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DP Barcode D179369 Submission S418845

Chemical No. 105402 Case 037664

Action Requested:

. Review a protocol for a domestic animal safety study on a
methoprene~-containing collar for dogs.

COMMENTS AND RECOMMENDATTONS:

1. It is recommended that there be 4 animalsfsex/dose (number of
collars) group rather than the 3/ sex/dose indicated (p. 4).
However, it would not be necessary to have a 3X dose group, so
there could be 3 groups (control, 1X and 5X), each with 4 males
and 4 females.

2. After weeks 1 and 2 it would not be necessary to do hematology/
clinical chemistry and/or serum chemistry measurements on a
weekly or biweekly basis; it would be adequate to measure these
parameters every 3-4 weeks and at the end of the study (removal
of collars). If there are any abnormal measurements at the time
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collars are removed then it would be appropriate to measure the
affected parameter 2-4 weeks later and see if it has returned
to the normal range.

There is no problem with the proposed duration of the study (3
months or more). ;

There should be some information as to the rate of release of
the active ingredient from collars. This could be done by
analyzing collars (worn by 1X dogs which are not in the main
study) after 1, 2, and 4 weeks, as well as some representative
collars from the 1X and 5X groups worn for the duration of the
main study. Three collars/dose group/sampling time should be
sufficient.



