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October 29, 1992

Express Majl - Return Heceipt Requested

Document Processing Center (TS-790) 2T sac
Attention: 8(e) Coordinator m a9z inlt
Office of Pollution Prevention and Toxics Y$S300000 37

U.S. Environmental Protection Agency
401 M Street SW
Washington, D.C. 20460

Dear

Substituted Sodium Benzoate

In our letter of October 2, 1992, we reported the preliminary results of a
developmental toxicity study in rats. This letter is to inform you of the praliminary
results Gi a recently completed developmental toxicity study in rabbits.

Groups of 20 rabbits were dosed by gavage with solutions of the test
material in deionized water equivalent to 0, 30, 100, 300, or 1000 mg/kg on days
7-19 of gestation (the day of insemination was termed Day O of gestation).
Surviving females were sacrificed on day 29 of gestation and the live fetuses
examined for external, viscaral and skeletal alterations.

Fetal toxicity was demonstrated by a slight, but significant decrease in
mean fetal weight at the 1000 mg/kg/day dose level. There was also a slight but
statistically significant increase in the mean number of early resorptions per litter
at this dose level. While this finding does meet TSCA 8(e) criteria for reporting
developmental toxicity, we do not consider this to be biological; significant
since the actual incidence was within the range of recent historical control
values. A third finding was the occurrence of two does with totally resorhed
litters at the 1000 mg/kg/day dose level. However, this finding is typically
considersd to be indicative of matarnal toxicity. Nc effects on the incidence of
fetuses with developmental variations, vanations due to retarded development
or the incidence of fetal malformations were detected.

Additional signs of maternal toxicity in the form of mortality, decreased
weight gain and decreased feed consumption were observed in the 1000 mg/kg
dose group. Clinical observation incidence was significantly increased for this
group during the dosing and postdosing periods as well.

We will forward a copy of the final report to EPA when it is available.

Sincerely,
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