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May 20,2004

VIAH \ID DELIVE
The Honorable Kathanne 8. szden

United States District Court - District ofNew Jersey ' S S S L
Martin Luther King Federal Buﬂdmg end G L

LS. Courthouse
50 Walnut Street
Newark, NJ 07101

-y e oy e

Re:

-~ -

© Dear Judge Hayden:

: We represent deﬁ‘endmts Dr. Reddy’s Labcramnes, Ltd, and, Dr. Reddy’s
Laborautaries, Ing, “DRL”) in the above referenced matter. Enclosed p}ease find a couglesy copy

of DRL’s motion requesting & stay of the above proceeding orin the altemative an exiension of

defendants” time 1o answer, movs or otherwztc reply. LR

This case was prec:p:tatad by DRL’s ﬁhng with the United States Foad md’ Drug
Adminstration (FDA) an application o market a product called Ame@ Plaintiff Bfizer then
brought this action for patent infingement, seekmg essenhally to enjoin. DRL from making,
using, or selling AmVaz®. Pfizer later filed an action with the FDA, objecting fo the FDA’s
approval of AmVaz®, Pfizer’s action coused the FDA to stay DRL’s AmVnz®1 approval

pendm mnhu review and that *tay and mwcw is ongoing. !

DRL makes this mmmn because the FDA apprcval for AmVaz@ rema § stayed
pending the FDA’s re-evaluation of the. 8ppmval decision. Moreover, Pfizer’s case ¢ allcngmg
the AmVaz® approval, filed in the United States District Cowrt for the Diswrict of Colunshia, has
been stayed pending the FDA’s review of the AmVaz® appmva} We believe thht court’s
reasoning applies equally here. :
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Respectfuny submzt!eé, |
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1t js also worth naimg that the patent at jssue bere, Pﬁw 5 ‘909 pat t, is the
subject of three separate actions brought by Pfizer in other courts and that even if the FDA
should u nmately determine that Reddy shanld be panmned to prcnzed with its AmVa:

!

product, it is cnnre]y possible ma: the merits of this case may well be. recolved in one of those
other eases. By way of example, in one case suramary judgment briefs are presently pex’:dmg and
therefore a trial in that case (i necessary) will otcur long before wialin thxs case. :

There!‘ore, DRL respectfuﬂy requests a stay of thxs pracaedlng The stay would
be au.ommc.:dly lified seven (7) days afier {be FDA i issues xts dctermmmon‘ In the alzcmahvc.
DRL requests a ‘%O dAy extension af hme 10 ﬁle its answer

ce {via facsimile and federal emp:ress) 0
Milton Sherman, Esq.
David E. Dal.crenzx. Esq
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UNITED s:rAms DISTRJCT COURT
DISTRJCT OF NEW .TBRSEY i
. X i
PFIZER, INC., T
R N Judge Katherine S. Hayden
Plaintiffs, SheE e
v } ST j(*’iviI-&ciiban ‘o:iwcﬁv-zszg' .
DR. R.I:DDY’S 1 asomwms, LTD  MOTION Fon STAY OR
and DR. REDDY'$ LABORATORIBS INC : EXTENSION OF T METO |
i ! ANSWER
Dgferfz,@gynis._, STEoy RN .
: bt : ae
{
TO: Milton Sherman i
KAYE SCHOLER LLP . {
425 Park Avenue i
New York, New York 10022 i
 {212) 836-8000 o i
j
Dade De Lorenzi , ,;’ ‘
~ GIBBONS DEL DEO DOLAN 2
 GRIFFINGER &VECC}-HONE PC i
One Riverfront Plaza . £ :
Newark, New Jersey 07102-5497
(973) 596- 4500 :

W Y WP N

PLEASE TAKE ’\IOTICE the m‘idsrs"gned attomeys for Dr. Reddy 5 Labcratonés I:nc

and Dr Reddy s Laboratories, L!d, (heremaﬁer ‘DRL Y on May 24 2@64 or sm:h othar d.;te asg

counsel may be heard shall move befme the Dzsfmt of New Jmey fﬁl’ an Ordar staymg t&us

; pmceudmg, orin the altematwe, extendmg time wnhm w.'mch DRL may answex, move nri

- oiherwise reply to ihe Comp!amt ﬁled by P}mnnff herem and i it 15 m;ar:semed tha‘t

1. Pr evmuslya ﬁﬂeen‘;(;;l 5): day extension was requgszgd pn.May,& 2004 and !g..med

by the Clesk;

r'.

H

2. The mandste of the Court of Appeals for the Federal Circuit, remandirig ths case,

Y
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jssucd April 22, 2004'@& .
' !
3. The time to answcr, movc or otharwme reply ezpm:s on May 21, 20()4 t

- FLEASE TAK:E FURTHER NOT ICE max in suppon c:f smd manon,. DRL rehes upon

the enclosed Declaration of Frank D Rednguez

- I-‘rankD Rednguez 0-‘DR-3973)
. Vijayant Pawar (VP-7642) o
. BUDDLARNERPC.
150 John F. Kennedy Parkway
Short Hills, New Jersey 07078
Telephone: (973) 379-4800

~ Attorneys fot
Defendants
Dr. Reddy's Labﬁrawnes Ltd. and

Dated: May 20, 2004 ~ Dr.Reddy's Labamtcsms, Ine.
01004 NS ; ,
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umrm STATES DISTRICT COURT 4
DISTRICT OF NEW JERSEY ‘ :
- e 9 o e G e O - --------------- i 1 a = ~AumayysnSan e . ..’.-..-x f
PFIZER, INC., % SR R
| ; Plaint;iiﬁ's, | : | : |
v. . Civil Action No, 02-CV-2829 (KEH)
DR, REDDY'S LABORATORIES, LTD, :
and DR, REDDY'S LABORATORIES, INC,,
Defemﬁ‘ﬂ@ts, - ;
o b e e T e 8 ok g R i ( g e e x

\‘

DEC LARATION OF FRANK B RODIUGDEZ IN SUPPORT OF DEFENI) T8
MOTIONFOR A STAY OR 30-DAY EXTENSION OF TIME TO ANS‘WE
MOVE OR OTHERWISE REPLY PURSUANT TO ‘L.CIV R 61(b)

s
LFRANK D. RODRIGUEZ do hereby declarc as. fmﬁaws ;
| 1. 1am anattorney wn}:\ the law finn. of Budd Larner, P i.‘. counsel for dei‘axad
Dr. Reddy s Laboratories, Inc. and Dr Reddy s Ldbordtanes, Lid. {haremaﬂer “DRL'*) Isubmit
this declarztion in suppon of DRL’s mah on far a stay of pzoceedmgs or m the ahemanw a 30«
day extension of time to arj. SWET, 1 c;_wn-or mhevwnsc \reply.
| A Bwkgmnnd , |
| 2, n December 2001, DRL ﬁled anew dmg @phwnm ¢ ‘NDA“) under 21 J.8.C.

55(b)(2) seeking approval 1o market a heart medzcme AmVaz® (am}ad;pme maIeate) i '

3. DRL filéd a paragraph v ccmﬁcatmn with the FDA agamst Psﬁzcx sU. Si Patent

i
No. 4,572,909 (the *'909 patent") whmh was hsted inthe Orange Beak for Pﬁzar s Norbasc@

~ product (amlodipine besylaie:)

T
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4, On June 12, 2002, Pﬁm ﬁIed ﬁus acuon agamst DRL cXmmmg mm DRL

P ““.h"‘“ P

AmVaz® product inﬁ'inged Pﬁzer’s '909 patent. - i
5.  Pror to filing an ms“*?er, on Juze 21 2002, DR]. moveﬁ 10 dasmxss the coxlﬂplamta
undé.: Fed.R Civ.P. 12(b)(6), for faihire 1o =ta1e 3 c]an;n upcm wh, chxeh»ef ceuid ‘be graméd

Pizer oppesed the mouon.

L - i S e

6. After hcanng oral axgumcnt en Dec em’oer 11, 2002 ﬂw dzsmct court, on i
December 17,2002, & amad DRL’s mcmcm to d;smass and entered Judgmem n f‘aw: of I:)RL

7. Pfizer filed its nnnce uf appﬁal 10 the Coun ot‘ Appeals for 1he Fecbral Cimm on
Jenuary 24 and February 1y 2003, , 3 "

8. The matter was bncfad 1o the Court of App&ais fartha?adaral Cimuit anp{orai ’

ArgUMEnts Were held on ]uh 9, 2003, e : ' | N 5 ;'

9. I.n an opinjon dated. I-“ ebruary 27, 2004,1115 Fsderaiil‘utmtl’aneixavexsadlthe
lower court’s Judgmem of dlsmxsﬁal. LR e | B : St , ;:

10, OnMarch 12, 2004 DRL ﬁied aP tmon for Rehearmg andlor Rebeanngbiu

Panc io the Federal Ci yeuit, w}uch was demed on Apnl 15 2004.

i cas s Yl

11, The mandate of 1h¢ Fedcral Cm:uat was docLeted o Apnl 22, 2004 1.hus ‘
beginning the perod within v-lnch DRL hﬂd 1o ﬁ]a an ansv» e to Pﬁze.r s complsmt. ‘
12, On May 6, 2004 BRL ﬁlcd fore c}erk’s eﬂensmnﬁf nme to answer purs}?am to

L.Civ.R. 6. l(b), cxtcndmg thc tzmn to answer o May 21 2004

o e

13. DRL 1eque=te.d ﬁom Pﬁzer 3 60—day ex‘tmsmn of ttme m answex the mm?!mnt

and ihe request was;dcni'cd by Pﬁw on M;ay 12,2004, : 5 o | 'E

v sis padts 41 wai Aman=o e
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14. Followmg FDA apprm’al of DRL 5 AmVa1® (mlod:pme maleatc} prcdu';:!, ;
Pfizer sued the FDA in an action m whxch DRL has mtawemed ‘ i '
|
15. Follovnng, the ﬁlmgfnf Pfi ze;' 5 smt, ﬂ:sc PDA stayeé ihr: appmval and it 15} now 1e-
. z.

cvaluating its approval. (See Aﬂacheﬁ Exhxhat A)

§

oy o N

16. As a result of ihat smy, the United States Dlstnct Cwm far the sttncl of ;
Columbia has stayed Phizer’ s Iawwun chailengmg the FDA’s appmval of DRL’ AmVaz@

produ‘.’i (Pfizer v ﬂmmp.san, ez al., 63 -CV- 2346} (Ssc Aﬂac’hed Exh:bn B). Pﬁzer s challenge

10 the FDA'S approv al of DRL 5 Am\’ z® product wag concldcred by the dx<mct courl whe ~

LX) """“’"ﬂ""“ e

unnecessary if the FDA did not appmVe DRL 5 AmVaz® prodm:t. B

17, The FDA has yet to make a daczswn with respect 10 ﬁs stay of approval. B

1

conceming DRLs amlodzpme product, AmVaz@

18.  Reddy seeks & :tay of this ac‘uon pendmg tha ,’FDA’s demnmna’lmn. The gtay will

not likely delay dispasition of issx.es rele\ am 1o th:s case be;ause 1he: vahd:ty of Pﬁzer 1900

patent for its amlodlpme product (ihe patem at issue in thxs casa) is ah-eady bemg challcn?.ed by
two oiher genenc phammceutwal compa!ﬁes. Mylan Laboratones inthe Westem stmc?; of
Pennsylvania (Pfizerv. Mylan Phdrmacmncals Inc., e aI 02-5'0—162 8) and Toxphatm, Inc in’
the Nonhem stmct of lllmms (Pﬁzerv Tarpharm Inc., 03 cv~5"89) 'I‘he Pﬁzer V. My}an case
is at the supymary wdgment ciage and wﬂl likely goto mal m Me. 2094 cr aarly 2005. ’{

19, Thereld is also curremly pmdmg in the Soume.m msmct ef‘%w York: anmher Lase.
between Pﬁzer and DRL regardxng the same ‘909 patem cun'emly a issue m this case (f?ﬁzer V.

Dr. Reddv’s Labs., et al., ,04-0%3349). %

et i o i o

S
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20,  Under the cucmns*.ancts, BRL beh eves. i would be a tound use of both Juﬂxcxa'!
and pmy resources to exay this proceedmg al kast unm the FDA makes 3 ﬁna} detenmnahon of
its app“m‘a' for A.m\’az@) L i 7 | k ; 1 ,

2. DRL merefore respeciﬁﬂly mquests a stay of this pmcee&mg, md?iheﬁrfnve.'fgor

DQL {o file an answer ip this cm unm seven (7) days aﬁer ﬂ:e PDA ma&ea & ﬁnal deterxﬁmaﬁqn o

1€ Eardmg the appm\val for w\’az®

P

22, In the altemanve, DRL rcquests a 30- day emcnsaon w : :e}ns answez.
1 declare under penahy of peqmy undm‘ ﬁne ]aws of me Umted Siaie: of America hat the

foregoing is true and cormect 10 1he 'ue,m ofmy Imowledga mfbmauon and be.mf

Dated: May 20, 2004

Frask D, Rodrigoez ¥
0193 ’

e e e+ o MRS S B P
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