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IN ‘l-EKE UNITED STATES DISTRICT COURT 
FOR THE EASTERN DISTRICX OFPENNSYLVA?qIA 

. Sm BEEC!HAM CORPORATION, 
SMlTmW BHKHAM P.L.C., and 
BEECHAM GROUP, PLC. 

V. 

ApOTEXCORpOTcATION,GpOTEx,TlNC., 
and TORPHARM, INC. 

. . 

. . CIVIL ACTION 

. . NO. 994X-4304 

. . NO. OO-CV-4888 

. . NO. OM.!V-159 
I . NO. Ol-CV-a69 
. I 

SD BEECW CORPORATION, and 
:J<dge R. Barclay Surrick 
. . 

BEECW GROUP, p.1.c. : CIVIL ACTION 
v. I . NO. ?9XV-2926 

. 1 NO. OMX-5953 
GENEYAP I3iimMAcEuTIcALs, INC. I. I. 
SmlNE BEECHAM CORPORA’I’TON, and . . 
S-m BEECHAM, P.L.C., and : CIVIL ACTION 
BEECHAM GROUP, ph. . . NO. oo-CV-1393 

v. . . NO. 00&V-6464 
. NO. 014X-2602 

ziENITHGoLDLlr?EP~ CEUTICALS, INC. and I 
SUMIKA FINE CwEk2[cALS CO., LTD. . . 
SMITHKLINE BEECHAM COFWOIUTION, and . I 
BEECHAM GROUP, P.L.C. : CXVIL ACTION 

V. . . NO. OI-W-1027 
. . NO. 01-(x-3364 

ALPHAPHARMPTY., LTD. . . 
Sm BEECH&l CORPORATION and . . 
BEECHAM GROUP, P.L.C. . . CIVIL ACTION 

VI . . NO. 01-W-2981 
. . 

ANDRX PHAIRh4ACEu~C~S, INC., . I 
ANDRX PlisAlwxc~cALs, L.L.C., . . 
BASF COIXPOliUTION, . 
BASF PJ5ARktA~ NCMBH&CO,KGmd i 
KNOLL A,G. . 

,sB’” oBmcTIoNs AND RESPO&ES TO 
APOTEX CORP., APOTEX, I&!. AND TORP~. INC.‘S 

FIRST SET OF RJKW’EST~ (Nos. I-141 FOR ADMTSSION 
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Pt,muad to Rules 26 and 36 of the Federal Rules of Civil Proeeduw, plainti& 

. . . SmithKline Beecham Corporation, SmitbIUine Bee&am pk., and Beecham Group p.1.c. 

- (ct&ctively “SW) object and respond to the First Set of Requests (Nos. l-14) for Admi&on of 
I 

defer&ants Apotex Corp., Apotex, Inc., and Torpharm, Inc. (collectively L’Apo~“) as follows. 

. . GENERAT, OBJECTIONS 
.: . The General Objections set forth in SB’s Responses aad Objections to Apotex7s E+st &t . :. 
. . 
I’ . of Interrogatories (Nos. l-l l), dated April 7,2000, are adopted and are incorporated herein by 

. reference. 

RESPONSES TO ADMISSXON REQXJESTS 

Admission Request No. 1 

The clinical trials disclosed in and submitted in support of Smi~e’s N&L-o. 2% 

O?l for paroxetine hydroohtoride did not use a product that is or that contains p-eke 

mesylate or the mesylate salt of paroxetie. 

Response 

Admitted. 

Admission Request No. 2 

The clinkal trials disclosed in and submitted in support of Smi~iae’s NDA No. 20- 

03 1 for paroxetine hydrochloride did not include any clinical trial test restits in which the safety 

and ef&acy, to FDA standards, of paroxetine mesylate ormesylate salt was determined. 

Response 
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SB &nits that the cWcal trials disclosed in and submitted in support of SB’s MDA NO. 

20-031 for paro~etine hydrochlotide did not include any clinical trial test rest&s in which the 

safety and efficacy ofparoxetine mesyiate or mesylate salt was determined. 

SB objects to the remainder of Admission Request No. 2 as caWg for an admission of 

law or a purely legal conclusion rather than csstatements or opinions of fact or of the applition 

of law to fact?’ as required by Rule 36(a) of the Fe&r& Rules of Civil Procedure. 

$8 also objects to the remajnder of Admission Request No. 2 as calling for expert 

optionastoFDA standards. . 

Admission Request No. 3 

Prior to January 1,1998, SrnitbKline performed no FDA-sanctioned clinical 

imzstigatiops with paroxetine mesylate. 

Response 

Admitted. 

Admission Request No. 4 

prior to &mary 1,1999, SmitbKXne performed no FDA-sanctioned cl&&d 

investigations with paroxelkie mesylate. 

Response 

Admitted. 

Admission Request No. 5 

prior to January 1,2000, SmitbKljne performed no FDA-sanctioned clinical 

investigations with paroxetine mesy~ate. 

Response 

. 
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Admitted. 

Admission Request No. 6 

. Prior to January 1,2001, SmithKlizle performed no FDA-sanctioned ckical 

investigations with paroxetim mesylate. 

. . . . ‘Response 

Admitted. 

Ad&&on Request NO. 7 

Prior to January 1,2002, SmithKline pe15ormedno F’DA-smctioned clinkI 

im?e$tigations with paroxetine mesykite~ 

Resdonse 

Admiti 

hbissioti Request No. 8 

Prior to January 1,1998, StithKline~~ormed no double-blind clinical investigations 

with paroxetine mesylate and pamxetim hydrwhloride. 

Response 

AdDliUd. 

kimission Request No. 9 

Prior to January 1,1999, SmittiKltie performed no double-blind clini4 investigations 

with paroxetine msylate ~TKI parcwtine hydrochloride. 

Response 

Admitt,ed. 



. * 
'Sep-17-03 04: 11 pm T-433 P. DOT/O1 2 F-072 

Admission Request No. 10 

Prior to January 1,2000, Sm.itbK%ne paformed no double-bIind clinical investigations . . 

with paroxetine mesylate and parvxetine hydrochloride. 

Response 

Admitted. 

Admission Request No. 11 

Prior to January 1,200 1, SmilbTCEne perfinzned no double-blind clinical investigaiions 

with paroxetine mesylate and paroxetine hydnahloride. 

Response 

Admi#ed. 

Admission Request No. 12 , 

Prior to January 1,2002, SrnithKEne perGormecl no double-blind clinical in&tigatio% 

withpamxetine mesyktte and paroxaine hydrochloride. 

IhSpOPSe 

AChlli@d 

Admission Request No. 13 

Smi;tbKliae has not granted Synthon Pharmaceuticals, Inc. the right to rely on any 

SmithKline proprietary data that is disclosed in SmithKline’s NDA No. 20-03 1 in support of 

Synthon’s NDA NO. 21-299. . 

Response 

Admitted- 

5 
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03 1 for &oxetine hydrochloride did not determine, to FDA’s standards, that the salts of 

. 
paroxetine hydrochloride and pwoxetine mesylate are bioequivalent. 

.* . 
Response 

SB admits that its ckkal trial disclosed in and sub& in vrt of SB’s NDA No. 

20-p31 did wt use parowtine mesylate. See ]Response to Admission Request No. 1. 

SB objects to the remainder of Admission Request NO. 14 as calling for an admission of 

law or a purely legal cox~clusion rather than “statements .or opini01U Of fact or of the application 

of law to fact” as reqvired by Rule 36(a) of the Federal Rules of Civil Procedure. 

SB also objects to the remainder of Admission Request No+ 14 as calling fin expert 

opinion as to w31e&er paroxerine hydrochloride and paroxetine mesylate are bioequivaknt 

accmrding to FDA standards. 

Dated: September 17,2003 

of Counsel: 
Ford F. F&w, Jr. 
Robert D. Sajefkky 
Richard B. Ravine 
Howard W. Levine 
il?lNNEGAN, l!lEtNDERSON, FARABOW, 

GARRE’IT&DUNNER,UP 
1300 I Street, N.W., Suite 700 
Washington, D.C. 20005-3315 
(202)408-4000 

we B. Bischoff 
Sally k stee 
BA.U+ARD SPAHRANDREWS (8; 

INGERSOLL, LLP 
1735 Market street 
Philadelphia, PA 19103-7599 
(215) 665-8500 

Attorneys for Plaintiffs, 
SmithKline Beecham corporatioll$ 

SmithKZine Beecham, p.Lc, and Bee&am 
Group, p.Lc. 


