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CITIZEN LETITION 
Pfizer Inc. ("Pfizer") submits this citizen petition under s~;ction 505 and 

SOSA of the Federal Food, Drug, and Cosmetic Act (`;F7Cft"`) to request the 
Commissioner of Food and Drugs refrain from lifting the adrriplistrative stay currently 
in effect against the approval of the Dr . zZeddir's Laboratories Ltd . (``W;clay') 5OS(b)(2) 
application for amlodiptne tnaILate tablets (ivDA 21-435) until after Cx?jiration of 
Pfizer's pediatric exclusivity rights far Norvasc h, (amlodipi.ne bcsvltitc) an September 
25, 2007, and after providing Pl°izer advance notice . 

A, Action Requested 

Pfizer requests that the i~ oad and Drug Administration (A"DA" or 
"agency") confirm (1) that keddy's application contains a paragraph M certification to 
United States Patent No. 4,572,909 (`909 patent") and is therefore subject to Pfizer's 
pediatric exclusivity for that patent ; (2) that irrespective of whether Recic(y's application 
contains a paragraph III or paragraph IV certification to the '9Q9 patent, the application 
is subject to Pfizer's pediatric exclusivity ior both the '909 patent and (-,'tilted States 
Patent No. 4,879,303 ("'303 patent") if its approval remains suspended vvrhen the 
patents expire ; and (3) that IF-DA svill provide -Pfizer prior notice of a .n~- decisian to lift 
the stay on Rsddy's approval .' 

Pfizer has informallv communicated with FDA and Reddy 3bow the issues 
raised in this petition . These prior discussions; however, liave not resolvcld Pfizer's 
concerns . 
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1~0 Statement of Grounds 

Pfizer, the owner of the '909 and '303 patents, holds the approved NDA for Norvascg . Pursuant to section _505A ofthe FEderai Food, Drug, alld Cosmetic Act ("FDCA"), FDA has granted Pfizer six months pediatric exclusivity for Norvasc(A) . 

I. Background 

As issued, the '909 patent was originally scheduled to expire on February 25, 2003 . Under the Hatch-Vi%axnlan Act, h~-~vever9 Pfizer was entitled to restoration of a period of the patent term lost to the regulatory re~~~ev~ of its NorvascS application. On December 63, 1993, the Patent and Trademark Office extended the expiration date of the '909 patent until July 31, 2006. Nizer sttb5equeritly earned an additional period of six months of regulatory exclusiVit~~ under 211 (f.S .C . § 355a for pediatric trials performed on aliflodivine . Pfizer's '909 patent 7s ;:uri-w~tly listed in the Orange Book with an expiration date of July 31, 2006, and a !~eparate pediatric exclusivity date of January 31, 2007, The "303 patent, which expiYes an March 25, 2007, is listed with a pediatric exclusivity dallc of ,September 2 G, 2047 . ' 

A. Reddy's ad hoc; :-paragraph Rr certification" 

, Prior to May ~, 2002, Reddy submitted a 505(b;(2) application for 
arnlodipine maleate, under the trade name AmVaz, including a paragraph III 
certification to the '909 patent . This certification reflected Rcddy's desire to market its amladipine maleate product only after Pfizer's patent rights eo»;ering arnlociipine 
maleate expired. Reddy maintained that those rights expired "on the original expiration 
date of February 25, 2003" and that Pfizer's rights durir~g, the re :;Toratiori term dad not ' 
extend to the maleate salt . (Letter frc3iri David G. Adams, CoF.znsei to Dr. Reddy°s 
Laboratories, Inc. to Douglas Throckmcrton, Acting Director, Division o b Carciio-Renal 
Drug Products, CDER, FDA, dated May 1, 2002 

' 
) (Attachment A). Reddy concluded 

that the "appropriate patent certification for patent rights expiring on February 25, 
2003," and for an application not seeking approval Lzr~tii that clatti~ would be a ; 
"paragraph III certification." (1~:) . H7ive~~er, at FDA's request, Reddy amended its 
application to include a paragraph IV certification to the `909 patent . (Id) . It appears 
that FDA requested this course so that Reddy could signal its desire for approval prior 
to the expiration date listed i.1 'he Orange Book fur the `909 Y>atent and could trigger ' 
patent litigation on that issue. 

Although Reddy accede? to FDA's reqi:csx and submiacd a paragraph IV 
certification, Reddy's position vi5-a-vis the '909 patent did not change :ro:n'the position asserted in its original paragraph III certification . Reddy- did not (;ontend thiat the '909 
patent was invalid or would not be infringed by IZeddy's proposed prodr.act . Consistent with its original paragraph III certificition, Reddy continued to request a deferred' 
approval, making clear that it still did "not seek approval of its NNL)A until February 25, 
2003,� i.e ., the date it claimed Pfizer's rights covering ariiodipine ma1cate expired. 
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(Id.) Moreover, Reddy acknowledged that Pfizer Nvas C~11titled tO Fix naanths of pediatric exclusivity after that date, pi.bli-cly stating that it woulci riot market its product until after August 25; 2003 (the date that pediatric; eXclusivityr muouid have expired but for Pfizer's patent term restoration period} . See Reddy Press Release -Court determines Pfizer's patent term extension does not extend to Dr . Reddy's Anijodipire Niaieate product," ' dated Dec.' 17, 2002 ; Reddy Press Release, "Dr. Reddy's receives Apprvvable letter for Arnlodipine Maleate," dated Oct. 22, 2002 . 

Reddy used the paragraph IV certification rr}ere1~- as an ad hoc device according to FDA's direction . The certification aid not assert either of the allegations - invalidity or non-inffiz3gement -- that define a paragraph IV certification. Moreover, unlike a true . paragraph IV certification, Reddy's certification did not seek FDA approval of Reddy's product application before the; cla:ie of patent expiry. Thus, for all intents and purposes, Reddy's new patent certification remained unchanged from the original paragraph III certification Reddy had subcnitt,.d . 

B . Litigation and Regulatory Proceedings 

After Reddy amended its anplicati0n and pro,,%idc:d Pfizer with a paragraph IV notice, Pfizer brought sk.[it .' Subsequently, the district court held that Pfizer's rights during the patent term restoration period did 
not 

apply to amlodipine maleate. Pfizer appealed that decision, and on February 2'7, 2004, the Federal Circuit reversed the district court and held that Pfizer's rights during the restora6on term extend to the maleate salt . 

While the patens litigation was- proceeding, 11Tizer pet:.tioned FDA to 
deny approval of Reddy's section 505f b j(2) NDA on the grounds that section SOS(b)(2) does not authorize Reddy or FDA to rely on Pfizer's ie"lor\rasc~.R NL:A . After FDA denied Pfizer's petition and approved Reddy's application.' on Noveniber 13, 2003, 
Pfizer brought suit challenging both the agency's interpretation of se:tion sas(b)(z) as 
permitting reliance on proprietary NDA data and its approval of Reddy's application in reliance on Norvascg data . Pft~e~er v. FDA, United States District Court 1;;r the District of Columbia, Civ. No . 03-02346 (RC'?,). 

In the course of the SC5(b)(~:.>) litigation, FDA, op. February 4, 2004, 
stayed the effective date of Reddy's approval while it examined the administrative 
record to determine. whether the agency had improperiy relied on Pfizer's data as a basis for approving Reddy's application . (fI :-Iministrative Stay of rlactior Re: NDA 21-435 

Reddy also filed a paragraph 1 V cortificatiun to the ' 3 0.:> patent . Pfizer did not bring suit against Reddy on that patent . 
Although Dr. Reddy received an effective approval, the company did not bring its arnlodipine maleate product te market . 
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dated Feb: 4, 2004) (Attachinent 13) . Citing this administrative on February l$, 2004, FDA moved for a sta-y in 1'fizer v. IYU (Federal Defendants' Motion For Stay Of Proceedings, Pfizer v. 1 I?AI ; (Ar.taciunerit C) . In support ofits request for a stay ;of the 505(b)(2) litigation, FDA also cited the Federal Circuit decision rejecting Reddy's ¬~ challenge to the expiration date of Pfizer's rights to the rnaleate undf--r the ~R09 patent. Specifically, the agency noted that ~s, a result of the Federal Circuit decision, .`Reddy cannot market Art1Vaz until the patent term extension for the °y09 patent expires in -2006, unless the Federal Circuit's decision is modified or reversed in further proceedings, in which case Ready cannot market AgnVaz until such favorable judicial decision becomes effective," (Federal Defendants' Reply In Support Of Its Motion for Stay Of Proceedings, Pfizer v. 1i'?-, r1) (Attachment D). 

Reddy has done nothir;` to enable it to market its product - nor has it demonstrated any interest in marketing that product --- prior to patent expir^y. Reddy ; has not sought relief from the Federal Circuit's judarnen', so that it might market its product prior to patent expiry . Rather, after the Federal Circuit decision, Reddy moved for (and was granted) a stay of iiirtfier patent proceedings . (~,etter frocn Frank D. Rodriguez to the Honorable Katharine (sic) S . Hayden dated iAay 20, "004 and May 25, 2004 Order of the Honorable Katherint~ S . Ilayden, PfiZer- v. ~,~r. Rc ;z'cdv's I cab.s ., Ltd, Civ. Action No. 02-CV-282Q) (Attae.hnierzt C) . Nor has Reudy made any effort to lift the administrative stay FDA imposed or, its approval in February 21004 

II . Analysis 

Reddy's actions have clarified that it does not seek final, et"fective approval prior to patent expiry . AS a result, Reddy can .70 longer maintain its ad hoc paragraph IV certification . ation. FDA should thus deem Reddy a paragraph M filer subject to Pfizer's pediatric exclusivity rights for the '909 patent . 21 U.s .C: . § 
355a(c)(2)(A)(ii)~ 

Even if Reddy"s paragraph N certifieat :c~ci c~~ert: ~-alid~ however, Reddy's application still would be subject to Pfizer's exclusivity rights af the stay of Reddy's approval is in effect when the "909 and '303 patents expire . Reddy's approval has been' suspended pending an FDA inquiry into whether the agencyiniprflper1y relied on Pfizer data in approving Reddy's maleatd appiication . This administrative stay, which should not be lifted without prior notice co Pfizer so that it may renew its litigaticm challenging, FDA's legal basis for approving Reddy's application, renders Reddy's approval an approval with a delayed effectiveness date -- a tentative approval. ~icwr Labs. v. 
Thompson, 238 F . Supp. 2d 236 (D.D.C . 2u02) . Under section 5U5A and relevant case law, an application with a tentati ti~e approval upon patent expiry~ is sulbjeci to tile pioneer's pediatric exclusivity. :,' 1 U.S .C . § ;5ya(c)(4)( A; (c)(?) (~i; ~y~i~l~rr~ I ahs. v. Thompson, 332 F. Supp. 2d 10(~ (~J.D.~' . 2004), c~f~rrr~~ed 1~~~, 389 r~ .3d 127-2 (I~ .C . Cir. - ' 2004); RanbaxyLabs. Ltdti. F<?3:41, 307F . Supp~cl 15 (D .D .C . 2004)< rriff'rrnedby, No. 04-5079,2004 U.S, App. LI:XIS 83l 1 (D .C . Cir. April 26,2004) . 
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A. Reddy seeks to market its product upon patent expiration and is thus a 

paragraph III filer subject to Pfizer's pediatric exclusivity. 

The Federal Circuit's ruling that Pfizer"s rights extend to ~~he ma?eate salt 

during the patent restoration terryl \,oided Reddy's artificial paragraph IV certification. 

Reddy, at FDA's request, not at its own insistence, haQ submitted. that certification so 

that it mi~;Ytt obtain approval of its application upon expiration ol"Hizer's rights to the 

maleate salt, a date Reddy claimed differed from the expiration date listed in the Orange 

Book for the '909 patent . Under the Federal Circuit ruling, ilowever. Pfizer's right's 

pertaining to the maleate salt, like ail other rights pertaining to amlodipine under the 

'909 patent, expire on July 31, 2006, Because Reddy does not seek approval to market 

its product before that date -- prior to expiration of Pfizer's patent --- Reddy 'cannot 

maintain its ad hoc paragraph IV certit7ication and should be considered a paragraph III 

filer . ' 

Indeed, Reddy has always behaved as a passive paragraph III filer 

awaiting patent expiry and has neN,er acted like a paragraph I V filer seeking to come to 

market prior to patent expfirv . Reddy's initial certification was a paragraph III 
~`> 

. " r r_~ ..F+, . ;+ ,*-f~~q ytc r~artiJirat5ntl t() :i S~ai'~i~l'c~1~~1 1`/ 'alt FDA's 
certification. certification. L'dY Gil Cl 1l Gi iE~.,vi1v a~vu ~_ -~ -- r----c . . . . 

request, Reddy never contended that the '904 patent was invalid or not infringed. 

Reddy challenged only the expiration date of the patent as it applied to the maleate salt . 

Reddy even acknowledged, in multiple press releases, that, as a result of Pfizer's 

pediatric exclusivity, its product could not be rnarl,"eteci until six months after it 

purported Pfizer's patent: rights pertaining to nxaleate lapsed . 

In the time since the Federal Circuit decision, Reddy has juade no effort 

to obtain approval to nzarket its product prior to expiration of the "90Q patent . Reddy 

has never asked that the stay on its approval be lifted . Nor has Reddl~ (lone anything to 

expedite the patent litigation . Rat~er, Reddy rnove,d to stay the patent liti' -ation on the 

grounds that its approval had been suspended . In so doing, Reddy his precluded itself : 

from obtaining the relief in the patent IEtiigatian which FDA (in support of its motion to 

stay Pfizer's 50S(b)(2) challenge) has stated would be required ?n order for Reddy to -

come to market prior to patent expirya 

In; light of the Federal Circuit's decision and Reddy° :, actions; Zeddy's 

certification must be deemed to be a certification under paragraph `Ir rather than one 

under paragraph IV. - Reddy does not now- - nor did it ever - assert invalidity or non- - 

infringement of the '909 patent -- the very halIinaa°k o1j'a paragraph IV certification
. 4 

Reddy has essentially conceded that if Pfizer's rights exttMnd to the maleate salt 

during the restoration period, its product would infringe . If Reddy ~~vre to change this 

position now, it would ne;;d. to file a iie~~ paragraph IV certification and serve Pfizer 

with a new paragraph IV notice setting forth the basis of its claim that the '909 
patent rx 

was invalid or not infringed by its proposed amlodipdne rllaleate product. 
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21 U.S .C . § 355(b)(2)(A)(iv) . Like all other paragraptl III filers, Recicly never sought 
approval prior to ,patent expiry but ra~her sought approval only upon expiration o£ 
Pfizer's patent rights to the znaleate . 1Q1. § ;35S(b)(2)(A)(iii) . Like a11 other paragraph III 
filers then, Reddy is , subjec ; co Pi-izer's pediatric exciusiv?ty. 21 U.S.C . § 
355a(c)(2)(A)(ii)~ 

B. Reddy's tentativeiy approved application is ineligible for effective 
approval until c;xpirationof Pfizer's pediatric e:~clusivit;~ rights . 

Even if Reddy were ablc to maintain its paragraph IV certification, 
Reddy's application still cannot be tinaliy approved until expiration 'of Pfizer's pediatric 
exclusivity rights for both the '909 and `303 patents. Currently, Reddy's application is 
tentatively approved . See Barr Labs . i~. 7"hompsora, 258 F_ Supp . 2c± 23~ (D.I~.C . 2002). 
According to FDA's Administrative Stay of Action, ̀ 'the i~ifiecti~~e date (:.,f approval of 
NDA 21-435" has been stayed and marketing under the application "is pr:)nibited 
during the pendency of the stay." (Attachment B) . The approval is th~s an approval ' 
"with a delayed effective date," See Ba~~r Labs- 238 F . Supp '<'d at 249-:?50 . Such an 
approval is necessarily tentative, and f`+_;i-ther F~DA action is requiredl belc3re Reddy may 
begin to market. Id. 

Here, the stay of Reddy's approval and thus Reddy's tentative approval) 
should remain in effect at least through patent expiration and then through Pfizer's 
pediatric exclusivity term for both patents .' As an initial matter, F~ I_)A has provided no 
indication that it will lift the stay prior to expiry of either patent, and R¬:ddy has made 
no effort to have the stay lifted before expiration of the '9{?9 patent, Moreover, there is 
no basis to lift the stay because MA lix, not resolved the issue of its im proper reliance 
on Pfizer data in initially approving Reddy's application. 

Because Reddy holds on1y, a tentative approval ; upon patmt expiration 
Reddy's application will automatically convert to a paragraph lI certification. Ranbaxy 
Labs. Ltd, 307 F. Supp, 2d at 21 . Under section S0SA(c)('?)(A)(i) of the PDC;A, 
approval of Reddy's application must then be delayed for six months afier expiration of 
the patents. Id. 

III: Conclusion 

Approval of IZecidy'S application is subject to Pfizer's pediatric 
exclusivity rights . Reddy"s application is best understood to be a :5,05(lb)(,"') application 

Pfizer continues to challenge the legal basis o~ the agencys acceptance and 
(now stayed) approval of Reday"s 505(b)(2) application for amlodipirte maleate in 
reliance on its Norvasc(g) NDA. Advance notice of any decision to Iift the 
administrative stay an Reddy's approval is required so that Pfizer rna~i reinstate its 
505(b)(2) litigation against FDA. 
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containing a paragraph III certification Lo the '909 patent Find thus subject to Pfizer's pediatric exclusivity for that patent un&~r section 50SA(c.;)(2)(A)(ii) oil' iiae FI7CA. Regardless of whether FDA considers Rectdy to be a paragraph fl! or paragraph IV filer with respect to the "9Q9 patent, Reddy's application is subject to Pfizer's pediatric 
exclusivity for both the '9G9 and '303 patent as an application that does rot hold final approval at patent expiry . LTpon patent expify. Reddy's patent certification will 
automatically convert to a paragraph II certification and its application will be subject to pediatric exclusivity under section SU5A(c)(2)(A)(j) of the FDCA, 

Moreover, irrespective c>"Pfizer's pediatr:c eXc:lusiv;ty rights, FDA has no legal basis to approve Red.dy°s section SO5(b)(2) application for inaleate 1n reliance 
an Pfizer's Norvascg NDA. ~110ulcl FDA decide to lift the stati~ currently in effect 
against Reddy's approval, Pfizer requests advance notice so that it may reinstitute its 
litigation challenging FDA's action . 

C. En varon mental Impact 

The actions requested herein are subject to categorical exclusion under 
21 C.F .R . §§ 25.30 & 25.31 . 

D~ Economic Impact 

An economic impact statement will be submitted at the j-equest of the 
Commissioner . 

E. Certification 

The undersigned certifies that, to the best knowledge -in(.[ belief of the 
undersigned, this petition includes all information and views ar~. which Ehe petition 
relies, and that it includes representative data and infoa-niataon known to the petitioner 
which are unfavorable to the petition : 

I~~ ~ctfullyr ~b~rii?1e~~, r , 
Peter O. S afi~9 
Kelly A. [i'alcc»et-
COVIN~'f1'ON & B~'R 1, FN CT 
1201 Pennsylvania Avenat~, N;W. 
P .O. Box 7566 
Washington . D.C . 20044-7566 
(202) 662-6000 

Counsel, for Pfizer 
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