


UN’ITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBLA

)
PFIZER, INC,, )
)
Plaintiff, )
' ) R
V. ) Case No. 03-02346 (RCL)
FOOD AND DRUG ADMINISTRATION )
MARK B. McCLELLAN, M. D., Ph.D,, )
Commissioner, Food and Drug Admmlstratxon', )
and TOMMY G. THOMPSON, Secretary )
of Health and Human Serwces § )
)
‘Defendants, )
)
‘and )
)
)
)
)
)}

DR. REDDY'S LABORATORIES, INC,, et al.

Proposed Intervenor-Defendants,

Federal defendants, U. S Food and Dmgk AdminiStration (FDA), Mark B. McCEellan

Commissioner, FDA, and Tommy G. Thompson, Secretary, u.s. Department of Health and
Human Services (HHS) through thelr undemlgned attomeys submxt this reply in support of its
motion to stay proceedmgs ’ :

As explained'in federal ddfend’antsf"* motion, plaintiff Pﬁzer,{nc (Pﬁz@r) Challenges

FDA's approval of a new drug application;;(NDA) submitted;by;;'afaﬁgégd: ix}térvenor Dr Reddy's
Laboratories Ltd. (Reddy) for amI’Odiﬁine maleate tablets (N DA 21:74‘4355)',' *whiﬁh it planned to
market under the name “AmVaz”g, On F ébruary 5,2004, FDA stéyed tﬁe‘:éffééﬁv_e date of the

approval of NDA 21—435 to condxiwt a‘reeydzluatiqn’ofy‘thé basis for that approval to ensure that



‘any approval is based\. on approp?iafted@té.j On February 1 8, 2004, fedg{ai @efendaﬁts moved to
stay this procecding to permit F A to complete its reevaiuatiob of the :AmVaz approval decision
before htzgatmg whether such approva] was appropnate

On February 27 2004, thc Umted States Court Of Appeals for the F ederal Circuit issued a
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decision in a related matter. Pﬁzer Inc. vk Dr. Reddkl‘s Labs Ltd__i
WL 360445 (Fed. Cir. Feb. 27, 2004) (attached as Exhibit A) In that case, Pfizer alleged that
Reddy's NDA 21-435 infringed Pfizer S Umted States Patent No 4 5’?2 909 (the '909 patent). Id.
at *1 (Ex. A, p. 2). The district qurt ruied in Reddys favor Id. The Federal Circuit reversed
and found that the '909 patent covers AmVaz Id. at *4 (Ex. A, p. 4). |

As a result of this decisioﬁ it appears that Reddy cannot zharketl ‘Am?Vaz until the patent
term extension tor '909 patent expu‘es in 2006 ___g _Q_ at *1 (Ex A, p 2), uniess the Federal
Circuit's decxsxon is modified or reversed i further proceedmgs m whmh case Reddy cannot
market AmVaz until such favorablc judloxa} deasxon becomes effectlve 1In either case, a stay of
this proceeding for several month,s will not prejudice the pa};txgs_{bﬁcausé'fReddy will not be able
to market AmVaz in the immedia;le' fumre; i?rrespective oftﬁé Qutcome of thiﬁ case. Thus there
is no reason to attach an arbltrary tlme hmx‘ratwn to the Iength of the stay, as. suggcsted by Reddy.

Instead, FDA should be allowed sufﬁcxent txme to complete 1ts reevaiuaﬁon



CONCLUSION
For the foregoihg reasons; the Coaiﬁt should grant a s’tayofﬂ;his case until FDA has

completed its reevaluation of the fdata,in the application at issue and removed the administrative

stay.'
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2004 WL 360445
—-F.3d -- i
g?itc as: 2004 WL 360445 (Fed.Cir.(N.JJ))

Only the Westlaw citation is currently avaiiable.

United States Court of Appeals,:
~ Federal Circuit. :

PFIZER INC., Plaintif-Appeliant,

Yo oo -
DR, REDDY'S -LABORATORIES, LTD: and Dr.

Reddy's Laboratories, Inc., Defendants-
Appellees. e

Nos. 03-1227,03-1258,

Feb. 27, 2004.

Background: Owner of patent for namzbrand
hypertension drug sued proposed manufacturer of

generic version for infringement. “The United States
District Court for the District of New Jersey, 2002

WL 31833744, Katherine S. Hayden, J, granted

competit‘or'smdtion 1o dismiss, and appeal was taken.

Holding: The Court of Appeals, Newman, Circuit:
Judge, held that patent term extension applied to all
calts of molecule covered by patent, and not merely ta.
particular salf of molecule being used in approved
drug. o
Reversed.

Mayer, Chief Judge, dissented and filed pinion.
Patents €133 :
291k133

Patent term  extension,  granted to pigamsaceutical,
commpany to compensate for regulatoryr}evieW‘pc:iod
for new drug based on patented molecule, applied to
all salts of molecule covered by patent, and not
merely to particular salt of molecule being used in
approved drug. 35 US.CA. § 1560,

Patents €°328(2)
291k328(2)

4,572,909 Infringed.

Appealed from United States District Court folyf.ihe' ’

District of New Jersey, Judge Katherine 8. Hayden.

Glen D. Nager, Jones Day, of Washingtoﬁ, DC,
argued for plaintiff- appellant. ‘With him on the bref
were Gerald Sobel, and Milton Sherman, Kaye

~ LLP, of Washington,

Page 1

Scholer LLP, of New York, New York; and Gregory
A. Castanias and David O. Bickart, Kaye Scholer
ton, DC. Of counsel on the brief was
David E. De Lorenzi, Gibbons, Del Deo, Dolas,
Griffinger & Vecchione, of Newark, New Jersey.

Brian ’i Mazfiaxtirs_ Budd Larner - Rosenbaum
Greenberg & Sade, of Short ‘Hills, New Jersey,

 argued for defendants-appeflees. With him on the

brief were Andrew J. Miller, Nicholas A. Tyacke,
Jacquelyn Inserra, and Vijayant Pawar.

David G. Conlin, ‘Bdwards & Angell, LLP, of
Boston, Massachusetts, for amicus curiae Takeda
Chemical Industries, Ltd. With him on the brief were

 Barbara L. Moore, Kathleen B. Car, and  B.
‘Stephanie Siegmanz. ‘ \ '

“John F. Lynch, Howrey Simon. Arnold & White,

LLP, of Houston, Texas, for amicus curiae Merck &

‘Co., Inc. With him on ‘the brief were Nicolas G.

Barzoukas and Richard L. Stanley. Of counsel on the
brief were Paul . Matukaitis, Edward W. Murray,

" und Gerard M. Devlin, Merck & Co., Inc., of

Rahway, New Jersey.

Allen M. Sokal, "Eiixnagan,,,i Henderson, Farzbow,
 Garrett & Dunner, L .L.P,, of Washington, DC, for

amicus curize Wyeth. With him on the brief was
Gregory A. Chopslde. Of counsel on the brief was
David A. Manspeizer, Wyeth, of Madison, New
Jersey. : e n - ‘

B Edwérd Bruce, Coviﬁgton & Burling, - of

 Washington, DC, for amicus curiae Pharmaceutical -

Research and Mamufacturers of America. With him

- on the brief were Robert A Long, Jr. and Christopher
N, Sipes. | , | |

Steven P. Caltrider, Eli Lilly and Company, of
Tndianapolis, Indiana, for amicus curiae Eli Lilly and
Corupany. With him on the brief were Robert A,
Armitage and James J. Kelley. :

Philip Aucni_Lac'.é}'i{a_ré; .Mayé’r Brown Rowe & Maw,
of Washington, DC, for amicus ‘curiae Washington
Legal Foundation. ‘With him on the brief were Donald

M. Fall; and Michael O. Warnecke, Joseph A:

Mahoney, and Thomas R. Stiebel, Mayer Brown
Rowe & Maw, of Chicago, Illinois. Of counsel.on the

brief were Daniel . Popeo and Richard = Samp,

Washington Legal Foundation, of Washington, DC.

Copr. © West 2004 No Claim to Orig. U.S. Govt. Works




2004 WL 360445 -
(Cite as: 2004 WL 360445 (Fed Cir. (N.f;J )

Before MAYER, : Chief - Judge NEWMAN and
LOURIE, Circuit Judges;

NEWMAN, Circuit Judge.

*1 Pfizer Inc. appeals the judgmcm of the Lmted
States District Court for the District of New Jersey,
ruling that defendants Dr. Reddy's Labomtorxes} Lid.
and - Dr. Reddy's Laboratones Inc. {together "Dr.
Reddy's") do not infringe the extended term of
Pfizer's United States Patent No. 4,572,909 ("the '909

patent), and on this grcund dismissing the complaint.

[FN1] We conclude not only that the extended patent
term includes the claims that cover Dr. Reddyf-;
product, but also that the dismissal was Impmperly
granted. The judgment is reversed.

BACKGROUND

Pfizer is the owner of the '909 patent whmh claxms

certain dihydropyridine compounds and their ‘acid

addition salts, including the compound having ' the
conumon name amlodipine, and its salts, Amladxpme
is the compound of claxm 8. The relevant clalms
follow; -~
1. A dihydropyridine compound of the fmmula ’
or a pharmaceutically acceptable acid addition
salt thereof, wherein Y is C(CH2)2C, C(CH2)3C
CCH2 CH(CH3)C or CCH2C(CH3)2C; R is aryl;

R 1and R 2 are each independently C1CC4 atkyl

or 2-methoxyethyl; and R 3 is hydrogen, C1CC4
alkyl, 2-(C1¢CcH alkoxy)cthyl

' cyclopropylmethyl, benzyl, or C(CHZ)mCOR 4

where mis 1,2 .0or 3 and R 4 is hydroxy, cl1ces

alkoxy or CNR 5R 6 where R 5 and R 6 are each
independently ‘hydrogen or Cl CC4 alkyl :
wherein aryl is phenyl; phenyl subsntut@d by one-

or two of nitro, hale, CICC4 alkyi CICC4
alkoxy, -hydroxy, tnﬂuorcmethy} or, cyano i»
naphthyl; or 2-naphthyl.

7. A compound according to claim | wharem Ris
2-chlorophenyl or 2,3- dwhlorophenyl R1isCH
3, R 2145 C2HS, Yis C(CH2)2C and R 3 is H or -

CH3.
8. A compound according to clalm 7 wherem R is
2-chlorophenyl and R 3is H.

Pfizer -obtained federal registration of an’ anf-

hypertensive, anti- ischemic drug product whose

active ingredient is amlodipine, as the besyiate salt.In
obtaining the registration, Pfizer submitted clinical

data obtained using both amlodipine besy]ats and
amiodipine maleate. The besylate salt wag selected by
Pfizer for ease of tableting, The sevemeen«v:ar terny
of the '909 patent ended on I‘cbruary 25, 2{)03 but
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_ was extended for 1,252 days, until July 31, 2006,
- measured as a portion of the time consumed by the

federal regulatory approval process, as authorized by
the Drug - Price Competition - and Patent. Term

- Restoration Act of 1984, Pub.L. No. 98-417, 98 Stat,

1585 (the Hatch- Waxman Act), codified at portions

“of Title 35 and 'i‘iﬂc 21, Pmcrs expert declaration
stated:

In the Patent Certxf" cation section of the NDA for
: Norvasc(R} . Pfizer certified that "the drug,
amlodipine, whzch is the subject of this
application (NDA-19,787) and the formulation
for such drug claimed by the listed patent (patent
No. 4,572,909) provided in Section 14 of this
NDA is the subject of the approval being sought -
under Scctmn 505 of thc I‘ederal Food, Dmg, and
Cosmetic Act."

- *2 In Pfizer's application to the PTO requestlng term

extension under 35 U.S.C. § 156, Pfizer identified

~ Norvas¢(R) as the product for which regulatory

approval had  been obtamﬁd ;and. . stated  that

Norvasc(R) was "further 1denhﬁcd“ as amlodxpme
besylate.

In December 2061 Dr -Reddy's- filed & new drug
application, k;ncvm ‘as - a "paper NDA" under 21
U.S.C. § 355(b)(2), ; proposing to market amlodipine
as the maleate salt, for the uses for which Pfizer had
obtained fedml appmval based on the data that

 Pfizer had pmvided to the Food & Drug

Administration (FDA). Dr. Reddy's acknowledges
that amlochpme maieate ig covered by the claims of
the '909 patent, but argues that the term extension
apphes only to the besylate salt because that is the
registered product. The dxstnct court agreed. thh Dr,
Reddy's.

DISCUSSION

‘The patent term restoration provision of the Hatch-
Waxman Actis dnected to new drug and medicinal
products that are subject to pre-market federal
regulatory approval. By restoring a portion of the
patent term that is consumed during the approval
phase, the incentive to develop and market products
that require lmgthy pre«maﬂ\.eung ‘approval  is

intended to be preserved:

The purpose of T:t}e o {Patcnt Term Restoration]
is to create -a new. incentive for increased
expenditures for research ‘and development of
cerfain products which are subject to premarket
government approval. - The incentive is the
‘restoration of some of the time lost on patent life
while “the product ' is  awaiting pre-market

‘Copr. © West 2004 No- Cia;m to Orig, U.S. Govt Works
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approval.
H:R.Rep. No. 98-857 4t 15 (1984}, repnnted in

1984 USCCAN 2647, 2670. The Hatch~Waxman Act

balanced the term-extension benefit to patemees with
new benefits to generic producers. As. discussed in
Glaxo, Inc. v. Novopharm, Ltd., 110 F.3d 1562, 1568
(Fed.Cir.1997), the Iegxsiatxon ‘was "desxgned o
benefit makers of generic drugs, research-based
pharmaceutical companies,” and not incidently the
public.”" See also Eli Lilly & Co. v. Medtronic, inc.,

496 U S. 661, 672, 110 S.Ct. 2683, 110.L Ed.2d 605

(1990). Balancing the Title I patent ferm. extensxon'

benefit to patentees, Title I of the Act gave generic
producers - freedom ' from infringement  during
production and  testing of generic counterparts

intended to be sold after patent: expiration. The Act
also gave generic producers the. nght to rely on the

patentee's data and approved uses to- ‘suppott appro
of their generic counterparts, supcrcedxi:&g he p

requirement that the generic product be. mdﬁpendcmly

shown 1o be safe ‘and affective. See I at 672

(recognizing the equilibriom between the grant o

generic producers of the Tight to use- the pateutees
data and conduct otherwise infringing activities, and
the restoration of a portion: of the time reqmred for
~ federal approval).

Dr. Reddy's application relied on the safety and;f

efficacy data submitted to the FDA by Pf’mr, which

had included testing of amlodipine as both the
maleate and besylate salts, Dr. Reddy’s argues-that -
Pfizer's term extension is limited to amlodzpme asthe
besylate salt, and that amiodlpme ‘maleate is a
different “active ingredient.” Dr, Reddy's concedes~

that both products have the identical “active mmety i

as it must in order to use Pfizer's ’pprovad? o

registration, However, Dr, Reddys argue

the specific salt for which Pfizer obtained appravai is
protected by the extended term of the patent. In_
particular, Dr. Reddy's argues that the district court -
properly held that § 156(b) limits the rxghts derived B
under the extended term of a patent to the spemﬁc g
form of the appxoved product, i.e, a free base or a -
specific salt, citing Merck & Co. v. Kessler 80 F. 3d

1543 (Fed.Cir.1996), for support ‘

*3 Pfizer argues that the patent term cxtensmn statute :
itself conternplated that a thcrapeutw pmduct could
be administered as a "salt or ester of the active -
mgrcdxent, -and that the extension. is not def'eatcd by
simply changing the salt or ester The codxﬁcatronﬁ

states this:scope;
35 US.C. § 156(f) For purposes cf thzs section:
(1) The term “product” means: i

' approvcd praduct_ as

- besylate.
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{A) A drug product

(B) Any medical device, food additive; or color
additive subject to regulation under the Federal
- Food, Drug, and Cosmetic Act.

(2) The term. ”drug pmduct" medns the' active
mgrednmt of

(A) a pew “drug,- aunbmtxc drug; or ‘human

: odnct (as those terms are nsed in the
Federal Food, Drug, and Cosmetic Act and the ;
Public H&&Ith Service Act) or
{B) a new animal drug ...
including any salt or ester of the :active ingredient;
as a single entity or in combmatzon with another
active mgredleni '

The Food, Drug & Cosmetic. Act similarly provides

“that a "drug product™ mchides any salt or ester of the

active ingredient;
21 CFR. § 60.3(b)(10} Human drug product
‘means the active ingredient of a new drug or
human biologic product (as those terms are used
in the [FD & C] Act and the Public Health
Service Act), mcludmg any salt or ester of the
active ingredient, as a single emtity or in

1 with another active ingredient.

the FDA's approval describes the

"’amlodxpme " Dr. Reddy's

stresses that in filing its request for term extension,

__proved(pr;}duct as amlodipine

Thc district cau:t held that ‘the term extension is
Iumted o amiodlpme besylatc and that aithough
amiochpme maleate is covered by the clauns, it is not

subject to the extended term. The court reasoned that
the statute limits the term extension to "the first
 permitted commereial markeung or use of . the

- product,” 35 U.S.C. § 156(a)(5)(A), and that this was

only for amlodipine besylate. Pfizer responds that the
commercial marketing and use are the same for Dr.

* Reddy's salt form of. amiodxpme, and that 35 US.C.§
- 156(f) makes clear that Mdrug . product" means the
~active mgtedxent "m@iudmg any salt or ester of the

active mgredlen fizer points out that a ‘changed

~ salt does not affec the thempeuucally active agent,

which is the same axzﬂedxpme, whatever ‘the- salt,
Pfizer argues that if a change in the salt removes
anﬂodipme from the Hatch-Waxman Acts term
extension benefit to the patentee, it also removes it -

. from the Acts ceuutetpart bcnef' ts to' the generic
, pmduccr : :

We conclude that the actwe mgredxent is amlodipie,

- and that it is the same whether administered as the
oy besylate salt or the maleate salt. The stamtory

Copr © West2004 No Claxm to Ong u.s. Govt Works
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definition of "drug product” js met by é&ﬁlq.dipi;xé‘,ﬁagzd
its salts. Dr, Reddy's is Pproposing to market the "drug

product," as defined in 35 US.C. § Is6(n, for the

same approved uses. The statute foreszw variation in
the salt or ester of an active ingredient, and’ gixardcd
against the very loophole now vy sed. See 35 U.S.C. §
1356(0; 21 USC. § 355G)(5)DYd) and v). As
several amici curize point out, [FN2} the Hatch-
Waxman Act established - a balance whereby the
patent term extension is offset by facilitating generic
eniry when the extended ferm expires, yet preserving
the innovation incentive. Whether or not this bargain
achieved "perf{;clvs)‘fmmeﬁfy"--D;. Reddy's argues that

it was not intended to do 89, but was designed to-

favor the generics--the text of the statute shows that it
was not intended to be defeated by sirhg?y‘changing
the salt. None of the aspects offered 1o the district

court or on this appeal suggests a stamtéry-il\rteﬁ”d

provide the generic Producer with access to the
pioneer's approved uses and data’ while barring

product
whose approvals and data are provided. To the
confrary, as we have discussed, the Hatch-Waxman -
Act foresaw and averted the potential loophole of a

extension of patent coverage of the drug

change in the salt of the active ingredient.

*4 As we have observed, 31‘5‘U.S.C. § ,156'(1)‘ defines

the drug product as including “any salt or ester of the:
active ingredient See Abpon Laboratories, fne. v.

Young, 920 F.2d 984, 985-89 (D.C.Cir.1990), The
FDA ruled that "the term ‘active ingredient as used in
the phrase 'active ingredient including any salt or
ester of the active ingredient means active moiety."
Abbreviated New Drug  Application Regulations:
Patent and Exclusivigy Provisions, 59 -Fed.Reg, i
50,338, 50,358 (F.D.A. Oct, 3, 1994), The FDA has
defined "active moiety" as "the miolecule ‘or jon,
cxcluding those appended portions of the molecule
that cause the drug to be an ester, salt ... responsible e
for the physiological or pharmacological action of the

drug substance.” 21 C.F.R. § 314.108(a).

The district court misconstrued the statute, in holding

that the extended patent term did not cover any
amlodipine salts except the besylate, The Act by its

terms extended the term of the patent for the
registered uses of the dyug product Including its salt -

esters. The "rights derived" provision of § 156(b)

specifically limits the €xtension to "any use approved

for the product,” which means that other, e.g., non-

pharmaceutical uses, are not subject to the extension.
That provision does not contain any limitation
regarding the form of the product subject to the i
extension. In  fact, § 156(f) ~clearly provides -

< term to the (spéciﬁ,c. p
Food and Drug Admiy

- review was ‘amlodipine
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otherwise, in defining the term ~“product” ag
"including any salt or ester of the active ingredient "
Thus, Dr. Reddy's attempt to limit the extension to the
specific approved salt on the basis of the “rights
derived” provision of § 156(b) to the approved
product is unsound. The district court's reliance on
Merck, 80 F.3d 1543, is inappropriate, for the issue of
that case is unrelated to that before the district court.
The issue in Merek was whether a patent whose term
at the time of grant was 17-years-fronegrant, and
whose term ha “been extended under § 156,
could obtain a second extension after the 20-years-
from-filing term beca

erm became available to that patent. The
court in Merck held that 2 second extension was not

- available, Thg.Mefck case is not relevant,

patent covers amlodipine and any salt or ester, as

. We conclude that thccxieﬁdc’d term of thc,'\9:09‘

- pravided by § 156(f) and as claimed in claims 1,7,

and 8. The extension is not limited to the besylate salt

of amlodipine. The Judgment of non-infringement and

 ensuing dismissal, is reversed,

REVERSED. |
MAYER, Chief Judge, dissenting.

Because 1 believe ,}_"thév district court correctly

interpreted 35 US

C.§ 156(b) to limit the patent

roduct that was the ‘subject of
dministration approval, I dissent. As
the court points out, sec ton 156(f) defines a product
as a new drug "including any salt or ester of the active
ingredient." ‘What the court fails to  consider,

bowever, is that regardless of how a product is

defined in section 156(f), to be eligible for a patent :
term extension, that product must "hafve] been -

| subject to a- regulatory review period before its

commercial marketing or use.” 35 U.S.C. § 156(a)(4).
In this case, the product that was subject to regulatory

) besylate. It was ot merely
amlodipine, mor was it amlodipine maleate, the
product that Dr. Reddy's seeks approval to market. As

- such, the product é@d"“}mstmaléate‘cannot, qualify
“. for a patent term &xtension; it does not 'compo:t with

the Statutory requirements for eligibility.

*5. An extension also  does not comport  with
precedent. IﬁMéi'Cf’_f v essler, 80 F.3d 1543, 1547
(Fed.Cir.1996), we held that a patent can be given -
only one extension Tegardless of the number of drugs
that it may claim were subject to approval, And, in
interpreting section 156(b)(1), the section at jssue in
this appeal, we held that "the restoration period of the-

Copr. © Wést ZOb?szNo' C":laih}'zto Oirigf U.8. Govt. Works




2004 WL 360445 | , RS M . Pages
(Cite as: 2004 WL 360445, *5 {Fed Cir(N33) - . o

Laboratories; fad., NO 0202829, 2002 W'L

patent does not extend o all products protected by ‘
: 31833744 {D NJ Dec 17 2002}

“the patent but only 1o the product onwhich the

" extension was based " In’ this case, the restarauon :
FN2 Axmcus curiae. hnefs were filed by Eli

d uld 1 ly ¢ il L

izixrlxgdx xrsxzobes 1a2:py PRy o eevee gl 5 L:Liﬂy & Co.; Merck & Co., Inc.; Wyeth;

P Y : B 'Phaxmaccutmal Research & Wanuﬁacturers

o of ‘Ameriea; Takeda Chemical Indusmes
Opinion. -for the court filed by Circuit Judge ' gt "}nc,, and Washmgmn Legal Foundation.
NEWMAN Dissenting opunon ﬁled by. Chzef Judge: :
MAYER. - ; | 2004 WL 363445 (Fed. er I
ENL  Pfzer [nc. v Dr Reddy's END OF DQCUMENT
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