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In reply refer to Warning Letter SEA-01-01

Gregory H. Walmsley, President
Oxarc Incorporated
4003 E. Broadway
Spokane, Washington 99202
WARNING LETTER

Dear Mr. Walmsley: :

A Food and Drug Administration (FDA) inspection was conducted on August 17, 2000, at your
medical oxygen gas manufacturing and liquid oxygen repacking facility located at 291 Ohme
Gardens Road, Wenatchee, Washington. Medical gases are drug products as defined by Section

201(g) of the Federal, Food, Drug, and Cosmetic Act (the Act).

During our inspection, deviations from the Current Good Manufacturing Practice (GMP)
requirements (Title 21, Code of Federal Regulations (CFR), Part 211) were observed. These
deviations cause your medical gases to be adulterated within the meaning of Section

501(a)(2)(B) of the Act, in that the methods used in, or the facilities or controls used for, their
manufacturing, processing, packing, storage, or holding, are not in conformance with the GMP

regulations.

The deviations included the following: -
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Failure to test five batches of medical oxygen gas packed in hi .
identify and purity. These batches were identified as #0021-1; #0021-2;
manufactured on 1/21/00; #5101808 manufacture 1
on 7/18/00. These batches were released for
discrepancies were reviewed. -
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Mr. Gregory H. Walmsley, President
Oxarc Incorporated, Spokane, Washington
Re: Warning Letter # SEA-01-01

Page 2

e Failure to provide ongoing training of your employees in GMPs as evidenced by the
deficiencies found during the inspection such as completing production records, reviewing
records for discrepancies, and taking appropriate action when discrepancies are found. Also,
an unauthorized employee was acting as a “reviewer” and signing the fill log for
approximately a five month period.

e Failure to perform the calibration of thermometers used during gas filling operations.

This letter is not intended to be an all-inclusive list of deficiencies at your facility. It is your
responsibility to ensure adherence to all requirements of the Act and regulations at your facility.
The specific violations noted in this letter and in the FDA-483 issued at the closeout of the
inspection may be symptomatic of serious underlying problems in your firm’s manufacturing ar
quahtv assurance systems. You are responsible for i investigating and determining the causes of
the violations identified by the FDA. If you determine the causes to be systems nmhle you
must promptly initiate permanent corrective action.
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