


UNITED STATES DISTRICT COLTIRT 
FOR THE DISTRICT OF C:OLUi~~~It IA 

PFIZER, INC ., ) 

Plaintiff, 

) 
V . Case No . 03-02346 (RCL) 

} FOOD AND DRUG ArM1~~~Tr :~<< ~ : 
MARK B. MccLELLAN, M .D ., Ph.D ., ,~ 
Commissioner, Food and Drag Administration, ) 
and TOMMY G. THOMPSON, Sa-crctar;Y ) 
of Health and Hwrian Services, ) 

) ' Defendants, } 
) 

and 

DR. REDDY'S LABORAT~R-fES> INC ., ;:;t al, ) 
) 

Proposed IntenTenor-Defendants . 

FEDERAL DEFENDANTS'REPLY IN SUPPORT OF ITS 
. . . . . ,MOTION FOR STAY OF PR0CEEQ1_N(--,S '^ . . . ' . 

Federal defendants, L' . S . Food and 7r?ig Administration ̀ Fi:W,'vlark: B . 1VIcCIellan, ; 

Commissioner, FDA, and Tommy G. Tho;ripsoa, SecretarY~, U.S . Departineszt of'Healt.h and 

Human Services (H'ES), through their undersigned attorneys, submit, this rep3)(ir1 support of its 

motion to stay proceedings. 

As explained in federal defendants' i-notion, plaintiff Pfizer ., Iizr. . {s tiz~,: j challenges 

FDA's approval of a new drug application (ND.4) sUbmitted by proposed intervenor Dr. Reddy's 

Laboratories Ltd . (Rcudy) for arniodipixae .naleat.e tablets (-~N;DA 21-435), cvhich it planned to : 

market under the name "AznVaz" . Ori Fl-by-aary 5, 2004, FDA stayed the effective date of the 

approval of NDA 21-435 to conduct a reey;aIuation of the basis fur that approva> to ensure that 



any approval is based on appropriate data . On February 18, 2004. federal aefundanfis moved to 

stay this proceeding co permlt FDA to complete its reevaluation of the AmVaz approval decision 

before litigating whether such approval was appropriate . 

On February 27, ?004, the United States Court oll'APpea1s for- the Ft:dcra1 Circuit issued a 

decision in a related matter . Pfizer fnc . v . Dr- Reddy's Labs., UL N0s . 03-12-27, 03-1258, 2004 

WS, 360445 (Fed . Cir . Feb . %7, 2404) (attached as Exhibit A) . In that. case, Pfizer alleged that 

Reddy's NDt121-435 infringed Pfizc:r's United States Patent No. 4>512~909 (the'9()9 patent), Ld-,, 

at * I (Ex. A, p . 2). The district court ruled in Reddy's favor, :ld . 'r he Federal Circuit reversed 

and found that the '909 patent covers AmVaz. Id . at *=* (Ex . A, p . 4) . 

As a result at this decision, :t appears that Reddy cannot market ArnVaz until the patent 

term extension for '909 patent expires in 2006, sce id. at " 1 {Ex . A, p- 2?, Uniess the Federal 

Circuit's decision is modified or reversed M further proceedings, in which c2:sw, Reddy cannot 

market AFnVaz until such favorable judicial decision becomes effective . In either case, a stay of 

this proceeding for several months will not prejudice the. parties because Redtit-y ~xiil not be able 

to market AmVaz in the immediate future, irrespective of the outccJrr :e of this case. Thus, there 

is no reason to atCacl~ an arbitrary tin1e liml?ation to the length of the stay, as suggcstMby Reddy. 

Instead, FDA should be allowed sUfficiMt tinle to complete Its reevaluation . 



C`~Nt'LJJSION 

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

completed its reevaluation of the clata in the application it issUc; and rernove;I the administrative 

stay. 

Respectfully submitted, 

Of Counsel: 
ALEX M. AZAR II PETER I) . KLTISLER 
General Counsel Assistant Attornev General 

DANIEL E. TROY EUGENE M. THIROLF 
Chief Counsel, Food and Drug Division Director 

Office of Consanier zor, 
ERIC M. BLUMBERG 
Deputy Chzef Counsel for Litigati7ll 
Food and Drug Division 

KAREN E: SC',I-IIFTER DC}TJGLAS W. STEARN (U~ .."BN 44(?735} 
Associate Chief Counsel Attorney 
Food and Drug,I?ivision Office of Consumer Litigation 

U .S . Department of,WstiCle 
U .S . Dept : of Health & Human Sler,/ ;ces P.O . Box 386 
Office of the General Counsel Washington, D .C . LOf}44 ' 
5600 Fishers Lane Tel .- ('202) '307-006 1 

' Rocicville, TV1:D 20857 Fax: (202) S14-8742 
(301) f327-$5$0 T:mail : daa;ias.szeaz-n(<Jusdc~j .C,c)\r 

' Dated: March 8, 2004 
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CERTIFICAI'E OF SERVICE 

I hereby certify that I caused the foregoing Federal Defendants' Reply in Support of 
Motion for~ Stay of Proceedings to be served by electronic maii and via the Dist.Tict Court's 

° Electr.oil.ic Filing System {ECF} upon : 

Anthony Herman 
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YJashizlgton, DC 20004 
(202) 662-52180 
Fax :' (202) 778->280 
Email: ahernianCcz?cc3v.com 
(.;ourtsel for .('ftwer, Inc . 

David G. Adams : 
UENABLE, LLP 
Terrell Place 
5'75 Seventh Street, NW 
Washington, DC 20004-1601 
(202) 344-8014 
Fax :-20%-344-83fl0 
Email ; ci adamsr),venable .conz 
Counsel for- Dr, Reddy's Laborutot-iec . Inc . and Dr. Red;zy's Lcrzr«rawt~es, Ltd. 

Meredith Mari-iing, Eyq . 
Hogari & Hartson L.IJ .P, 
555 13th Street, N.W . 

` Washington, DC 20004-~ 109 
Emaii : 
Cozmsel far Biotechnology Irldarstl,j Organization 

this 8th day of March, 2004. 

/5/ 
Douglas 1A' . Steari. 
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Westlaw citation is currently available . Only the 
Schoier 1-1-11, of ~~'e~v ~'ork, ~=°w York: and Gregory 
. tarilas and 1>avicI 0 . s37ckart, Kaye 5c:hca.er C 

United States Court of Appeals, 

as f ; . 
I~I .I', of Washington'. D", Oz counsel on the brief was 

Dei llec, T)olan, Cribbuns Loreari D E 
Federal Circuit. 

, , e . David 
Geiffinger & Vec.,hione, o: Ne~viul;, New iersey 

PFIMi2IllrC., Plaintiff-ApgellairL, 
Brian i' . IYloria;-t,,, Bl.:dd Larner Rosenbaum 

v . 

DR. REDDY'S LABORATORIES, LTD. And Dr . Greenberg & Sade ot Short Htlls; New Jersey, 

ued for dcfetad;ult. . appetteei'Nith him on the 
Reddy'S Laboratories, Inc., Tbefendauis-- arg 

brief were Andrew .i . Miller, `rlcholas A, Tyacke, 
APPellees . 

Jacquelyn Laserra, aatl Vxjayar.t Pazvar. 

Nas.03-1227, 03-125Fi . 
David (:3 . Coniin. i,dwards & AngeiZ . LLP, of 

Feb. 27, 2004 . Boston, ivtassacht~~:eiis :cr trr:cus curiae Takeda 

Chemical Indust.aes, Ltd . Wlcu '1;na on the brief were 

Background : Owner of patent for rarne-braiic3 
oz 

Barbara L . Mooxc, Kathleen $ . C:arr, and B . 

nnan:i. Stephanie Sieg 
hypertension drug sued proposed manufacturer 

. 

generic version for infringement. Th~~; United Sia~,-~5 

t Court for the Dis'xict of New Jersey: ?0~2 i t Di 
301n F. Lynch, :-Toti~-~~e,- Sir:;, ?n Amoid & White, 

us curiae Merck lst d T r s c 
tiVL 31833744, Katherine S. Haydon, J ., granted 

c exas, tar <rr LI,P, of f-Touston, 
'}Vith him on t:1c bricf Vvere Nicolas G . 

l'nc Co 
competitor's motion to dismiss, and appeal was takes; . . ., 

BarzoLk;as and Ric'r3a,d ?, . ^"tartley . Of counsel on the 

Holding : The Court of Appeals, New1x74n, Circ-uit 
brief were Paul D'vLatuksutzs, Edward t%1 . Murray, 

rck & Co., Inc ., of IVf~ z)ee'lin d M 
held that patent tcim ext--nsion applied to all Judge 

, , . and Gerar 
, 

salts of molecule covered by patent, and not iszere?_d iQ 
Rahway, New Jersey . 

particular salt of malcctil:. being used in approved 
Allen M. SokaI, i~ijaregan . :cle .~dczeoii, Fazabo~v, 

drug. Crarrett & I3unner, I LP- c:> V7ashington, DC, for 
Reversed . arcueus curiae 'dycili . With h:rr, on the brief was 

Mayer;,Chief Judge, dissented and filed opinion . Lrre-gory A . ( hop.;kic . Of coua.sel on the brief ;vas , 

David A . Masrspei2er, Wvc.tli, of Madi5ori, New 

Patents C=133 
Jersey . 

. . 

23 
1: . Edward I'nALL"~ l.t.i`JtSUrC .̀i lt.`JtSUrC .̀il & Uur11ngt . :: d1 . . 

Washington, D;;, for a;rucus cutiae Pharmaceutical 

Patent term cxtension, granted to piiaemaceutic.;.l Research and iJSazzufaccureTS «f rlrxaexica . With him 

on the brief were Robert -A: . T .oag,, Jr . and Christopher 
company to coznpetsate for regulatory review periodl 

for new drug based on patented molecule, applied to 
N, Sipes, 

all salts of molecule covered by patent, and not 
Calt6dcr, Eli Lilly arcCornpany;` of Steven x 

me-rely to particular salt of molecule being used en 
. 

Ind anapoiis; TrcliaT a, for aaraVus cuiiae Eli Lilly and 

approved drug . 35 U..S,C.A . § 156(f), 
Company. With 'Lin on ;hr brief were Robert A, 

Armi;age and Jamier J . Kelley . 
Patents Cc =32$(2) 
291k328(2) Philip Ai'cn Lacovara : VIayer BTavvn Rowe & Maw, 

of Washington, DC, for unvcus curiae Washington 
4,572,9(}9 . Infringed. 
Appealed- front United States District Court for tile Legal Fo~aridatiorj .. With him au the 'brief w, ere Donald 

Joseph A . Warnecke l 0 h 1 . I 
District ofNew Jersey, Judge TCathziine S . Ifaycisn . 

, ae . c v Nl . Talk ; and 
Mahoney, and "'t3oinas k ~Stiebel, 'N2ayer Brown 

Glen IJ . Nager, Jones Day, of Washington, DC, Rawe sir. V;avv, ok C~:laicago, 31IiioTS . Of counsel on the 

Pog,e-o and I'~ichard Samp, Daniei 3 
argued for plainciff- appellant . With him an the brief 

- 

. brief wc;re 
Washington Legal Foundahc.n, of Washington, DC. 

.\1ilton 5hernlan, K~:ye were Gerald Sobel, and 

. . . .COp7 . V, INc$t 2004 NO Claim to 
Olla, U.S . (SC`L't. Works 
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Before Mf1YER . Chief Judge NEWMAiI aizd s~-as extendedfor :,25? day s, unt:1 July 31, 2046, 
I,OrTRIF, Circuit Judges . measured as a purt;oil of th� tirrie cozisursiec3 by the 

fadcra3 regulatory appro al P rvcess, as authorized by 
NEWR!Jt1N, Circuit Judge, 

` 
the Dru- Price C~r: .;;art~i ;o~i and Patent '1'ec :u 
Restoration Act of 105 :, I'uL7~ . No . 98-417, 98 Scat . 

*1 Pfizer Inc, appeals the jndgmeLIt af tirie I~nitc~A 3585 (the Hatch- Watir-an r';cr), codified at portions 
,States District Court for the District of New Jex~(n ., of Title 35 and Title 21 . ?f :zez`s ~,~pert declaration 
ruling that defendants Dr . Rccidy%s Laboz-atoi:as; Ltd. stated : 
and Dr, Reddy's Laboratories, Inc, (together "D ; . in Lie Patent i. .'<, tifica'zaa~ :,ect.ion of the NDA fox 
Reddy's"} d0 riot infringe the extezid-ed term of Itiorvasc(R} . . . kfl~~er certified that "the drag, 
Pfizer's United States Patent No . 4,57 2,909 ("the '909 an-flodi-pisie, which is !he subject of this 
patent"), and on this ground ciisznissif~g the com plaint. application (;~t~_i- :9,'78?j and the formulation 
(FNIJ We conclude not oi~~y that die extended paient for such drug -;;Iair~,~d by the listed patent (patent 
term includes die clainis that cover Dr. Redciy'~ No . 4,5'2,40~)} 1, :,rCNicieci ~n SCcI_iaii 14 of this 
product, but also chat the dismissal was ymproperi,° NDA is the subject of th,~ approval being sought 
granted. The judgrner.t is reversed . under Section S0y of the Vedcral Food, Drug, and 

Cosmetic Act-` 
BACKGROUND *2 Ii Pfizer's application to [ ;~x I PTO requesting term 

exte.ns.o.i aa a;;r '5 ' S.C', ~ 156, Pfizer identiFiEd 
Pfizer is the owner of the '909 patent, which clasML Norvasc(R) as (hc product for ,vhicli regulatory 
certain dihydropyridine coznpotmds and their alzid approval had bcen oL)1aiia~_d, and stated that 
addition salts, including the compoi.uic? having the NOrvascER, was "fiirihcr i_de_ftified" as aralodipine 
common name amlodipine, end its salts, A-uledipi~t-, besylate . 
is the compound of clai :n 8. The relevant cfair:tis 
follow : - In December 2001 Dr . R,~dsiYr's filed a new drug 

1 . A diHyclFOpyridine cornPOiund of the ~'oernula application, known as a °paper NBA" under 21 
or a pharmaceutically dcceptabie acid adclitic,r U.S .C: . ~ ?55(bj(2)' . p=oposinF; to market aniladipine 
salt thereof, wherein Y is CtGHZ j2C .', C(CH2;i3C . as the maleate salt, f(-,z Ithe uses foc which Pfizer had, 
CC;1-r2 GH(CH3)C or CCH2C(CH3)2C ; R is an,',; obtained fecleral upprovai, b_,secl on the data that 
R 1 and R 2 are each independently CICC4 alkyl Pfizer had provided .o ¬.he Food & Drug ' 
or 2 methoxyetlryl ; and R 3 is hydro;eri, CICL.4 Adminis1rafi;an (FDA) . Dr . F`c;ddds acknowledges 
alkyl, 2-(C1CC4 3l1:OHy)C:Lt;'i, that aZTilodipine ?1LKieaY.e i5 cL3l'ered 6y the C1aiTit.S` oF 
cyetopropytmethyi, benzyl, or E .̀(CH2}mCOZ 4 the '909 patent, but argues that #he term extension 
where m is 1, 2 or 3 and R 4 is hydroxy, C1CC4 applies onl- y to the busylate a-.1t b;:.cause that is rhe 
alkoxy or ONR SR G ,vhere R 5 and R 5 are each registered Product . Zffic:s:z-ict i,ourt agreed with Dc, 
independently hydrogen or C7 CC4 alkyl ; Rcddy`s . 
wherein aryl is phenyl,_ phenyl substituted by one 

, or two of Wtro, halo, C!CC4 alkyl, 'CluC4 DISCUISSIi3"~t 
aikoxy, hydxpxy, triilaoromethyi or cyarto ; i- 
naphthyl;.pr 2-r.aphthyl . The patent terna xescoaaticn pwuisioa of the Hatch- 
7. A compound according to clairn I wherein I? is Waxinan Act is dzrvctcd to ne.v drug and inedicinal 
Z-ChlorapktenyI or 2,3-dichlo :ophonyl,-R 1 :s ufI products that are subject in pre-rriarket federal 
3, R 2 is C2H5, Y is C(C112)2C and P 3 is H or regulatory uPprvvai . 'By n~stokiiiv a pozaon e1 the 
C.H3: oatezit term- that is consumed during the approval 
$. A compound according to claim 7 wherein R is phase, ehW ir :cca;tzve :o develop azid raarkel products 
2-chloroph.enyl and R 3 is Fi . that require :er-gttty pxc-m:rlcefing approval is 

Pfizer obtained federal registration of an aziti- intendLd to be preserved: 
hypertensive� anti-ischemic drug product whose The prirposc of'Fitle II [Na~~eat Terni Rcstoration] 
active ingredie;yit is drtttodipune, as the besylatL salt . fn is to create a acv,, incezit:ve for increased 
obtaining the registraiian, Pfizer, submitted clinical expenditures to,, rc-search and develvptnent of 
data obtained using both Prruodipine besy-late and certain products -,,,iich are subject to preznarket 
aixalodzpirie rnaleate . The besytate salt was selected b;; goveiiirrten, approval, T1-:e incentive is the 
Pfizer for ease of tablecing . The seventeen-year term resioiaGorf of se-cnw oi the t1nic lost on Patert life 
of the '909 patent endc:d on February 25, 2003, but while the product is awaitnZg pre-iraiket 

Copi, cb Westi 2004 No Claim to Oxig . U .S . Co .-t . tiVorks 
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approval . 
H.R.Rep . No . 98-857 at 15 (1484), reprinieci in 

'1984 USGCAN 2647, 2670, The Hatch-Waxmar Act 
balanced the terni-extension benefit to par,er7tees, ;vitlt 
new benefits to generic producers- As discussed in 

: Glaxo, rnc . ~~. iVovcphRrnr, Lti1., 110 Elrl 1562, 150-8 
(Fed.Ciz .i95'7), the legislation was "designed to 
benefit makers of generic drugs, research-based 
pharmaceutical companies, and not ineidcntlv the 
public ." See also Eli Lilh~ & Co v. Medi'minic, Inc ., 
494 U .S . 66-L 672, 110 s.cc. 2683, 110L�Ea,2a 605 
(i99fl) . Balancing the Title TI patent terat extension 
benefit to patentees, Title I of the Act gave generic 
producers freedom from infringement durizz~; 
production and testing of generic coeuzterparts 
intended to be sold after patent expiration, The Act 
also gave generic producers the right to rely on th ; 
patentee's data and approved uses to support appruvae' 
of their generic counterparts, supcreeding the prior 
requirement that the generic product be iud.apendim,=ly 
shown to be safe and affective. See id . at 672 
(recognizing the equilibrium between the grant 
generic producers of the right to use -,he paYezitee's 
data and conduct otherwise infringinu activities, and 
the resiozatioin of a portion of the time i-ecjiiired for 
federal approval) . 

Dr : Reddy's application relied on the safety arid 
efficacy data submitted to the FDA by Pfizer, which 
had included testing of amlodipinc as both the 
maleate and besvlzte salts . Dr . Reddy's argues that 
Pfuer's term extension is limited to amlodipine ac the 
besylate salt, and that nrrzlodipine rnaieate is a 
different "active ingredient," Dr . Reddy's concedes 
that both products have the identical "active mniety," 
as it must in order to use Pfizer's approved 
registration . However, Dr . Reddy's argues that only 
the specific salt for which Pfizer obtained approval zs 
protected by the extended term of the patent . in 
particular, Dr_ Kedciyr's argues that the district court 
properly held that § 1i6(b) limits the rights decivcd 
under the extended term of a patent to the specific 
fonn of the approved product, i .e., a free base or a 
specific salt, citing Merck & Co. u Kessier, 80 F.3d 
1543 (Fed.Cir.1996), for support. 

'*8 Pfizer argues that the patent term extension statute 
itself contemplated that a therapeutic product could 
be administLre~d as a "s :3 .t or ester of the acdve 
ingredient," and that the extension is not defeated by 
simply changing the salt or ester. The codification 
states tbis scope ; 

35 U.S.C . § 15 6(o For purposes of this section : 
(1) 'The term "product" means: 

Copr. t~ West 2004 No Lia 

Page 3 

( .A) fi drug product_ 
(I3) Any Medical device; food additi-ve, or color 
addia-ve subjeei to reguiation under the Federal 
Food, Drug, and Costnetic Act . 
(2) The term `dru2. pro-duct" means the active 
ingredient of-- 
(A) a =,v :1 :ue-, antibiotic drug, or hunian 
biological product (as those terms are used in the 
Federal Food, 11)Tu� and Cosmetic Act and the 
Public Health St;Tv1 :;C Ac), ~, .` . . 

P c3 new aT112'Lic71 dI-LG . . . 

including any 'salt or esteT of the active ingredient, 
as a single entity or in combination with another 
active ingredient . 

The Food ; Dru~ ~ ; Cosnneti~ ; Act si2?~larIy provides 
that a "dzi:g product" includes any salt or ester of the 
active ingredieut ; 

21 C.F.R . § 603(b)(10 Humn drug product 
means the active ingredient of a new drug or 
hu:nan biologic. product (as those term are used 
in the iFD & Cj Act aa; .ci die Public Health 
Service Act), including any silt or ester of the 
active ingredient, «s a sin;~?e entity or in 
combination with another uctiv~ ingredient . 

Pfizer stresses dhac the FDA's approval describes the 
approved product as "a~r.lodipine ." Dr. Reridys 
stresses that in its requ,~st for term extension, 
Pfizer identified the :~pp:cved product as ari-dodipute ' 
besytaie . 

The district court lieId t'r?t the ~erm extension is 
Iirnited :o arttlodipine hesylate, and that although 
arn]odipine mateate is covered by the claims, it is not 
subject to the extended tenn . The court reasoned chat 
the statute limits the ter:ri exiensiozi to "the first 
permitted cos.imervial rnarkc~ung or use of the 
product," 35 U.S.C . § l56(a,,i(5')(A), and that this was 
only for arrilodipinc bes5late, -Pfizer responds that the 
corntriercial marketing and use are the same for Dr . 
Keddy's salt Fornl of alnlodiguia, and that 35 U.S.C . § 
156(f) makes clear that "drug product" means the ' 
active ingrediezat "including any salt or ester of the 
active ingredient." Pfizer points out that a changed 
salt does not affect the e;°rapeutically active agent, 
which is the same arnlodiparie,, whatever the salt . 
Pfizer argues that if a change it, ffie salt removes 
amioclipsne fretn the fIatch-Waxunan. Act's tenn 
extension benefit to ;ht-, patentve, ii also removes it 
From the Act's cou:itetpart benUfitis to the generic-
producer, 

We conclude that thc active iigredient :s aYrlodipme, -
and that it is L3e same wLerher administered as the 
cesylate salt or the rnalcate salt . The statutory 

im to Orig. ("I's, Govt . Works 
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definition of "drug product" is met by azalodipinc and its salts I~r. Reddy's is proposing ~0 Market th "d 
i>> anin_> otl~PrVise, � :~~e term "product" " e A ag product," a5 defined in 3~ U.S.C . ~'cs ?he same approved uses . The Stat t f 

as inclu .iiliG~ an~" sait Or esteA of cFl~ active ingredient," Thus, D~. R.eddy's 4 : ;; :r> t ~o lirt zt u ~ u e oresaw =rariatie,j u: the salt or ester of an active iugredient and. guarak~d 

z 1 3 . . eYtellSlpti to the . specific anrrov,-d salt on the basi-s o f the rights " against the 'very loophole 'low urged . R U.& eci . veE ~S C . § ISG(f)i 21. C..T. .S. .C . t$ 3J5(J1(5)(D)(l) a d 

derived PrOvisio .? o ; ~56{b} ti th~ a pproapproved product _s ~.3r.sOU3zc1 Ttze district coz,rt's reli n v . RS several amici curiae point out, [FN2; the Hatch- `Yaxcnan Act established b 

ance oi) Merck, 50 F.3d t v43, is ui<:pprup-nate, for the :ssue of that case ~s unreiateci tc5 that b t a alance i,,rIIerebv the patent term extensian is offset by faci!iY2ti 
e, ~re the district c our' . The issue in Merck was ;vhe ;pec a Patent -whos n~ gen;,"rfe entry when the extended term expires, yet preserving th 

e tem; at ~.h t~ tiine o2 grant was :7-years-from-grant, and h e innovation incentive. Whether or not this bargain " 
w ose tcmi had d;ily been extended, utider § 15 achieved perfect syrrnnetry"--Dr. R;;ddy's argues Char it was not intended to d 

could obtain a second extension after the 20- ;, -from-filing ternz bccanm: avai ; bl o so, but was designed tc favor the generics--the texr of the statute shows that it 

a _ to that patent. The cOu14 in,~Ierilc ',`Ieid that a second eiferision Y- ~ ~ aa not was not intended to be defeated by sirripi,v changing the salt. None of the as ect ff 

available . The Merck case: is not re levant. 
p s o ered to [lie district court or on this appeal su~ b~ests a slatutory intent to 

+Via culiclude that the extri,c'ted ienn of the '909 909 provide the generic producer with access to the pioueeis approved uses d 

patent covers atulo tipii :e and any salt or ester, , ~s provided by § 1S6(f) and as t i an data while oaning extension Of patent coverage a1~ ?hr drug product 

- ;G rned in clainis l, ?, and S . :'':re extension i ;: not Iar:ib:;d t0 the bes ~late } . salt whose approvals and data are provided . To the contrary, as we nave discus d h 

of arrilodipine . 'Z'l1e jdlc3rrneftt oz non-inlTinpement and ensuing dismissal, is rcv;.r ,e;3 se , t e T-:atch-Wa-unan Act foresaw and averted th 
. . 

e potential loophole of ~, change in the salt of the active ingredient . 
IRE VER S ED. 

*4 As we have observed, 35 U.S.C. ~ 156(fl defines 
MAY: R, ChiefJucicc, uissenti~3~; . 

the drug product as including "any salt or ester of tie active ingredient." See Abbott Labnrato~ies Inc v 
Because I bc:it~vt- ?i:e di ;t .-ict court correctly i - . . . Young, 920 F.2d 984, 98S-b9 (I>.C.Cu-.199U . Tbe FDA ruled that "the Temi'active ingredient' as d i 

~ iterprered 35 (rti .i : . § i56(b) to limit the patent terra to the specific product that war the subject of use r the phrase 'active ingredient includ~'Ds; an~~ salt or ester of the active in di ' 

Food and Drug Administration a,~ >rati~a' r~ 1, I dISSell2 . As the court points out serA :r t 56 ;re ent means active moiety ." .4bbAbbreviated rVe;v Drug g Application Regulation 

, rn (f) defines a product as a new drugo "i :uclud .»g, any salt or es~.r of :he active s: Patent and Exclusivity Provisions, 59 Fed.12eg . 50,338, 50,358 (P' .D.A . Occ . 3, 1994) . The FDA ha 

ingredien?." What ttie cazart jails to cerzszdt~r, however, is that zegarlless of hoNv a product is s defined "active moiety" a5 "the molecule or ion 
defined in ,ectic.tin i56(i), to be eligible for a patent , excluding those appended portions of the nioYacule that cause the drug to be an t 

Ye1in extension, tP:at product must ".ha[ve] been subject to a regulatory r{.vievv eriod b f es er, salt , . . responsible far the physiological or phanrracological action of the 

p e ore its coininercial ?na:k-,tisig or us:." 3:. U .S . C~ § 'S4la)('4) . drug substance." 21 C.F.R . § 314.108(a). 
In this case, the product that svas subject :o regulatory i 

The district court irisconstrued the stat t i 

rev ew was axnIcsdipzrae besylste . It was nut merely~ 
dR110dapi11e . nor was 1T uT12JrtIP1m; 2?7dIG'3tC . . th 

. . 
u e, n hollng that the extended patent terrn did not cover any amlodipine salts exce t h 

, e product that Dr. Reddys seeks approval to market . As such, the product aal lo,iipine Inal p t e besy~late . The Act t~ its ~ Y terms extended the term 0f the patent for th 

. :ata caxwot uaiif ~ . 4 Y for a patent iexan extension ; it c"c,c;1 not comport with e regiskered uses of the drug product inclu&lg iYs salt 
the statutory 7'f:fjlll'Cn1aIitSiO ; t."!igl})I17Ly . 

esters ; The "rights derived" provision of § 156{b) specifically limits the extension to "any use approved 
*5 An extensicai also does no ; cornpun with for the product," whictl n1eai3s that Other, e.g., lion- pharmaceutical uses are riot b 

precedent. Iri Merck v. Keasle; ; 8i:) F . ;tid 11543, 154'7 tI~ed .Cir .199E), ~;~e ~,el:: i?zac a atent c ~ b , su ject to the extens :an . That provision does not contain any limitation regardiiig the form of the rod p art e given g on]), one extension rega,-dies ; of ttl~; number of chrll s that it may claixn were s ; :bject to ap roval A d p uct subject to the extension. in face, § iSb(t) clearly provides 

p , n , in, inte retir~ section 156(b)(1) . xP a sect~on 15G(b ;~(i f, the aecron at issue in h t is appeal, we held that "the restoz ..tion period of the 
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patent does not extend co all products Protected ;:-jy Labo.,lc&r>as, r_rCY., Na 02-02829,2002 W7. 
the patent but only co the prod ::ct on which the 31E3 37a4 ;'D .M .1 . Dec . 17, 2002'a . 
extension was based." In this case, thc; restoration 
period should apply narrowly to cover only rN2 . A.cdctis mar~ae ~riefs were filed by E?3 
amlodipine besylate . Lilly & Co ., Merck &. Co ., Inc . ; WyeCh ; 

='liarn-jaccu6c31 n~sc;arch & Manufacturers -
of Ama 1; T :.7tecia Chemical Industries, Opinion for the court tiled by Circuit 7udh;c lzac . ; r~d Wasrimgton Legal Foundation. NEWMAN. DisSerc :in; opinion filed by Chief ?ud,~e 
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