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October 15, 1997

WARNING LETTER

Mr. Arthur Reses, President.
Lincoln Medical Supply
1226 Atlantic Avenue
Atlantic City, New Jersey 08401

File No.: 98-NWJ-03
Dear Mr. Reses:

During an inspection of your medical oxygen repacking operations,
located at 1226 Atlantic Avenue, Atlantic City, NJ, between
September 10-16, 1997, an Investigator from this office documented
deviations from the current Good Manufacturing Practice Regulations
(cGMPs), Title 21, Code of Federal Regulations (CFR), Parts 210 &
211. These deviations were noted on the Form FDA483, List of
Inspectional Observation, issued at the close of the inspection.

The above stated inspection revealed that a prescription drug
product, namely Liquid Oxygen, USP, repacked at your facility, is
considered to be adulterated within the meaning of Section
501(a)(2)(B) of the Federal Food, Drug and Cosmetic Act (the Act),
in that the methods used in, or the facility and/or controls used
in transfilling are not in conformance with cGMPs as follows:

1) Lack of an established Quality Assurance/Quality
Control Unit, with designated individuals responsible to
approve/reject components, labeling and release of
finished products and the review and approval of
established procedures, as they relate to your medical
oxygen transfilling operations.

2) Failure to assay the filled high pressure cylinders of
oxygen for identity and strength, prior to rele
example, from August 6 – 11, 1997, while the
Analyzer Unit was out of service,
cylinders were filled and released , without assay testing
to ensure strength, purity and identity.

3) Failure to properly calibrate the Oxygen
Analyzer, used for the assay of Oxygen, USP, in that your
firm did not utilize the high purity nitrogen standard
required to calibrate “zero” on the meter. Additionally,
calibration of the’~xygen. analyzer, is not
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documented, nor calibrated with a standard source of oxygen.
your firm also lacked a written procedure to describe this
calibration process.

4,.)Failure to test each lot of bulk liquid oxygen to
confirm identity. Additionally, periodic testing to
confirm your supplier’s certificate of analysis regarding
identity and strength, was not performed.

5) Failure to establish adequate batch production and
control records, including documentation that each

significant step in the manufacture, processing~ packing
or holding of the batch was accomplished. For example,
batch records for liquid oxygen were not reviewed for
accuracy, dated and signed. Additionally, there was no
documentation to indicate that identity testing was
performed on liquid home reservoirs. Deficiencies were
also noted on numerous batch records of gaseous oxygen,
specifically lacking entries for temperature and pressure
during filling and testing for purity, identity and
leaks.

6) Your firm’s procedure manual, covering all aspects of
medical oxygen repacking operations, was found to be
deficient in that it was not signed, dated or reviewed by
responsible individuals. It also lacks examples of
approved product labeling.

The above list is not intended to be all inclusive of deficiencies
at your facility. It is your responsibility to ensure that your
medical gas repacking operations are in compliance with the FDGC
Act and the regulations promulgated under it. You should take
prompt action to implement corrections. Failure to take corrective
action may result in regulatory action without further notice.
These regulatory actions include seizure and/or injunction.

We are in receipt of your written response to the insPectional
observations, dated September 26, 1997. We are unable to comment
on the adequacy of your response, since the revised procedures you
reference were not included with your response. A reinspection
will be needed to verify your corrective actions and evaluate your
firm’s compliance with cGMPs. We offer the following comments to
your written response, as they correlate to the FDA483
observations:

FDA 483 Item 3) Your response relates the failure to utilize the
high purity nitrogen standard as a lack of training. While we
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agree that training is needed to reinforce established procedures,
the observation made durina the inspection indicated that the
nitrogen cylinder was available but no~ used since it did not have
the proper fitting for use with the~

FDA483 Item 4) The manufacturing guidelines for the hand–held
analyzer, referenced in your response, was not available during the
inspection. Since calibration of this unit is based on these
guidelines, the manual must be maintained on site.

FDA483 Item 6) Your response references that the hand–held oxygen
analyzers will be calibrated with 21% oxygen, but is unclear if a
standard oxygen tank will be used to ensure this percentage.

FDA483 Item 11) Your response contains the documentation of your
supplier’s certified experienced trainer, who provided recent
trainina. However this observation related to the experience and
qualification of your consultant, who has previously been
responsible for training and recently revised all policies and
procedures related to your operations.

You should notify this office in writing, within 15 working days of
receipt of this letter, of the additional steps you have taken to
ensure compliance. Your reply should be sent to the Food & Drug
Administration, New Jersey District Office, 10 Waterview Blvd., 3rd
Floor, Parsippany, NJ 07054, Attn: Mercedes B. Mota, Compliance
Officer.

Sincerely,
.-

DOUGLAS ELLSWORTH
District Director
New Jersey District

CERTIFIED MAIL -
RETURN RECEIPT REOUESTED


