


T

MANUFACTURING PROCESS INFORMATION 16 NOT INCLUDED

ADVY L, 1L
AT S, )

v

;o
(P\v7§

4

ac et

. UNHIDSTATESENVWRONMENTALPROTECTKN4AGENCY

P WASH'NGTON. D.c. 20460.
‘a, Mt‘“(‘

MAR 2 % OFFICE OF

PESTICIDES AND TOXIC SUBST A

‘MEMO RANDUM

SUBJECT: TS Bifenthvin Impurity
TO : Mr. George LaRocca, PM-15 ” J£/~
Registcation Division (TS-767C) p \\=
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FROM:

: _
Byron T. Backus, Toxicologist i%ﬂr‘* Ao
Toxicology Branch (Ts-769cC)

THROUGH: Marvrcia van Gemert, Ph.D. %(ﬂ%&tﬁZMZi¥
: Section Head, Review Section III %Aigﬁff
Toxicology Branch (Ts-769C) ‘

and '),_./‘/ g
Theodotre M. Farber, Ph.D . D.AJB.T,
Branch Chief

Toxicology Branch {Ts~-769¢C)

EPA Record No. 207194
Project Ro. B-0329

Tox. Chem. 554C (554C is an impurity in 463F)

EPA Reg. No. 279-3055

Action Requegted:

Review 4 mutagenicity studies (Ames assay, CHO/HGPRT assay,
CH) chromosomal aberration, and UDs assay), as well as a rat
otral LDgpg study conducted on an impucity

A "6£hef§28e known

putrity) present in technical Biphenthrin
at levels of up to The material vreviewed includes
additional information submitted by the rvegistrant February
5, 1988,

as TS Bifenthrin im

Comments and Recommendations: :

1. The Ames assay,

CHO chromosomal aberration and UDS assay
have been classi '

fied as acceptable studies,



Thevre is no indication, undetr the conditions that these
assays wevre performed (including - where appropriate - with
5-9 metabolic activation) that exposutrte to TS Bifenthrin
impurity vesults in induction of a mutagenic response.

In the CHO/HGPRT assay there was also no indication of muta-
genic activity, either with or without 5-9 activation. The
maximum dose level given (in both the activated and non-
activated assays) was 1000 ug/ml. The Agency does not agree
that 1000 ug/ml is normally an acceptable maximum concentra-
tion level in the absence of cytotoxicity (as is indicated
in the letter of February 1, 1988 from the labovratory to the
rTegistrant). 1000 ug/ml is acceptable in this case only
because it was found to be the solubility and osmolality
limit of FMC 102032 in the same solvent in another study
(Chromosome Abervations in CHO Cells) at the same laboratory.
The assay under non-activated conditions is therefore
acceptable. The assay undev activated conditions has been
classified as not acceptable, as the S-9 fraction used was
prepared from male rats which had veceived an intvaperitoneal
injection of Aroclor-1254 two days (instead of the usual five
days, as in the CHO chromosomal aberration study conducted at
the same labovratory). 1In order for this assay to be classi-
fied as acceptable, the registrant must justify the use of
S-9 fraction prepared in this mannec.

The vat oval LDgg study has been classified as core minimum.
The technical form of TS Bifenthvin impuvrity is in toxicity
category IV (LDsg > 5 g/kg in rats) by the oral exposure
toute. :



