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Rssed upon my evaluation of the SPRD "Preliminary Review", the
sponsor validation rencrt and the final report itself, it is
recormended that the taratnloay ohase of this studv he
considered invalid and the reproductive phase of this study be
considered Susolorentary data. The basis for these
recormendations include the Tfollowina:

1. The orimary reason for the classification
of the teratolouy study js the lack of rau
data to suncert findings recardina viscer:l
or skeletil exarirations af nroreny,

2. Diet preparaticn records are missing for both
tre teratsleay and ranrradictive phases of this
studvs - Food consunntion was only measured for
a § day rericd of the reproductive phase.

peficiencies noted helow nertain to the reproductive nhage
of the study;

3. o written records exist to document daily
observations of behavior or nortality.

4. Final renort states that each female was aiven
a nmaxinum of 2 different males. Raw data
shows that sore females were qiven as many as
5 different males.
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