Williams, John (ECY)

From: Frances Wu [wuf@personalcarecouncil.org]
Sent: Tuesday, April 20, 2010 8:35 AM

To: Williams, John (ECY)

Cc: Linda Loretz

Subject: CSPA Pilot

Attachments: CSPA CHCC list cmt 042010.PDF

John:

Attached below is the Personal Care Product Council's informal feedback during this pilot on the CHCC list developed by
WA DOE. We have divided the DOE list into the following:

1. INGREDIENTS TO REMOVE FROM LIST: DEP, four parabens, OTC drug active ingredient. An explanation/rationale
for removal of these ingredients is attached.

2. TRACES/INCIDENTALS: This list sets forth the name of the trace/incidental and the restriction/limit only.

3. INTENTIONALLY ADDED: Our industry has long abided by the "incidental ingredient™ definition of FDA (21 CFR
701.3) for ingredients that need not be listed on the product label because they are present in such small/insignificant
amounts. Intentionally added ingredients exclude any that are "incidental ingredients, as defined by FDA.

4. NOT FOUND IN VCRP/NOT USED LIST: These ingredients are not used in our products.

5. FORMALDEHYDE: Formaldehyde is listed separately, as it does not fall into any of the other categories (see note of
explanation at the top of this list).

This feedback only addresses the chemical list. We would also like to comment on the draft pilot regulation that DOE
has published. Given schedule conflicts and our upcoming legal conference, would it be possible for us to submit
comments on the pilot regulation in early May?

Best regards,
Frances

Frances K. Wu, Esq.

Associate General Counsel
Personal Care Products Council
1101 17th Street, N.W., Suite 300
Washington, D.C. 20036
202.331.1770

fax 202.331.1969
Www.personalcarecouncil.org
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ENDOCRINE DISRUPTION (ED) ENDPOINT

There is a strong point of view from many scientists that ED is a mode of action, not a
toxicological endpoint. The potential to interact with the endocrine system does not necessarily
constitute a risk and does not necessarily translate to an adverse physiological effect. The EU
Scientific Committee on Toxicity, Ecotoxicity and the Environment (CSTEE) states that: “Itis
important to realize that endocrine disruption is not a toxicological endpoint per se as is cancer
or allergy, but that it is a descriptor for a functional change that may lead to adverse health
effects. Rather, endocrine disruption should be seen in the context of well-established
endpoints, primarily reproductive toxicity and impaired development.” (EU CSTEE, Opinion on
BKH Consulting Engineers Report

http://ec.europa.eu/health/ph _risk/committees/sct/docshtml/sct out73 en.print.htm)
Washington’s Chemicals of High Concern for Children list already captures
reproductive/developmental endpoints. The category of endocrine disrupting chemicals should
be removed.

The Endocrine Disrupter priority list that resulted from studies commissioned by the European
Commission, DG Environment does not represent scientific consensus. As stated in the preface
of the most recent report (May 2007), the priority list of substances was established “for further
evaluation of their role in endocrine disruption”. The report also states ‘(T)he compilation of the
priority list was based on a screening of available literature and should therefore be regarded as
a starting point for further in-depth evaluation of the substances placed on the priority list..The
evaluations....are NOT considered comprehensive risk assessments.” Further, the “choice of
categories was made solely by the consultant, and apart from the clear evaluation criteria for
the categories given above, it may thus be regarded as subjective.”

Considerations related to specific chemicals are below.

METHYLPARABEN, ETHYLPARABEN, PROPYLPARABEN, BUTYLPARABEN

Four parabens — methyl, ethyl, propyl, and butyl - are included on the CHCC list of 66. Parabens
function as preservatives and are highly effective in preventing the growth of microorganisms
such as bacteria and fungi and are used to greatly extend product shelf life. These ingredients
have been used for decades in the food, drug and cosmetic industries. They are effective at low
use levels, possess a broad spectrum of antimicrobial activity, are relatively non-irritating, non-
sensitizing, and of low toxicity, are stable over a wide pH range, and are sufficiently water
soluble to be effective in the aqueous phase of formulations. These characteristics make them
especially versatile and valuable as preservatives.

The EU Endocrine Disruption list is cited as the reason for their listing on the CHCC list; the
parabens do not meet any of the other toxicity criteria. As stated above, the use of the EU
Endocrine Disruption list, and the endocrine disruption endpoint in general, do not provide
scientific justification for listing. Therefore, we request that the parabens be removed from the
CHCC list.

Other reviews of the endocrine disrupting activity of the parabens have been conducted, and
while estrogenic activity has been reported in some studies at high concentrations, the activity
is weak. The issue of estrogenic activity is addressed in a 2003 report from the Norwegian
Institute of Public Health, which concluded that “(d)ifferent parabens have varying estrogenic
potential in cell cultures and animal studies, but their potency is 1000 to 1,000,000 times lower



than the potency of 17B-estradiol or testosterone.” A 2005 opinion of the Scientific Committee
on Cosmetic Products (SCCP) in the European Union similarly concluded that in in vitro studies,
the estrogenic potency of the parabens “remains at all times 1000 to 1,000,000 times below the
potency of 17B-estradiol’, and that values from in vivo assays again “remained several
magnitudes of order below the potency of 17B-estradiol.” The Cosmetic Ingredient Review (CIR)
reviewed the parabens and considered the issues of endocrine disruption and reproductive
toxicity, and concluded that these ingredients were “safe as used” (International Journal of
Toxicology, 27(Suppl. 4): 1—82, 2008).

DIETHYL PHTHALATE

Like the parabens, diethyl phthalate is on the CHCC list on the basis of its presence on the EU
endocrine disruption list. As stated above, the use of the EU Endocrine Disruption list, and the
endocrine disruption endpoint in general, do not provide scientific justification for listing.
Therefore, we request that diethyl phthalate be removed from the CHCC list.

In reviewing the European Endocrine Disrupters website, diethyl phthalate appears in both the
2000 European Commission report “Towards the establishment of a priority list of substances
for further evaluation of their role in endocrine disruption” and the 2002 report “Study on
Gathering Information on 435 Substances with insufficient data”. While DEP appears in
Category 1 in the latter document, it was categorized as “Category 3: No evident scientific basis”
in the former report for both Wildlife Data and Human Health Data (Annex 13, “List of 146
substances with endocrine disruption classifications prepared in the Expert meeting”). The
disparate conclusions help illustrate the lack of consensus on the identification of diethyl
phthalate as an endocrine disrupter.

Diethyl phthalate has been extensively tested for reproductive and developmental effects, and
the results indicate that DEP is not a developmental or reproductive toxicant. Effects seen in the
study cited in the European Endocrine Disruption reports were at dosing levels well above the
high-dose limits described in current regulatory protocols for reproduction studies (>1%). Levels
at which there are no adverse effects have been identified, supporting the safety of this
ingredient.

Diethyl phthalate is also noted in the Phase 2 score sheet as having reproductive effects at a
TDLo of less than 50 mg/kg, a finding that is to be explored further in Phase 3 of the Children’s
Safe Product Act. We were unable to identify the study in the RTECS database and request
clarification so that we can respond to the finding. Importantly, the RTECS database references
a significant number of reproductive studies in which the TDLo values were extremely high.
Thus, a weight of the evidence evaluation would conclude that reproductive effects from DEP do
not occur at low or moderate exposure levels.

Diethyl phthalate has been evaluated for its use in cosmetics by both the Cosmetic Ingredient
Review in the U.S. and by the Scientific Committee on Consumer Products in Europe, both with
favorable outcomes.

2-ETHYL-HEXYL-4-METHOXYCINNAMATE (ETHYLHEXYL METHOXYCINNAMATE OTC OCTINOXATE)
2-Ethyl-hexyl-4-methoxycinnamate is also on the CHCC list. This ingredient is approved by the
U.S. Food and Drug Administration as an over-the-counter sunscreen drug active ingredient, and
therefore provides important public health benefits.




The basis for listing 2-ethyl-hexyl-4-methoxycinnamate is also its presence on the EU endocrine
disruption list. None of the other toxicity criteria for listing are met. Once again, we do not
believe this list, or the endocrine disruption endpoint in general, provide scientific justification
for listing.

Further, the mammalian study (rat uterotrophic assay) cited in the EU Endocrine Disruption
report was reviewed by the Scientific Committee on Cosmetics and Non-Food Products(SCCNFP)

in Europe and was found to have “a number of important technical and scientific shortcomings™
(http://ec.europa.eu/health/ph_risk/committees/sccp/docshtml/sccp_out145_en.htm).

The conclusion of the SCCNFP opinion was that “(B)ased on the actual scientific knowledge, the
SCCNFP is of the opinion that the organic UV-filters used in cosmetic sunscreen products,
allowed in the EU market today, have no estrogenic effects that could potentially affect human
health.”

We request that 2-Ethyl-hexyl-4-methoxycinnamate be removed from the CHCC list.
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