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) WARNING LETTER
L 4
Dear Ms. Mendoza.
An i ction of your medical oxygen manufacturing facility was conducted by Food and

O

.D-;ug Ad ninistration (FDA) Investigator Kenneth M. Okihara on April 29 through May 7,

=TT

1997. The inspection revealed serious violations of the Federal Food Drug and Cosmetic
Act (Act) as follows:

VIOLATION BRIEF DESCRIPTION

501(a)(2X(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 Manufactunnz
Practice (GMP) regulations, parts 210 and 211 (21 CFR 210 and 211).
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nic hom vesscls at vour faulnv [21 CFR 211, 165(a)].
iﬁga-_y ach vertical gas liquid (VGL) container is received from
upplier w_Lv a valid certificate of analysis (COA). However, since



Nancy A. Mendoza
Honolulu, Hawaii

the analysis is not witnessed, cach VGL must be tested for identity.

Additionally, periodic analysis should be performed by your firm to
verify the reliability of the supplier's analysis and a sample of a new
batch should be tested annually by a third party for compliance with
United States Phaninacopeia (USP) specifications.

Failure to assay one filled medical oxygen gas cylinder from each
filling sequence for conformance with USP specifications [21 CFR
165(a)]. Specifically, onc cylinder from cach manifold filling sequence
should be tested for identity and strength. No test results were
recorded on the following Compressed Oxygen Cylinder Batch Logs of
lot numbers: 030497A, 030597B, 010697, 0307978, 010797, 0411978,
C and D, 011397, 011497, 011597, 0415978, 041697A, 011797,
0219978, 022197A and B, 012297, 042297, 012496, 0324978,
012797A and B, and 012997B.

Failure to vent and cvacuate cach cylinder prior to filling with medical
oxygen gas [21 CFR 211.84(d)(5)). Speccifically, cach cylinder, prior
to being filled with a medical gas, should be vented to atmospheric
pressurc and evacuated to a vacuum of twenty-five inches of mercury at
sca level. Thesc steps were recorded as not being done by the word
"NO" entercd in the "Vent” and "Vac." columns of the Compressed
Oxygen Cylinder Batch Logs of lot numbers: 010297, 010697, 010797,
010897, 011097, 021097A and B, 011397, 031397A, 011497, 011597,
011797, 021997A, 012197, 022197A, 012297, 012496, 022697A,
012797A and B, 022797A, 0129978, and 013197A.

Failure to review laboratory and production records for accuracy,
completencess, and compliance with established standards prior to
relcase for distribution [21 CFR 211.92 and 21 CFR 211.194(a)(8)].
The following lot numbers of the Compressed Oxygen Cylinder Batch
Logs were not initialed or signed by the reviewer: 020497A, B and C;
031097A and B: 021797A; 042197A; 042297, and 022597A.

Failure to assign a diffcrent lot number for cach batch or manifold
filling sequence [21 CFR 211.130(c)). The medical gas filling
manifold has twenty outlets. However, more than twenty cylinders had
the same lot number on the Compressed Oxygen Cylinder Batch Lot as
follows: 010897 on sixty cylinders, 011097 on thirty-two cylinders,
011397 on thirty-two cylinders, 031397A on thirty cylinders, 011597
on thirty cylinders, 011797 on fifty-four cylinders 012197 on thirty-
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ailure o inciude compieie information on each batch production

21 CFR 211.188], and failurc to reconciic the quammcs of
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§, used and returncd on each batch production record |21

Q5

Failure to establish detailed written roccuurcs for aii medicai liquid
211.10

¢
and gas operations {21 CF .100(a & b)].

Failure to quarantine cach finished drug product prior to releasc {21
CFR 211.142]

Your drug produci Oxygen, USP, is misbranded in that it is regarded

as a prescription urug and its labeling fails to bear the statement,
"Caution: Federai Law prohibits the dispensing without a prescription”,
or the modificd caution statement, "For cmergency usc only when
administered by properiy trained personnci for oxygen deficiency and
resuscitation. For ali other medical appiications Caution: Federal law

prohibits mspcnsmg without prescription” [21 CFR 201.100(b)(1), 21

e

CIFR 211.122, 21 CFR 211.125, and 21 CFR 211.130j.

The above identitication of violations should not be construed to be an all inclusive list of
deficiencies at your facility. It is your responsibility to ensure that your facility is in
complete compliance with all requirements of the Act.

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