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U.S.C. 374(a)]' and/or Part F or G, Title lll of the Public Health Service Act [42 U.S.C. 262-264)%
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! Applicable portions of Seciion 704 and other Sectlons of the Faderal
Faod, Drug, and Casmatic Act [21 U.S.C, 374] me quoted balow:

Sec.704, {ali1] For purposes of enforcement of this Act, officers or
employess duly designated by the Secretary, upon presanting ap-
propriate cradantiala and & written nolice 10 the owner, oporator, o
agent in charge, ars suthorired [A] to enter, ot ressonsbls times, any
tactory, warshouss, or establishment in which food, drugs, devices, of
cosmetics are manufactured, processed, packed, or hald, for intro-
duction inte interatete commerce or atter such introduction. or to enter
any vahicls being used to transpart or hold such food, drugs, devices, of
cosmetics in inlerstale commerce; and [(B] (o inspect, al reasonabla
times and within reasonable Emits and in o ressonable manner, swch
lactory, warshouse, establishment, or wehicle and all pertinant
#quipment, finished and unfiniahed matevials, conteiners, and fabaling
éhﬂmn‘ 5 anhma luu_ of m lu':ma wagih-ama, satablishment, or
ultin, ratery in which prescription deugs, nonprescription diugs
inllndlddfnr hh:?ln use, of mplgtﬁﬂmﬁcn ."I m.an!mmm,
processed, packed, or held, inspoction axtend to all things therein
finchedting  records, fies, , PrOCeEsfs, controls, and faciities)
Desring on whether prescription drugs, nonprescription dr inanded
far human uss or, restrcted devices which are ad:?euhd ar
mishranded within the moaning of this Act, or which may not be
manufaciured, infroduced into interstate commerce, or sobd, or offerad
for sale by reason of any provision of this Acl, have been or are b
manuilaciured, processed, packed, Transportéd, or hald in Bny su
place. o otharwise bearing on violation of this Acr Mo inspaction
authorized by the preceding sentance or by paragraph (3] shall extend 1o
financinl dats, seles date ather than shipment dats, peicieg date,
parsonnel data lother than data as to gqualifications of fechrcal and
professional personnel perforrning functions subject fo this Act), and
resasrch data fothor than date relating fo new drugs, antibiotic drugs
and davices and, subject to reporting and igpection under reguistions
lewlully izsved pursuent o secton W ar k), secton 50717 or gl
section 5T8. or 52Ngl, and date m fo gthgr drugs or devices
which in tha case of & new diuyg be subjec! 1o reporting o
inspaciion under iswlel reguialions fssued purswant to section SO5H of
the fitlel. A separste notice shall be glven for sach such inspection, but
» notice shall oot be reguired for sach entry made during the pariod
covarsd by the inepecthon. Each such inspection shall bs commancad
and complated with ressonable prompinass.
Sec. 704{al Every person required under section 519 o 520(g1 10
mainiain records and every persan who is in chargs of custody of such
records shal, upon reguest of an officer or umpln';ea desgnaled by the
Secretary, pormat such officer or employes al all reasonable times to
have accéas to and to copy and verily, such recoerds.

Section 704 (1)1} A person aceradited under sectian 523 10 ravitw
reporis made under section 510{k} and make recommendations of initial
clagsifications of devices to the Secratary shall mainiain records
documenting the training gualifications of the person and the employess
of the person, the procedures wsed by the person for hendling
confidantial intormetion, the compensation srrangements made by Lhe
person, and the procedures used by he person to wertify and avoid
conflicts of interast, Upon the request o! an officer or employees
designated by the Secratary, Whe person shed pormit the alficer or
omplayee, at all reasonable Umes, 1o hewve access Lo, 10 copy, and 10
warily, the recards,

Section 512 (1M1} In the case of any new animal drug for which an
Ig.pmri_ of an IFIIDBEI‘IIEII_'I fiad purguant 1o subssction [gm i3 in efleet,
1 applicant shall pstablish and maintain such records, and maks such
feports to the Secretary, of data relsting to experiance, including
experance with uges authorized under subsaction (ali4HAL and other
dats or information, received or olharwise obtained Dy awch applicant
with respact 1o such diug, of with respect fo ansnal fesds beanng or
containing such drug. as the Secretary may by general regulation, of by

order with respect to such application. prescribe on the besis ol &
finding that such records end reporls are necessary In orded 1o enable
the Secretary to detsming, of facilitate & determination, whather there
it of may be und for invoking subsaction {e) or subsection (mi(4] of
this section. Such regulation or order shall provide, whare the Secrelary
dosms it to be appropriate, for the examination, upon fegquest. by the
porsons Lo whom such rogulation or order is applicable, of similer mfor-
maten recénved o otharwise obtained by the Secratary.

[2) Every parson required under ths subsection to manisin
racords, and evaery paraon in f.mrg‘m custody thersof, shall, upon
raquest of an officer or employes desi sd by the Secrefery, permit
such olficer or employes at sl reas temes 10 have access to and
copy and verily such records.

2 bla sactions of Parts F and G of Title |Il PubSic Health Sarvics
Act [42 U.5.C. 262-264] are quoted below:

Fart F - Licensing - Bialogical Praducts and Clinical Labaratorios
andrresan

Sec. 3B1(c) "Any officer, agent, or employes of the Depsriment of
Health & Human Services, authonzed by the Secratary for the purposs,
may dufing &l reasonable howrs enter and [nspect any establishmant
for the propagaton of emanufacture and proparation of sy wirus,
sedum, toxin, antitoxin, veccine. blood. blood component of dedivative,
allerganic preduct, of other product aforesaid for sale, barter, or
axchange in the Distnct of Columbia, or to be sent, carried, or brought
from any State of possession nlo any other Stale of possession of
inte any forsign country, or from any fosesgn country nlo any State or
possassion.”

Part F - ******Contral of Radiation.

Sec. I60 Ala] "I the Secretary finds lor good ceusa that the methods,
tesis, of programs related o electionic preduct radintion safety in a
particuiar factory, woarehouss, of astablishment in which alectronic
products are manufactured or hekd, may not be adequate or reliable,
officers or employees duly designated by the Secretary. upon
presenting appropriate crodentials and 8 writtan notice 1o the cwner,
oparatar, of agent n charge, are thereafler auithorized (1) 1o ealer, 81
raasonable twnes sny ares in such lactory, warehouse, o eslableh-
meny m owhich the manufactures's tests lor fesing programs! required
by saction 358ih) are cerred out, and [2] to mEpecl, ai ressonabla
wmas and wathin ressoneble limits and in & reasonable manner, (he
faciities and procedurés within such ared which are raélated (o
Hottrmﬁ:u:ramt.t radiation safety. Each such inspection shall be
commencod and completed with ressonable promptness. In pdditon ta
other grounds upon which good cause may be found for purposes of
this subsection, good cause will be considersd to axigt »n any casa
whare the rmanufacturer has introdwced into commorce any alactionic
product which doss nol comply with an applicable standard prescribed
under this subpart and with respect to which no axamption from the
notification regurements has been granted by the Secratary whder
sectien 358(al(2] ar 3591e).”

il "Ewéry manulaclurar of electronic products $hall establish
and maintasn such records fncludging testing recorcs], make such
raports, and piovide sech  slonmation, &3 the  Seceslary muﬁ
redsonably reguire e snable him 0 delésming  whelher  suc
manufscturar has acted or is sctling in comphance with this subpait
and siandards pie- sciibed pursuant 1o this subpart and shal, wpon
riquest of an officer or employes duly designated by the Secratary,
pormit such officer or empleyee 1o inepect appropriate books, papars.
records, and doguments relevant to  determining  whather  such
manulfsciurer hag acted or = “tll‘li in complsnce with standacds
prescribid pursuant to section 35%(al.

AR

FORM FDA 482 {9/00) PREVIOUS EDITION 1S DBSOLETE

HOTICE OF INSPECTION
{Contnuad on Reverisa) EF



DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AMD DRUG ADMINISTRATION

DISTRICT OFFICE ADDRESS AND PHONE NUMBER DATEIS] OF MSPECTION

booo m-bl-vb"']}ﬂw{.-, Suie. 1ol |‘;_ 2060 2
aptimbre El.ffmd 212 j 5 mm!lmn

HipY T779-54%<y4

HAME AND TITLE OF INDIVIDLUAL 'I'O WI'IJM REPORT IS ISSUED

ro: K. £aul Tﬂg_d_uﬂ:nm:lh ﬁl.'b ﬁrt‘T:APmJ* qud CEC

FRM MAME STREET ADDRESS

EIT'I’. STATE AND ZIF CODE 1 TYFE OF ESTABLISHMENT INSFEC;FED ’ i

(1703 Plhga

DURNG AN INSPECTION OF YOUR FURM [ SERYED:

. Failu-e 4o Assore Lhe lot number of Hhe
+tat Prmdu et C" . I
[omg)) veceved ot & mine'nt Ao EJ-UGIJ-I#C-LD'DI%

E:Lu Mewt recovdS 1wdidate Jhe lot
WO mbes~ 6L ilq-e, 4. ot rociu..‘l- as 01906l whevw
> Emhen rtcew:n am d Pa,;_.l.tq_qmg Ships
amg pBotch !r't.f-t?'fd phd ilete Mol ot NUmMbEN
as olgoil A,

SEE YEEIS] Slﬂ-ﬂ_ilm“‘ t‘s] ’?{T fDA'I'E ISSUED
oF s : Skicant ;{};./ 03
PAGE . Tamae, K. Dmﬂmﬂm?f

EF



.7-1-% R [REHR UG P
IREDERCE RO F )G T
oD st (B
AN 1

SERVICES CORPORATION

May 08, 2003

The District Director
Department of Health and Human Services

Food and Drug Administration
000 Metro Drive Suite 101
Baltimore, Maryland 21215

Ref. FORM FDA 483 Inspectional Observations Page 1 of 1
Dated April 2, 2003

Dear Sir.

EMINENT Services Corporation is (EMINENT) pleased to submit the following response along with pertinant
supporting documents to the Inspectional Observation cited on Form FDA 483 during the audit conducted on

April 2, 2003

Observation:

1. Failure to Assure the lot number of the test product ANV,
received at Eminent for Study # (Y @S shipment records indicafe the fof
number of the test product as 019011, where as Eminent's receiving and packaging slips and

Batch record indicate the jof number as 018011A.

Response:
During the recelving inspection EMINENT personnel! inspected the receipt of
10 mg (manufactured by (IIIESENNN——)) on March 14, 2001 with Receipl
Number 01R0281 and EMINENT Sample # 015-0005 and recorded the Lot Number
“019011" as appeared in accompanied documentation. Since the product is intended for
double blinded studies, the actual product was not labeled.

Though the documentation accompanied the shipment has the lol number as “019011%, on
March 22, 2001, while issuing the components for packaging and labeling operations for BR#
0180081, EMINENT noficed that the lot number was printed as “019011A" on the ouler
shipper containing the product. EMINENT staff verified the discrepancywith

QA Representative who is present during the packaging and labeling
operations. assured that the product lot number is "019011" and the additional
letter “A” represents the packaging operation. Upon his assurance the ot number was
comected to “019011A" in the Receiving Slip, Packing Slip, and the Batch Record.

Please find an atiached letler dated April 3, 2003, from P Clinical
Research Manager, th explanation relating to the procedures followed

by Qg In issuing the lot numbers as well as providing assurance that the production iot
number of the product is “019011" and the packaging lot number Is “019011A"

If further infermation is needed do not hesitate 10 call ma at {240} 628-1972. Thank You.

Sincal

K. Paul Thadikonda, PhD
President & CEO The Pre-EMINENT Provider of Pharmaceutical & Info Tech Services .
-@.ﬁf



K. Paul Thadikonda, Ph.D.
President and CEO

Eminent Services Corporation
7495 New Technology Way
Frederick, Maryland 21703

3 Apnl 2003

Subject: (IR Clinical Study # CLO-0199
Dear Dr. Thadikonda:

The cover letter dated March 13, 2001 which accompanied our
shipment to you of IR (: :sc in the CLO-0199
clinical study referred to (NS Lot #019011. Its attached
Certificate of Analysis and Request for Clinical Trial Material i3S
Supplies (RCTMS) form also referred to Lot #019011. The
manufacturing lot number for the batch was 019011. ¥

However, when that batch was packaged there were 4 packaging %4
configurations. (R SOPs provide that an alpha character is
appended to the end of the manufacturing lot number to
differentiate each of the various packaging configurations (A, B, C,
etc.). Of the four A configurations, three were in
bottles. The ome for the clinical study was unique in its
configuration of cartons of il cach. The sy were
contained in foil packet strips of ten (4 strips per carton). The lot
number for the clinical study packaging configuration was
019011A.

While the cover letter and RCTMS did not include the “A” with
the lot number, the RCTMS did clearly describe the “A”
configuration of cartons of JEEE cach. Further, the outer
label indicated Lot # 019011A.

The Certificate of Analysis (COA) is comrect in having the
Production Lot # 019011 as it covers the entire manufactured lot of
300,000 SN, and COAs are not specific to the wvarious
packaging configurations.



Please be assured that { RN s confident that we
and Eminent Services adhered to all appropriate GMP and GCP
regulations regarding the packaging and labeling of the clinical
supplies for CLO-0199, and that we believe the documentation is
both reasonable and adequate.

Sincerely,

]
Lo

Associate Director
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