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‘%..~b+~d NOV 29 2001 WARNING LETTER Food and Drug Administratim

Rockvilk MD 20857

Certified Mail
Return Recei~t Reauesced

.
Wha Suk Eum
President
American Histolabs, Inc.
7605-F Airpark Road
Gaithersburg, MD 20879

Dear Mrs. Euro:

Re=erence No: O1-HFD-45-11O1

In September 2000, investigators from FDA’s B~ltimore District
office conducted an inspection at youY facility to assess
adherence to the Good Laborator” Praccice {GLP) regulations,
Title 21, Code of Federal Regulations (CFR) , Parr 58. The

inspection covered your firm’s activities as a histologic sl
preparation service.

During the inspection, the FDA investigators fcund seveyal
aepart-~res f~om the GLP regularior.s. These findings we~e li
~~* ~~ Inspect~onal obserratior.s 5crm 7DA-453 which was issued tc
you at the conclusion of the inspection. Vie have evaluated the

report of this inspection and your response tO FDA’ s r=zuest on.

February 6, 2001 for additional information and conclude that
your firm failed to adhere to the GLP regulations. We emphasize

that :

ide

steal

(~) you failed to assure that theye was a qualit~< assurance
unit (QAU) as described in ~ 52.35 [21 CFR 58.31(c)] .

We found that since you terminated ycur private QAU concract in
September of 1998 you failed to assure QAU oversight duzing the

preparation of histology slides for GLP st’~dies. We acknowledge

your comment that BioReliance Corporation (Rock-~ille, ~) audits
your facility every 1-2 months. Although a spcnsor may perform

QAU audits of their own studies, the general prccess audits
performed by BioReliance do not fulfill the requirement for an
in-process QAU inspection of each BicReliance GI.P study that YOU

conduct [21 CFR 58.35(b) (3)] . Furthermore, QAU audits performed

by BioReliance of their own st-~dies co not provide QAU cversight
for studies by sponsors ocher zhan BioReliance. your F$bruary

23, 2001 response indicating that personnel follow all
applicable standard operating procedures does rot relieve you of
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the requirement to assure in-process QAU inspection of each GLP
study that you canducc.

(2) you failed co maintain a copy of a master schedule sheet of
all nonclinical laboratory studies conducted at the testing
facili~y that contained all the elements requized by the GLF
regulations [21 CFR S3.35 (b)(l)].

Specifically, the revised master schedule submitted to FDA cn
February 23, 2001 fails to list the current status cf the
studies.

The above discussion of violations is not intended to be an
all-inclusive list of deficiencies at your facility. Faiiuxe to
correct these violations may result in regulatory action without
further notice. You should notify this office in writing,
within fifteen. (15) working days of receipt of this lettez, of
the specific steps that you have taken to correct these
violations for your f-~ture studies.

If you have any questions concerning these matters, please
concact :

C.T. Viswanathan, Ph.D.
.?.sscciate D~rector, Biaequi-~alence
C.hiei, GLP & Bioequivalence In’;escigazions ~~anch
3ivisian of Scienti=~ ..c Investigations
Office of Medical Policy
Center for Drug Evaluation and Research
7520 Standish Place, Room 151
Rockville, MD 20855
Telephone : (301) 827-5460

Sincerely,

d
Joanne L. Rhoads, M.D., M.P.H.
Acting Dizector
Division of Scientific Investigations
Office of Medical Policy
Center fc~ Qrug Evaluation ad Zesearclh
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