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Attention: FYT Docket
Office of Pollution Prevention and Toxics
U.S. Environmental Protection Agency
401 M Street, S.W. (M/C 7407)
Washington, D.C. 20460

MRS

Re:  FYI Submission 853390000002
Dear sir/Madam:

We are writing to make a correction to a document entitled “Summary and
Analysis of SC 90 Genotoxicity Testir.g,” which was submitied to your office as part ~fan FY?!
submission on October 1, 1998, enclosing studies regarding *he substance which is the subject of
the consolidated PMN (No. P-92-778) for an acrylic polymer, CAS No. 109292-17-3. The
summary has been corrected to indicate that the sample material tested in Study #3 aind Study #9
was from a production batch, not from a pilot batch, as stated originally. A coirected summary is

enclosed. Thank you for vour assistance.
N :
Very truly yours, [/ / é{ ’/
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Introduction

SC 90 (SALCARE 90) s a formuw..orof ar . o usem fon {R0%
concentration) of an acrylic copolymer that 1s used in pet - ~oducs. SC 0 v s tested
in several microbial genotoxicity assays and in an in vitro human Iyniotocyte metachase araiys:s
study. Components ur SC 90 were also tested in microbial genotoxicicy assays The results of
these assays are discussed below in the order in which they were conducted.

The present conclusions regarding a positive or negative onicome in each study
herein reviewed are based upon the generaily accepted criteria for °valuating the assay which are
used in the scientific literature and used by the EPA. In the case of the Anies assays, the criieria
are a noublmg of the background incidence, the presenc\_ of a dose-response functinn, and the
abil..y to replicate the bs ervation. In some casss, 9pp lication of these criteria resuited 1 a

7
1
..\.,.

different interpretation of the data from Liat p -ided in the original study reports.
Study Resuils

tudy #1 (September 1989}, This Ames assay was conduci
200 Kg pilot batch of formulated material fur jesearch and dev ”op*-“en
product. Five strains of Salmonella typhimurium were assayed (strain
and 100) both with and without metabolic activation. The resulis were sirongiyv g
strains, with and vv1mout metabolic activation in the muiial assay a nd 'm somie cases excecded
positive control values. In the replicate, the results were strongly positive only with activ
Conclusion - Strong positive.
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Study #2 (July 1990). An in vitro chromosomal aberration stucy - mar
lymphocytes with and without metabolic activation was conducted from z2nothe
same pilot batch nsed in Study #1. A positive response was observed only arr
concentraticns in the presence of metabolic activation. Conclusion - Posm e (\
activation).

Study #3 (October 1990%. This Aunes assay was conducted with 2 1% aguecs
solution from a production batch using only strains TA 98 and 100, with and without activeuon.
Doubling of the number of revertants was seen only with TA 100 1n the absence of metabolic
activailon. No dose-response was observed and the resalt could not be replicated. Conclusion -
Negative.

stuay #4-8 (October 1990). Thesg Aumes assays using strains TA 38 and 100
were conducted with van'\us formulations of the product, including different monower baiches
and emulsifiers. Study £5 invelved a competitor’s sunilar product. Conclusion - All negativs,

Study #9 {October 1990). Tris Ames assay was conducted with 2 0.1%
concentration of precipitated pmxntc from the same production uaLU“ uscﬁ in Soudy #3 using,
strains TA 98 and 100, Doublinz o umber of revertants was observed at the mgh
concaniration with Strain TA 98 %mm with and without metabolic activation. The resulr corud

not be replicat d ant - clear dose-respouse was not anpparcnt,. Conclusion - Negative,
[ o}
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“ndy #10 (October 1990). This Am-+ assay was conducted with a 1%
concerntration of the monomer used in the manufacture of the pilot batch used in Study #1.
Strains TA 98 and 100 were exposed vith and without activation. Coaclusion - Negative.

Study #11 - 12 (December 1990). These Ames assays were conducted on samples
from a typical produciion batch. (Study 12 was on a 1% concentration of the sodium salt.)
Strains TA 98, 100, 1535, 1537, 1538, 98 and 100 were tested with and without metabolic
activation. Conclusion - Negative.

Study #13 (May 1996). This study included both an Ames assay and an E.coli
gene mutation assay and was conducted in a different laboratory than the other assays. The tes.
material was from a typical production batch. Strains TA 1535, 1537, 98 and 100 ard E.coli
strain WP2uvrA were exposed with and without metabolic actvation. A doubling or greater
response was observed only with TA 1537 in the presence of metabolic activation. A dose-
response was not observed. The response was replicated in TA 1527. other strains were
negative. Conclusion - Negative/ Equivocal.

Summary and Discussion

Positive responses were observed only in Studies #1 and %2 from a pilot batch of
the material formulated for R&D purposes. The genotoxicity of the pilot batch was indicated in
these studies by the induction of gene mutations and chromosoimai aberrations. Genotoxicity
was not observed in the mutagenicity studies performed with subsequent batches (most notably
i1 Studies #11 and 13). These studies demonstrate the absence of genotoxicity of SC 90
produced subsequent to the pilot batch. Studies #3-7, 9, 10, and 12 were also negative. These
latter studies provide limited support for the absence of genntoxicity of SC 90,

The strong genotoxic activity observed with the pilot batch was only observed in
in vitro studies and thus is not conclusive for the purpose of predicting human hazard. The
inability to reproduce the clear positive genotoxicity findings associated with the pilot batch in
snbsequent production baiches suggests that this R&D material was atypical. For this reason, the
resuits of the testing of the pilot batch, although demonstrative of genotoxicity in vitro, do not
seem relevant to the risk assessment of SC 50 produced subsequent to the preparation of the pilot
batch in early 1989. Subsequent production batches of SC 90 do not show genotoxic activity in
the microbia: genotoxicity assays.

The test results taken as a whole indicate that SC 90, as formulated for personal
care since 1990, does not appear to have genotoxic activity.
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CERTIFiCATE OF AUTHENTICITY

THIS IS TO CERTIFY that the microimages appearing on this micm!ic:ha /73 accurale
and compieie reproductions of the records of U.S. Environments! Protaction Agoncy

_ documents as deilvered in the regular course of buri~sss for micreiiiming.
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