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November 22, 2000
VIA FEDERAL EXPRESS

In reply refer to Warning Letter SEA 01-09

Larry Caplan, President
Respicare Home Respiratory and Medical
3902 West Valley Highway North, Suite 110
Auburn, Washington 98001
WARNING LETTER

Dear Mr.Caplan:

A Food and Drug Administration (FDA) inspection was conducted on October 25 and 26, 2000
at your liquid oxygen repacking facility located at 3902 West Valley Highway North, Auburn,
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:

e The supplier(s) name and address are not shown on the photocopies of the Certificates of
Analysis for incoming Oxygen, USP.

e The name of the person actually performing the identity tests for incoming Oxygen USP is
not recorded in the log. In addition, Management or the Quality Control Unit does not
review these records as required.

e Your firm does not have a functioning Quality Control Unit (QCU).

e Your firm lacks documentation of the following operations:
1. Pre-Fill checks for inlet/outlet inspections
2. Filling of Cryogenic home vessels
3. Volume or contents gauge inspections
4. Label Inspections



(=

Re: Warning Letter # SEA 01-09

operations:

Respicare Home Respiratory and Medical, Auburn, Washingion

X

Your firm has failed to establish writt

Mr. Larry Caplan
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