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DATA EVALUATION REPORT (DER)

STUDY TYPE: Mutagenicity: Salmonella typhimurium assay

CHEMICAL: Oxamyl; IND 1410

EPA_ACCESSION NO.: 406065-09, CASWELL NO.: 561A

EPA RECORD NQ.: 222981/222982 EPA PROJECT NO.: 8-0881

SPONSOR: E. I. du Pont de Nemours & Co., Inc.

TESTING _LABORATORY: Haskell Laboratory for Toxicology and Indus-
trial Medicine, E. I. du Pont de Nemours &
Co., Inc.

&EZ&IEQE Arce, G. T. (1981). Mutagenicity evaluation of IND 1410~
196 in Salmonella typhimurium. Haskell Laboratory;
Report No.: 614-81, Oct 5, 1981. Submitted by E. I.
du Pont de Nemours & Co., Inc.; April 29, 1988.

SUMMARY: Under the testing conditions, IND 1410-196 did not cause
gene mutation in Salmonella typhimurium TA1535, TA1537, TA98 '
and TA100 in the presence or absence of the metabolic acti-
vation system. This study is classified as Unacceptable for
reasons presented in the Discussion section of this DER.

METHODS AND MATERIALS:

Test Compound: IND1410—196; Oxamyl (toxicological sample which
is different from the technical) 97.1% purity.
White crystalline solid.

Bacteria: Salmonella typhimurium strains TA1535, TA1537, TA98
' and TA100 ?

Postive control agents: 2-aminocanthracene (2AA)
9-aminoacridine (9AAC)

N-methyl-N'-nitro-N-nitrosoguanidine (MNNG)

2=-nitrofluorene (2NF)

Solvent for test agent: dimethylsulfoxide (DMSO) for positive
control agents :
water for test article

EXPERIMENTAL PROCEDURES:

The experimental procedures used in these assays were teported
to be similar to those described by Ames et al. (Mutation Res.
31:347-364, 1975). The submitted report further summarized some
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of the methods which were excerpted from the report and pre-
sented in the Appendix. The statistical analyses used in this
study are also presgsented in the Appendix.
RESULTS:

For the cytotoxicikty study, strain TA1535 was used. Concentra-
tions up to 10,000 ug/ml were tested; no cytotoxicity was seen
in treated bacteria in the presence or absence of metabolic acti-
activation system (Table 1).

Salmonella typhimuvrium strains TA1535, TA1537, TA98, and TA100
were treated with IND 1410-196 at concentrations of 50, 100, 500,
1000, 5000, and 10000 ug/ml in Salmonella assays with or without
metabolic activation system; the results indicated no increase in
the frequencies of revertants in all IND 1410-196 treated bacteria
relative to the controls in the presence or absence of the meta-
bolic¢ activation system (Tables 1, IIXI, IV, V, VI, VII, VIII,
and IX).

DISCUSSION:

Undetr the testing conditons, IND 1410~-196 did not cause gene
mutation in Salmonella typhimurium TA1535, TA1537, TA98 and TA100
in the presence or absence of the metabolic activation system.

There is a gquestion concerning the test arkticle, IND 1410-196.
The vegistrant informed the Agency during a meeting held on
July 12, 1988 that IND 1410-196 is synthesized in the laboratory
for toxicological testing, and it does not contain three conta-
minants as does the technical grade. The registrant has been re-
quested by the Agency to provide a logical explanation for this
difference. Under the presence circumstances, this study is
classified as Unacceptable. After receipt and satisfactory eva-
luation of the explanation concerning the test article, this
study may be upgraded to acceptable.
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Page is not included in this copy.

Pages :3 through (9L are not included in this copy.

The material not included contains the following type of
information:

Identity of product inert ingredients.

Identity of product impurities.

Description of the product manufacturing process.
Description of quality control procedures.
Identity of the source of product ingredients.
Sales or other commercial/financial information.
A draft product label.

The product confidential statement of formula.

Information about a pending registration action.

x: FIFRA registration data.
The document is a duplicate of page(s)

The document is not responsive to the réquest.

The information not included is generally considered confidential
by product registrants. If you have any questions, please contact
the individual who prepared the response to your request.




