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WARNING LETTER
CERTIFIED MAIL
RETURN RECEIPT REQUESTED Refer to MIN 97-26
Daniel L. Haile
President,

Lakeshore Respiratory Therapy Care Services S.C.
621 York Street
Manitowoc, Wisconsin 54220

Dear Mr. Haile:
On December 18, 1996, Investigator John P. Hermann of the Food and Drug

Administration conducted an inspection of your liquid oxygen USP transfilling
firm. The investigator found your firm to be operating under significant

~ deviations from the Current Good Manufacturing Practice (CGMP) regulations

for drug products [Title 21, Code of Federal Regulations, Parts 210and2ll (21
CFR 210and 211)].

Oxygen USP is a drug within the meaning of Section 201(g) of the Federal Food,
Drug and Cosmetic Act (the Act).

Your medical gases are adulterated within the meaning of Section 501(a)(2)(B) of
the Act in that the controls used for the manufacture, processing, packaging or
holding of the product are not in conformance with 21 CFR 210 and 211.
Violations encountered during the FDA inspection include, but are not limited to,
the following:
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. Your firm does not perform adequate tests for identity and strength
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on each batch of transfilled oxygen USP, i.e., failure to test th

incoming oxygen USP by one of the following methods: (1) have an
individual who has received training specific to the analytical
methodology witness the testing; (2) rely on a valid Certificate of
Analysis from the supplier along with an identity test on each fill of
the vehicle-mounted vessel with Liquid Oxygen (LOX); or (3)
perform the full USP testing [21 CFR 211. 16S(aYI Your firm

a written procedure describing nprfnr-manre and
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incoming bulk LOX for strength and xacnur.y and lacking an
acceptabie Certificate of Analysis. Although you are now receiving
bulk LOX with a Certificate of Analysis, it bears repeating that you
must perform an identification test on the oxygen if you wish to use
this testing option.

I enclose a copv of a speech entitied “Fresh Air ‘96" delivered at the New Orleans
Medical Gases GMP Workshop held in Baton Rouge, LA, on April 23, 1996, by

FDA National Expert Duane Sylvia. Please note that the testing of incoming bulk

liquid oxygen is addressed on pages 4 and 5.

Therapy Care Services S.C,, it is ultimately your responsibility to ensure Lﬂat the
oxygen USP from your facility in Manitowoc, W1, is transfilled in compliance wi
all applicable statutes enforced by the FDA. Federal agencies are advised of the
issuance of all Warning Letters about dx‘ugs so that they may take this
information into account when considering the award of contracts.
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As a drug manufacturer you are responsible to easure that the appropriate changes
are made to your operation to bring your products into compliance with the law.

You should take prompt action to correct these violations. Failure to correct these
violations may result in regulatory action inciuding seizure and/or injunction
without further notice.

We request that you notify this office in writing within 15 working days of your
receipt of this letter of the measures you intend to take to correct the cited.
violations. If the corrections cannot be completed within 15 days, state the reason
for the delay and the time within which the corrections will be completed.

Your reply should be directed to Compliance Officer Howard E. Manresa at the
address indicated on the letterhead. Mr. Manresa may be reached at (612) 334-
4100 ext. 156.

Sincerely yours,

IMC&M au
“John Feldman

Director
Minneapolis District

HEM/cd
Enclosures: “Fresh Air ‘96"
FDA-483, 12/18/96



