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BACKGROUND:
The registrant has submitted a rebuttal to the chemistry review done for the data packages
of D287377 and D287378 which were done jointly in one review. The chemistry review was

done in conjunction with the acute toxicity review,

FINDINGS:

: B Bascd on the fact that octadecylaminodimethyltrihydroxysilyl propyl
ammonium chloride is not an active ingredient that is registered with the Agency, all chemistry
data 1s needed for registration.

Manufa i :
Cturing process information not included

CONCILUSIONS:

. Product Science Branch has reviewed this rebuttal for chemistry and still concludes
that the registrant has a formulation with a new active ingredient. The submission is rejected
because the rebuttal letter dated May 2, 2003 is non-responsive to the Agency’s request for data.




