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Atlanta, Georgia 30309
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60 8th Street, N.E.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

An inspection of your drug manufacturing facility, Piedmont Laboratories located at 2030
Old Candler Road in Gainesville, Georgia, was conducted between August 30 and
September 11, 2001, by Investigators Penny H. McCarver and Jawaid Hamid. The
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for pathogenic bacteria. The first documentation that an investigation was being conducted
was an Investigation/Corrective Action Request and Deionized Water System-Corrective
Action Report Summary initiated on September 4, 2001, after our inspection was initiated.

You have failed to appropriately validate the manufacturing processes currently utilized for
all of your drug products. You could not provide documented evidence which established a
high degree of assurance that all of your manufacturing processes were effective and could
consistently produce a product meeting its predetermined specifications and quality
attributes. You failed to validate the purified water system to ensure that it meets your
established specifications for purity and quality. The water system was approximately
twenty years old when installed in 1997. A validation effort was not initiated until 1999.

The validation conducted was seriously deficient. Although an out of specification result

1 f rm growth during validation of the household products line, the testing

y repeated and the retest results were reported. No validation was performed of

the personal care line as required by your validation protocol. No installation or operational
1

Q

em. The validation consisted of a performance
household products line. No revalidation efforts have been initiated in

w cleaning/sanitization procedures and
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microbiological resuits. Your firm had a

monitoring of the water system components, revised cleaning and sanitizatio
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and audits of outside microbiological testing facilities.
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Your firm failed to follow written procedures on file for the water system. Although routine
sanitization was to be performed every @ilweeks, our review of your water system records
revealed that the sanitization was actually being performed once every one to two months.
Water samples were not being tested withindjii##hours of sampling and no release is being
issued to the Compounding Supervisor as required by your procedures.

This letter is not intended to be an all-inclusive list of deficiencies at your facility. It is your
responsibility to ensure adherence to each requirement of the Act and regulations. The
above deviations were included on the Inspectional Observations (FDA 483) which was
issued to and discussed with Thomas Misgen, General Manager, at the conclusion of the
inspection. A copy of the FDA 483 is enclosed for your review. The specific violations
noted in this letter and in the FDA 483 could be symptomatic of underlying problems in
your firm’s 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 initiate permanent corrective actions.

Federal agencies are advised of the issuance of all Warning Letters about drugs so that they
may take this information into account when considering the award of contracts.
Additionally, pending New Drug Applications, Abbreviated New Drug Applications, or
export approval requests may not be approved until the above violations are corrected. You
should take prompt action to correct these deviations. Failure to promptly correct these
deviations may result in regulatory actions being initiated by the FDA without further
notice. These actions include, but are not limited to seizure and/or injunction.

I am in receipt of a formal response to the FDA 483 that is dated September 20, 2001, from
Mr. Misgen. We are encouraged by the corrective actions promised in the letter. This
response has been forwarded to Investigator McCarver for her review. We would hope that
your response to this Warning Letter would include any steps undertaken to address the
impact of these problems on your cosmetic products also. The use of adulterated
components in these products is also of significant concern to the District.

Please notify this office in writing within fifteen (15) 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 problems
necessary to assure that similar violations will not recur. If corrective action cannot be
completed within 15 working days, state the reason for the delay and the time within which
the corrections will be completed. You may reference the above September 20 response if
you feel it adequately addresses the observations noted. Your response should be sent to
Philip S. Campbell, Compliance Officer, at the address noted in the letterhead.

Sincerely yours,
W%Qﬁéd - Mecereetr

Ballard H. Graham, Director 24»/
Atlanta District



Enclosure

cc: Thomas Misgen, General Manager
Piedmont Laboratories, Inc.
2030 Old Candler Road
Gainesville, Georgia 30507



