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e Warning Letter (2015-3-31, 320-15-08)

e Specifically, your high performance liquid chromatography (HPLC) and gas
chromatography (GC) data acquisition software, TotalChrom, did not have
sufficient controls to prevent the deletion or alteration of raw data files.

e During the inspection, the investigator observed that the server that maintains
electronic raw data for HPLC and GC analyses (the ] drive) contains a folder
named “Test,” and that chromatographic methods, sequences, and injection
data saved into this folder can be deleted by analysts. The investigator also
found that data files initially created and stored in the “Test” folder had been
deleted, and that back-up files are overwritten.

e In addition, because no audit trail function was enabled for the “Test” folder,
your firm was unable to verify what types of injections were made,
who made them, or the date or time of deletion.
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e Warning Letter (2012-2-17, 12-Nw3-12, [21 CFR § 211.68(b)])

e Your firm did not put in place requirements for appropriate usernames
and passwords to allow appropriate control over data collected by your
firm's computerized systems including UV, IR, HPLC, and GC
instruments. All employees in your firm used the same username and
password.

e Your firm had no system in place to ensure appropriate backup of
electronic raw data and no standard procedure for naming and saving
data for retrieval at a later date.
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e Warning Letter (2014-6-16, 320-14-11)

e Your firm lacked accurate raw laboratory data records for API batches shipped
by your firm. The inspection revealed that batch samples were retested until
acceptable results were obtained.
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e Warning Letter (2014-6-16, 320-14-11)

e FDA investigator identified the presence of torn raw data records in the waste
area
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