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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Focd and Drug Administration

Refer to: CFN 1111563 Baltimore District

900 Madison Avenue

Baltimore, Maryland 21201

Telephone: (410) 962-4099

May 22. 1997
-]E ': ! ‘R I ‘l‘l-r -l g-‘ -[ —r .-——-r l.—l. —ls

Mr. J. Robert Danley, Manger, Regulatory Control
Nellcor Puritan Bennett, Inc.
9101 Bond Street
Overland Park, Kansas 66214-1726
Dear Mr. Danley:
During a Food and Drug Administration (FDA) inspection of your firm located in Linthicum
Heights, Maryland on April 29 through May 2, 1997, our i".vesaiga&ors documented deviations
from the current Good Manufacturing Practice Regulations (Title 21, Code of Federal
Rggmangns (CFR). Pans 2'10 and 21 i) d ng mc oxygen manufacmrlng op‘-rat: "'hese

50!(a)(2)(B) of the Federal Food. Drug and Losmcuc Act (Act).
Deviations documented during the inspection include:
l. Failure to calibrate the oxygen analyzer used to assay Oxygen, U.S.P. Your firm

did not calibrate and/or document the calibration of the laboratory SENINGNNES
Oxygen analyzer on at least two days where transfilling occurred.

2 Failure to properly calibrate thollians.Oxygen analyzer used for the assay of
Oxygen, U.S.P., in that the laboratory analyzer had a loose connection in a frayed
clectrical cord that causcd the reading to fluctuate.

3 Failure to estabiish adequate written proccuun.s uc'slgncd to assure that correct
iabels and iabeling are used. including identification of the oxygen, by applying a
lot or control number that permits the determination of the mswry f"ne
manufacture and control of the batch. Your cylinders arc assigned one lot number

for an cntire day's processing.
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tlure to es ablish batch pfoduciioﬁ records for each batch of uxygcn. US.P. to

hat each significant step in the manufacture, processing, packing, or
holding of the batch was accomplished at the time of performance. Your batch
production records do not indicate specific tests and examinations performed during
the pre-fill operation.

&

5.+ Failure to follow written procedures in the execution of the various production and
- process control functions. For example, on May 29, 1997, labels were observed
being placed on compressed gas cylinders after transfilling, rather than before or
during, as stated in the Gas Production Manual (GPM) Section 331,

n sufficient detail, the

6. Failure to cstablish adequate written procedures describin
control procedures for the issuance and reconciliation of medical gas labels.
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as the education. training, and experience to provide assurance that
the Oxygen, U.S.P. has the safety, identity, strength, quality, and purity that it
purports to possess. There is no documentation to assure that managers who
approve batches of Oxygen, U.S.P. for distribution and who provide training to
production employees arc qualified to perform such dutics.
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cumenti thai cach person rcsponsnmc for supcr\/lsmg the manufacture of
h

Additionally, it was observed during the inspection that you
statement, "Caution: Federal la aw p hahns dnncmma with

201 100(b)(1). We
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This letter is not intended to be an all-inclusive list of deficiencies at your facility. It is your
responsibility to ensure adherence to cach requirement of the Act and regulations. The specific
violations noted in this ictter and in the FDA 483 issucd at the closcout of the inspection may be
symptomatic of serious underlying problems in your firm's manufacturing and quality assurance
systems. You are responsible for investigating and determining the causes of the violations

@ identified by the FDA. If the causes are determined to be systems problems, you must promptly
P initiatc permanent corrective action.
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significant deviations from the Act. They may elect to defer or discontinue payment for any
heaith care product in violation of state or federal iaw.

We acknowledge that you have submitted to this office a response dated May 15, 1997,
concerning our investigator’s observations noted on the form FDA 483. Your responses to
Observations 1(a), 1(b), 1(d), 2, 3, 4(a). 4(b), 6, and 7 appear adequate. A follow-up inspection
will be required, however, to assure that the corrections have been made.

Your response does not adequately address those violations relating to Observations 1(c), 4(c), 5
and 8. Detailed comments on your response are enclosed
You should take prompt action to correct these deviations. Failure to do so may result in
regulatory action being initiated by the FDA without further notice. These actions include, but
are not limited to, seizure, injunction, and/or civil penaltics

N

P  Plcasc notify this office in writing within 15 working days of receipt of this letter of the specific
steps you have taken to correct the noted violations, including an explanation of each step being

taken to identify and make corrections to any underlying systems probiems necessary to assure
that similar violations will not recur. If corrective actions cannot be completed within 135
working days, state the reason for the delay and the time within which the corrections will be
completed.

Your response should be directed to the Food and Drug Administration, 900 Madison Avenue.
Baltimore, Maryland 21201, Attention Jennifer A. Thomas, Compliance Officer.

Sincerely y%s.\
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- MNMecdatoaale,

»I IVI. LJUVDIIl l\y ~
cting Director
altimore District
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cc. Earl M. Bane, Branch Manager
Nellcor Puritan Bennett, Inc .
608 Nursery Road

Linthicum Heights, Maryland 21090



