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DEPARTMENT OF HEALTH & HUMAN SERVICES Food ‘and Drug Administration

8an Francisco District

1431 Harbor Bay Parkway
Alameda, California 94502-7070
Telephone: 810-337-8700

Our Reference: 2937635
January 17, 1997

John P. Byrnes, President
Lincare, Inc.

19337 US 19 North, Suite 500
Clearwater, Florida 34624

| . Dear Mr. Byrnes:

An inspection of the compressed medical gas repacking operation in your firm, Home
Respiratory Care Company, located at 1431 North Market Boulevard, Suite 1, Sacramento,
California 95834, was conducted on November 22, 25, and 26, 1996, by Food and Drug
Administration (FDA) Investigator Karen G. Hirshfield. The inspection revealed serious
violations of the Federal Food, Drug, and Cosmetic Act (Act) as follows:

VIOLATION | BRIEF DESCRI

501(a)(2)(B) Your drug product, Oxygen, USP, is adulterated in that the controls used
for the manufacture, processing, packing, or holding of this product are
not in conformance with the current Good Manufacturing Practice (GMP)
regulations, Title 21, Code of Federal Regulations, parts 210 and 211 (21
CFR 210 and 211), such as:

1. Failure to assay incoming liquid oxygen for identity and strength prior to
filling home units. [21 CFR 211.165(a)]. Specifically, your firm relied on
the supplier for the complete testing of the oxygen, USP; however, the
Certificates of Analysis (COA) are not complete. For example, during the
period of June 1992 through October 1995, the COA's lacked the
supplier’s name and address, an air liquefaction statement, and the test

. method used for analysis. Currently, a COA lacks a reference to the test
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John P. Byrnes 3
Clearwater, Florida

Adulterated and misbranded drugs may be seized under authority of the Act, Section 304.
The introduction or dehvcry for introduction into interstate commerce of any adulterated
and/or misbranded drug is prohibited by the Act, Section 301(a).

A copy of the Form FDA-483 (Inspectional Observations) which was prescnted to Center
Manager, Allen H. Heise, is enclosed for your reference. I have also cnclosed a .copy of the
Food and Drug Administration’s booklet entitled ngmmmmw;m a
copy of a speech by Mr. Duane Sylvia of FDA’s Office of Compliance, Division of
Manufacturing and Product Quality, Center for Drug Evaluation and Research -and 21 CFR

part 211. The Compressed Medical Gases Guideline and Mr. Sylvia’s speech contain useful
information on how to comply with the requirements of 21 CFR part 211.

Please notify this office in writing within fifteen working days of receipt of this letter, of the
specific steps you have taken to prevent the recurrence of similar violations. Failure to
promptly correct these deviations may result in enforcement action being initiated without
further notice. If corrective action cannot be completed within fifteen days, state the reason
for the delay and the time needed to complete the corrections. Please submit your response
to the Food and Drug Administration, San Francisco District Office, 1431 Harbor Bay
Parkway, Alameda, CA 94502-7070, attention: Drug Team Leader.

Sincerely

Chtsicia O M
Patricia C. Ziobro

District Director
San Francisco District

Enclosures:

FDA 483

21 CFR part 211

Speech by Mr. Duane Sylvia
Compressed Medical Gases Guideline



