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VIA HAND )DELIVERY 
rhv Honorabse Kdtharme S . Hayden : i . . . 
L;nited Stmes Dr5trict Court - District of Now Jersey . , : . . ' . ; ; . . ' : . . . . .' 
iMartis: Luther King FC-dr-ral Building and 

i US. Courthouse 
5O Walnut Street ± . 
Newark, NJ 07101 . , 

lke: Pfizer v, X7RL (Civ5 l .Action 1Lb. J2-C`Ja, ~29,~ 1 

` Ue3r Jv~~e.H'~tyde~ : ; 

We rePavsent defendants 'Dr. Ri~dd 's :Laboxnt~:::~, Ltd . and Dr.J~edd5"'s ~' , 
t.alaor :ttoxirs, Inc. (.,DFtL") irs ;he abnve TEI-erenUld m, attea- . Enclo~~yd please iard a cou,tesy copy 
of DRL's motion reque: ting a stay of the above prQCLeding or in the alternative ~ exienszon of 
dcts 2tJctils' timc to urismer, move ;.P vthe.-wise reply . x - 

. . 
. . 

f , . . . 

f1is t..Rt~ was precipitated by DR ..'s filing cviihthc, t.3rited Stgies Foodjaiid Drug 
.AduyiJ~.isiration (FDA) an application to ma:ket a product called AinVazt, Plainbff Tzer t~r= 
-brought this aclion Cor Patent ir&ingemtnt, seeking essen~ally to enjoin DU ~~o mazr,g, 
using., ur sellinS Arr,,v'azG). Pfizer lates f1led an action with tf ;e FDA ; ob'ectin ~ i~s t~e FDA 
approval of ArnVazt. Hzea's action c2usEd ±;ye FDA to stay DJ~.L'~° .~z~:~1~t$~~ ~~pro~?al , 
pending t;0r-tber review and that stay a;id mview is angoafzg . ; 

"K DfZL rn~kes th:s motion bt:ause :he FDA approval ~'nr .~.~V~,ze rem~3ns stay~d 
pending The PpA'a rC-e~rRlUa4aoa1 Of the approval decision . 3r~oytrvcr : ~'~acx's casc c~alltngza~s 
the ArnV az(-R-approvaI, filed an the United States District Court foy tbe nist,rici o8 Cohtaihia, has 

' been stayed pending the FDA's review of the PmVazO appyv-vai. We dAt courrt's . 
reasoning applies equally here, 

. ; . 
i 
; 
t ; . 

Nt%Y :tCfsw CHGRRY "LL 5~1c~RR 4-ALA FHfA . AT~MWYIE 
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i 
r 
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. . . . ~ ~ . ~ .. r: ~ 3 . . . . 

` The Ho), x"':athSrir~e S_ Jlayden i 
; 

Pep 2 
. . . . ~ . . . . . . .. . . 6~ . 

..~ ~ .. ~ . 

Tt as oiso ~°arth r~oting that she paler~t at issuc here, PfiZez'Ys `~09 pzte~i, is the 
, ,1tbjeGt of rhree separate actions broug~.ht by Pfizer in other courts anti that even ii -Ze FDA 

slyoirld uI!inzately determine tl~aai :~.eddy shotld be pez~tted to Proc.eer3 ~~it?~ its AanVZ4 

proc3itc;t, it is entirely possible ibzrt Tbe rnerns of this casemay be rcsolved in orld of those 
other s:~~se;~ . By ,,13y Of exan3pleT i.~s One case {ur~x,ory jud,~;m~rt briefs ara pr~:~:~ .~tly p~r~}ding and . 
lhcrefure -a trial ill t7}at case (if neceysary),M'J occur long before tiiai in this ca~m 

Therefore, pRI., respectfa7ay reqi,ae;is a stay ol'this prec.eeding, The st~y would 
;,so allzon,atica3ly jifted sr;ven (7) day5 aFber ibe FDA issues i#5 ftterTinas:ona L thr. allcrnatirre, 
DRI. : rquests a ~0-day exter.s:on of time 10 ale its answer. ' 

e 

S . . . . . . . . . . . . . . ' ~ ~ > .i . . . . . . . . . . ~ . . , . . t . . . . . . . . 

Respectaully sikmftteda = 
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; ° 
. . . FLR:bfa Frai* D, Rodr-igvez 

t 
cc (via-rhcsin7ile =d federal express) 10 : 

Milton Shcrm4n, Esq . 
David E. I3cLCrenzi, Esq. 1 . ' 
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1 

vrrrTED ST.~~~ ~S D1STRI CT COURT 
Dx~ 'OJCT OF NrEW JERSEY . . 

. 
. _~ ------------------ . . . . . . --x F . . , . . . . . . ~ ~ . 3 . 

.( . . . 
. . . . . . . . '- f 

PFIZER . TNC~, ; 
. hzdge Katberi~ic SB Hayden , 

k~3air?a~sr e 
o 

. o t~:~s? Action Nlc~ 02-CV-28529, . 

DR. ~a~l~'~''S ~.~OI~T~3~1ES, LTD ., . '~7~`~'~~h~p FOP, STAY C~~ ? 
and DR. I;TDDY'S L.-kBCJRATORiFS, NIC., . EXTENSION OF T'JIM TO 

n ANSWER 
DEfi~ndants . : 

--- ---- -- --- - ------- .. . .~o.o ._ ., ....o . ...-_. ._.... .. 

7~0: Milton sheman 
. KAYE S C1-lOi.ER LI.P 

425 Park Avenue E 
New York, New York 10022 : 

° (217) 83(,-8000 ; 
David E . Dt I..orenzi 
GjDBaNs DEL DFo DOLAN 
UrFFrnTGER & VEc~I-PONE, P.C, 
OneRivcrrioni Plaza 
Mtwerk-, New Jersey 07102-6497 , . 
t973 ;1 596-4500 

; 
i , 

PLEASE TA.~ ~4~T'I~:E t1~~, irn~e~sig~~~1 vytcrney=s for Dr, ReddyYs ~.aborstori~s, 1he . 

and pr. Ree-Jy's Labo:44OneS, Ltd, tjh ereinafrer ̀ URL"} on May 24, 2004 0.,snch other 410 as 

Lounsel~nYav be heard, shall mcsvebefiore thr, D:sta-sc ; of NCvar Jersey for an Order staywg tL e 

pracetiding or in the alte.maiive, exter:du~g ~me within which DRL may =«erg move or ~ 

oihervvise r:-ply to ihe Cornplsiz~l filed by P!v-ataff berein, and it is reprcswed tliat ; 

I . Previously a fifteen (15) day extension was, requested on Afa~~ 6, 2004 and 119ar:ted 

by ~he CIexk; 

`2. Thc rnapdateaf the Court of Appeals for the Federal Circuit, rem=dinyg lhis case, , ,. 

� 
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' ` . . UMTED STATES DISTRICT COURT 
DISTRICT OF NTW ?ERSEY ; , ; 

.......... --------- .... . . . . . . 

PFIZER. TNC., 
` 

, 
Plaintiffs, : 

f 
y, : Civil Ac.tio-il w2-CV-7229 (K,6H) 

r o 
DR. .RE.DU`S"S L AB'ORATOR.rES, LTD ., ~ i 
and DR. i`+EUL1' 3yyV LABOR.,kTOF.YES, INC ., : ; . . 

; , 
I7~fe:~~~~t5~ : 

- --- - --- -------- . . . . .. . _e ._ ._.o_.__- . -____n_-n . . .~_ ., .~ ~ , 
. . . e-

I7ECLAR.kTION OF PP,4NK xBa r"aODRIGUEZ IN SUPPORT OF DF~,FEND~T'~ 

h~10'T1' FOR, A S~"~~' OR 30-DAY Y ' EXTENSION OF T1';~E TO ~u"~S~' ~"~t 
MOVE OR OTHERWISE REPLY PURSUANT TO 1-CIV,I2., 6.1(b) F 

s 

I; FRANK D. RODR1GUEZp do hereby dtrInre, as follows: 
i . 

l . I` am ar: attof-ncy vvi~ka the law firm of Budd Larnf,-r, P.C .4 cou-Psp1 inr dtfe4dants 

Dr, Reddy's Lab+orafories, Lac, and Dr. Rc.ddly's ~..aborat~rie~, Lid, (her-inalft e; 'I~aP ~T submit 

this declaration in suppori of DRL's motion for a stay of poceedirgs or in the-,Otematav~ a 3Q- ̀ 
. ~ ' 

d2y extension of t1I17P.It7 u.S%ver, move Or clMm1se < ep)y, 
t 

A, P:3C.hgPo1lTld F 

.~. . In Deeei:xbeT 20f31, ,DRi, f?led a ria~N drug ;~pplkatian ("ND,A") under 21 ~.SsC. 
t . 

353(b)(2) sceelcang approd$lsa market a hew! medicine, A=Vaz.C~) (ursloespint maIeate) . ~ 

3. DRL flkd a par-agrqh IV cr.;fific :tion with the FDA agaiz:sE Pfizer's U& Patent 

;7o. 4,51?,909 (the ̀ 909 pa?eniHj, u-~iich wasc listed in the C3ran~ize 13cok foy Fr12Pr's ;~o412'sce 
6 . . . . . . . . . .

.u ' 

product (amlodipine besylate)< 

. 

. . ~ . . . ~ . . ~ ~. . ~ . . . ~ . ~ . . . . . 

. . . . . . . . . . . ~~ 
. ~ . ~~ ~ ~ ~ -i ~~

. . . . : . . . . . . . . 

. ~ ~ ~ . . ~ . . . . . . ~ . . ~ . , . . . . 
, . . . . , . . : .~ . . . ~. . . . . . . 

..w ~ ~ 
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; 

" $~o Procedclr$1 His1a i : 

+~r~ June 12, 2002, Pfizer 
fil~c3 °s actio~ against ~~.T., ~.~aimaMg tb2L ~I~I., ~s 

t 
4. i 

,t~nV.~:+~ ~:'od~act infrin~aci 
Pfi~.es's '90'~ pate ~~< 

Ian an ~.ns~~~pr, on 1~J.~`ye 21, 24G~, rFLI.. moved to dismiss, t~~e eQ~p1a~t, 
Prior to ~ 

fzilua-e to stale a c7aim uporb ~~~hach 
zelief could be grante~,d. _ 

under FWd.R .~i~ .P . 1 2('a){6), far a 
; 

p~zer opposed the 
motion. 

r 
~A~f: jer ::ear.n aral aguvient an Dec eznber t b, 2002, 

the dist :ct eL,.irt, On 
6 . 

's motion to diss~iss and exltered 
jadgsr~erst iQ favor of ~k~. 

c ~e~rtj~sia~~c 1~9 ?4Q2, ~~ant~.d L7 
~c~, ` . . 

of appeal ja i :e Cc-an of . .ppeal~; for the F~:dtfZI c~irwuit On 
Pf.xer filed its notice 

jantitary 24 and FebruUy 11, 20Q3, 

. ` riefrd to ~3-i~ Corirt of Appeals f~a~° 4~e Federal 
Circuit an~ Oral 

as ~ ~e matter was ' ; : ; 
argument «ere ~~e.ld on ~ul~~ 9: 2003, 

~ a~~~ersed~tYa~ 
In an. o izion dated febr%;ary 2?, 2404, 

the Federal C~Ycnirt rantl~ 
! 

la~tier ci~ta,~9~~ jsid~,~ent ~f 
disr~sss~' . 

on M 4, ~R.~. f0ed a I'¬fistian for ~.etcar~~ 10: ~c3~ ~,~y 2~~ 

s 
P,~sc: io th . . Fede:a .l Ctrcuit, Nvhic~ ~~~~ +~e;ied 

on .,pri1 1$, 2004. 

; 
The ;randate of the l=ederaj C;iacuit 

ujas do,:ketea oil Aprji 22 _ 2004, thus 

~~~ixinir~+~' ;he 
period ~h`ithin which Dn had to fi1e 

an 

aMt to 

12, ()n May 6, 2004, DRL filed for a clerk's 
extEnSiOD Of t!Dle tO allswa 

c ,dill May 21, 2004 . 
L.Civ.R, 63-(b), xtc~ the, tjyn-~ to answzl to 

13 . DRL Teq',!Cnted P~zex- a 60-day P-xlerslcD Of time tO ms"vey 'be cOln~ 
'lit 

and the rvql~r,5i NvPs 
denied by PflzeT cn IMaY 12, 2004, 
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" 
C. This C21c . . . . . . . ~^.- s . . . .. . 

. . . . . . , ~ . 

4. Following FDA approval of DRL's Am'rpazV 
(~jrjodipi;j,-~ rn~,Ileatc) FrOdU~~t, e 

,ed the FDA in an action i:r~ `~~,~hieh ~F:Z.~`d~s ~nie~ 
.Pened, 

p,fa~er ~L 

15 . Foll10wing the filin8 Of PfzCY"S fbf; FDA stned tht WrON",~i MId it is ; 
4 
no~,v rt- 

. . . . . . . . i . . . . . . . . 

c.valuatiilg its appsova; . (See. A!tacl2ttd Exhibit A) 

16 . As a result of that slay9 th~ 'Unilwd S1ates 
Distract Co'arl ~,or the Dast6ct Of ; 

i 
~ 

Colu:,bia has s1a)~ed r izer's IaSX:~a~t challetagir~ ~'!e 
FDA's zpp7ovaI of I3RI..'~ ArriVaz~ 

nrad ,ci (Ffl~e ~ r v. fiiicmpsGn, e. aF_, t!3-CV-2?a6) . (See Att~c~~i-,3 Exhibit B). F'f~zer's c~'~IYenge 
d 

' 
in the: , 7.0A°-, ~ a~r -;Prova~ of D~ of DR.Io's A-mti' ::Zig product wxs wk-)ritioeTed by the ~~i~~~~ cQuA tp be 

utu3eccssarY if the FDA did not app-mve URL'5 A
.rcxVazC&) product 

17 . The FDA has yeY to make a c~ecision r~itb jespect ts its 
stay o~`a~PY0v~, 

. . 

cmcemrng DRl.'s amiodipine product, An, vazv. 

l$ . : RecJdy seeks a etay of thi,. action pendin~ ~,he FDA's 
detezrrur~~~t;0n. "The ~lay Nvill 

; 
P 

not tikeIy delay c:ispasitlan a~`a~s~."es rs1e~~~it 
;0 Ns case because t~e '~ai~dity ofPf1ze)r's ; 9~J9 

patent '£or its airlodipine pioduct ('he patent at issue in 
this case) is a~°rady being cI~aile~ed by 

i 

two other Venvic phznr~acewicsi compar~(~s ; 'My'm L~*bcratoxles 1r. tht We5i,ern 
17istric~ of 

4 

. FennsyIw6nia WflZet° v. Al~,1a ;b PhcarmWVeuricals, Inc., ef CL, (12-~4~4e1626) and Tor+hari--,3, 6c. in' 

the l`,Jorthern District of llti:iois (~f`azgr-v, 
Tbipnarm. Inc., 03-c;v-M9) . The .Prizer v. 110 an case 

` 
F is ai the fiuriu~'yiudvneni stage and will likely p 

to 41rial in late 2004 or early 2005, 

19 . There is also currently pending in tic 5mihtrY9 District of 
Nlviv York Another case 

3 

betwem 'Pfizer and DRL, regaTdir:g the s=P'909 
patent c=ently at issue ~n this ca-,e (,FrIzer v. 

, 

> 

Dr . REtt1ts, 5 Labs ., Ge at ., 04-Cv-~'1149) . 
! 

r~~G~ . ~4 




