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Certified Mail
Return Receipt Requested ReZerence No: 01-HFD-45-1101

Wha Suk Eum

President

American Histolabs, Inc.
7605-F Airpark Road
Gaithersburg, MD 20879

Dear Mrs. Eum:

itimore District

In September 2000, investigators from FDA's B
facility to assess

Office conducted an inspection at your facili
adherence to the Good Laboratory Practice {GL ) regulat:ions,
Title 21, Code of Federal Regulations (CFR art 58. The
inspection covered ycur firm's activities as a histologic slide
preparation service. '

During the inspection, the FDA investigators fcund several
departures from the uLP regulations. These findings wexrs listed
on an Inspectional Observations Fcrm TDA-433 which was Issued tco
you at the conclusion of the inspection. We have evaluated the
report of this inspection and your response to FDA's request on
February 6, 2001 for additional information and conclude that
your firm failed to adhere to the GLP regu.ations. We emphasize
that:

(1) You failed to assure that there was a gquality assurance

unit (QAU) as described in § 58.35 [21 CFR 58.31(c)].

-

We found that since you terminated ycur private QAU ¢
September of 1998 you failed tc assure QAU oversight
preparation of histology slides for CLP studies. We acknowl
your comment that BioReliance Corporacion (Rockville, MD)
your facility every 1-2 months. Although a sponsor may p
QAU audits of their own studies, tne general prccess audi
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23, 2001 response indicating that pefsonnei
applicable standard operating procedures does no
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