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Registrant: DowElanco Chemical Co.

Action Requested:

Toxicology was requested by the Registrant to review additional
information submitted on the two generation rat reproduction
toxicity study (MRID# 419317-10) in response to some reporting
deficiencies and to advise as to its acceptability:

Response to EPA-OPP, Data Evaluation Report for XRD-498: Two-—

Generation Reproduction Toxicity Study in Fischer 344 Rats MRID
424740-01

Deficiency 1: An incorrect statement was made by the author
regarding data gaps that represented dead animals or missing
values. The reviewer stated that only one female died.
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The Registrant's agreed with this, but also listed other "data
gaps" due to other reasons (i.e. feed consumption values not
being recorded at different intervals due to hurricane threats
and occasional occurrence of a feed jar being spilled by an
animal).

This deficiency has been adequately addressed.

Deficiency 2: "since the mode of administration of the test
compound was orally via the diet, actual weekly and overall
test compound intake, and statistical analysis of food
consumption should be presented..."

The Registrant addressed these two issues by showing that:

1) wusing the procedures for test diet preparation [bw
gain/day, feed consumption/day, and concentration of test
material required to deliver the targeted mg/kg bw/day] would

This deficiency has been adequately addressed.

Deficiency 3: "Additional data that were not submitted
included a protocol, results of the stability analysis of the
test compound, and data on the environmental conditions."

The registrant has adequately addressed these deficiencies by
1) submitting the study protocol, 2) showing that the test
material was stable in the diet for 28 days, and 3) showing
that the environmental conditions were adequately maintained
(temp. - 75°F and relative humidity 50 - 70%).

Conclusion(s):

This Supplementary information has adequately addressed the
deficiencies 1listed by the reviewer. Therefore, the 2-
generation study (MRID# 419317-10) in conjunction with the
supplement can be upgraded to core - minimum.



