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Batch production and control records are incomplete, inaccurate, and fail to document that
each significant step in the manufacturing operation was completed, such as all required pre
and post fill cylinder inspections and testing. It 1s unacceptable for a firm to use single
entries on batch records to show that all significant inspections were performed on multiple
cylinders. A review of batch records from April to August 1997, disclosed that the purity
test documented on the records remained constant at 99.9%. Personnel reportedly recorded
the test results from the supplier’s invoice. Review of supplier invoices disclosed that not
all of the invoices documented the analytical tests performed by the supplier. Also, the
quantities of labels issued, used and returned were not recorded on the batch records, and
there is no documentation that batch records were reviewed and approved by a supervisor
prior to release of the products for distribution.

We acknowledge receipt of your undated response to the Inspectional Observations (FDA
Form 483) issued at the conclusion of the inspection. We consider this response to be
inadequate in that copies of new and/or revised written procedures were not provided for
review, and we are unable to determine from your response if the constant 99.9% reading
on your analyzer is being caused by improper calibration, personnel error, a need for
maintenance, or that the problem has been corrected. No example of a calibration record for
the analyzer was provided for review. This response does not alleviate our concerns
regarding the violations documented during the inspection.

Other Federal agencies are routinely advised of Warning Letters issued so that they may take
this information into account when considering the award of contracts. Additionally, pending
applications for Agency approval (NDA, ANDA, SNDA, etc.) or export approval requests
may not be approved.

In order to facilitate the Food and Drug Administration (FDA) in making the determination
that such corrections have been made and thereby enabling FDA to withdraw its advisory to
other Federal agencies concerning the award of government contracts, and to resume review
of any pending applications, we request that you notify this office when corrective actions
are completed and you believe your facility is in compliance with the CGMP regulations so
that a verification inspection can be scheduled.

The above identification of violations is not intended to be an all-inclusive list of deficiencies
at your facility. As president, it is your responsibility to ensure that all medical gas products
you repack and distribute are in compliance with the Act and the requirements of the CGMP
regulations. You should take prompt action to correct these violations. Failure to correct
these violations may result in regulatory action, including seizure and/or injunction, without
further notice.
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Your reply should be directed to Jimmy E. Walthall, Compliance Officer, U.S. Food and
Drug Administration, 7200 Lake Ellenor Drive, Suite 120, Orlando, Florida 32809, telephone
(407) 648-6823, extension 263.

Sincerely,

T Doaclan D Tolan

X
Douglas/D. Tolen
DirectoryFlorida District



