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DURING AN INSPECTION OF YOUR FIRM WE OBSERVED:

This document liss observations made by the FDA representative(s) during the inspection of your facility. They are
mspecﬂonal observations, and do not represent a final Agency determination regarding your comphanoe If you have an
objection regardmg an observation, or have implemented, or plan to implement, corrective action in response to an observation,
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I.  The QAU failed to review the final study report to assure that the reported results accurately reflect the raw data of the
study. Specifically,

—_— _ _
A)  the study report for Study| e ‘states that body weight decreased by 21 percent for animal 11-7712 on day 17.
However, the study table and raw data record show that animal 11-7712 had a 21 percent decrease in body weight on day 21.

B) the toxicokinetic report for Study _ ®1,1a105 that the day 1 samples were assayed from June 6 to June 8, 2012.
However, the raw data show that the day | samples were assayed from June 7 to June 11, 2012.

2. The study director failed to assure that the protocol, including any change, was apbmved and followed. Specifically,

A) for Study] ol , no protocol deviation was issued for the testing faility not receiving the toxicokinetic report from
the test site within 50 days aﬁel shipment of the last toxicokinetic samples as stated in the study protocol.
B) forStudy, mm, no protocol deviation was issued for the failure to retain reserve samples of -!#?;W
(control article) as stated in the study protocol. '

3. The study director failed to assure that all raw data, documentation, protocols, specimens, and final reports were
transferred to the archives during or at the close of the study. Specifically, for Study ©) @) external and internal
correspondences were not retained in the study records. '

4. Thestudv dah)rcctm failed to assure that all experimental data were accurately recorded and verified. Specifically,
in Study , the dosing record shows that animal 10-1623 was treated with the test article formulation on 6/3/2010.
However, animal 10-1623 died on 5/30/2010.
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