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COMMENTS
Section 1. Applicability

1{(A)

I. Comment: The commenter suggests that bisphenol A is present in polycarbonate plastics and epoxy
resins only as a trace level of impurity, typically in the low parts per million range. The commenter
contends that it is not intentionaliy added to chiidren’s products and would serve no functional
purpose in these products. The commenter contends that because bisphenol A is a chemical that is
used in the manufacturing processes to make materials such as polycarb lastic and epoxy resins
and undergoes a chemical reaction with one or more other chemicals in nufacturing process to
produce the plastic or resin, then bisphenol A falls under the exempti 38 MRSA § 1697 (2),
which states, “The requirements of this chapter do not apply to micals used ih or for
ndustry or manufacturing, including chemicals processed or ot
manufacturing purposes.” The commenter asserts that th
apply the law to products that contain impurities thdt are;

not made from polycarbonate plastlc as well as info

BPA. The commenter asserts that, based on this pre
Chapter 880: Regulation of Chemical Use in Children’s
does not have the authority to ban the children’s products i

of these matenals
therefore appro}

chemical addres: iile and exclude those that have no relevance (e.g., 1) mnsportatibn,
Mercury-Added Products, etc.). To include these irrelevant categories would serve no useful purpose
in-the rule. No change to the rule.

3. Comment: The commenter suggests that the language in section 1(B)(1) of the rule limits the scope
of the used product exemption. (8) '

Response: The alteration in language between 38 MRSA §1697 (1) and section I(B)(1) was
inadvertent and, while the department does not consider the language to substantively alter the
meaning or applicability of the law or rule, has been amended as follows to be identical to the
language in the statute:
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Used products. This chapter does not apply to chemicals in the-ve-sale-of products-that-have
beenpreviously used products by-consuimers.

Section 2. Definitions

2(C) Child Care Article

4.

2(G) Reusable Food and Beverage Container

5.

Comment: The commenter suggests that the department amend the proposed definition of “childcare
article” to be consistent with federal law by designating application to products intended for children
ages three years or younger. To that end, the commenter proposes that the department replace the
proposed definition for “child care article” with the following language from Section 108(e) of the
Consumer Product Safety Improvement Act of 2008: “Child care article ficans a consumer product
designed or intended by the manufacturer to facilitate sleep or the fagding of children age 3 and
younger, or to help such children with sucking or teething.” (39) -

s intended purpose,
rice easier for the
cpested change to the pm;p sed mle

Response: The department concurs that suggested change doe
and will help make it consistent with other similar rules
regulated community. The department has made th

Comment: The commenter raises the fellomng objections definition of “reusable food

container”:

e The definition is circular because the
“container;”

e It is overly broad because the commen‘t

ceptacle” s the ‘or more broad than
vering any container or receptacle that
thiat most kitchen containers

scope and are not illustrative of the scope since
t the definition could be interpreted to encompass

¢ Basis Statemeng dy 'de further examples for context or addltlonal meaning of the
m; that “rebsable™is ¢ '
: ered by the ban?);
erlap with the definitions for “tableware” and “childcare articles,”
irements of the regulation are different for these different categories of

products -

s It violates the cess Clause because it “fails to provide people of ordinary intelligence a
reasonable opportinity to understand what conduct it prohibits.” The commenter implies that the
proposed definition does not “enable those to whom the law is to be applied to reasonably
determine their rights” and that it has not been written in “language that the common world will
understand, of what the law intends to do if a certain line is passed.”

e That the lack of a meaningful definition of the products at issue directly threatens effective

regulatory decision making, including the exposures that may or may not be of concern and

which are intended to be one of the lynchpins of the regulatory scheme. (8}

Response: The department adopted this language, the first sentence of which is identical to
Connecticut’s definition, in part, to maintain consistency with other states in the region who have
adopted similar legislation in order to reduce the burden of compliance for the regulated community.
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The illustrated examples are not intended to limit the scope of the definition, merely to serve as
examples. Intended use is relevant; the department cannot regulate how a consumer will use a
product or what products a consumer may use for food storage. The term “reuse” is a common
term— meaning “able to be used again”"—that does not require further clarification. The department
presumes that manufacturers will know whether the products they produce are intended for reuse or
not, that people of ordinary intelligence comprehend the meaning of “container” and “storage” and
that those to whom the rule applies—manufacturers of reusable food and beverage containers—can.
be reasonably expected to know what products they manufaciure and for what purpose those products
are intended. However, to provide greater specificity to the definition, the department has added the

following language to section 2(G):

oylainer” means a

ured or intended_for storing,
to, baby bottles, spill-proof
v does not include a

G. Reusable food or beverage container. “Reusable food or beve
receptacte container with a lid, cover, cap or nipple that is ma
carrying or transporting food or beverages, including, but not
cups, sports botties and thermoses. “Reusable food or be
receptacle that contains food or beverage when sold o

2(H) Tableware

6. Comment: The commenter recommends that the departmes
tableware to specify those products interded for children age
%

Response: While the depariment apprecis
information request to those products inte
Regulation of Chemical Use in Children’s

6-096 Chapter 880,
a child as 18 years or

contact with table
change to the rule.

(B) of the proposed rule. To clartﬁ) that intent, the department has
clude the following additional language: :

5 body from injury during sports and recreation activities.

to protect the

&
8. Comment: The commenter proposes that the départment replace the proposed definition of “toy” with
the following language to be consistent with federal law: Children's toy means a consumer product
designed or intended by the manufacturer for a child 12 years of age or younger for use by the child

when the child plays.” (39)

Response: The department concurs that consistency with federal definitions could ease compliance
burdens for manufacturers and has made the proposed change.

Section 3. Designation of bisphenol A as a priority chemical.
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- Support for designation

9. Comment: The commenters express support for the proposed designation of BPA as a priority
chemical. (1,2,3,4,5,6,13,14, 15, 16, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34,
35, 36, 37,40, 41, 42, 43, 44, 45, 46, 47, 48, 49, 50,51, 52, 53, 54, 55, 56, 57, 58, 59, 60, 61, 62. In
addition to the individually-listed commenters, the department received 305 emails, 40 faxes; 59
letters and a petition with 852 signatures supporting the proposal).

10. Comment: The commenter contends that the proposed rule is a reasonable proposal backed by
significant science, process, the actions of several other states, many countries around the wotld, and
some forward-thinking manufacturers who agree that BPA is not appropriate for use in many
consumer products, especially those used to carry and transport food, egpeciatly for children. (28)

11. Comment: The commenter contends that bisphenol A should b¢.des: snated and restricted as a

the rule.

Opposition to Designation

12. Comment: The commenters are opposed to
10, 11,12, 16, 17, 38, 63, 64)

13.

Comment

dress ghemical hazards, the states have an obligation and opportunity
tect its citizens. Concurrently, the department is actively promioting
emical and product manufacturers to develop and provide chemical

1, as well as exposure and use data to regulators, businesses, and the

environment, identi d prioritizes chemicals of concern in order to regulaie the most
problematic chemicels in commerce; protects the most vuinerable, including pregnant women and
children; requires manufacturers to assess and identify safer alternatives to chemicals of concern;
assesses emerging chemicals of concern for public and environmental safety before they go into
widespread commerce and use; strengthens the federal chemical regulation system, while expressly
preserving the authority of state and localities to implement measures to manage chemicals of
concern; and enhances the role of states in TSCA implementation, promote data and information
sharing, and provide sustained funding for state programs. No change to the rule.

14. Comment: The commenter asserts that if the Board were to identify BPA as a chemical of concern or
as a chemical that is unsafe it therefore identifies any product that has BPA in it as being unsafe
unless there’s some sort of clear designation from the Board that it is safe in other respects. (16)
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Response: 38 MRSA §16-D conferred on the department the regulatory power to collect information
on chemical use and prohibit the sale of children’s products containing priority chemicals when safer
alternatives are available. The Legislature directed the department to publish a list of Chemicals of
High Concern and, from that list, designate a minimum of iwo Priority Chemicals before January 1,
201]. Bisphenol A appears on the Chemicals of High Concern list, developed in consultation with
the Maine CDC, because it has been identified by other authoritative sources as an endocrine
disruptor or a reproductive toxicant. Nothing in the law provides the department with the authority
to designate a chemical that appears on the Chemicals of . High Concern list as “safe.” No change to
the rule.

Comment: The commenter points out that there are food processors, manufadtprers and retailers in

15.

¢ of retailers and
those who

on manufacturers and retailers in Maine. This impact
manufacturers of the priority chemical, and the impa
manufacture and sell products that employ safer g i
stated in 38 MRSA §1692, “It is the policy of the Siaie,

safety and welfare of its citizens, to reduce exposure of ¢
chemicals of high concern by substituting safer alternative:

3(A) Presence on chemicals of high concern
16. Comment: The commenter points out that {
Substarices of Pogsible Concern.” (8)

eady been deélgnated as a Chemical of High Concem (CHC) by
1 P;otectxon (DEP) CHCs have, by definition of the Statute

already been named as a Chemical of High Coricern, and is

to children on the basis of credible scientific evidence. Comments
about or oppasition t osed Chapter 882 based on attempts to reject or reconsider these prior

- actions are no

rule. (5)

18. Comment: The commenter opposes the presence of bisphenol A on the Chermicals of High Concern
list on the basis of the source lists from which the department derived BPA. The commenter asserts
that the OSPAR list is not credible, the European Union endocrine disruptor list is not a list and the
National Toxicology Program monograph on BPA was inconclusive and that not one of the three
entities has identified bisphenol A “as being known” as a developmental toxicant or an endocrine
disruptor, which is required by Section 1693 of the statute. The commenter suggests that while
governments support and participate in the OSPAR Commission, the Commission itself is not a
governmental entity with the authority to act like or advise a government. Additionally, the
commenter indicates that the OSPAR Commission is focused on the protection of the marine
environment and does not undertake work in areas that are relevant to human health, in particular
related to children’s health, toys or children’s products. The commenter asserts that OSPAR selected

Supplemental Basis Statement — Chapter 882
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bisphenol A for their list of substances of possible concern on the basis that bisphenol Ais a
“potential endocrine distuptor.” However, the commenter indicates, OSPAR has also made it clear
that bisphenol A is a potential endocrine disruptor since no criteria-for identitying endocrine
disruptors have been established. Therefore, the commenter asserts, it is not possible for OSPAR to
identify bisphenol A “as being known as” an endocrine distuptor. The commenter contends that the
Furopean Commissions Community Strategy for Endocrine Disruptors does not mention bisphenol
A; refers to substances suspecied of being endocrine disruptors and consists of aumerous
recommendations and actions for further rescarch and evaluation. The commenter points out that the
categorization of bisphenol A as a Category 1 endocrine disruptor is not a conclusion that bisphenol
A is an endocrine disruptor but only indicates prionity for further evaluation. The commenter
suggests that the comprehensive risk assessment of bisphenol A publishedin 2003 and updated in .
2008 confirms that bisphenol A does not pose a risk to the general pu ncluding infants and
children, from all current sources of exposure inciuding uss of polygarbonate plastic and epoxy resins
in consumer products. The commenter asserts that the NTP-CERH] ation of bisphenol A as
“some concern’” indicates that more research is needed in certa erinderstand whether
bisphenol A is a buman health concern, rather than “being kno
commenter suggests that becanse the OSPAR list and Ewopear
the legislation as governmental entities that the deparisic
CHC list, they are not suitable for consideration i
commenter contends that bisphenol A cannot be fegi
the preposed designation of bisphenol A as a priority ¢
rescinded. (8)

vious work on designating hazardous substances
ine disruptor list cited by DEP is intended only to

has been replaced |
prioritize substari

in commercial use cfs w0 a smaller list of chemicals with potential to cause harm to chzldren This
allowed the departm' t to focus its limited resources on the smaller list and quickly move to reduce
exposure. In light of the department’s ability to move forward with this rulemaking now, and the
grave threats to children’s health documented for BPA in the public record for this rulemaking, it
appears that the screening system worked exactly as intended by the legislature.

In specific response to the above comments, the department does not ignore the Legislature’s
directive to confine the list to “known” sources of hazard. However, the Legislature further defines
what it means by “known” in the legislation that established the Toxic Chemicals in Children’s
Products law, PL 2007 c. 643 Section 3. Under that section, the Legislature listed approximately ten
examples of existing chemical lists that the department “may consider” in developing Maine’s
Chemicals of High Concern List. Caiegories the Legislature recommends the department use in
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developing its list include, for example, chemicals “reasonably anticipated fo be a human
carcinogen” as well as those “known to be a human carcinogen” by the US Department of Health
and Human Services.

The department, in consultation with a toxicologist from the Maine Department of Health and
Humai: Services, Center foi Disease Control and Prevention (CIXC), developed and published a list
of chemicals of high concern (CHC list), as directed by the Legislature in 38 MRSA§1693. This list,
as well as a background document that describes the sources for the chemicals listed, is available on
the department’s websile at hitp://'www.maine. gov/dep/oc/safechem/highconcern/.

‘those outlined in section 3
rimgnt’s options to just

The majority of the source lists used in developing the CIC list came fr
of the enacting legislation. However, the Legislature did not limit the ¢

those suggested lists. Additional source lists were consulied where ed appropriate in the
Jjudgment of the Maine CDC toxicologist who advised the depariment seussion of the
department’s and Maine CDC'’s basis for drawing on the speca ists ced by the commenters
Sollows: :

environment of the North-East Atlantic. The fificen Gov
France, Germany, Iceland, Ireland, Lixembourg, The Nei
Sweden, Switzerland and United Kz‘ngdé )

monitoring and research tools and pohcy
which is listed in PL 2007 c. 643 section 5.

\ s sshed a List of Substances of Possible Concern in 2002
i Priovity Action. OSPAR had conducted considerable work to

concern and the lis emical for priority action were included in the list of chemicals of high
concern.

European Commission (EC). The mission of the EC is to promote the general interest of the
European Union. It presents proposals for European law, oversees implementation of treaties and
European law and carries out common policies and managing funds. The EC conducts work on a
wide range of environmental issues and has established several databases which address chemical
specific issues undertaken by the EC to address chemical safety.

On December 20, 1999, the (EC) adopted a Communication on a Community Strategy for Endocrine
Disrupters — a range of substances suspected of interfering with the hormone systems of humans and
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wild life. The strategy focuses on man-made substances, including chemicals and synthetic hormones,
which may harm health and cause cancer, behavioral changes and reproductive abrnormalities.

The European Commission established a Priority List of endocrine disruptors by first reviewing
evidence of endocrine disruption for “suspected endocrine disruptors.” Those that either showed
evidence of persistence in the environmeni or are produced at high production volumes were further
reviewed for strength of case for endocrine disruption and assigned to one of three categories, with
Category 1 being chemicals that showed evidence of endocrine disruption activity in at least one
intact animal. Category I chemicals were further reviewed for likelihood that either humens or
wildlife are actually exposed to the chemical and ranked jrom High (humans or wildlife expected to
be exposed) to Low (neither humdans nor wildiife expected (o be erpmed) Risphenol A appears on
the list as a Category 1 Endocrine Disvuptor with a High likelihood 01‘ exposie to both humans and
wildlife.

NTP Center for the Evaluation of Risks to Human Reproduc
FEvaluation of Risks to Human Reproduction (CERHR) wa
environmental health resource to the public and regulat

ical posed “serious concern,”
icily oF reprodiictive toxiciiy were

had zseuea;’ a monograph and the NTP had corcludea’ thet
“concern,” or “some concern”’ with regard to cfeveiopmen
added 1o the list of chemlcals of high co

also reviewed the evidence that Bisphenol 4
of the three criteria for designating a chemica
of high concern for reas than human
ME-CDC viewed it as &;

criteria does not ne te mnkmg the chemicals on the CHC list, nor does Statute require the
department to rank c{z micals, as suggested by the commenter. The criteria given in the statute for
designation of priority chemicals very specifically require only that chemicals be present in human
blood, in the natural environment, in a consumer product, etc. A risk analysis is not required.

As stated in subsection 2(4) of 06-096 CMR Chapter 880, Regulation of Chemical Use in Children’s
Products, one of the purposes of designating priority chemicals is to facilitate gathering of
information on the use of chemicals in consumer products, the extent to which children may be .
exposed and the safety and availability of alternatives. To require the department to conduct a risk
analysis of every chemical on the CHC list in order to rank them would stand this process on its head,
such that the department would need to have the very information it seeks in order to request it from
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manufacturers. The lack of complete information should not be a barrier to designation, on the
contrary, it may be a compelling factor in favor of designation.

No change to the rule,
Federal Action

22. Comment: The commenter asserts that wile FDA has taken the position that products currently on the
market containing BPA are safe, the report from the FDA Science Board Subcommittee on Bisphenol
A read: “Coupling together the available qualitative and quantitative information (including
application of uncertainty factors) provides a sufficient scientific basis to c@nclude that the Margins
of Safety defined by the FDA as “adequate” are, in fact, inadequate.” Ty

with the food industry to

23. Comment: The commenter points out that the US FDA has beg

Board’s activity would undermine the authorlt_y of the
in¢cluding packaging. (11)

24. Comment: The commenter contends that the FDA’s &
that research is going on about the uncertainties and the
they are not recommending the change in the use of infant
source of good nutrition far outweigh the possible risks. The con
essentially said it’s safe for its intended :

of E%A, but they specifically stated
a or foods as the benefits of a stable

. Comment: The commenter suggests thatif the ¥ d Drug Administration considered

director of the National Institute for
gency studying the safety of BPA, said that

people should avdid in
commenter quotes Birnb

gests.that, in light of FDA’s recent update on BPA and its efforts to
he department’s regulation of the chemical is premature. (39)

The FDA’s update on Bisphenol A for Use in Food Contact
0 indicates that that agency does consider BPA a health risk. The FDA

potential effects of BPA on the brain, behavior, and prostate gland in fetuses, infants, and young
children.” The agency is carrying out a review in cooperation with other federal agencies to clarify
uncertainties related to BPA risks. While that review takes place, the dgency is taking steps to reduce
human exposure to BPA in the food supply, including: supporting voluntary phase-out of BPA in
baby bottles and feeding cups; facilitating the developnient of alternatives to BPA for the lining.of
formula cans; and supporting efforts to replace or minimize BPA in other food can linings.
Additionally, FDA is supporting a shift fo a more robust regulaiory framework for oversight of BPA.
The department commends the FDA’s research and bisphenol A reduction efforts and looks forward
to the results. However, the department’s proposed rule in no way undermines, oversteps or in any
other way interferes with efforts in this area. Rather, this rule is a complementary information
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gathering and exposure reduction effort that will likely, if anything, enhance FDA'’s ability to develop
meaningful federal regulation. No change to the rule.

28. Comment: The commenter asserts that the proposed rute would be in direct conflict with the federal
regulatory scheme. The commenter points out that only FDA has the authority to approve any
alternatives to BPA for food contact applications and that FDA is considering altematives, developing
guidance on endocring disruption pharmacckinetic data on BPA, developing the Chemical Evaluation
Risk Fstimation Systém to evaluate risks from exposure. (10}

29. Response: Any safer alternative identified by the department will obviously need to be a material that
has previously been approved by FDA for food contact applications. Wherdetermining whether an
alternative is available, the department is required by 06-096 Chapter £50 Regulation of Chemical

Use in Children’s Products to consider relevant evidence, includin aiiaéiﬁfy on the marketplace.

the environment as demonstrated by repeat
of over 60 years of commermal caxmed foo

safety of BPA concurs with the European Union, Canada,
and other public health bodies worldwide. (11)

33.

{Canadian Enviro rotection Agency), but the Canadian Food Safety Authority has stated that
at its current levels is safe for infants and children. The commenter contends that the following
agencies, states and<ountries have affirmed the safety of BPA: FDA, California Proposition 65,
Germany, UK, New Zcaland, EFSA and Japan. The commenter contends that Dr. Sue Barlow who is
part of the Furopean Food Safety Authority stated that based on all of the studies it is our opinion that
BPA is safe. (12)

34. Comment: The commenter contends that the FDA, the European Safety Association and the Japanese
government have indicated that epoxy resins and polycarbonates in their use in contact with food or
beverages. The commenter takes issue with another commenter who noted that Health Canada
recently issued a report that called into question the safety of BPA. The commenter states that Health
Canada reaffirmed the safety of BPA in beverage containers and, when issuing the results of the
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recent survey, Health Canada conctuded that the results "further confirm exposure to BPA from food
and drink containers is very low and poses no health or safety concerns to the general population.”

(16)

Comment: The commenter contends that the FDA and the Department of Health and Human
Services said eatlier this year that if they though BPA was a hicalth risk, they’d be taking regulatory
steps to address it, but they are not. (17) -

Comment: The commenter contends that the agency reviews cited by the opponents followed a
process that limited the number of studies reviewed to a very small number, almeost all of which had
been funded by industry and had significant flaws. The commenter contegids that in August Canada
announced that they have rejected the American Chemistry Council’s séquestthat they declare
bisphenol A nontoxic and that Sweden the same week made a state announcing they were taking
steps to regulate BPA. (22)

Comment: The commenter contends that the Canadians j
shows that 90.to 95 percent of adulis in Canada have B
higher ih teenagers than aduits and that Canada is ¢o threat to the
general population, not ]ust young ch1ldren Further, the commen‘&ar 45 banned in

e‘ty ()rgamzanon actualiy said that
otential effects of low levels of
ction of infants and young

Additionally, the commenter contends that the Canadian £6
due to the uncertainty raised in soirie animal studies related
BPA, the government of Canada is taki
children by recommending that general pr
applied to continued efforts on limiting BFZ

Response to commexgts 30-38: The department acknowledges that there has been a wide range of
regulatory and policy responses to concern over bisphenol A between and even within governments.
This disparity largely stems from the difference between risk-assessment-based chemical policy
decision-making and hazard-based decision making. The law that established Maine’s Toxic
Chemicals in Children’s Products program (38 MRSA §16-D) established a hazard-based chemical
policy mechanism. This means that a chemical that has been designated a known hazard by an
authoritative governmental entity appears on the chemicals of high concern published by the
department in concurrence with the Maine CDC and can be designated as a priority chemical and
regulated in children’s products by demonstrating inherent hazard characteristics and exposure 1o
children without necessitating a risk assessment or cost-benefit analysis. No change to the rule.
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Health Effects of BPA

39.

40.

42.

43.

Comment: The commenter points out that two large and well-controlled studies of the possible health
effects of BPA exposure on humans have been conducted, revealing positive correlations between
urinary BPA concentrations and the prevalence of diabetes, heart disease and liver toxicity and that
several smaller studies have found BPA associated with other health cutcomes in women including
obesity, endometrial hyperplasia, recurrent miscarriages, sterility, and polycystic ovarian syndrome.
The commenter contends that animal studies indicate that developmental exposure to environmentally
relevant levels of BPA alters the development of the brain, the male and female reproductive tracts,
the mammary gland and other organ systems and that BFA exposure in rats.increases the incidence of
prostate and mammary cancers in rodents. (2) iy

Comment: The commenter disputes the Maine CDC Justificationt ot ITENCE document which
states that there is “no controversy” or that “consensus is that

causes adverse effects The commenter refers the departm

Institute for Health and Consumer Protection 1e

and Perspectives;” and a 2010 ariicle by Doerge E
“...observations imply that any toxicological effect obser
BPA could over-predict those possible for primates of the
there is no human evidence to suggest thit
commenter notes that a body of animal dal
most sensitive effect of BPA (the one that )

ats ﬁ%m carly postnﬁial exposures to
* The commenier contends that

roduehve toxicity. The

 studies indicates that the

emic toxicity. The

them either irrelevant t
Therefore, the comm

tend;that the legislature did not require the department to have
health effects, but rather a preponderance of evidence. (18)

conclusive

Comment: The ci points out that children bave developing organ systems that are meant to
last a lifetime; they aretiot merely small adults. They have brains, kidneys, livers, pancreases, hearts,
lungs that are growise at an rapidly alarming rate. The commenter asserts that repeated cxposure to
toxins during this critical stage is detrimental to their growth and development and is causing direct
damage to the structure and function of their cells. Exposure to BPA in the womb during infancy or
in childhood can set the stage for a lifetime of health problems in our most vulnerable populations. -

(19)

. Comment: The commenter recommends that the Board follow the precautionary principle. The

commenter states that because infants and young children do not have a voice, we have a moral
imperative to speak on their behalf, and if we can’t absolutely say there is no long-term risk to their
development, then we have a moral obligation to protect them. (20)
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45. Comment: The commenter points out that children and fetuses are developing: There are

developmental changes and processes happening in the body and if that process is disrupted, therc is
often not a chance to repair that; there is a window that is crucial. The commienter contends that
metabolism of BPA in neonates i a relatively meaningless element to toxicity. The commmenter
points out that metabolism does play a role, but the action within the human body is key. The
commenteruses the exaraple of a pharmaceutical that is excreted more quickly in infants and children
than adults but is ot used in those populations because it’s presumed to be toxic to their developing
cartilage. The commenter concludes that whether or not BPA is metabolized as fast as or faster or
slower in children than aduits is relatively meanirigiess, because what it’s doing in the infant’s body is
what is important, and, the commenter asserts, bisphenol A is doing deleterious things to an infant’s
body when it’s present. (21)

5
v exists in the arcane world of
cd the point where it’s

. Comment: The commenter points out that conditions of certainty r
toxicology, but the accumulating data from mostly animal studie:

tipoints.
XPOSUre in

nervous and immune systems, and en
involve the estrogen receptor. Studies
environmental BPA exposure and diab

on a very small study that used a method of analysis that is ten times less
s. The commenter asserts that data from multiple studies by many

know to cause a wide mange of adverse effects on experimental animals and also cause adverse effects
in human cells. The’commenter contends that almost two dozen studies have measured BPA—not
the metabolized form, but the parent compound—m serum, showing that it can get where it causes
harm. Additionally, the commenter poirits out that there aré metabolic processes that take the
glucoronated form of BPA and reconvert it to the parent form. The commenter asserts that through
the classic mode of action that people initially studied in terms of endocrine disruption, BPA is a
thousand to ten thousand times weaker than native estrogen; but for the last five years we’ve known
that BPA works through another receptor that’s on the surface of the cell membrane, and via that
pathway it’s just as powerful as the common human estrogen estradiol and can cause changes in
human and rat cells at levels as low as less than a part per trillion. The commenter contends that over
90 percent of government-funded studies find adverse effects of BPA at low levels while none of the
industry-funded studies find adverse effects. The commenter asserts that when you look closely at
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the expériments that haven’t found effects, you often find big flaws. The comment cites the example
of two recent studies that came out of the US EPA. lab that reported no impacts on reproductive
development in male and female rats exposed in the womb; however the rats used were extremely
insensitive to estrogen. The commenter states that ofien the big industry-funded studies use
standardized assays, rather than more current approaches. The commenter contends that studies that
inject BPA in their subjects are valid because we don’t vet understand all of the routes of exposure to
bisphenol A (€. dermal absorption from receipt paper) and that in terms of research on effects on
fetuses, it doesn’t matter how the BPA gets into the mom; if it's in the womb in unconjugated form, '
it’s there whether it got there by pump or ingestion. (13)

49. Comment: The commenter disputes suggestions by commenter #8 that BPA is metabolized similarly
in newborns as well as adults and, based on this, it is unlikely to build np-in itig blood or tissues
which seems to imply that because of metabolism, the chernical is ¢gznpletely eliminated from the
body quickly and not available for systemic exposure. The com - states that even if we accept
his assertion that the substance is metabolized by infants as efliciently ts, the commenter feels
that the implication that this prevents prolonged systemic us, If 'only a single dose
were considered, this may be the case, however, exposi

each feeding where liquid formula, baby food, or br

child. Assuming BPA has a half-life for eliminati

dy state concentration will the
imination of the substance.

v constantly with the potential
' show adverse effects of BPA at

lower and lower ]evel
infants and newbom

some steady state eoncentration as a function of the relative half life compared to the
frequency of exposure. No change to the rule. _

3(B) Criteria for designation

3(B)(1) Bisphenol A has been found through biomonitoring to be present in human blood, including
umbilical cord blood, breast milk, urine or other bodily tissues or fluids.

Supplemental Basis Statement — Chapier 882
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50. Comment: The commenter states that since 1999, more than a dozen studies using a varicty of .

different analytical techniques have measured free, unconjugated BPA concentrations in human
serum at levels ranging from 0.2-20 ppb (ng/ml) serum. {Z)

51. Comment: The commenter suggests that BPA is not found in human urine, but rather an inert
metabotite is. (8)

Response to comments 50-51- BPA has been detected in the majority of people in dozens of
studies conducted around the world. Unconjugated BPA (the active form) has been detected
in maternal blood, blood and tissue from umbilical cord, and breast milk. The US CDC
reported detection of BPA in the urine of 93% of individuals in a stidy designed to be
representative of the US population, suggestive of widespread exposure” The concentrations
in children were higher than those in adults. Although the ( cdy measured total BrA4

Soci_ety’s national symposium demonstrate
sand samples at levels that have endocrine activi

suggests that the marin
large amount of our

o protect the health of children and other
that the benefits of removing hazards from

53. Comment: The s support the department’s proposal to require reporting on BPA use in the
packaging of foods everages marketed to children under age 3, and full assessment of safer
alternatives to BPA for these uses. (The department received 129 emails with this statement).

Response: The department acknowledges the commenters’ support. No change to the rule.

54. Comment: We appreciate the department’s request to be updated on the number of products
containing BPA and the status of finding alternatives to current packaging. However, some of the
information requested in Section 4 could be considered proprietary and company-confidential.
Proprietary information would not be able to be shared, unless the department designated the
submissions as confidential, did not disclose them to any other parties, and ensured that they were not
subject to release pursuant to a Freedom of Information submission. (63)
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Response: 06-096 Chapter 880, Regulation of Chemical Use in Children’s Products; section 3(F),
provides for the handling of information to be claimed confidential in accordance with 38 MRSA
§1310-B. Under section 1310-B, any records clearly marked as ‘claimed confidential” by the
submitting party will be segregated. If the department receives a request for that information, the
department will notify the submitter, who will then have 15 days to demonstrate that the information
should not be disclosed because it is a trade secret or prodisction, commercial or financial
information, the disclosure of which would impair the competitive position of the submitter and would
miake available information not otherwise publicly available. No change to the rule.

Comment: The commenter contends that, because the first part of definition of “consumer
product”—““Consumer product’ means any item sold for residential or cozhimercial use, inchiding any
component parts and packaging. ‘Consumer product” does not includea foodgr beverage or an
additive to a food or beverage. ..”—includes the packaging of consuser product as an integral part of
a consumer product, but the second section excludes any food, ap pe and any additive to a
food or beverage. The commenter asserts that the purpose of t | to put beyond
regulatory reach any food additive, including those that ma; ing, and thereby

applicability of the law fo food .and beveraze packaging
marketed or intended for the use of children under 3 years

Response: Given the conclusions of the F q ty organizations, requiring
local beverage distributors to file a report & they sell in Maine in an
aluminum can, simply because BPA is used i g .can, woukd present an undue and

unnecessary requirement. (16)

ire local beverage distributors to file a report for
Aluminum beverage cans, unless they are

ot proposing a ban on BPA use in toys with this rulemaking. Rather,
nation in order to make an informed decision. No change to the rule.

Comment: The co ter asserts that requiring reporting for toys will not address any safety
concern with regard4o BPA exposure, therefore, Section 4(B) should strike all references to toys with
regard to reporting. (9)

As stated in subsection 2(A) of 06-096 CMR Chapter 880, Regulation of Chemical Use in Children’s
Products, one of the purposes of designating priority chemicals is to facilitate gathering of
information on the use of chemicals in consumer products, the extent to which children may be
exposed and the safety and availability of alternatives. The information gathered through section
4(B) of the rule will assist the department in assessing whether or not there is a health concern
regarding toys containing bisphenol A. No change to the rule.
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60. Comment: The commenters recommend that the request for information be limited only to toys
intended to be placed in the mouth. {9, 39) '

Response: While the department understands the commenter’s desire to limit the burden on the
affected manufacturers, the intent of the information request is to gather information that will give the
department a greater understanding of the extent of the use of the priority chemical and the likelihood
that children will be exposed. The broader scope of the children’s toy definition will give the
department a greater understanding of the extent to which the chemical is used in products children
come into contact with; without the request for information, the department has no data to verify that
BPA is only used in toys for older children. Additionally, it is possible that other avenues of
exposure, including dermal contact, could be of concern with BPA. Howgver, to assess the relevance
of mouthing of toys, the department has added the following to sectio '} ofithe proposed rule:

the overall size of the

(3) A description of the product or products containing BPA, inclug
' Jzer the producr or BPA4-

produc,t and/or the component of the product that conmz;—w" Pﬁﬁ an

placed in the mouzk If ¢ ioy or part of a tov i
can be pluced in the mouth.

Testing and de minimus

61. Comment: The commenter suggests that
suggests 0.1% as that level. The comment
established as an appropriate level for class
GHS program. Addmonally 0. 1% is 1ncluded

e BPA occurs at around 1 part per million (ppm) in
aenter proposes a de minimus level of 0.1%, or 1000 ppm. The

is biologicalis
stresses that r

pick up intentionai vet allow for incidental contamination to be exempt from regulation, but that
such a threshold would not work for BPA and other reactive chemicals that later leach out of the
polymer or other transformed chemical matrix. The commenter proposes that, if the department and
Board feel compelled to include a de minimus level it should be 0.1% for polycarbonate content, not
BPA. (1)

63. Comment: The commenter supports the inclusion of a trigger level for testing/reporting in the case of
certain children’s toys (but not food containers) would not be unreasonable as mentioned by the
speaker from the toy manufacturers association, if one can be readily ascertained. (58)

64. Comment: The department does niot specify an analytical test method for determining concentration
levels of BPA for reporting purposes. It is unclear how manufacturers will attempt to collect this
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information up stream in the supply chain and aggregate for components in the finished assembled
product. For example, BPA used as a coating on printed circuit boards in a toy remote control car
with a polycarbonate windshield containing BPA may be measured differently by suppliers of those
components and the manufacturer would presumably then need to aggregate using the total weight of
the entire toy. (39) '

65. Comment: The commenter suggests that testing is not necessary to determine BPA content of
products Rather, the commenter contends that all fire manufacturer needs to know is whether a part
is made of polycarbonate plastic or contains BAIYGE based epoxy resin, The commenter asserts that
manufacturers either already bave this information or can readily obtain it from suppliers. The
commenter concludes that if a toy contains either polycarbonate or epo n it will be a source of
BPA exposure to children and the environment. The commenter recorm z:that the department
clarify the rule to refer to the presence of these materials as the r surrogate for the amount of
BPA present in the product. (1)

Response: The department shares the commenters’ desi
regulated community. However, the department believes
force businesses into an expensive testing scenario tha
businesses, and the department does not at this 1in
scientifically-valid threshold level; simply replicatin
unrelated compounds may not be the best cowrse of acti
Furthermore, it has been shown that BPA leaches out of p
hydrolysis and other processes. Therefore

1 considered for this rulemaking. The department will look into publicly
these products and determine whether a future request information is
to the rule.

categories that
available mformarz
warranted. No cha

Section 5. Sales prohibition of children’s products containing bisphenol A

67. Comment: The commenter points out that the department uses the term “children’s product” in the
title of the proposed rule and section 5(C)(1) and 5(E), whereas. the term “consumer product” appears
in section 5(B), while sections 5(A) and 5(1D) do not use either term. The commenter requests that the
department clarify whether the use or lack of use of specific terms is intentional. The commenter
contends that the inconsistency in use of these terms is ambiguous and frustrating and could prevent
compliance and enforcement of the regulation. (8)
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Response: The tise of “consumer produci” rather than “children’s product” in subsection 5(B) of
the proposed rule was an inadvertent oversight in the development of the rule and the inconsistency
has been remedied by the deletion of that subsection based on other comments (see response to
comments #___). The absence of either term in subsections 5(4) and 5(D) is intentional, as section 5
applies only to a specific subset of children’s products—reusable food and beverage containers. The
proposed rule does not presume (o extend the sales prohibition in section 5 to all children’s products
that contdin bisphenol A. No additional change to the ruile. '

Suppert for sales prohibition of reuisable food and beverage containers containing bisphenol A

68. Comment: The cominenters express support for the sales prohibition of BPA in reusable food and
beverage containers. (1,2,3,4,5,6,13,14,15,16, 19,20, 21, 22, 23, 24:25, 26, 27, 28, 29, 30, 31,

32, 33, 34, 35, 36, 37, 40, 41, 42, 43, 44, 45, 46, 47, 48, 49, 50, 51, 52,53, 54:55, 56, 57, 58, 59, 60,

61, 62, 63, In addition to the individually-listed commenters, the depatiment received, 305 emails, 40

“consumer product” in the Toxic
additive to a food or

70. Comment: The commenter points out
Chemicals Law specifically does not inch
beverage...” The commenter asserts that ¢

epoxy resins are thus exciuded from the de

holding food....
bottles, sposts
polycarbonate plastic is regulated by the Food and Drug

d on the definition of “Food Additive” in 21 CFR Part 170.3,

Response:
definition. .
amounts to alter it. s definition cannot be construed in any way to encompass a food or
beverage container.2While the definition of food additive quoted by the commenter may be useful for
FDA’s regulatory purposes, applying such a definition to products such as baby bottles and sippy
cups that contain a priority chemical would thwart the intent of the legislature, which, as stated in the
declaration of policy in 38 MRSA §1692, “to reduce exposure of children and other vulnerable
populations to chemicals of high concern by substituting safer alternatives when feasible.” No
change to the rule.

71. Comment: The commenter contends that the immediate sales prohibition on reusable food and
beverage containers skips steps 3 (collection and review of data on the priority chemical in children’s
products) and 4 (collection and review of data on the availability of safer alternatives), in the five-step’
process of implementing the law that the department has articulated in the past. The commenter
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asserts that in not first collecting the necessary and appropriate data on exposures and altematives the
department’s proposal of a sales prohibition is inconsistent with statute and precludes the department
from consideration of information that would inform its decision making on the prohibition. The
commenter poinis out that the depariment does not explain why it is not seeking information on
reusable food and beverage containers in the Basis Statement. The commenter concludes that the
department Jacks information on all other reusable food and beverage containers that afe not “infant
botiles, toddler cups and reusable sports water bottles.” The comnenter contends that information
gathered during the comment period pertaining (o this rolemaking is not a substitute for thoughtful
analysis of necessary information contemplated by the legisiature before a ban is proposed and for
analysis of information that would be submitted to the department in response to an information-
gathering rule. {8)

%,
Response: 38 MRSA §1695(3) states that “The commissioner may ve all or part of the
notification reguirement under subsection 1 for one or more speci
the commissioner determines that substantially equivalent info
available....” Because readily available information indic
food and beverage containers do contain bisphenol A an
through distribution of this product, and because on
on the same product category (Connecticut and Ves
availability of safer alternatives, the Board is sian
prohibition. Requiring reporting from marvfacturers o
unnecessary regulaiory burden on those entities. No chan

.fwnﬁ‘already availuble would be an
e rule.
Other product categories

Food and Beverage Containers

ddress BPA used in soft drink cans with this
pt from the requirements of 38 MRSA §16-D, and thus this
ied rille). No change to the rule.

contains i ﬁntlonally-added blsphenol A, (1 3,4,5,6,7,17,22,27,28, 30, 32, 35,
; 61, 63,). In addition to the individually-listed commenters, the department
citizens requesting that the Board include baby food and formula packaging

years of age tha
40, 47, 48, 52, 55,
received 129 emai
in the sales prohibitien).

74. Comment: The commenter states that the Board should exercise its authority to prohibit the sale of
cans, jars or plastic containers used to store infant formula and baby food. The commenter asserts
that the necessary criteria have been met: i.e., children are exposed to bisphenol A from formula and
baby food and that safér alternatives are available. The commenter points out that because BPA-
containing baby food and formula containers have been banned in other states, the Board may
presume that safer alternatives are available. Further, the commenter provides a press release
indicating the General Mills corporation will replace the packaging of its Muir Glenn line of canned
tomato products with BPA-free alternative. Additionally, the commenter provides a portion of a BPA
alternatives assessment conducted by Pure Research for an unnamed client, and states that the report
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concludes that safer alternatives to BPA are commercially available for the epoxy-based coatings of
food and beverage cans. The commenter states that the study found that of 12 alternative coatings
evaluated, two commercially used alternatives passed al! screens for human health and the
environment, economic affordability, and technical performeance (although concerns were raised
about what chemicals wére used to make the primer covered by the alternative in use or the adhesive
used to attach the coating). The commenter recommends that the department revise the proposed rule
1o add a sales prohibitior: on containers with epoxy based linings that leach BPA for infant formula,
baby food and toddler food, consistent with the Board's tegal authority to regulate food packaging
when intended for use by or intentionally marketed to children under the age of three years old. (1)

screen. A

on what type of

adhesive is used to laminate the product to the ¢
DAREX polyester, had slightly more encouraging sc

the chemical composition of these technologies. Furth
sulfur containing foods and do not work with highly acidic fi
failed the human health screen did so bégayse they containe
(formaldekyde) or other human health cox
presume that Safer alzematwes exzst when

esInous coatings a%e intended for
The can technologies that outright
als with know carcinogen

S chemical has been banned
h so much uncertainty

h the metal. (10) Comment: The commenter
o BPA for certain foods such as highly acidic baby formula.

aad the introduction of microorganisms that may cause spoilage or illness.
states that although all the major coating and can manufacturers are

applications, epoxy goatings containing BPA still have unparalleled performance across a wide range
of parameters, including toughness, adhesion, formability and resistance under high-temperature
processing conditions. (10)

77. Comment: The commenter asserts that an unwarranted listing or restriction on food and beverage
cans could greatly disrupt the manufacture of metal cans and significantly reduce the availability of
food and beverage products in Maine, and hinder consumer ability to find nutritious, valuable and
shelf stable foods and beverages. Because adequate alternatives to BPA-based epoxy can coatings arc
not currently available for the bulk of metal packaging, actions such as this Board’s listing could
severely impact a wide range of canned and other packaged food, including glass, from fruits and
vegetables to soft drinks and juice. The commenter asserts that the listing, banning or restrictions on
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canned foods that are not supported by appropriate scientific studies could scare consumers away
from these important and affordable sources of nutrition. (11)

78. Comment: The commenter asserts that bisphenol A is an essential component of epoxy resin coatings
that are used in metal food packaging The commenter contends the epoxies allow the can to go
through the can making operation, the filling operation, transportation to and from the filler,
transportation to the grocery store, and then back to your home where it’s stored; and during that
process it’s banged around, dented, kicked, but that epoxies are flexible enough that they don’t crack
when the can is dented. The commenter states that the cans are resistant eneugh chemically to-the
food to prevent the container from eroding and allowing microbiological flora or fauna to get into the
food. (12)

%
79. Comment: The commenter references 38 MRSA §1697, section 8, svhere it says a container or a
packaging for a food or beverage product is exempt from the re: of this chapter unless that

work forward. Helping Maine’s specialty food pmcss
the support of the Maine Diepartment of Agriculture and
way to create a clear message that the State is going to con

e Technology Insututc would be a
o lead on this issue. (51)

with BPA free lining (such as the Eden bea
looked at the can | brought to the hearing w and its fact all Eden canned beans have

owing information from the

e types of infant formula. packagmg that are not made with BPA,
etal cans, which do require the use of BPA. And, to date, there have
for metal infant formula packaging approved by the FDA. Nevertheless, while
the scientific evi ; nues to support the safety of BPA, the infant formula industry is
partnering with our fégd packaging suppliers to minimize trace levels of BPA that may be contained
in current packaging: Simultancously, we are working with the packaging industry as well as the FDA
to aggressively research and identify possible alternatives to current packaging. Each of these steps
takes time. Switching to alternative packaging is not a simple process and could take years. Just as
packaging suppliers must work with regulators to identify, certify and make commercially available
alternatives to the current epoxy-lined metal cans, our industry must also go through a number of
steps to ensure that any new packaging materials continue to provide at least the same level of quality
and safety provided by our current packaging. This process includes a formal submission to the FDA
for approval of a new food contact use for any potential alternatives. That process could involve a
significant level of dialogue with the FDA, over an extended period of time, and is not guaranteed to
end in the approval of an alternative package. Any consideration of regulating infant formula products
containing BPA should take this information into consideration and recognize that the outcome could
Supplemental Basis Statement — Chapter 882
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be that the provision of infant formula to Maine consumers is limited, absent an FDA-approved
alternative. (63)

84. Comment: The commenter believes a prohibition of certain products, including infant formula, that
contain BPA is not justified based on the currently available science and is not in the interest of
Maine infants and caregivers, as it would reduce the availability of infant formula products cutrently
available in the State. Scientific consensus on the safety of BPA does not exist, and current evidence
does not support a prohibition on food and beverage containers. (63)

85. Comment: Despite reports to the contrary, the simple fact is there is no readily available, suitable
alternative to epoxy-based can coatings that meets the essential safety and:performance requirements
for the broadest spectium of foods now packaged in metal containers. There are some alternatives
currently being used, but only for certain niche markets. These alteniative coatings are not suitable for
the wide range of food and beverages currently on the martket. Amon most publicized non-BPA
coatings are baked-on oleoresinous enamel and polyethylene terephthalate (BET )} laminate

oleoresiﬂous enametl is a limited use coatir;g t'echnolt)g
Though often cited as the BPA alternative of choice i
oleoresinous enamel represents only a small fracti
of its limited performance. Another alternative, PE
PET plastic inside the metal container. It is used in Japan
in vending machines. About 40% of the food can market in
but a significant portion of that 40% sti
adhesive to affix the laminate to the meta
a combination of coatings and nearly all spe
capacity.(64)

ity for hot beverage contamers sold
uces the PET laminate technology,

Response to comments 7,

ic, which'is made from and leaches BPA, for use in toys, child care articles and
tableware. (1)

Response: While the department finds the information on the wide range of options for
polycarbonate plastics that have been developed for use'in food and beverage containers
encouraging in terms of possible alternatives for the material’s use in toys; tableware and childcare
items, it would be precipitous to move directly to a sales prohibition at this time without first
understanding the extent to which these products are made of polycarbonate plastic and the
likelihood that children are exposed to BPA from these sources. No change to the rule..

Thermal paper
88. Comment: The commenters recommend that the department’s proposal include a ban on the use of
BPA in cash register receipts. (42, 43)
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Response: The definition of “consumer product” in 38 MRSA §1691(8) specifically excludes paper,
prohibiting the department from regulating priority. chemicals in paper. No change to the rule.

All conpsumer products

89. Cormument: The commenter recommends that the department immediately ban BPA in all consumer
products sold in Maine for which there is a safer alternative available. (30. In addition to the listed
comumenters, the department received 59 letiers requesting that the Board ban BPA use in all
cotisumer products).

Response: Prior to prohibiting sales of children’s products containing bisphenol A, the department
must first gain an understanding of those products. The Information Submission in section 4 of the
proposed rule is intended to provide the department with the necessarysnformation that can inform
the department’s decisions in the future regarding the likelihood of gxposure for those product

categories. No change to the rule.

Section 5(B) Labeling

90. Comment: The commenter contends that if the dep
reqmrement manufacturers would not 1abel or 1y

with the labeling requirement would fall on the manufactur
materials assumed to be safer and that “BRA free is undefine

i teﬁ_n “BPA-Free” nor provide a
sible and would not be able to be

labeling requirements, a
Control of%@f&%}&hOrgan

enter éontends that the proposed notification to wholesalers and retailers is
broad and that coi: impossible because manufacturers do not have any idea who the retailers
are, in fact, and so w frequently not be in a position to notify them. At most, the commenter
contends, a manufactirer will onty know with any certainty the persons to whom it directly sells its
products for further distribution. {8)

92. Comment: The

Response: Notification by manufacturers to retailers is required by 38 MRSA §1696(4), which states,
“Responsibility. A manufacturer or distributor of a children’s product containing a priority chemical
shall notify persons that offer the product for sale or distribution in the State of the requirements of
this Chapter.” No change to the rule.

93. Comment: Notification requirements for manufacturers should be incorporated into compliance plans
filed with the department. In many instances, retailers will be notifying their suppliers of this
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obligation to provide notification back to us. If this can be satisfied as an option in filing 2
compliance plan with the department, it will reduce the administrative burdens in recordkeeping. (39)

Response: The department finds this a reasonable suggestion and has deleted section 5(C) and
incorporated the requirements into ithe Compliance Plan (now section 5(B)) as follows:

B. Compliance plan required. The manufacturer of a reusable food or beverage container
subject to the sales prohibition of subsection A shall file, or cause all of its distributors to file, a
compliance plan with the department no later than 180 days prior to the effective date of a sales
profibition under this section, unless the manufacturer receives a time extension in writing from
the department. The compliance plan must:

(1) Identify the manufacturer’s products subject to the sdies prohibition;

(2) Specify whether compliance will' be achieved by disconiin, the sale of the

ons that offer the product for sale
uired by 38 MRSA S1696(4).

or distribution in Maine of the sales proh.ibéa‘ié

(a)Confirmation shall inc) copy of the no

d g list of the persons to whom it
was sent. :

: -wwrements of this section if the
Giemfer and reiailer in accordance with this
d not notify the retailer of the sales prohibition.

(b)A retazler i exempt from
ed 1o notify ike
department

r points out that no fiscal impact information appears in the Basis
e Board, and that the fact sheet only includes a general description of

Response: The ment disagrees with the suggestion that the MAPA requires agencies
to quantify their estimates of fiscal impact; there are no words to that effect in the statute.
Moreover, agencies are unlikely to be in position to attach a dollar value to fiscal impact
estimates without access to propriety information from affected parties. The affected
manufacturers and their representative organizations presumably have access to the
particularized information needed to prepare such a calculation whereas the department
does not. Nor does the MAPA require the department to perform such a calculation.

The department’s is obligation is to consider the fiscal impact of the rules it adopts,
including an estimate of fiscal impact on the rulemaking fact sheet, to assist the regulated
community and general public in understanding how a rule may affect them. The depariment
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has described these impacts generally in the Chapter 882 rulemaking fact sheet. The
estimate identifies who is likely to incur costs if chapter 882 is adopted-—manufacturers and
distributors of products containing bisphenol A—and the nature of those costs—compiling and
submitting information requested by the department and costs to the manufacturers of reusable food
and beverage containers that contain bisphenol A, once the sales prohibition goes into effect. The
fact sheet description fulfills the letter and purpose of the MAPA requirements by assisting
the regulated community and public in understanding how the proposed rule may affect them
50 thai they do not miss the opportunity to provide the department with comments during the
public comment period.

zerested persons the

The MAPA rulemaking process guarantees affected parties and 0:%,_

ways tha‘t-migkt reduce its impact.

No change to the rule.

adverse impact on,:
burdens rhrougk?f .
through flexible or mmpi’f
Maine that g

oly seli products which fall under the sales
as appended an economic impact statement to this document
erested.

king as the process by which priority chemicals are designated was,
; al manufacturers and other interested parties are notified of a

department pro
comments that will;

>

ist the depariment in deciding whether to proceed with a designation,’
as stated in the ba atement of adopted 06-096 Chapter 880, Regulation of Chemicals in
Children’s Produdis. One of the purposes of this rulemaking proceeding is to seek
information bearing on the fiscal impacts to small business or others. The MAPA
rulemaking process, guarantees that small businesses and other potentially affected parties
have the opportunity to provide the department with information, comments and concerns
bearing on the impact of the rule. The department received comments from a number of
small business owners during the public comment period. None provided evidence or
estimates of potential adverse economic impacts; rather all support the department’s
proposal.

No change to the rule.
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Comment: The commenter contends that Maine wholéesalers and retailers are among the
Maine small businesses likely to be affected by the proposed sales ban and that among the
likely fiscal impacts will be inevitable confusion in the distribution chain, among retailers
and among consumers. The commenter suggests that the proposed rule will impact
commerce, and may fall disproportionately on businesses in Maine, and on smaller
businesses. (&) ‘

Response: The department asserts that the fiscal impacts of the proposed rule will fall
mainly on manufacturers of reusable food or beverage containers that contain bisphenol 4,
and, to a lesser extent, on manufacturers of those products for which the department requires
reporting. The department is not aware of any Maine-based businesses, large or small, that
manufacture this type of product. No such business has ste ward to comment during
the rulemaking process.

51 Azcontaining reusczﬁle food
and beverage containers notify retailers and wholesa ‘the sales prohibition, a
e sales prohibition that is at

least 12 months after the notice of pro
wholesalers time to sell-through their
containers, and a provision that exemp

ure in‘Maine are estimated to be at least $380 million every year.
d how children and familiées struggle and suffer with such diseases.
tives to BPA for must uses, the risk it poses to children’s health and

Comment: The compienter suggests that some, especially those who profit in some way from the use
of BPA, may want fo express concern about the cost of shifting from BPA to safer alternatives but on
behalf of all Maine’s children and families, I want to make sure you place higher concern on health
and education costs, both the financial and the personal, caused by chemicals like BPA, costs that go
on for years. This proposed rule to phase out BPA in certain products is about health, families
business, innovation and it’s about what it will cost to educate our children in future years, 10, 20, 30
years out. (23)

Response to comments 95-96: The department acknowledges that healthcare and special education
can prove costly for families and communities. No change to the rule.

Supplemental Basis Statement — Chapter 882
31



3%

. the rule.
Routine Technical/Major Substantive

101.

INTERNAL DISCUSSION DRAFT ONLY— DO NOT CITE OR QUOTE

‘Worker Health

99, Comment: The commenter states that eliminating BPA from consumer products wherever possible

will protect workers, improve children’s health and position Maine’s economy for the future. (24)

100. Comment: The commenter asserts that when harmful chemicals like BPA’s use is restricted

downstream in consumer products, it has the action of protecting upstream workers who manufacture
those products. The commenter cites a recent study in china that has shown that Chinese workers
after one to two years’ exposure to BPA have had reproductive effects in pot being able to reproduce.
The commenter contends that workers and their families have a right to be safe from these chemicals,
BPA, in our homes, and no worker or any family member should be expogid to a dangerous
chemical, whether it’s on the factory floor, the breakroom, the living or'in the food or drink
containers that workers or their children use. (31)

Response to comments 97-98: While the intent of the law and
children and other vulnerable populations, the department i

track the progress and timing of the rule, &
procedures. (8)
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MAINE DEPARTMENT OF ENVIRONMENTAL PROTECTION 399

Economic Impact Statement for Rulemaking
as required under the Maine Administrative Procedures Act, 5 MRS §8052, sub-§5-A

Rule chapter # and name: Chapter 882, Designation of Bisphenol A as a Priority Chemical and
Regulation of Bisphenol A in Children’s Products

Posting date: June 17, 2010

1. Could the proposed rule have am adverse impact on businesses that have 20 or fewer employees?
The proposed rule applies to manufacturers of children’s products that contain the priority chemical
bisphencl A. The department is not aware of any businesses in Maine that manufacture reusable food
and beverage containers, toys, tableware, infant formula or baby food in bisphenol-A containing packag-
ing, and no manufacturers of this type of product stepped forward during the rulemaking process to alter
this understanding. Retailers are exempt from the provisions of the rule unless they knowingly sell or
distribute reusable food and beverage containers containing bisphenol A afier the effective date of the
sales prohibition.

2. What are the types and estimated numbers of small businesses likely to be affected by the rule?
If there are small manufacturers of reusable food and beverage containers, toys, tableware, infant formula
or baby food in bisphenol-A containing packaging in Maine, they would be affected. However, as stated
above, the department has no information indicating such manufacturers exist in Maine. Small retailers
that knowingly sell rensable food and beverage containers after the effective date of the rule wouid be af-

fected.

3. What are the projected reporting, record-keeping and other administrative costs of complying with
the proposed rule? What types of professional skills are needed to prepare required reports or re-
cords?

Manufacturers of toys, tableware, infant formula or baby food in bisphenol-A containing packaging have
reporting requirements under the rule, however the department is not aware of any small businesses in
Maine that fall into this category.

4. Describe the probable economic impact of rule compliance on affected small businesses.
If there were any small businesses in Maine that manufactured toys, tableware, infant formula or baby
food in bisphenol-A containing packaging, they would have to generate a one-time report containing the -
requested information specified in the rule. Additionally, the department has the authority to recoup the
department’s costs in amassing and analyzing the required information from those who reported. If there
were any small businesses in Maine that manufactured reusable food and beverage containers containing
bisphenol A, they would have to change their processes to use a different type of polymer to manufacture
their products. This could result in significant costs for those manufacturers.

5. Are there any less intrusive or less costly alternative methods of achieving the purposes of the pro-

posed rule?
Section 3(E) of 06-096 Chapter 880 Regulation of Chemical Use in Children’s Products gives manufac—

turers of children’s products several options for complying with the requirement to disclose information
on their use of priority chemicals, including reliance on information submitted by a trade association,
chemical manufacturer or other third party. Further, Chapter 880 section 3(C) authorizes the Commis-
sioner of Environmental Protection to waive the disclosure of information on uses of a chemical that are
minor in volume.

A less intrusive regulatory approach has not been identified so far in the rulemaking process.

Economic Impact Statement for Rulemaking
Chapter 882



