummary.pdf (at p. 3). The
same is true of the presence of a chemical in a children’s product. What this bill overlooks is the
basic tenet of toxicology: the “dose makes the poison.” The potential for true exposure to
children at levels of concern under LD 1181 would be theoretical, at best. The public health
benefits of this approach, therefore, are highly questionable.

From a public health standpoint, in order to ensure that chemical regulations have true, beneficial
impacts and are not a waste of limited resources, regulators need to conduct a risk/safety
assessment of the chemical. There simply is no short cut to conducting this step if the regulation
is really to provide public health benefit. In a risk or safety assessment, risk characterizations
include consideration of information about product uses and reasonably anticipated exposures,
including potential exposures to children. Risk characterizations use valid, reliable and relevant
scientific studies and information, giving such studies and information appropriate weight, to
determine potential risks associated with relevant levels of exposure under expected conditions
of use.

There are a number of serious flaws with the approach taken in LD 1181. First, it assumes that
once a chemical is identified as a priority chemical that the State can mandate or schedule
innovation to replace it for priority uses. Alternative assessments are not trivial exercises. They
can be complex, lengthy and costly. Most alternative assessment schemes today are voluntary or
are tools designed by business for business. They go to the very heart of how products are made.
LD 1181 authorizes the department to hire a contractor of its choosing to identify alternatives if a
manufacturer of a children’s product does not submit an “acceptable” alternatives assessment to
the department in a timely manner. Requiring a State approved one-size-fits-all solution in the
alternative assessment area within some arbitrary timeframe is unrealistic and fails to appreciate
the complexities that give rise to innovation.
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Second, safety is not the only criteria to consider when evaluating alternatives. The function(s) a
chemical serves/performs in a product and the costs required to substitute an alternative are key
considerations that cannot be overlooked in an alternatives assessment. An informed substitution
process appreciates that alternatives should not only have an improved safety and environmental
profile, but also should be technologically and commercially feasible, of comparable cost, and
maintain or improve product efficacy, performance, and usability. Within this context, safety
assessments and exposure evaluations must occur before an alternatives assessment for a
particular chemical/product use combination is pursued. This will help identify those
chemical/product use pairs that result in exposures that have the greatest potential for risk and for
which an alternatives assessment will likely result in significant improvements to public health
and/or the environment.

In addition, the change of a chemical material can trigger other indirect and costly impacts. For
example, a change in the chemical material can result in changes to the equipment required to
make an end product. Making such equipment changes can require both time and money. A
simplistic one-size-fits-all approach cannot accommodate the complexities associated with the
countless product categories that exist on the market today. There are many similar cost/benefit
factors that must be carefully weighed and evaluated. L.D 1181 does not appear to consider these
other relevant factors, such as function, cost, and consumer acceptance, in dictating selection of
an alternative as the ultimate objective of the bill. Intimate knowledge of a product’s targeted
end use, performance attributes and differentiating features are essential to ensuring successful
implementation of any alternatives assessment program. The government should not mandate
specific alternative assessment decisions. The product manufacturers’ product development and
product safety departments are the ones who can best address these decisions.

Moreover, LD 1181 mistakenly presumes that safer alternatives to priority substances exist if: 1)
an alternative exists that is not a priority chemical; 2) another state has banned children’s
products containing a priority chemical because an alternative exists; 3) an alternative is
available if the children’s product containing the priority chemical is an item of apparel or a
novelty; and 4) if an alternative exists in the U.S. These presumptions are ill founded. The only
way to determine whether an appropriate alternative exists is to conduct a thorough and
comprehensive alternatives assessment and to conduct a risk or safety assessment on any
potential alternatives identified.

Conclusion

Thank you for the opportunity to speak today. I hope this information has been helpful to your
understanding of the importance of using science as the foundation of any chemicals
management program Maine may contemplate. ACC urges this committee to take a closer look
at EPA’s current activities in the arena of chemical regulation and consider whether LD 1181 is
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necessary in light of EPA’s increased chemical regulatory actions, and whether a system that
jumps immediately to alternative assessment without conducting a scientific risk assessment on
priority chemicals (or their proposed alternatives) provides any real public health benefit at all.
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U.S. Environmental Protection Agency February 2012

TSCA Work Plan Chemicals:
Methods Document

Environmental Protection Agency

Office of Pollution Prevention and Toxics

February 2012
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U.S. Environmental Protection Agency February 2012

Background

In the Agency’s August 2011 _Discussion Guide. Background and Discussion Questions for
Identifving Priority Chemicals for Review and Assessment, EPA described the two-step process the
Agency intended to use to identify potential candidate chemicals for near-term review and assessment
under the Toxic Substances Control Act (TSCA). The Agency intends to use these TSCA Work Plan
Chemicals to help focus and direct the activities of the Existing Chemicals Program in the Office of
Pollution Prevention and Toxics (OPPT). EPA mvited public cominent through an online discussion
forum conducted from August 18 through September 21, 2011, as well as through a webinar and
stakeholder meeting held on September 7, 2011. The meeting summaries and public comments are
available for review in the docket for this activity, EPA-HQ-OFPPT-201 1-0516, which can be
accessed online at hitp:/’www.regulations.gov.

As described in the Discussion Guide, EPA notes that identification of a chemical as a TSCA
Work Plan Chemical does not itself constitute a finding by the Agency that the chemical presents a
risk to human health or the environment. Such a determination would be the result of a risk ,
assessment. Rather, identification of a chemical as a TSCA Work Plan Chemical indicates only that
the Agency intends to consider it for further review. The Agency believes that identifying these
chemicals early in the review process would afford all interested parties the opportunity to bring
additional relevant information on those chemicals to the Agency’s attention in order to further
inform the review. In order to take risk management actions on a chemical substance under various
sections of TSCA, the Agency would have to make the appropriate findings required by the specific
provisions of the statute.

Identification of some chemicals as TSCA Work Plan Chemicals (Work Plan) does not mean
that EPA would not consider other chemicals for risk assessment and potential risk management
action under TSCA and other statutes. EPA will consider other chemicals if warranted by available
information. In addition, EPA may subsequently identify other candidates for review in addition to
this initial group, and may adapt the factors and data sources used in this process based on the
experience acquired during this initial phase. Further, while the chemicals identified through this
process as TSCA Work Plan Chemicals will likely be well-characterized for hazard and have
information indicating exposure potential, some will have more limited data and EPA will continue to
use its TSCA information collection, testing, and subpoena authorities, including sections 4, 8, and
11(c) of TSCA, to develop needed information on additional chemicals that currently have less robust
hazard or exposure databases.

Two-Step Process

As described in the Discussion Guide, EPA’s two-step prioritization process was intended to
select an initial group of candidate chemicals for review by using a specific set of data sources to
identify chemicals meeting one or more of the following factors:

e  Chemicals identified as potentially of concern for children’s health (e.g., chemicals with
reproductive or developmental effects).
Chemicals identified as persistent, bioaccumulative, and toxic (PBT).
Chemicals identified as probable or known carcinogens.
Chemicals used in children’s products.
2
Appendix A ACC Testimony Opposing LD 1181



U.S. Environmental Protection Agency February 2012

e Chemicals used in consumer products.
e Chemicals detected in biomonitoring programs.

EPA indicated the candidate chemicals from Step 1 would then be screened in Step 2 using
information from additional exposure and hazard data sources to further analyze the chemicals and
select specific chemicals for further assessment, including possible risk assessment and risk
management action.

Based on comments received through the discussion forum, the webinar, and the stakeholder
meeting, EPA made some adjustments both to the Step 1 factors and to the data sources utilized in
both Step 1 and Step 2. With regard to the factors considered in Step 1, EPA added neurotoxicity to
the initial Step 1 selection criteria because of comments noting the importance of neurotoxic effects
to children’s health. The Agency further added respiratory sensitization to the human health factors it
would consider in Step 2, based on public comments suggesting this endpoint as identifying possible
contributors to childhood asthma. Several commenters also encouraged EPA to use environmental
toxicity as a prioritization factor to populate the Step 1 group of candidate chemicals. While
environmental toxicity is not being used as a Step 1 prioritization factor on its own, EPA notes that
many of the PBT chemicals are classed as toxic on the basis of environmental toxicity data. The
Agency has also specifically factored environmental toxicity into the Step 2 analysis.

Following public comment, EPA also adjusted the proposed data sources identified in the
Discussion Guide, particularly for Step 2, to encompass additional sources suggested by commenters,
including the European Chemical Substance Information System (ESIS) and the Organization for
Economic Cooperation (OECD) eChem Portal (which includes U.S. databases). EPA also eliminated
certain data sources, including NHATS, NHEXAS, and TEAM, on the basis of their age. Given the
difficulty of comprehensively identifying chemicals in consumer products, particularly because the
2006 Inventory Update Reporting (IUR) system made no distinction between commercial and -
consumer products, EPA narrowed the focus of the Step 1 prioritization factor to chemicals identified
as being in children’s products either through IUR reporting or through the process used by
Washington State to generate its list of children’s product chemicals. EPA notes, however, that
chemicals identified through the application of the prioritization factors in Step 1 were further
scrutinized in Step 2 against additional databases including the Hazardous Substance Data Bank
(HSDB) and the Household Product Database, among others, to identify potential consumer uses.

Derivation of the Step 1 Potential Candidate Chemicals

To generate the Step 1 chemicals meeting the Agency’s prioritization factor criteria as

potential candidates for review and assessment, the following sources were used:

o Carcinogenicity:

. IRIR: 1986 Class A, B1; 1996 Known or Probable; 1999 or 2005 Carcinogenic

. IARC Carcinogens, Group 1, 2A
. 1TP Known Carcinogens
o PBT:

1 REPBYT Rale

. Lireat .akes Binational PBT

. Capadian P, B, and T (all three criteria met)

LLRTAP POPS
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. Stockholm POPs
Children’s Health:
. IRIS: Repro/Dev (RfD or RfC for repro or dev)
- NTP CERHR: Infants Any Effect or Pregnant Women Any Effect
. .Cal Prop 65 Reproductive
Neurotoxicity: IRIS
Children’s Product Use:
- Reported in products intended for use by children in 2006 TUR
. Washington State Children’s List
Biomonitoring (both human and environmental indicative of potential human exposure):
. NHANES
. Drinking Water Contaminants
. Fish Tissue Studies

These sources produced a combined total of 1,235 chemicals, each of which matched at least
one criterion. The resulting chemicals were then screened both for quality control to eliminate
duplicate listings (an artifact of differences in the way the various data sources defined and reported
chemicals), and to exclude chemicals that would not be appropriate for designation as candidates for
near-term review and action under TSCA, either because they did not meet the intent of the |
prioritization criteria, they were not subject to action under TSCA, or they were already the subject of
TSCA action.

Chemicals were excluded from identification as potential candidates for any of the following
reasons:

e Pesticides: Pesticides are excluded from regulation under TSCA because they are regulated
under the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA).

e  Drugs, hormones, and pharmacological chemicals: Drugs are excluded from regulation
under TSCA because they are regulated under the Federal Food, Drug, and Cosmetic Act
(FFDCA). Hormones and pharmacological chemicals can be found in the environment when
they are excreted or disposed of, but may not be amenable to management under TSCA.

e Certain radioactive materials: Radioactive chemicals are generally excluded from
regulation under TSCA as source materials, special nuclear materials, or byproduct materials
as defined in the Atomic Energy Act and subsequent regulations.

e Complex process streams, byproducts not commercially produced: Chemicals that are
the reaction products of vague constituents, byproducts of complex streams, or complex
mixtures are generally not readily definable in terms of their chemical identity and may vary
considerably in both their composition and hazard from batch to batch, making them difficult
to score consistently in this type of screening exercise. They were accordingly excluded.

e Polymers: Polymers typically have physical and chemical characteristics (high molecular
weight, low absorbance, and low reactivity) that do not generally present significant health
hazards. Some polymers that meet certain established criteria (49 FR 46066, November 21,
1984) have been specifically exempted from TSCA review under the new chemicals program
because they “do not present an unreasonable risk of injury to human health or the
environment.” Polymers were therefore excluded from the Work Plan.

e Gases, common naturally occurring chemicals, combustion products: Chemicals that
exist in gaseous form at normal temperatures, predominantly occur naturally in the
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environment, or are produced predominantly by combustion are generally not amenable to
control or management under TSCA.

o Common oils or fats, simple plant extracts: Chemicals in these categories are generally not
anticipated to be sufficiently toxic to give rise to concerns that would make them priorities.

o Explesive, pyrophoric, or extremely reactive or corrosive chemicals: Chemicals that
explode, burn on contact with air or water, react quickly with other chemicals, or are
extremely corrosive are unlikely to present opportunities for human or environmental
exposures because their high physical hazard properties make them subject to stringent
handling requirements intended to guard against accidental exposures or releases.

o Metals principally identified as toxic to the environment: Many metals — copper, for
example — are generally toxic to the environment, but do not present health issues to humans
under typical conditions of use. Those metals and related compounds were excluded from the
Work Plan, while metals with specific human health concerns were retained.

o Chemicals already the subject of Action Plans or significant regulation under TSCA:
Polychiorinated biphenyls (PCBs) were excluded from the Work Plan because they are
already comprehensively regulated under TSCA, which bans their manufacture, processing,
use and distribution in commerce. Chemicals covered by Action Plans or other currently
ongoing regulatory activities under TSCA were also excluded because they had been recently
reviewed and are already being addressed.

After these chemicals were excluded and the remaining metals and their related compounds
were grouped together rather than being identified separately, 345 chemicals remained as potential
candidates and entered into Step 2, which is described in the next section of this paper.
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Step 2 Process to Identify the TSCA Work Plan Chemicals
Candidate Chemicals from Step 1

Exposure Score Persistence/
Hazard Score 31 Bioaccumulation Score
31 . Normalized from rankings o 3-1
Based on highest scoring based on use type, general Normalized from separate
human health OR population and environmental scores for persistence and
environmental toxicity exposure, and TRI or bioaccumulation
endpoint surrogate release information
Chem (5 ation =

Hazard Score + Exposure Score + Persistence/Bioaccumulation Score

_— T~

If Scores for All Three Components: If No Score for Hazard QR
Normalized and Priority-Binned, 7-9 = High No Score for Exposure but a 2 or 3 for Hazard OR
5-6 = Moderate, 3-4 = Low for Persistence/Bioaccumulation: Potential

Candidate for Information Gathering

\

IFurthesr Analysis Through TSCA Work Plan
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Explanation of Step 2 Process

The chemicals identified as potential candidates for review and assessment under TSCA
based on the Step 1 prioritization factors were screened in Step 2. Chemicals were evaluated and
received a score through the application of a numerical algorithm. This score was based on three
characteristics: hazard, exposure, and potential for persistence and/or bioaccumulation. Using this
system, chemicals were sorted into one of four bins. Chemicals able to be scored on all three
characteristics were scored as High, Moderate, or Low based on their available information.
Chemicals with High or Moderate hazard or persistence/bioaccumulation scores that could not be
scored for exposure because of an absence of data, together with chemicals that could not be scored
for hazard, were identified separately as potential candidates for information gathering.

This chemical candidate screening process is an interim evaluation only. It does not constitute
a final Agency determination as to risk or as to whether sufficient data are available to characterize
risk from specific chemicals on the TSCA Work Plan. Inclusion of a chemical on the Work Plan does
not constitute any finding of risk under TSCA. This screening process is intended only to support
initial decisions to determine the relative priority for further assessments and to identify potential data
needs for individual chemicals or chemical groups.

Hazard Score:

The Hazard Score encompasses both human health and environmental toxicity concerns. The
specific hazard classification criteria are based on the Alfernatives Assessment Criteria fov Hozard
EBvaluation developed by EPA’s Design for the Environment Program (DfE). The DAE criteria for
classifying the toxicity of specific chemicals were developed from authoritative sources including the
United Nation’s Globally Harmonized System (GHS) for Chemical Classification and Labeling and
other EPA programs. The data determining the score for each chemical were obtained through the
data sources identified in Appendix A. The hazard data reviews on each chemical were not
exhaustive and do not rise to the level of assessments. Chemicals were scored on the basis of readily
available data, and no judgment was made concerning gaps in or completeness of the available data
set for a given chemical.

The Hazard Score was determined based on 3 hazard levels, and each hazard level had a
corresponding hazard rank (High-3, Moderate-2, and L.ow-1). The concentration ranges or
characteristics that correspond with each hazard level are listed in Table 1 below.

Candidate chemicals from Step 1 received a hazard rank score for each of the toxicity
endpoints that were applicable based on the data readily available for each chemical. The highest
hazard rank score a chemical received for any single human health or environmental toxicity
endpoint became its Hazard Score. If the review on a chemical produced a High hazard score for any
endpoint other than acute mammalian toxicity or acute or chronic aquatic toxicity, data on other
endpoints were not sought because they would not impact the existing High score.
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Table 1. Criteria for Determining Hazard Score

February 2012

High

Moderate

Hazard Score

Carcinogenicity

Reproductive Toxicity

Oral (mg/kg/day)
Dermal (mg/kg/day)
Inhalation (gas/vapor)
(mg/L/day)
Inhalation (mist/dust)
(mg/L/day)

GHS2

GHS 1A, 1B,

<50
<100
<1

<0.1

Limited animal

50-250
100-500
1-2.5

0.1-0.5

Neurotoxicity
Oral (mg/kg-bw/day) 90-
day (13 weeks)

40-50 days

28-days (4 weeks)

Dermal (mg/kg-bw/day) 90-
day (13 weeks)

40-50 days

28-days (4 weeks)

<10
<20
<30

<20
<40
<60

10-100
20-200
30 -300

20 -200
40 — 400
60 — 600

Negative or

SAR

>250
>500
>2.5

>0.5

> 100
>200
> 300

> 200
> 400
> 600
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