


UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUI\/IBIA :

PFIZER, INC.,
' Plaintiff,

V.

Case No. 03-02346 (RCL)

FOOD AND DRUG ADMINISTRATION,
MARK B. McCLELLAN, M.D.,Ph.D,,
Commissioner, Food and Drug Admxmstratxon ‘
and TOMMY G. THOMPSON, Secxetary ‘
of Health and Human Servwes, | :
Defendants, -
andb

DR. REDDY'S LABORATORIES, INC., etal.

Proposed Intervenor-Defendants.

Federal defcndants U.S. Food and Drug Admlmstratlon (FDA) Mark B McClellan,
Commissioner, FDA, and Tommy G. Th@mpson Secretary, U.s. Department of Health and
Human Services (HHS), through thelr undemgned attomeys, move 10 stay the proceedmgs in this
case, In this actmn plaintiff Pﬁzer, Inc (Pﬁzer) challengcs FDA‘S approvai of a new drug
application (NDA) subrmtted bv Dr Rcddy s Labaratones Ltd (Reddy) for amlodlpme maleate |
tablets (NDA 21-43 5) under sectmn 505(13)(2) of the Federal Et'*‘aad Bmg and Cosme‘nc Act, 21
US.C. § 355(‘0)(2) (a SOS(b)(Z) apphcatmn) In its rcquest for reilef Pﬁzer seeks a declaration
that FDA's approval of NDA 21~435 wa,s unlawﬁll and an order Vacatmg 1ts approva‘l See

Complaint, Docket Item (D.I) 1 at15. On Fcbruary 5 2004, FDA stayed the effecnve date of




the approval of NDA 21-435 to cdnfiuct a féevaluzition of the basis for that approval to ensure
that any approval is based on appropriate data. Once the ree’valuatienof the data is completed,
FDA will determine whether the. appwval Qhould be mamtamcd

Federal defendants requcst that the Qourt stay proceedmgs m thls case to promote the
efficient resolution of thxs case and' avoui the issuance of an adv;soxy opmwn. It FDA ultimately
determines that the approval of NDA 21-435 was in error and sheuid be wzthdrawn this case will
be moot. If FDA reaffirms its zmtzal approval of the NDA, it will then b\, able to complete the
administrative record in this case ;;afnd promptly proceed with litigation. As discussed be}ow,
until FDA has made such a determination,gnd .complet_edtheadminiétrat-ive ;‘record, ﬂue
adminisﬁative decision in this caée is not yet ripe for review; ¥ = : »

BACKGROUND

Prior to the initial approvél of Reddv s product, Pfizer (aﬁd othérs) submxtted citizen
petitions to FDA challenging FDA's pohcxes regardmg sectmn_i(}s@)@) applications in general
and consideration of Reddy's 505{!))(2) 'appiicatioh for amiodipi;ﬁé’fﬁaileate speciﬁcaﬂy. 2001P-
0323/CP1 submltted by Morgan Lew:s & Bockms LLP, on behalf of Pfizer Inc. and Pharmacia
Corporation (2001 Pfizer petmon) (attached as Ex,hxbxt A); 2002P-0447/CP1 5ubm1tted by
Morgan, Lewis & Bockius, LLP on behalf of Pﬁzer’lnc.,(ZOOz Pﬁzerpeﬁt;‘on) (attached as
Exhibit B). On October 14, 2003 FDA" isksued a partial respOnséié‘Pﬁzér‘s citizen petitions, as
well as citizen petmons ﬁled by other pames addressing the legal hascs anci policy reasons for
its interpretation and apphcatxon of sectmn 505(19)(7) (Octobcr 2003 Pemlou Response) (attached
as Exhibit C). In the October 2003 Petition Response, FDA reserved its response to the specific

scientific arguments raised by certam of the petmons mcludmg Pﬁzers chdlienge to NDA 21-
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435. See October 2003 Petition Response, Exhzblt C, at In 1 ("Because thls application is not
- approved, FDA cannot comment on the scientific issues ratsed in this petmon (See 21 CFR
314.430.)"). ‘ ‘ l

On October 3 1, 2003, FDA approvcd NDA 21 435 Oxx Novembcr ‘13 2003, Pizer ﬁlcd
its Complaint. See D.L 1. Rcddy moved o mtervene scc D L4, ami the fcdcral defendants have
filed their Answer, see D.1. 5. Tﬁefpamcs,have d1scussedkﬁhng,c)rcs{s_—monons for summary ‘
judgment after FDA's submi_ssiorﬁxof thc cdministrativc 'rc,ccr_d. At thxspomtm the litigation,
however, the record has ndt"bcerfﬁ(’.ﬁied and?noxparty ha’s;'ﬁled a motion on the rﬁcﬁts df the case.

During | the course of prcparmg its szcn Petltlon response to Pﬁzer s scientific challenge.
to NDA 21-435 and collecting the admm;stratxve record for the respcnse, F DA became aware
- that a first line reviewer made reference to. ccrtam studws of Pﬁzers in the documentatxon of his
review of NDA 21 -435. In hght of th1s dxscovcry, FDA detertmned that it should reevaluate
whether the approval of NDA 21—435 was based upon data from approprlate sources. Thus, on
February 5, 2004 FDA vssucd an Admmistratwc Stay of Approval {attachcd as Exhlblt D)
pending 1ts rccvaluaﬁon of the sourcc of the data FDA rched onin approvxng NDA 21-435 If
FDA determines upon recvaluatlon that thc approval of NDA 21—435 is appropnate, FDA will
promptly complete its Citizen Pctmon rcsponse to Pﬁzer s scientific challenge to FDA‘S approval
of NDA 21- 435 and w111 hft the Admmxstratxvc Stay | |

Both Pfizer, the plamtlff and Reddy, the proposcd mtcrve,nor have askcd FDA to provide .
a deadline by which the reevaluatxon proccss will be comp{etc FEA has mformed the parties it
intends to' conduct the proccss expedmously, but cannot provxde a deﬁnmvc time for its

completion. However, at this txmc FDA antxcxpatcs that thc, process wﬂl bc completed w1th1n
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approximately two monthé. Pﬁzésiﬁ:;héd mfonned t}fxe,federal, defendants that it could not take a
position on the motion to stay wiféhout a commitrneht’ﬁy,'ﬂié federal .éef@ndants regarding the
lehgth of the stay. Reddy opposes a stay' as proposed by th;% »fﬁd&jﬁlﬁﬁef@ndgnts and is ot
prepared at this time to agree to a stay of any set duxaﬁbn; S L

| 5t DISCUSSION

/A/stay of proceedings will promo& i udicial efﬁciéncy, 3véi:d.the p‘otential foran advisory
opinion, and serve the interests of Jusuce As noted above, if FDA determmes that NDA 21-435
should not have been approved and proceeds to w1thdraw the a:pproval thls case will be moot, If
FDA reaffirms its mmal approval 01 the NDA it w1il then be able to complete its Cltzzen Petition
response to Pfizer's challcnge to F DA’s approval of NDA 21-435 and the admnnstratlve record
for that response That, m mm wxll allow F DA to complete aﬁd ﬁle the admmxstratwe record for
this case. Once the admmxstratlve record is submmed this case wﬂi be ready for summary
judgment briefing. By contrast ézny brleﬁng now would be conducted ‘on an incomplete record

Proceeding w1th the case prior to the compiehnn of the admmxstratwe record would be
contrary to the ripen_ess_ dcc‘trinc.ﬂ *‘,A) cl’aim;is not ripe for adjuéxcatlon if it .rcsts upon contingent
future events that m’aj/ not ,oc_cur{‘g%é aﬁtimpatcd;e\r iﬁdeed may not occur at all.” M}_@l@l@,
182 F.3d 975,,978.(D;C. Cir. 19,99) (citations omitted). Thus,‘th’g r;pehéss:requirement serVes
"to prevent the courts, through aifoid’ancek, Of premamre-adjudibatiéﬁ, }'frdm entangling themselves
in abstract dlsagreements over admmistratzve pohcres and alsa to protact the agencies from
judicial mterference untﬂ an admxmstrame decxslon has been fmmahzed and its effects feltina

concrete way by the challengmg;pames.’f '1_‘. (cxtatmns em;ttked_).‘ 'Fhose requirements will not be
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met for the purposes of this Iitigég‘ion u#;fil\ FDA épxﬁplc’tfas its reevaluation of the basis for
api;roval of Reddy's;NDA.‘ k 3

‘ Under controlling law, where "FDA’S determination ﬁonjéﬁ-aiépiféval'3€CiSiQIi' is not certain,
a claim by one of the applicant's competltors that FDA viqlatg&jh@jiéw during the approval
process is not yet ripe. ,S_ég, gg_,;_gl_ at 97&79(Pﬁzer’s\challeg:'g&%_of?DA«'S ac;:eptanée of a drug
application for processing is not fripe'fotresiigewuntil appro&at}ld&éiéionis made). This legal
cohclusion,is based on several grmmds First, FDA's future ac_tioné:co&id niake judii:ial rgview
unnecessary. Sge id. at 979. \"’Sec;q_i;xid; prematum jf;dicial review could dépriye,’the agency of the
opportunity to apply' its éxpertisé and cém:ct any ﬁxigtakes it may'havem&d?‘ ‘See id. Third, a
compeﬁtof cannot c}éim, ecOnomib injufy required tq sustain the ég_:t‘iéni:gnﬁi’ FDA has made a
final determination on the appre‘?‘al'decis’iciﬁ. Seeid. Alioftheseglounds gpply td the instant

case.




For the foregomg reasons, the Court should grant a stay of ﬂ"ns case untﬂ FDA has

completed its reevaluanon of the data in the apphcatxon at issue and 11fted the Administrative

Stay of Apperal.
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