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BACKGROUND

The 104-Week Crl:CD BR Rat Carcinogenicity Study (MRID 43601601 )

A combined chronic toxicity/carcinogenicity study in Crl:CD BR rats was conducted by
Hazleton Washington, Vienna, Virginia, for Roussel UCLAF Corporation, Montvale, New
Jersey, and dated December 28, 1994 (Study No. HWA 2623-104, MRID No. 43601601).

The study design allocated groups of 65 rats per sex to dose levels of 0, 250, 1000 or
2500 ppm (0, 10.4, 41.8 or 107.2 mg/kg/day for males; 0, 12.8, 51.7 or 131.4 mg/kg/day for
females) of SB-1382 (Resmethrin, 85% a.i.) for 104 weeks. There were no compound-related
increases in tumors in male rats so only analyses of female rats are presented in this document.
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The 104-Week Swiss Crl:CD-1(ICR)BR Mouse Carcinogenicity Study (MRID 43052101)

A carcinogenicity study in Swiss Crl:CD-1(ICR)BR mice was conducted by Bio-
‘Research Laboratories, Ltd., Senneville, Quebec, Canada, for Roussel UCLAF Corporation,
‘Montvale, New Jersey, and dated January 8, 1992 (Study No. 83754, MRID No. 43052101).

The study design allocated groups of 50 mice per sex to dose levels of 0, 300, 600 or
1200 ppm (0, 43.4, 84.3 or 169.3 mg/kg/day for males; 0, 52.9, 105.5 or 208.9 mg/kg/day for
females) of Resmethrin (technical 84.8% a.i.) for 104 weeks. Two control groups of 50 mice
per sex were combined for these analyses as there were no statistically significant differences in
mortality, mean body weight, total body weight gain or food consumption between these two
control groups. There were no compound-related increases in tumors in female mice so only
analyses of male mice are presented in this document.

ANALYSES
The 104-Week Crl:CD BR Rat Carcinogenicity Study (MRID 43601601)

Survival Analyses

Female rats showed statistically significant differences in mortality in the pair-wise
comparisons of the 250 and 1000 ppm dose groups with the controls, both at p < 0.05 (Table 1).
There was no statistically significant increase in the trend for female rat mortality with
increasing doses of Resmethrin.

The statistical evaluation of mortality was based upon the Thomas, Breslow and Gart
computer program.

Tumor Analyses

Female rats had significant increasing trends, and significant differences in the pair-wise
comparisons of the 2500 ppm dose group with the controls, for liver carcinomas, liver adenomas
and/or carcinomas combined, and uterine endometrial stromal polyps, all at p < 0.01. There was
a significant increasing trend at p < 0.01, and a significant difference in the pair-wise
comparison of the 2500 ppm dose group with the controls at p < 0.05, for liver adenomas. There
was a significant difference in the pair-wise comparison of the 1000 ppm dose group with the
controls for uterine endometrial stromal polyps at p < 0.05. The statistical analyses of the
female rats were based upon Peto’s Prevalence Test (Tables 2 and 3).
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The 104-Week Swiss Crl:CD-1(ICR)BR Mouse Carcinogenicity Study (MRID 43052101)

Survival Analyses

Male mice showed a significant increasing trend in mortality, at p < 0.01, with increasing
doses of Resmethrin, as well as significant differences in the pair-wise comparisons of the 600
and 1200 ppm dose groups with the controls, both at p < 0.05 (Table 4).

The statistical evaluation of mortality was based upon the Thomas, Breslow and Gart
computer program.

Tumor Analyses

Male mice had significant increasing trends, and significant differences in the pair-wise
comparisons of the 1200 ppm dose group with the controls, for liver adenomas, carcinomas and
adenomas and/or carcinomas combined, all at p < 0.01. There were significant differences in the
pair-wise comparisons of the 600 ppm dose group with the controls for liver adenomas and
adenomas and/or carcinomas combined, both at p < 0.01. There were also significant
differences in the pair-wise comparisons of the 300 ppm dose group with the controls for liver
adenomas and adenomas and/or carcinomas combined, and of the 600 ppm dose group with the
controls for liver carcinomas, all at p < 0.05. The statistical analyses of the male mice were
based upon Peto’s Prevalence Test (Table 5).
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