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October 11, 2000

The Honorable Carol Browner
Adminigtrator

U.S. Environmenta Protection Agency
Arid Rios Building

Room 3000, #1101-A

1200 Pennsylvania Avenue, NW
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Subject: Comments on “Robust Summary on Tris (NonylPhenyl) Phosphite’

Dear Administrator Browner:

The following comments on the “Robust Summary on Tris (NonylPhenyl) Phosphite (TNPP)”
are submitted on behdf of Physcians Committee for Responsble Medicine, People for the
Ethicad Treatment of Animds, the Humane Society of the United States, the Doris Day Animd

League, and Eath Idand Inditute. These animd protection and environmenta organizations
have a combined membership of more than nine million Americans.

This test plan, submitted by the Phosphite Producers HPV Consortium, is a gross violation of the
letter and spirit of the EPA’s October 14, 1999, guidance letter to HPV participants, specifically
violaing seven of the ten mgor points of the letter. Mogt glaringly, this is a plan for a dngle
compound, whose testing is specificdly delayed by that October 14 letter until November 2001.
In its posted letter of clarification, Generad Electric dates that EPA “requested deferment of
tesing of individud chemicds unless there were reasons for testing sooner than that.” This is
fdse the October letter specificdly sates that “individua chemicals (i.e, those not proposed for

tesing in a caegory) that require further testing on animals shall be deferred until November
2001.”

Furthermore, this plan violates the origind HPV program framework in which sponsors pledge
to evduate the adequacy of exising data and submit robust summaries for the sponsored
chemicds. The TNPP tes plan provides no rationde for the testing, gives no details of the
specific testing procedures, and disregards pertinent information on the environmentad fate and
trangport of this chemicd. The TNPP test plan is unacceptable from both a technical and
regulatory standpoint and should have been absolutely rejected by EPA.

For the third time, we reterate the request made in our August 21 letter to you that the EPA
specificaly address our concerns and detall how the agency intends to ensure that the spirit and
guidelines of the October 14, 1999, letter are followed. Almost two months after our origind
request, we have not received any response from the EPA regarding this important matter.



Because we anticipate the resubmisson of this test plan a a later date, we are providing further
comments. | can be reached at (202) 686-2210, ext. 302, or by e-mail a ncardello@pcrm.org.
Correspondence should be sent to my attention at the following address 5 100 Wisconsin Ave,
Suite 404, Washington, DC 20016. | look forward to your response on this important issue.

Sincerdly,

Nicole Carddlo, MHS
Research Coordinator

cc. The Honorable Robert C. Smith
The Honorable F. James Sensenbrenner, Jr.
The Honorable Ken Calvert
The Honorable Jerry Cogstello
Council on Environmentd Qudity



General Comments on the Test Plan for Tris (Nonylphenyl) Phosphite

This test plan violates the agreement arived a by the Environmental Protection Agency (EPA),
the Chemical Manufacturers Association, the Environmental Defense Fund, and animal
protection representatives. The following points of the agreement, as outlined in the October 14,
1999, letter to HPV participants are violated entirely or in part by the TNPP test plan:

1. “In andyzing the adequecy of exiding data, participants shdl conduct a thoughtful,
qualitetive andyss rather than use a rote checklist approach.

2. Paticipants shdl maximize the use of exising and scientificdly adequate data

3. Paticipants shadl maximize the use of exising and scientificaly appropriate categories
of related chemicds and dructure activity reaionships.

5. Participants are encouraged to use in vitro genetic toxicity tesing to generate any
needed genetic toxicity screening data, unless known chemica properties preclude its
use.

6. Condgtent with the OECD/SIDS program, paticipants generdly should not develop
any new dermd toxicity data

8. As with dl chemicds, before generating new information, participants should further
condder whether any additiond information obtained would be useful or relevant.

9. (b) individud chemicas (i.e, those HPV chemicas not proposed for tesing in a
category) that require further testing on animals shal be deferred until November 2001
to dlow for non-animd test replacements for some SIDS endpoints.”

This tes plan is proposed for an individua chemicd (violation of item 9(b)). Therefore, the test
plan must be rgected by the EPA under the HPV program.

In addition, the proposed test plan is nothing more than a rote reproduction of the checkboxes for

eech chemicd outlined in the origind HPV guidance (violation of items 1 and 8). A thoughtful

evaduation of the feaghility and necessty of the various tests cannot be conducted without some
knowledge of the basic properties or gpplication of the chemicd. At a minimum, the Phosphite
Producers HPV Consortium needs to dae the use of the chemicd, its physica properties, the
order of testing, the data needed to conduct subsequent tests, specificdly refer to the exact
method to be used for each human hedth endpoint test, with information on whether the tests are
in vivo or in vitro, ligt the species to be used, outline the exposure method, and list the exposure

time.

Additiondly, this tet plan disregards the environmenta fate and transport of the compound.
Exiging data on food products indicates that foods in contact with TNPP additives may contain
leves of free nonylphenol, a product of a hydrolyss reaction of TNPP. Nonylphenol is a
potentid  endocrine disupter for which an adundance of data on the toxicologica and




physicochemical properties exists. Since nonylphenol may wel be the environmentaly relevant
moiety, a critical review of its properties and behavior is essentid for a thorough andyss of
TNPP.

GE has gpparently faled to include some of the basic toxicologica data on TNPP in its test plan.

TNPP is liged by the Food and Drug Adminigration (FDA) as an agpproved food contact
substance’. In order to apply for FDA agpprovd, the manufacturer typicaly follows the
premarket notification (PMN) procedure. The toxicology deata packege for a premarket
notification should contain both a safety narative (SN) and comprehengve toxicological profile
(CTP) of the food contact. The SN should provide the basis for the naotifier's determination that

the intended use of the food contact substance is safe. The CTP should provide summaries and
citicd evdudions of dl of the avaldble toxicologicd information petinent to the safety
evauation of the food contact substance. The toxicology data are public information under the
Freedom of Information Act (FOIA), therefore we have tiled a FOIA request to obtain any

toxicology information on TNPP. In keeping with the spirit and terms of the October 14, 1999,
letter as well as the origind HPV agreement, GE should gather this relevant toxicologicd data
and incorporéte it into its robust summary (violation of item 2).

The Phosphite Producers HPV Consortium aso falled to compare TNPP with other smilar
chemicas to form a group of phenol compounds (violation of item 3). TNPP is one of many
phenyl-phosphorus  antioxidant  gtabilizers that are included in the HPV Program, and would
logicdly fal into the same group in the development of a test plan. Modlflcatlon and evduation
of phenyl phosphorus compounds has been ongoing for over 35 years®. This group provides an
ided opportunity to apply dructure-activity reationships to evduate the toxicity of the
compounds. Summaries of chemicas in this group should dso refer to testing and work done by
others evduating akyl phenols. For exampla it is clear that some nonylphenal is liberated from
TNPP dabilized plagtics into water indicating the need to evauate the agueous dability of
TNPP and the free nonylphenol content of technica TNPP products. If the solubility of phenyl-
phosphorus compounds is much lower than phenyl hydrolyss products, and hydrolyss occurs
relatively rapidly, the phenyl hydrolyss products may be the reevant toxic moigties in the
environment. It is critical to undergand these chemicad and physica properties that control the
environmental toxicity of these compounds to prevent the need for conducting crud and
unnecessary tests on animas. A brle‘ lig of potentid compounds for this group (dong with ther
sponsors) is presented in Table 1°. It is important to note that this brief list of compounds has 10
different sponsors for the various compounds listed.

As has been referenced in previous comments®, we are concerned that a specific company or
industry may not cooperate in the development of groups, as stated in the October guidance. For
example, in the lig of potentid phenyl phosphorus compounds, ten different groups have

! Janet Byron. Suspected endocrine disruptors migrate from plastic food packages. Pesticide and Toxic Chemical
News. September 1998.
2 http://vm.cfsan.fda.gov/~dms/opa-indt.html
3 For example, see US patents 3026264, 4474917, 4025486,4379219
4Janet Byron. Op cit.

% Note: Thistableis not acomprehensive list of compounds that could be included in agroup, but rather an example
to provide a starting point for discussions. Some compounds are listed multiple times due to multiple sponsors.

® PETA letter to Carol Browner dated August 21, 2000




sponsored compounds. It is critical that EPA play a leadership role in developing this cross
fertilization, s0 that unnecessary, expensve, and poorly concelved testing is avoided.

This test plan cdls for excessive animd tesing above and beyond HPV Chemicd Chdlenge
Program requirements (violation of item 2). For example, the tet plan fals to provide
judtification for conducting an in vivo genetic toxicity dudy. /n vitro genetic toxicity tests should
be used to generate any needed genetic toxicity screening date, unless known chemical properties
preclude its use (violaion of item 5).

The test plans dso cals for a derma toxicity study, which is dso proscribed in the October 14
letter (violation of item 6).

Additiondly, the TNPP test plan includes an acute ord toxicity test and a reproductive toxicity
test, even though acceptable studies for these two endpoints have dready been conducted and
presented in the robust summary.

Conclusions

In short, the HPV Phosphite Producers Consortium has developed a greatly flawed work plan
both from technica and regulatory perspective. The EPA must require that TNPP be consdered
for induson into a larger subgtituted phenyl-phosphorus category and that the consortium
provide additiond exiding daa on the toxicity and chemistry of TNPP and its hydrolyss
products. The test plan must have clear documentation of the test methods and provide for
evolution of the experimentd plan based on early physcd and chemicd determinations about
the compound. As it stands, the EPA must rgect this workplan in its entirety due to its blatant
violations of the October agreement and the origind HPV framework.



Table 1: Potential Compounds for Inclusion in a Phenyl-Phosphorus UV Stabilizer Test Group

CAS Number Compound Sponsor
101020 Phosphorous acid, triphenyl ester Chemical Manufacturers Association (CMA)
Health, Environmental, and Research-Task
Group (HERTG) [F] 2001
101020 Phosphorous acid, triphenyl ester Phosphite Producers HPV Consortium [F] 2003
101020 Phosphorous acid, triphenyl ester Dover Chemical Corporation [F] 2003
115866 Phosphoric acid, triphenyl ester Chemical Manufacturers Association (CMA)
Aryl Phosphates Panel [P]
115866 Phosphoric acid, triphenyl ester Akzo Nobel Functional Chemicals LLC -
Phosphorus Chemicals [F] 2003
115866 Phosphoric acid, triphenyl ester Bayer AG Corporation [I]
144354 Phosphorous acid, cyclic neopentanetetrayl General Electric (GE) [F] 2000
diphenyl ester
20227536 Phosphorous acid, 2-tert-butyl-.alpha.-(3-tert-butyl- Chemical Manufacturers Association (CMA)
4-hydroxyphenyl)-p-cumenyl bis(p-nonylphenyl) Rubber and Plastics (RAPA) Panel [F] 2003
ester
25550985 Phosphorous acid, diisodecyl phenyl ester Phosphite Producers HPV Consortium [F] 2001
25550985 Phosphorous acid, diisodecyl phenyl ester Dover Chemical Corporation [F] 2001
26523784 Phenol, nonyl-, phosphite (3:1) Phosphite Producers HPV Consortium [F] 2000
26523784 Phenol, nonyl-, phosphite (3:1) CK Witco Corp [F] 2003
26523784 Phenol, nonyl-, phosphite (3: 1) Dover Chemical Corporation [F] 2000
26544230 Phosphorous acid, isodecyl diphenyl ester Phosphite Producers HPV Consortium [F] 2001
26544230 Phosphorous acid, isodecyl diphenyl ester Dover Chemical Corporation [F] 2001
26741537 Phosphorous acid, cyclic neopentanetetrayl General Electric (GE) [F] 2002
bis(2,4-di-tert-butylphenyl) ester
3 1570044 Phenol, 2,4-di-tert-butyl-, phosphite (3:1) Ciba Specialty Chemicals Corporation =
Additives [F] 2000
3 1570044 Phenol, 2,4-di-tert-butyl-, phosphite (3:1) Ciba Specialty Chemicals Corporation -

Additives [F] 2000




