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Requested Action

Please comment on the request by Hoechst-Celanese for an extension

=08 time to submit the mouse onco- study due to "the -Ageney!s

unexpected recommendation to conduct a range-finding study first".

TBII Response

As indicated previously, based on the available data base TBII is
not of the opinion that there are adequate préiiminary
studies/evidence in the mouse to support selection of doses for a
mouse onco study. Our recommendation would be to perform a 90 day
subacute (range-finding) study with doses high enough to detect
significant effects on body weight gain and histopathology in
animals surviving to completion of the study. Therefore, an
extension of time appears to be justified.
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