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In prev1ous memos from Toxicology Branch (TB) both the
rat and rabbit (two Doherty memos dated Januaxy 16, 1987 for EPA
Reg. No. 359-686) protocols for 90-day dermal toxicity studies
were reviewed. In both of these protocol reviews, the registrants
were requested to rewrite the aspects of the study dealing with
both assessment of kidney function and assessment of blood and
hone marrow content.-

: The réegistrants have responded by submitting revised
protocols. The following comments apply to both the rat and
rabbit 90-day dermal toxicity studies.
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The latest version of the prdtocol states that "all 3 kidney
sections will be examined from all animals dosed at the no
effect levels". This statement is vague with regard as to
what they really intend to do. TB strongly recommends that
three kldney sections from each kidney be examined for each
animal in both the rabbit and rat studies.

TB strongly recommends that a test for creatinine clearance
be conducted in the rabbit study in the same manner as it is
scheduled to be conducted in the rat study. [This test nay
have been inadvertently omitted from the protocol.]

Both the rat and rabbit revised protocols contain an appendix
which describes how bone marrow myelograms will be assessed.
The procedures described are acceptable to TB.

The registrants may proceed with the studies as described

in the protocols. The registrants are reminded, however,
that it is their respon31b111ty to provide a study that will
satisfy the Agency's requirement to assess for potential
kidney and bone marrow effects as well as for the usual
endpoints of a subchronic study via the dermal route of
exposure.,
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The material not included contains the following type of

information:

Identity of product inert ingredients

Identity of product impurities

___ Description of the product manufacturing process
____ Description of product quality control procéaures
____ Identity of the source of product ingredients
____ sales or other commercial/financial information
____ A draft product label

____ The product confidential statement of formula
____ Information about a pending registration action
J&_ FIFRA registration data

The document is a duplicate of page(s)

) The document is not responsive to the request

The information not included is generally considered confidential
by product registrants. If you have any qguestions, please contact
the individual who prepared the response to your request.




