


UNITED STATES DISTRICT COURT 

FOR THE DISTRICT OF COLUMBIA 

) 
PFIZER, INC:, 

) 
Plaintiff, ) 

) V. Case No . 03-023,16 (RCL) 
) -

FOOD AND DRUG ADN11iNTISTRATION, ) 
MARK 8 . McCLELLAN, M..D ., Ph.D, . 
Commissioner, Food and Bruo Administration, ) 

) and TOMMY G. THOMPSON, Secretary 
of Health and Human Services, ) 

) 
Defendants, ) 

} 
and ) 

, , 
DR. R.EDDY'S LABORATORIES, INC. ; ox al . } 

l 
Proposed Interverior-Defenciants . 

FEDERAL DEFEND r~lad'TS' MOTION FOR S'T'AY O~` ~~_~~;~JE139NGS 

Federal defendants, U . S . Food and- Drug Administration (FDA"), Mark B . McClellan, 

`Commissioner, FDA, and Tommy 6 . 7-thin3psari, Secretary, U5. Department of Health and 

Human Services (1iHS), through their und,:,"rsigned attcmcys, move to stay the proccodings in this 

case. In this action, plaintiff Pfize_, hic . J'fizer) challenges FDA's approval ofa new drug 

application (NT.7A) submitted by Dr . Redd~,,,'s Laboratories 1-td . (Rcddst) for arnlodipine maleate 

tablets (NDA 21-435) under section S05(b)(2) of the federal Food, 
Drug, and Cosmetic Act, 21 

U.S.C . § 35S(b)(2) (;a 505(b)(2) application) . hi its request for relief. Pfizer seeks a declaration 

that FDA's approval of NDA 21-435 was unlawful and an order 
vacating its .approval . Se 

Complaint, Docket item (D.[ .) 19 at 15 . On February 5, 2004, FDA stalyed the effective date of 



the approval of NDA 21-435 to conduct a reevaluation of the basis (br that approval to ensure 

that any approval is based on appropriate data . Once the reevaluati~,.)r. 13t the dlata is completed, 

FDA will detez'xnine-whether the a.pprova! siBouLd be maintained . 

Federal defendants request that the C'ourt stay pioc~edings M ihis caso to promote, the 

efficient resolution of this case and avoid the issuance of an advisory opmiio7; . It FDA ultimately 

determines that the approval of NDA 21435 was in error and should be wit~ :.drawn, this case will 

be moot. If FDA reaffirms its initial approval of the NDA, it . v,411 then L:. abie to complete the 

, ; 
administrative record in this case and promptly proceed with 1iti-laiic~z~,.ic~z~ . As dii5cussed below, ' 

until FDA has made such a deterii~iriatian and completed the adn:iialisirative °ecorcl, the 

administrative decision in this case is not yet ripe for review . 

B ACKQBQ L1ND 

Pri.or'to the initial approval of Reddy's product, Pfizer (and others) submitted citizen 

petitions to FDA challenging FDA's policies regarding section S05(b)(2) applications in general 

and consideration of Reddy's 505(b)(2) .application for an-flociipine inaiea?.e spccificalty:: 2001P-

0323/CPI submitted by Ivlorgan, Lewis & Bockius, UP, on behali~ cfF'fize3 inc. . and Pharrnacia 

Corporation (200 ¬ Pfizer petition) (attached as Exhibit A); 2 00LP-{)447,%CPj subm:rtedby 

Morgan, Lewis & Bockius, LI_P on behalf of Pfizer hic . (2(302 Pfi7ex petition ;} 'attached as 

Exhibit $) . `On October 14, 2003, FDA issued a partial response to t fizer's citizen petitions, as 

well as citizen petiti-3ns filed by other partics, addressing the legal bases and policy 
reasons for 

its interpretation and application of section 505(b)(2) (October 2003 Petition Response) 
(attached 

as Exhibit C) . In the October 2003 Petition Response, FDA resen-ed its response co the 
specific 

scientific arguments raised by certain of the petitions, including Pfiz :;r'-s chailer:~;e to NDA 21- 



435 . See October ?003 Petition Response, Exhibit C, at 1 n . I 1 �Becauw this application is not 

. approved, FDA cannot catnrrickzt on the scientific issues raised in this p:-fitiori . (See 21 CFR 

314.430)r,), 

On October 31, 2003. FDA approveci NDA 21-435 . On November 2003, Pfizer filed 

its Complaint . ee IJ .T. l . Recidv moved to intervene, see D.i . 4, and the fedc;ral defendants have 

, filed their Answer, see D.I. 5 . The parties have discussed fi1irg cross-motions lor suniiziary 

judgment after FDA's submission of the administrative record . At this poinim the litigation, 

however, the record has not been itzecl and tzo party has -filed a rnc}tion on thv raerits of the case . 

' During the course of preparing its Citizen Petition response to P~izer's scientific cliallenge 

to NDA 21-435 and collecting the administrative record for the response, i DA became aware 

that a first line reviewer made reference to certain studies of Pfizer's in the- documentation of his 

' review ot"NDA 21-435 . In light of this discovery, FDA deternzined that it should :reevaluate 

whether the approval of NI)A 21-435 was based upon data from appropri ate sol urces . Thus, on 

February 5, 2004, FDA issued an Adtniaistxative St-ay of Appi-oval (dttaclie.d as Exhibit D) 

pending its reevaluation of the source of the data FDA relied on in approvu~g NDI-~ 2.1-435 . If 

FDA determines upon reevaluation that the approval of ND A 21-43" is appropriate, FDA will 

, promptly complete its Citizen Petition rcsprnsti to Pfizer's scientific c1-.alicr~ge yo FDA's approval 

of NDA 21-435 and will lift the Administrative Stay . 

Both Pfizer, the plaintiff, and Reddy, the proposed intr,rvenor, have asked FDA to provide 

a deadline by which the recvaluatioa procc=ss will be complete . FD ~ has infoz~.-nec the parties it 

intends to conduct the process expeditiously, but cannot provide a definitivo time for its 

completion : However, at this iitrie, FDA anticipates that th~;,~ process v-i1l.bo L:omplcwd within 

_:i_ 



approximately two months . Pfizer had informed the federal defendant .; ihai ii could not take a 

position an the motion to stay witfloLzt a cominitrnenz by the federal c?e1er1dG:ri,ts regarding the' 

length of the stay . Redc3y opposes a stay a :~ proposed by 'he federal nd is not 

prepared at this time to agree to a stay of any set duration . 

DISCUSSION 

A stay of proceedings wit l promote judicial efficiency, avoid t'rte potential for an advisory 

opinion, and serve the interests of 4icistice . As noted above, ix FDA dote7-rnines that NDA 21-435 -

should not have been approved and proceeds to withdravv the approval, this case will be moot. If 

FDA reaffirms its initial approval or the NDA, it will then be able to cornpiete its Citizen Petition 

response to Pfizer's challenge to FDA's apProval of NDA 21-43] and the auministrati~,re record 

for that response . That, in turn, will allow FDA to complete and file the adi}iinist-rative record for 

this case . Once the administrative record is submitted, this case wilt be ready for summary 

judgment briefing . ;By contrast, any briefing now would be conducted on an incon-iplete record . 

Proceeding with the case prior to the completion of tho adtninistrative record would be 

contrary to the ripeness doctrine- "A claim is not ripe for adjudication if it y°c;Sts UpOi-l Contingent 

future events that may not occur as anticipated, or indeed may not occt.r at all ." Pfizer v . Sha1aI~ , ' 

182 F.3d 975 ; 97$ (D.C . Cir . 1999) (citations omitted ) . Thus, the ripeness requireazent serves 

"to prevent the courts, through avoidance of premature adjudication, frorn entangling themselves 

in abstract disagreements over adinlinistrat:ive policies, and atsu to protect t~~c. «~eaic;ies f~rom 

judicial interference until ai, administrative decision has been formalized and its effects felt in a 

concrete way by ffxe challenging parties ." Id. (citations ernitteci) . 'Ihose requirerrierits will not be 



met far the purposes of this litigation until FDA completcs Its reevaluation of the basis for 

approval of Tteddy's NDA. , 

Under controlling law, where FDA's dercr~ninatian =an an approval dccision is not certain, 

a claim by one of the applicant's cciTipetitors that FDA violated the la", dar<.~g the approval ' 

process is not yet ripe . See, LZ.;, id . at 978-79 (Pfizer's challenge oz i DA's acceptance of a drug 

application for processing is not nipe for review until approval decision is rriade) . This legal 

conclusion is based on several grounds . _First, FDA's future actions could rnake judicial review 

unnecessary. See id . at 979 . Second, preniature Judicial review could deprive the agency of the 

opportunity to apply its expertise and corxcct any mistakes it rnay have madE°. See id . Third, a 

competitor cannot clainl economic injury required to sustain Ilie action until 1?DA has niade a, 

final determination. on the approval decision . See id . Ail of tL.~,~e grounds apply to the instant 

case. 

_ .:; _ 



C:Q,NC;L,L) SION 

For the foregoing reasons, the Court should grant a stay of this case until FDA has 

completed its reevaluation of the data in tn:: application at issue .° arid litt ::d tbe Administrative 

Stay of Approval . 

Respectfully submitted, 
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