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Written procedures are not established for production and process controls designed

A

to assure that your medicai oxygen products have the identity, strength, quality, and

For example, no written procedures are

ing and testing, caiibration and maintenance of equipment,

estabiished for cyiinder fi

purity they are represented {0 possess.

operation was completed, such as ali required pre and post fill cylinder inspections

and testing.
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and control records faii to document that each significant step in the manufacturing
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labelir.g, handling of complaints, empioyee training, or supervision. Batch production
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Review of labeling used on cylinders of compressed medical oxygen filled by your
firm reveals the products to be misbranded within the meaning of Sections 502(a),
502(b){1) and (2), and 503(b)(4) of the Act. Labels bear the unquailf" d names of
other firm's, such as Puritan Bennett, Liquid Air, and tiquid Carbonic, in addition to
the name of your firm. Except as provnoeo in 21 CFR 201.1(h)(1), no person other
than th i{

he manufacturer, packer, or distributor may be identified on the iabel of a drug
product. As the reﬁller your firm is considered to be the manufacturer. Therefore,
only your firm's name and place of business should appear on the label. Labels
aiso fail to bear a statement of the quantity of contants, and the statement "Caution:
Federal law prohibits dispensing without prescription.”

With respect to the above referenced 502(b)(2) violation, the contents of cylinders
may be expressed in terms of the available volume of Oxygen U.S.P. in liters at 70°
F (21.1° C) and one (1) atmosphere.

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 determi-
nation 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 GMP 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 owner, 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 GMP 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.

You should notify this office in writing, within fifteen (15) working days of receipt of
this letter, of specific steps you have taken to correct these violations. If corrections
cannot be completed within 15 working days, state the reason for the delay and the
time frame within which corrections will be completed.
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our reply should be directed to Jimmy E. Waithali, Compliance Officer, U.S. Food
u

and Orug Administration, 7200 Lake Eilenor Drive, Suite 120, Orlando, Florida
32809, telephone (407) 648-6823, extension 263.
Sincerely,
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Douglas D. Tolen
Director, Florida District
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