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_n Serzamber 2000, investigators from FDA’s Balzimors District
CZZize concucted an insvecticn at your ILacility To assess
acrhersznce o the Good Larcratcry Practice (CGLP; rscgulzations,
Tizis 21, Code of Federal Recgulations (CJFR:, Paxrt Z8 The
insteciicon covered your Ziym's activiti=s a8 & nistologic slide
Tre2raraIlon service

ZurInz The inspectlon, Tig A InVestigaicrs ICund several
ZevzrTurzss Irom the GLP rz=gu_ziions These finZ-n=gs wers listed
— = - =

cecticonal Observazticns Form FDA-4383 wnlon was issued to
z tne conclusion of tnhe lnmspecticn. We have svaliuacTed the
- o

rzpery: of Chis lnspecticr and YVOoUr respcnse ¢ $IA's rzouest on
-=C 2001 for accicicma_ informaticrn anc soncliude Tnat

ailed Co adhers Te The GLP rsguiaticns. We emphasize

We Iound that since you

joka=ts cf histolcgy si: Tor CGLP stuiisg. We acknowledge
WoOUY IZTment thacﬁ:_ o ) _j audits

vour Izcilicv every 1-Z2 montns.  Altheugh 2 spenssr mav.periczcrm
L i owr 3uudlss, the gensryzl oroosss audizs
| :]ic oz fulfill t£hs vyagui=-sment I0r an
—m-tTrzzaess AU inspectizczm 2= aach[;_ LT studv tnat you
coniuzt (22 CFR 58.3%56iz 3 Turthermers, ZAY 2ucCits zeriormed
ol [; :]of Cneir own studles 4o net orovctiis QAU coversight
by spon Elhay
e
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the reguiremanI & assure in-procsss QAU inspection of esacn GL
study that vcuo Cconducc.

(2) You failsd o maintaln a Ccopy
all nonclinical Lzpcratory studies

facility thaz ccztained all the e-
regulations [2Z IFX 538.35(b) (1)].

revised master scrn=cduie submitted to
f2ilg to lisit the currentstatus’of T

‘on of violations is net intended to ke an

all—lnclu51ve Zist cof deficiencies zt your facility. Faz.u

correct these wiclatiens may resulz in rszgulatory acticn

further notics. VYou should notifv tnis office in writing)
3; working days ¢Z vsceipt cf this letze

zhat you have Zzx=m To <

ur fubture scudlies.
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If you have amy gusstions concerning these matters, ple
contact:

.7, Viswanathan,

Lzsccizta DirscTor

ThisZ, GLP & Bicecgu:o
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_-r-ce of Medicga: zo -2y

Zznzer for Drug IZvzalustlicn and Research
TZZC Standisn Placs, Fzem LI

T2k Filie, MD  20&EE

Tz=lspncone: (301} 2Z7-3=x%2
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