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e 2 — Mr. Peter McCauslin, CEO
as, Inc.
il 18, 2001
Failure to document that each significant step in the manufacture, processing,
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o identity testing was not documented for Lot AOTNO61D of Cryogenic
Nitrogen NF; and
e Leak testing was not documented for Lots AO1M285A, AO03M297A,

A03M297B, AO3M297C, and A03M297D of Cryogenic Nitrogen NF.

Failure to adequately review and approve production records prior to release
and distribution of a drug product; failure to adequately investigate and
document reasons for failures; failure to identify significant deficiencies; and
failure to conduct reviews to determine compliance with established,
approved written procedures [21 CFR 211.192]. For example:

e Packaging and Control Records for October 27, November 9, and
November 16, 2000, were never signed and dated, authorizing approvai
and release of Medical Oxygen USP and Cryogenic Oxygen USP.

» Final Review of Packaging and Control Records during the time period of
October 11, 2000, through March 2, 2001, failed to identify significant
deficiencies prior to release and distribution of Medical Oxygen USP and
Cryogenic Nitrogen NF. Significant deficiencies that occurred but were not
identified included the lack of finished product testing for Oxygen USP or
Cryogenic Nitrogen NF and the lack of venting of cylinders for Medical
Oxygen USP.

e The same individual conducting finished product testing authorized the
release of Cryogenic Oxygen USP for distribution. Your firm's standard
operating procedure, Section 2140 of Corrections/Record Inspections
specifies that all lot records be reviewed and approved by a competent
individual who was not previously involved in the preparation, filling, or
analytical work of the lot records being inspected, prior to releasing a lot of
medical gas.

Failure to have personnel responsible for supervising the manufacture,
processing, packing or holding of drug products with sufficient education,
training, and experience to perform their assigned functions so as to assure
that drug products have the safety, identity, strength, quality, and purity they
purport [21 CFR 211.25(b)]. Soemfcallv the Ooeratuons Manaoer whn has
been in this position at the facility on Forest Avenue for seven months, ha:
not received CGMP training for drug products. This manager also has
distribution authority over drug products at your facilities in Fort Worth, TX;
Arlington, TX; Sulphur Springs, TX; and Athens, TX.
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