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Actioh Regquested: Review of additional data submitted in support of MRID # 65131,
“PHMB (“Baquacil” SB): A Teratology Study in the Rat by Dietary Administration.”
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Conclusions:

ICl Specialty Chemicals submitted data with a request for upgrading a rat teratology
study with Baquacil. From the Phase IV review of this study, it was determined that the
acceptability of this study required submission of data demonstrating the stability,
homogeneity, and concentration of test material in the dosing medium. In a
subsequent meeting between representatives of ICl and Health Effects Division (May
21, 1992), it was determined that significant technical difficulties existed in detection of
Baquacil in dietary mixtures. Thus, this issue was resolved through an agreement that
gravimetric analysis would be performed on dietary mixtures to adequately
demonstrate the dose levels achieved in long-term studies. :

The registrant has requested that the rat teratology study be upgraded to acceptable,
based upon this agreement and the fact that the lack of dietary analysis was the only
deficiency noted in the rat teratology study. At the present time, Toxicology Branch |I
recommends against upgrading this study until dietary analysis data as previously
agreed to between ICl and Toxicology Branch Il are submitted and reviewed by
Toxicology Branch Il.

Classification:

The acceptability of the rat teratology study (MRID # 65131) remains reserved
pending receipt and review of dietary analysis data. :



