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Anthony J. Viola
Andre K. Cizmarik
EDWARDS ANGELL TALMER & DODGL LLP
Attorneys for Plaintiffs
Takeda Pharmaccutical Company Timiled, and
Takeda Pharmaceuficals North America, Inc.
750 Leximgton Ave.
New York, MY 10022
(212)308-4411

UNITED STATES MSTRICT COURT
SOUTHERN DISTRICT OF NEW YORK

Takeda Phannaceutical Company Limited and Civil Action No.
Takeda Pharmaceuticals Nortl: America, Inc.,

Plainiiils,

V.
COMPEAINT

Torrent Pharmaceuticals Limited and
Torrent Pharma inc.,

Defendants.

Maintilfs, Takeda Phammaceutical Company Limited {formerly known as Takeda
Chemical Industiies, Ltd.) (“TPC™) and Takeds Pharmaecuticals North America, Inc. (“TPNA™)
{collcetively, “Takeda™) by their undersigned counsel, for their Complaint against defondants
Torrent Pharmacewticals Limited (“Torrent Ltd.”} and Torrent Pharma Tne., (“Torrent Inc.™)

{collectively, “l'orrent™), allepe as (oifows:
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Jurisdiction #rd Veuue

I This is an action lor patend infringemeni arising under the patent laws of the
United Siates, Title 35, United States Code and arising un_dcr 35 U.5.C. 88 271(e)2), 271(b), amd
281-283. Subjcct mafter jurisdiction is proper under 28 T1.S.C, §§ 1331 and 1338{a). Venuc is
proper under 28 T.S.C. §§ 1391{b)~(c) and 1403(b). Personal jurisdiction over the defendants in
Mew York is proper ueder N.Y. C.P.L.R. §§ 301 and 3032{a) and because defendants are doing

business in this jurisdiction.

Partics

2 TP{L is a Japancse corporation having its corporate headquarters in Osaka, Japan
and principal place of business in Osaka, Japan., TI'NA is ¢ wholly ovned U.S. subsidiary of
Takeda American IToldings, Inc., which is a whelly owned U.S. subsidiary of TPC, TPNA has
its corporate headquarters and principal place of business in Deerlield, Nllinvis and is organized
under (he laws of Delaware.

3. TPL is engaged in the business of research, developing, manufacturing, and
marketing ol a broad spectrun of innovative pharmaceutical products, including ACTOS® which
carrtzins the active ingredicnt pioglitazone.

4, On information and E.e]ief, Torremt Lid. 1s & company organized and cxisting
under the Iaws of India, having its principal place of business at T'orrent House, OfI Ashram
Road, Ahmedabad - - 380 {]{}9}. (hgjaral, Tndia. Upon olonmation and belief, ANDXA No. 91-298
was [iled under the nsine of Torrent Lid.

5. On information and belief, Torrent Inc, is 3 corporation organized and existing

under the laws of Delaware, having its principal placc of business at 5380 Holiday Terrace, Suile
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40, Kalamazoo, Michigan 49009, Upen information and belief Torrent Ine, filed ANDA No. 91-
298 ax “11.8. Agent for Torren! Pharmacesticals Limited.”

G. On irformation and belicf, Torrent Inc. sells generic drugs, manulzctured and
suppiied by Torrent Lid., throughout the United Stafes, including in at least Noew York.

7. On Information and belicf, Torrent inc. is a wholly-owned subsidiary of Toment
Ltd.

8. Upoen infoimation and belief, Torrent is currently transacting business in the
Southern District of New York, at least by making and shipping into this Judicial District, or by
using, oflering o sell or selling or by causing others 1o use, ofler to sell or sell, pharmaccutical
producis. Upon information and belief, Tormont derives substantial rovenue from intersiale
and/or infernational commeree, including substantial revenee fiom goods used or consumed or
sevvices rendered in the Stute of New York and this Judicial District. By filing its ANDA,
Torrent has committed, and unless enjoined, will continse to commit a {orlious act without the
Siate of New York, which Torrenl expects or should reasonably expect to have conscquenecs in

the Staie of New York.

The New Brug Application

o, TPNA sells pioglitazone-containing drug products under the trade name ACTOS®
in the United States pursuant to the United States Food and Drng Adminisivalion’s approval of
New Drag Application ("NDA™) held by TPNA (NDA No. 21-073).

10.  ACTOS®is approved for usc as an adjunct to dict and exercise (0 improve
glycemic controd in paticnts with Type 2 Diabeles (non-insulin-dependent diabetes mellitus).

ACTOS® is indicated for monotherapy. ACTOS® is also indicated for use in combination with a
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sulfonyhurea, metformin, or insulin when diet and exercise plus the singic agent does not resulf in
adequate glycemic control.

11.  ‘I'he approval letter for ACTOST, with approved labeling, was issued by the 1'DA
on July 15, 1999, The approval was for both monotherapy and combination therapy, based upon
the FDA's consideration of clinical studies, presented in a single NDA, for both types of
therapies.

12.  Cerluin amendmenis to the approved labeling for ACTOS® have subsequently
been approved.

The Patents in Suit

13, United States Patent No. 5,265,584 ("the *584 patent™), cntitled *Pharmaceutical
Composition,” a troc and corrcet copy of which is appended herelo as Exhihit A, was duly
issued on October 12, 1999 fo inveniors Hitoshi lkeda, ‘Fakashi Sohda and Ifiroyunki Odaka and
asgigned to plaintiff 1PC. The ‘584 patent claims, infer alia, a pharmacentical composition
comprising piogitlasone [{(£)-5-[| 4-| 2-(5-cthyl-2-pyridinyljethoxylphenyl hmethyl -2, 4- .
thiazoiidincdione], or salts thereof in combination wilh a bignamde (e.g., metformin) and
mnethods for trealing diabetes which comprisc administering a therapeutically effective amount of
pioglitazonc or salts thereof in combination with a higuanide.

14,  Phlaintiff TPC has been and still is the owner through assignment of the “384
patent, v_l.'hic:h expires on June 19, 2016,

L5. United States Patent No. 6,329,404 (“the "404 palent™), enlitled “Phamiacentical
composition,” # frue and coirect copy of which is appended hereto as Exhibit 3, was duly issued
ont December 11, 2001 fo inventors Hitoshi lkeda, Takashi Sohda and Hroyuki Gdaka, and

assipned to plaintil¥ TPC. The “404 patent claims, inter alia, a pharmaccutical composition
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conmiising pioglitazone or salts therenf in combination with an insulin secretion cnhancer (e.g.,
a sulfonylurea, such as repaghmde or glimepiide) and methods For freating diabetes which
comprise adminisiering a therapentieally effeetive amount of pioglitazone or salts thereol in
combination with an insalin secrelion enhancer.

16,  Plaintiff TPC has been and still is the owner through assignmaent of the “404
patent, which cxpires on June 19, 2016,

7. United Slales Patenl No. 6,166,043 (“the ‘043 patent™), entitled “Pharmaccutical
Composition,” a true and coircet copy of which is appended hereto as Exhibit C, was duly
issuced on Becember 26, 2000 Lo inventors Hitoshe Tkeda, Takashi Sohda and Hivoyuki Odaka,
and assigned 1o plainiflf TPC. The ‘043 patent claims, infer alia, methods for reducing the
aimount of active componcnts administered 1o a diabetic patient, which comprise administering s
therapenticaliy etfeclive amount of ploglitazone or salis thereof in combination with a biguanide,
€. g., metformin.

18, Daintiff TPC has been und st} 15 the owner through assignment of the 043
patent, which expires on June 19, 2016.

19, United Stales Patend No, 6,172,090 (“the “090 palent™), entitied “Pharmaceutical
Composition,” & frue and correct copy of which is appended hereto as xhibit 1, was duly
issucd on January G, 200! to inventors Hiloshi Tkeda, Takashi Sohda and Hiroyukd Dt’l.aka, GTI

assigned {o plainfifll TPC. The “090 patent claims, inter alia, methods for reducing the side

effects of active components administered io a disbotic patient, which comprise administering a
therapentically eliective amoumi of pioglitazone or salts thereof in combination with a bipuanide,

€. ., metformin, as the active componcits.
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20. Plaintiff TPC has been and stilf is the owner through assignment of the ‘050
patent, which expires on June 19, 2016, -

21,  United States Patent No, 6,211,205 (“the ‘205 patent™), entiticd “Pharmacetical
Composifion,” a true and correct copy of which is appended herelo as Exhibit E, was dily
issued on Apnil 3, 2001 to inventors Hitoshi Ikeda, Vakashi Sohda and [Tiroyuki CGdaka, and
assigned to plaitiff TPC. The ‘205 patent claims, inter alia, methods for reducing the amount of
aclive componcnts administered to a diabetic patient, which comprises administering a
therapeutically ellzctive amount of pioghifazone or salts thercof in combination with an insulin
scoretion ecnhancer {e.2., a suifonylures).

22, Plainttf T'PC has been and still is the owner through assigmment of the 205
patent, which expires on June 19, 2016.

23. United States Patent No. 6,271,243 ("the ‘243 patent™, entitled “Pharmaceulica
Compaosition,” & true and comeet copy of which is appended hereto as Exhibit K, was duly issucd
on Angust 7, 2001 to inventors Hitoshi Tkeda, Takashi Sohda and Hiroyuki Odaka, and assigned
to plamGiY TPC, The *243 patent claims, inter alia, methods for reducing the side effects of
active components administercd to a diabetic patient, which comprises administering a
therapeutically effeclive amount of pioglitazonce or salts thercof in combination with an insulin
preparation.

24, Plaintiff TPC has been and still is the owner through assignment of the *243
patest, which expires on June 19, 2016,

25. Unifed States Patent No. 6,303,640 (“the ‘640 patent™), entitled “Pharmacentical
Composition,” & true and correct copy of which is appended hereto as Exhibit (7, was duly |

issued on October 16, 2001 to inventors Hitoshi lkeda, Takashi Sohda and Hiroyuki Odaka, and
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assigned to plaintiff TPC. The ‘640 patent claims, inter alta, methods o reducing the side
effects of aclive componenis adminisiered 10 a diabetic paticnt, which comprises administering a
therapeutically effcctive amount of a pioglitazone or salt thersof in combination with an insulia
secretion enhancer {e.g., a stllonylurea),

26.  Plaintif TPC has been and still is the owner through assigoment of the 640
patent, which expires on August 9, 2016.

27, PlaindifU TPC has granted an exclusive license to plaintili TPNA under the “584
patcat, the ‘404 patent, the *043 patent, the ‘0%) patent, the 7205 patent, the ‘243 patent, and the
‘G640 patent (collectively, the “Takeda Patents™).

28.  Ir accordance with iis exclusive license, plamtflU TI'NA sells pioglilavone-
containing drug products under the frade name ACTOS®, among others, in the United States.
Sales of TPNA's pioglhilazone-conlaining drug prﬂd-uciﬁ are made pursuant to approval by the
FDA of, among othors, MDA No. 21-073.

29, Plainliff TPC manufactures the ACTOSY drag products sold by TPNA.

30, Plaintiffs TPC and TPNA will be both substantially and ireparably harmed by
inleimgement of any of {he Takeda Patenis, There is no adequate remedy at law.

COUNT I

NFRINGEMENT OF THE ‘384 PATENT UNDER 35 1J.5,C, § 271 (FH2MA})

31, Plaimtiffs TPC and TPNA repeat and incorporate herein by reference the
allegations contained in each of the loregoing paragraphs.
32, Upon mformation and belief, defendant Torrent filed an Abbreviated New Drug

Application ("ANDA™) with the Food and Drag Administration ("FDA™) under 21 [J.B.C. §
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355(j) {(ANDA No. 91-298) sccking approval to market 15 mg, 30 my, and 43 myg tablels
comyrising ploglitazonc as its hydrochloride ("HCL™) sait.

33, By this ANDA filing, Torrenl has indicated that il infends to engage, and that
there s subsluntial Wkelihood that i will engage, in (he commercial manuiacture, importation,
use, offer for sale, and/or sale, or inducement thereot, of plaimtifty’ patented ploghtazone drug
prodacts immediately or imminently upon reeeiving MDA approval to do so. Also by its ANDA
filing, Torrcnt has indicated that its drup products confaining pioglitazone are biocguivalent to
‘Takeda’s pinglitaronc drug products.

34, By iis ANDA liling, Torrent sccks (o oblain approval lo commercially
mianulaciure, use, import, offer for sale, andfor sell, alleged genenic equivalents of plainkily’
ACTOS® pioplitazone drup products prior to the expiration date of the ‘584 patent.

35, By a letter (the "Notice Letter™) dated May 36, 2009, Torrent informed '1'PC and
TPNA that Torrent had led g cerlification Lo the FDA, pursuant to 21 US.C. §
AIS(2HAMvI(TV)Y. On or about June 3, 2009, NI holder, TPNA, received the Notice
Lefter. On or about Fune 5, 2009, patent owner, FPC, received a duplicate original of the Notice
Letter.

36.  The Notlice Lelier, purporting to be Torrent’s Nodice of Certihication under 21
L1S.C, & 3550020 BYE) andfor (31), mdicates that Torent intends to manufacture, use, import,
offer for sale andfor sell, pioglitazone as #ts TICT sakt prior to the expiration of the 584 patent.
‘T'he Notice Letter allepes that in Torrent’s opinion, its manufacture, nse, inportation, offer for
sale, or salc in ithe Uniled Siates during the unexpired term of the “584 patent will nod inlringe

any claint of the 584 patent because the 584 palent is “mvalid andfor unenforceable andfor
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containfs] no clatms that would be infiimged by the manufacture, use, or sale of Tomrent’s
Fiogiitazone Hydrochloride 15, 30 and 45 mg Orai Tablets.”

37.  Toment’s filing of ANDA No. 91-298 for the purpose of obtaining FDA approval
to cngage in the commercial mamifacture, use, importation, offer for sale and/or sale, or
inducement thereof, of drg producis containing poglitazone or salts (hereof before the
cxpiration of the ‘584 patent is an act of infringement under 35 U.S8.C. § 271} 2)(A).

38, Torrent’s marafaciore, use, imporiation, offer for sale, and/or sale, or inducement
thersof, of its proposed ploghtazone drug product will induce infringement of at least one claim
of the ‘584 patent under 35 UL.S.C. § 271{c){2)A).

39, Upon information and behief, Torrent is aware or reasonably should be uware, of
the widespread use of picglitazone in combination therapy, and that such use docs not 1cguirc a
physieian to co-prescribe pioglitavone with z bignanide, ¢.g., metformin, Furlher, patients
roufinely take pioglitazone in combination with additionai active components, such as
biguanides. The intended use of pioglitazone in combination therapy to freat diabetes would be
readily apparent to customers of Toirent {e.g,, including, without limitation, physicians,
pharmacists, pharmacy bencfits management companics, health care providers who esfablish
drug [ormularies lor their insurers and/or patienis).

40.  Upon information and belict, Torrent enrrently mammfactures, markets, imports,
ofTers for sale andfor sells the biguamide, metibomin,

41.  Upon information and belief, Torrent's proposed label for its pioplitazenc dmg
products does not restrict the use of those products (o only monotherapy, As is weil known to
Torrent and its custeiners, the majority of patients freated with pioghitazone take if in

combination with anoiher antidiabetic drug, namely, such patienls oblam freatment with
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pioglitazone in combination with a biguanide such as metformin, in combination with ai insulin
seerelion emhancer such as a sulfonylurca, and/or in combination with an insulin preparation,
“The beneficial effects of such combination therapy ave well known fo Torrent and custemers of
Torrent. On information and belict, Torrent will be marketing pioglitazone with specific inlent,
and/or with tire desire fo actively induce, aid und abel, infringement of the *584 patent. Torrent
knows or reasonably should know that its proposed conducl will induce infiingement,

42, Addilionally, upon inlormation and belicf, Torrent’s proposed Iabel also provides,
or will be required by the DA to provide, information (br patients regarding the co-
adminisiration of, and/or drug interactions between, pioglitazone and biguanides, e.g.,
metformin, and such nformation will promole the use of pioglitazone In combination with
biguanides, e.g., metformin. The beneficial effects of such co-admimsiration andfor interactions
are well known 1o customers of Torrenf, By including this information in its label, Torrent will
be marketing pioglitazone with specific infent, andfor with the desire to actively induce, aid and
abet, infringenient of the ‘584 palent, Torrent knows or reasonably should know that its
proposcd conduct will induce infringement.

43, Upon information and belicf, Torront’s generic marketing practices include listing
generic products on its website and referring consumers to a corresponding brand name product.
Upon inforraation and belief, Totrent intends to do the same for any approved generic
pioglitazone, namely, Toirent intends to lisl its generic product and refer conswmers to Takeda's
product, ACTOS™. Upon information and belief, such marketing practices are substantialty
likely to lead & consumer ol generic ploglitawone to infer that preseribing information for
ACTOSY, which includes directions relating to the use of combinations of ACTOS® and

meiformin, a biguanide, also applies to Totrent’s gencrie pioglitazone-containing drug product.
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44, Upon information and belicf, Torrent has planned and intended to actively induce
oihers to infringe the *S84 patent when its ANDA application is approved and plans and intends
to do 30 on approval.

45, Upon information and belief, the acts of infringement alleged above are and huve
been deliberate and wiltiil, and in {ull knowlcedge of the exislence of the *584 patent.

46.  Unless Torrent is enjomed from infringing and inducing the infringement of the
584 patend, plaintiffs will suffcr substantial and imeparable injury. Plaintiffs have no adequale
remedy at law.

COUNT I

{(INERINGEMENT OF THE ‘404 PATENF UNDER 35 TLS.C. § 271(E}2)(AD

47.  Plaintiffs TPC and TINA repeal and incorporatc herein by reference the
shlegations conlained in each of the forcgoing paragraphs.

48.  Torrent’s Notice Lelter, purporting fo be Torrent’s Notice of Certilicalion under
21 U.8.C.§ 355(D(2XBX(i} andfor (if), also indicates thal Torrent intcnds to inanufacture, use,
sell, or offcr for sale, pioglitazone as #Hs HCI salt prior o the expivation of the 404 patent, The
Notice Tetter allcges that in Torrent’s opinion, its manufaciure, use, importation, offer for sale,
or sale in the United Slates during the unexpired torm of the ‘404 patent will not inlringe any
claim of the 404 patent because the “404 patent is “invahid and/or uncnforceable and/or
containfs] no claims thal world be infringed by the manufacture, use, or sale of Torrent’s
Pioglitazonc Hydrochloride 15, 30 aud 45 mg Oral Tablcts.”

49.  Torrent's filing of ANDA No. 91-298 for (he puipose of oblaining FI3A approval

1o engage in the commercial manufacture, use, importation, offcr for sale and/or sale, ox
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inducement thexeol, of drug products containing pioghtarone or saits thercot before the
expiration of the ‘404 patent is an act of infringement under 35 TL5.C. § 271{e)(2)XA).

50. Torrent’s manulacture, use, importation, offer lor sale, and/or sale, or induccment
thereof, of its proposcd pioglitazone drug product will induce Infringement of at least one claim
of the ‘404 patent under 35 U.5.C. § 271{c)(ZXA).

51.  Upon information and behef, Tortent is aware or reasonably should be aware, of
the widespread use of ploglitazone in combination therapy fo treat diabetes, and that such use
docs not require a physician {0 co-prescribe pioglitazone with an insulin secretion enhaneer (c.g.,
a sulfonylurca). Vurther, patients routinely lake ploglitazone In combination with additional
active components, such as insulin scerction enhancers. The intended usc of pioglitazone in
combination therapy would be readily apparent to custorners of Torrent (e.g., including, withont
tmitafion, physicians, pharmacists, pharmacy benelils management companics, health care
providers who establish drug formularies for their insarers and/or patients}),

52.  Upon information and belief, Tomenl currently manufacturcs, markets, and/or
sclls the insulin secretion enhancer, glimepiride.

53.  Upon information and belief, Toment’s proposcd label for its ploglitazone drug
products does not restrict the use of those products to only monotherapy. As is well known to
Torrent and s customers, the majority of patients treated with pioglitazone take it in
combination with another antidiabetic drug, namely, such patients obiain treatiment with
pioglitazone in combination with a bigusnide such as metformin, in combination with an insulin
secretion enhancer such as a sulfonylurea, and/or in combinalion with an insulin preparation.
The beneficial effects of such combination therapy arc well known to Torrent and customers of

Torrent. On information and belict, ‘Forrent will be markeiing plogiitazone with specific intent,
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andfor with the desire to actively induce, aid and abel, inlvingement of the ‘404 patent. Towremt
knows or reasonably should know that its proposcd conduct will induce infringement.

54.  Additionally, upon information and behef, Torrent’s proposed label also provides,
or will be required by the FDA 1o provide, information for patients regarding the co-
administration of, and/or drug interactions beiween, pioglilazone and insalin scerction enhancers
such as u sulonyhurea and such information will promote the use of ploglitavone in combination
with insulin secretion enhuicers such as a sulfonylarca, The beneficial cffects of such co-
adhninistration and/or interactions are well known to customers of Torrent. By including this
information in its label, Torrent will be markcting pioglitazone with specific intent, and/or with
the desire fo actively induce, aid and abet, infringement of the 404 patent. Torrent knows or
reasonsbly should know that its proposed conduct will induce infringement.

35.  Upon informalion and behel, Torrent's gencric marketing practices i the ULS.
include Hsting generic products on its website and refeiting consumers to a corresponding brand
nane product. Upon information and beliel, Torrent intends to do the same for any approved
generic ping!itﬁznnc, namecly, Torrent intends to list its generic product and refer 1o Takeda’s
prodact, ACTOS®, Upon information and belicf, such marketing practices are substantially
Tikely to lcad a consumer of generic pioglitazone to infer that prescribing information for
ACTOS®, which includes dircctions relating to the use of combinations of ACTOS® aad an
insulin sccretion enhancer {e.g., 8 sulfonylurea), also applics to Torrent’s generic pioglitazone-
containing drug product.

56.  Upon information and belief, Torvent has planned and intended to actively induce
olhers to inlvinge tho *404 patent when its ANDA application is approved and plans and intends

to do so on approval.

BOS G2 13



Case 1:09-cv-06051-DLC Document 1  Filed 07/02/09 Page 14 of 31

57. Upon information and belef, the acts of infringement alleged above are and have
been deliberate and willful, and in full knowlcedge of the existence of the ‘404 patent.

57.  Unless Torrent is enjoined from Wfringing and inducing the infringement of the
‘404 patent, plaintiffs will suiTer substantial and irreparable Infury, Plaintifls have no adequate

remedy at law.

COUNT I

{INFRINGEMENT OF THE METIOD CLAIMS OF THE ‘584 PATENT
UNDER 35 US.C. § 271(b%)

$8.  Plaintiffs TPC and TIWA repeat and incorperate herein by reference the
allegations contained in cach of the forcgoing paragraphs.

59.  Upon information and betiel, approval of ANIDIA 91-298 is substantially likely to
result in he commercial manafacture, use, hnporiation, offer for sale, andfor sale, or inducement
thercof, of a drug product which is marketed and sold for use in & method claimed in one or morce
claims of the “584 patent, immediately or inmzimently upon approval of the ANDA, and prior to
the -::xpirﬁtian of the *384 patent,

G0, Upon information and belief, Torvent is aware or reasonably should be aware, of
the widespread use of ploglilaxone in the methods of one or more claitos of (he “584 patent and
thai use in such methods does not require a physician to co-prescribe pioglitazone with a
biguanide, £.g., melibrmin. Further, paticnts routinely lake ploglitazone in combination with
additional active components, such as biguanides for usc in methods covered by the *584 patenl.
The intended use of pioglitazonc in combination therdpy to treaf dishetes would be readily

apparcnt to a customer of Torrend (e.g., including, without limitation, phrysicians, pharmacists,
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pharmacy benefils management companies, health eare providers who cstablish drug formmiaries
Tor their insurers andfor palicnts).

61.  Upon information and belief, Torend’s proposed label for Hs poglitazone drug
products does not restrict the use of thosc products to only monotherapy. As is well known to
Torrent and its customers, the majonty ol pabients treated with pioghitazone take H in
combination with another antidiabetic drug, namely, such patienls obluin freatmenl with
pioglitazone in combination with a biguanide such as metformin, in combination with an insulin
scerction enhancer such as a sulfonylurea, and/or in combination with an insuiin preparation.
The beneficial cffcets of such combination therapy are well know to Toment and customers of
Torrent. On informatlion and beliel, Torrent will be marketing pioglitazone with specific intent,
and/or with the desire to actively induce, aid and abel, infringement of the 584 paient, Torrent
kmows or reasonably should know that ils proposed conduct will induce infringenient.

62.  Additionally, upon information and beliel, Toment’s proposed label also provides,
or will be requived by the FDA fo provide, information for patients reganding the co-
administration of, and/or drug inleructions belween, pieglitazone and biguanides, and such
inflgrmation will promote the usc of pioglitazone in combination with biguanides, e.g.,
metformin. The benelicial efizcts of such co-administration and/or intcfactians arc welf known
to customers of Torrent. Dy including this information in its label, Toment will be marketing
pioglitazone with specific intent, and/or with the desire to actively induce, aid and abet,
infrinpement of the *584 patent. Torrent knows or reasonably should know thal 3ts proposed
conduct will induce infringement. -

63.  Upon information and belief, Torrent’s generic markeling practices include hsting

generc pmdudts ot its website and referring consumers fo a corresponding brand name product.
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Upon information and belic, Torrent intends to do the same for any approved generic
pioglitazone, namcly, Torrent intends fo list its generic produet and refer consumens to Takeda’s
product, ACTOS®, Upon information and belief, such marketing practices ure subsiantially
likely to lead a consumer of generic pioglituzone lo infer that prescribing information for
ACTOS® which'includes directions relating to the use of combinations of ACTOSY and a
bignanide, ¢.g., metformin, also applies io Torent’s generie ploglitazone-containing divg
product.

&4.  Upon information and helicf, the acts of infringement alleged sbove are and have
been deliberate and willful.

65. Unless Torrent is cnjoined from infiinging snd inducing infringement of the *584
patent, plaintiffs will suffer substantial and irreparable injury. Plaintiffs have no adequate
remedy af law.

COUNT }V

(INFRINGEMENT OF THE METIEOD CLAIMS OF THE ‘404 PATENT
UNDER 35 U.8.C, § 271(bY)

66.  Plaintiffs TPC and TPNA repeal and incorporate herein by referenec the
allepations conlained in each of the forcgoing parapraphs.

67.  Upon information and belief, approval of ANDA 91-208 is subst_antiaﬂ}r likely o
result in the commercial manufacture, use, importation, ofler lor sale, and/or sale, or induccmoent
thereof, of a diag product which 1s markeled and sold for usc in a method claimed in the 404
patent, immediately or imminently upon approval of the ANDA, and prior to the expiration of
the ‘404 patent.

68.  Upon information and bci]j-:f, Torrent is aware o reasonably should be aware, of

the widespread use of pioglitazone in the methods of onc or more claims of the *404 patent and

GOS 6604092 16



Case 1:09-cv-06051-DLC Document 1 Filed 07/02/09 Page 17 of 31

that use in such roethod docs not reguire a physician to co-prescribe pioglitazone with an insulin
secretion enhaneer (.., 2 sulfonyluren). Furlher, paticnts routinely take pioghtarona in
combination with addifional active componenits, such as insulin scerction enhancers for use in
methods covered by the ‘404 patent. The intended usc of pioglitazone in combination (herapy to
treat diabetes would be readily apparent to a customer of Totrent (c.g., inchiding, without
Hmitation, physicians, pharmacists, pharmacy benefits managenient companies, health carc
providers who establish drug formularies for their insurcrs and/or patients).

69.  Upon information and belief, Torrent’s proposed tabel for its pioglitazone drug
products docs pot resfrict the use of (hose products to only monotherapy. As is well known to
Torrent and ils customers, the majority of patients trealed with pioglitazone take it In
combination with another anlidiabetic drug, namely, such palients oblain reaiment with
pioghtazone in combination with a biguanide such as metformin, in combination with an sulin
scerction enhancer such as a sulfonylures, and/or in combination with an insulin preparation.
The heneflicial effects of such combination therapy arc well known to Torrent and customers of
‘T'orrent. On information and belicf, Torrent will be markeling pioglitazone with specific mtent,
andfor with the desire to actively induce, aid and abet, infringement of the *404 palenl, Torrent
knows or reasonably shounld know that its proposed conducet will induce infringement.

70.  Additionally, upon information and belief, Torrent’s propused label also provides,
or will be reguired by the VDA to provide, informalion for paticnts regarding the co-
administration of, andfor drug interactions betwoen, pioglitazone and insudin seerction cnhancers
such as a suifonylurca and such information will promote the use of pioglitazone in combination
with an insulin secrelion enhancer, such as a sulfonyiurea. The benelicial effects of such co-

adiministyation andfor interactions are well known {o customers of Torrent. By mcluding this
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inforination in its kabel, Torrent will be marketing pingiiténzonc with specific intenl, and/or with
the desire {o actively induce, aid and abet, infiingement of the ‘404 patent, Torrent knows or
rcasonably should know that ils proposcd conduct will inducc infringement.

71.  Upon information and belief, Torrent’s generic markeling practices inelude listing
gencric products on ifs website and referring consumers to a corresponding brand name product.
Upon information and belief, Torrent intends to do the same for any approved generic
pioglitazone, namely, Torreat intends to list its generic product and refer consumers fo Takeda’s
product, ACTOS®. Upon information and belief, such marketing practices are substantiatly
likely to lead a consumer of generic ploglitazone to Infer that prescribing information for
ACTOS® which includes directions relating to the use of combinations of ACTOS" and an
insulin secrction chhancer (e.4., a sulfonylurca), also applies o Torenl’s generic ploglitazone-
comtaining drug product.

72.  Upon mftsmation and belicf, the acts of infringement alleged above are and have
been deliberale and wiilful.

73.  Unless Torrent is enjoined from infringing and inducing infringement of the *404
patent, plaintif{s will suffer substantial and irreparable infury. Plaintiffs have no adeguate
remedy at law.

COUNT Y

(INFRINGEMENT OF THE METHOD CLAIMS OF THE ‘043 PATENT
UNDER 35 U.S.C. § 271{b)}

74, DPlaintifTs TPC and TPNA repeal and incorporate herein by reference the
allegations contained in each of the loregoing paragraphs.
75.  Upon information and belief, approval of ANDA $1-298 is substantially likely to

resuli in the commercial manufacture, use, importation, offer for sale and/or sale, or inducemcnt
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thereof, of a drug product which is marketed and sold for use in a methed claimed in onc or more
claims of the ‘043 patent, immedialely or imminently upon approval of the ANDA, and prior to
(he expiration of the ‘043 patent.

76, Uponinlormation and beliel, Torrent is awarc or reasonably should be aware, of
the widespread usc of pioglitazone in the methods of one or more claims of the 043 patent and
that use in such methods does not require a physician to co-presciibe pioglitazone with 2
biguanide, ¢.g., metformin. Further, patients routinely lake pioglitazone in combination with
additional aclive components, such as biguanides for use in methods covered by the ‘043 patent.
The intended use of pieghilarzone in combination therapy to reduec the amount of active
components used in such therapy would be readily apparent o a customer of Torrent (.8,
inciuding, without Emitation, physiclans, pharmacists, pharmacy benefits management
companics, health care providers who establish deug formularies for their insurers and/or
paticnts).

77.  Upon information and belief, Torrent’s proposed Iabel for ifs pioglitazone drup
products does nof restrict the usc of those products to only monotherapy. As is well known to
Torrent and its customers, the majorily of patients treated with pioglitazone take it in
comnbination with another antidiabefic drug, namely, such patients obtain (reatment with
picglitazone In combination with 2 biguanide such as metformin, in combination with an nsulin
secretion enhancer such as a sulfonyiurea, and/or in combination with an insulin preparation.
The beneficial effects of such combination therapy arc well known to Toirent and customers of
Terrent. On information and belief, Torrent will be markeling piogliiazone with specific infent,
andfor with the desire (0 actively induce, aid and abet, infringement of the ‘043 patent. Tomrent

knows or reasonably should know that its proposed conduct will induce infringement,
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78.  Additionally, upon infurmation and belief, Torrent’s proposed label also provides,
or will be required by the FDA (o provide, information for patients regarding the co-
admimisiration of, and/or drug interactions between, pioglilazone and biguanides, ¢.g., metformin
and such information will promole the use of pioplitazonc in combination with biguanides, e.g.,
meiformin, The beneficial effects of such co-admmisiration andfor intcractions arc well known
to customers of Terrenl. By including this information in its Jabel, Torreni will be markcting
pioghitaxonc with specific intent, and/or with the desire to actively induce, aid and abet,
infringenent of the “043 patent. Torrent knows or reasonably should know that its proposed
conduet will induce infringement,

79. Lipon information and belief, Torrent's gencric marketing practices include listing
gcneric products on its website and reforring consumers 1o a comesponding brand namc product.
Upon information and belief, Torrent intends to do the same for any approved generic
pioglitazone, naumety, Torrent intends to list #ts generic produet and refer consumers to lakeda’s
product, ACTOS®, Upon information and belief, such marketing practices are substautially
likely to lead a consumer of gencric pioglitazone to infer that preseribing information for
ACTOS®, which includes directions relating to the usc of combinations of ACTOS® and a
bipuanide, e.g., melformin, also applics to Torrent’s generic pioglitazonc-containing drug
product.

80,  Upon information and belief, the acis of infringement allcged above are and have
been deliberate and wiliful,

81. Uniess Torrent is enjoined fiom infringing and inducing infringement of the “043
patent, plaintiffs will sufter substantial and irrcparable injury. Plainfills have no adeguate

remedy al faw,
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COUNT VI

(AINFRINGEMENT OF THE METHOD CLAIMS OF TIIE ‘099 PATENT
UNDER 35 U.8.C. § 271(b)}

82,  Plaintiffs TPC and 1PNA repeat and incorporale hevein by reference the
allegations contained in each of the {oregoing paragraphs.

83.  Upon information and belief, approval of ANDA 91-288 is subsiantially likcly to
result i the commercial manufacture, usc, importation, offer for sale and/or sale of a drug
product which is marketed and sold lor use in a method claimed in onc or more claims of the
‘(090 patent, immediately or imminently upon approval of the ANDA, and prior to the expiration
of the ‘090 palent.

84.  Upon infoimation and belief, Torrent is aware or reasonably should be aware, of
the widespread use of ploglitazone in the methods of one or more claims of the "090 patent and
that usc in such methods dees not require & physician to co-preseribe pioglitazonc with a
biguanide, e.g., metformin. Further, paticnts routinely take piogiitazone in combination with
additional active components, such as bignanides for usc in methods covered by the *090 patent.
The intended use of pioglitazone in combination therapy to reduce side effects of such therapy
would be readily appavent Lo 3 customer of Torrent (c.g., inciunding, without limitation,
physictans, pharmacists, pharmacy benefits managemen companies, health care providers who
establish drug fonomularies for thelr insurers and/or patients).

85.  Upon information and belief, Toren!’s proposed label for its pioglitazone dmg
producls does not restrict the use of those products to only monctherapy. As is well known lo
‘T'orrent and its custoiners, the majority of patients {reated with pioghtazone take it in
combinaiion with another antidiabetic drag, namely, such patients obtain treafinent with

pioglitazone in combination with & biguanide such as metformin, in combination with an insulin
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secretion enlncer such as a sulfonylurea, and/or in combination with an insulin preparation.
The beneficial cffects of such combination therapy are well known to Torrent and customers of
Torrent. On information and belict, Torrent will be marketing pioghilazone with specilic infont,
and/or with the desire to actively induce, aid and abet, infringement of the ‘(%0 patent. Torrent
knows or reasonably should know that its propesed conduct will induce infringement.

86.  Additionally, upon information and belicf, Torrent’s proposed label also provides,
or will be required by the DA to provide, infonnation for paticnts regarding the co-
administration of, andfor drug interactions between, pioglitazone nd biguanides, e.g., metformin
and such information will promote the use of ploglitazonc in combination with bipuanides, e.g.,
metformin. The bencficial effcets of such co-administration andfor inleraciinﬁs arc wcH known
to customers of Torrent. By including this information in its Iabel, Torrent will be markeling
pioglilaxone with specific intont, and/or with the desire (o actively induce, aid and abet,
infringement of the ‘090 palent, Torrent knows or reasonably should know hat its proposed
condugt will induce infringement.

87.  Upon information and beliet, Torrent’s peneric markeling practices include listing
generic products on its website and referring consumers to a given generic product with a
corresponding brand name product. Upon information and beliel, Toment intends to do the same
for any approved generic pioglitazone, namely, Torrent intcnds to Hst its generic product und
refer consumers o Takeda’s product, ACTOS®, Upon information and belief, such marketing
praciices arc substantially likely {o lead a consumer of gencric pioglitazone to mfer thal
Prescribing imlormation for ACTOS¥ which includes directions relating 10 the nuse of
combinations of ACTOS® and & biguanide, e.g., metformin, also applies to Torrent’s generic

pioglilazine-containing dmg product.
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88.  Upon information and belicf, the scts of infringement alleged above are and have
been deliberate and wilHul.

89.  Unless Towent is enjoined from infringing and inducing infringement of the *0590
patent, plain(i{is will snffer substantial end ineparable injury. Plaintiffs have no adeguate
remedy at law.

COUNT VH

{(INFRINGEMENT OF THE METHOD CLATMS OF THE ‘205 PATENT
UNDER 35 B.8.C. § 271{(b))

G0,  Piaintiffs TPC and TPNA repeat and incorporate herein by reference the
aflcgations contained in each of the forcgoing paragraphs.

91,  Upon information and belief, approval of ANDA 51-29% is substantially likely to
resuli in the commercial manufacture, use, importation, offcr for sale andfor sale, or inducement
thereof, of a drug product which is marketed and sold for use in a method claimed in one or more
claims of the ‘205 patent, immediately or inaninently upon approval of the ANDA, and priot to
the expiration of the ‘205 patent,

92.  Upon information and belief, Torrent is aware or réasunably should be aware, of
the widcspread use of ploglitazone in the methods of one or more claims of the ‘205 patent and
that use in such methods dees not require a physician to ce-prescribe pioghlavone with an insulin
sceretion enhancer {e.g,, a sulfonylurca). Further, patients routinely take pioglitazone m
combination with additional active components, such as insulin seeretion enhancers for usc in
methods covered by the 205 patent. The intended use of ploglitazonc in combination therapy to
recduce the amount of active components used in such therapy would be readily apparent to &

customer of Torrent (e.g., including, without limitation, physicians, pharmacists, pharmacy
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benefits management companies, health cave providers who establish drug formularies for their
insurers a.ndf ot patients).

93.  Upon information and belief, Torreni’s proposed label for its pioglitazone drug
products does not restrict the use of those products fo only menotherapy. As is well known {o
Torrent and its customers, the majority of patients treated with pioghitavone lake it in
contbinalion with another anfidiabetic drug, namely, such paticnts obtain treatment with
pioglitazone in combination with a biguanide such as metformin, in combination with an insulin
secrelion enhancer such as a sulfonylurea, and/or in combination with an insulin preparation.
‘I'he benelicial effccts of such combination therapy are well known to ‘Lorrent and customers of
Torrcat. On infbrmation and belief, Torrent will be marketing poglitaxone with speeific intent,
andfor with the desire to actively induce, aid and abel, inlringement of the *205 patent, Torrent
knows or reasonably shaulﬂ knc.rw that ils proposcd conduct will induce infringement.

94,  Additionally, unon information and belief, Torrent's proposed label slso provides,
or will be required by the FDA to provide, information for palienis regarding the co-
administration of, andfor drag inferactions between, ploglitazone and insulin seur_eﬁﬂn cnhancers
such as a sulfonylurca and such information will promote the use of pioglitazone in combination
with insulin secretion enhancers. ‘Lhe beneficial effects of such co-administration and/or
interactions are woll knowm to customers of Torrent. By including this information in its Jabel,
Tarrent will be markeling pioglitazone with speci ﬁc_intmlt, and/or with the desire to actively
induce, aid and sbet, infringement of the “205 patent. Tomrent knows or reasonably should know
that its proposed conduet will induce Infringement.

95,  Upon information and belief, Torrent’s generic markefing practices include listing

gencric products on its website and referring consumers to a corresponding brand namc product.
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Upon information and beliel, Torren( infends Lo do the same for any approved generic
pioglitazone, namely, Torrent infends to list its generic product and refer consumers to Takeda’s
product, ACTOS®, Upon information and belief, such markefing praclices are substantially
likely to lcad a consumer of generic pioglitazone to infer that prescribing information for
ACTOS®, which includes directions reluting Lo the use of combinations of ACTOS® and an
insulin secretion enhancer (g.g., a sulfonylures), also applies to Torrent’s generic picglitazone-
containing ding product.

96.  Upon information uud belief, the acis of inlvingement alleged above are and have
been deliberate and willful.

Q7. Unless Torrenl is enjoined from inltinging and inducing infringement of the “205
patent, plaintiffs will suffer substantial and irreparable injury. I'laintiffs have no adequate
remedy at law.

COUNT VIIT

{INFRINGEMENT OF THE METHOD CLAIMS OOF THE 243 PATENT
UNDER 35 UL.S.C. § 2Vi{b)}

88.  Plaintiffs TPC and TPNA repeat and incotporate hercin by refercnce the
allegations condained m each of the luregoing paragraphs,

99, Upon information and belict, approval of ANDA 91-298 is snbstantially likely fo
resull in the commercial manulaeture, use, impertation, offer for sale and/or sale, or inducement
thereof, of a drug product which is marketed snd sold for use in & methods claimed in one or
more claims of the “243 patent, immediately or imminently upon approval of the ANDA, and
prior to the expiration of the “243 patent.

100,  Upon information and beliel, Torrent is awarc or reasonably should be aware, of

the widespread use of piecplitazone in the methods of one or micre clahms of the “243 patents and
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that use in such methods does not require g physician to co-prescribe pioglitazone with an insulin
preparation, Further, paticnts routincly take ploglitazone in combinalion wilh additional active
components, such as msulin preparations for use in methods eovered by the “243 patent. “Lhe
intended use of pioglitazone in combination therapy to treat a diabetic patient to reduce side
effects of active components used in such therapy wonld be rcadily apparcnt to a customer of
Torrent {e.g., including, without limitation, physicians, phanmacisls, pharmacy benefiis
maagenent companies, heatth care providers who cstablish drug formularies for their insurers
andfor paticnts).

131,  Upon information and belicf, Torrent’s proposed label for #s pioglitarzone drog
products does not restict the use of those products to only monotherapy. As is well kinown o
‘Tarrent and its customers, the majority of patients treated with plogiitazone take it in
combination with another anlidiabelic drng, namcly, such patichts obtain freafinent with
pioglitazone in combination with a biguanide such as metimmin, in :mlmhinalinn with an insulin
secrelion enhancer such as a sulfonyhwea, andfor in combination with an insulin preparation.
‘The beneficial effects of such combination therapy are well known 1o Torrent and enstomers of
Torrent, On information and belicf, Torrent will be marketing pioglitazone with specific intent,
and/or with the desire to actively induce, aid and abel, infiingement of the “243 paient. Torrent
knows or reasonably should know that its proposed conduct will induce infringement.

102, Additionally, upon information and helict, Torrent’s proposcd label also provides,
or will be reguired by the YDA fo provide, information for patients regurding the co-
administration of, endfor drug interactions between, pioglitazone and insulin preparations, and
such information will promote the use of pioglitazone in combination with insulin preparations,

The beneficial effects of such co-adiminisiration and/or interactions are well known fo customers
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of Torrent. By including this information Inn its label, Toment will be marketing piogiitazone
with specific infent, and/or with the desire {o actively induce, aid and abet, infringement of the
243 patent. Torrent knows or reasonably should know thal its proposed conduct will induce
mfringement.

103.  Upon information and belief, Torrenl’s generic mavketing praclices include listing
generic products on its wobsite and referring consumers te a cotresponding brand name product.
Upon information and belief, Toment infends o do the same for any approved generic
pioglitazone, namely, Torrent intends to list its generic product and veler consumers to Takeda’s
oduc, ACTOSE. Upon information and belict, such marketing practices are substantiaily
likely to lead a consumer of generic ploghilazone to infer thaf prescribing information for
ACTOS®, which includes dircetions relating to the use of combinations of ACTOS® and an
insulin prepavation, also apphes (o Tomen(s generie pioglitazonc-containing dimg praduct.

104,  Upon information and belief, the acts of infringement alleged sbove are und have
been deliberale and willlul,

105. Untess Torrent is enjoined fiom infringing and inducing infringement of the *243
patent, plaintifls will safler substantial and trreparable injury.. Plaintiffs have no adequate
remedy at Iaw.

COUNT IX

{INFRINGEMENT OF T1IE METIIOD CLAIMS OF THE 640 PATENT
UNDER 35 U.S.C. § 27E{b)}

106, Plamlills TPC and TPNA repeal and incorporate herein by reference the
allcpations contained it cach of the forepoing paragraphs.
107, Upon mfvmmation and belief, approval of ANDA 91-29% is substantially likely to

result in the commercial manufactare, usc, importation, offer for sale andfor sale, or inducement
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thereof, of & diug product which is marketed and sold for use in a methods claimed m one or
more claims of the “640 patent, immedialely or imminently upon approval of the ANDA, and
prior to the expiration of the *640 patent.

138, Upon information and belief, Torrent is aware or reasanably should be aware, of
the widespread use of pioglitazone the.methﬂds of one or more clamms of the *640 patents and
that usc in such methods docs not require a physician to co-preseribe pioplitazone with an insnlin
secrelion enbancer (2.2, a sulfonylures). Further, patienis routinely take pioghtavone in
contbination with additicnal active components, such as insulin secretion enhancers for use in
methods covered by the *640 patent. The infended usc of pioglitazone in combiaation therapy to
reduce side effects of active components vsed in such therapy would be readily apparent lo a
customer of Torrent {¢.g., inclading, without limitation, physicians, pharmaecists, phaimacy
benelits managemeni compames, healih care providers who establish drug lformularies for their
insurers and/or paticnts).

108, Upon informalion and beliel, Torrent’s proposed [abel for ifs ploglitazone drug
products does not restrict the use of those produets to only mronotherapy. As is well known to
Taorrent and ils customers, the majorily of patients ireated with pioglitaronc take it in
combination with ancther anfidiabetic drug, namely, such patients obtain freafment with
pioglitazone in combination with a biguanide such as metformin, in combination with an insulin
secrelion enhavcer such as a sulfonylures, and/or treatment in combination with an insulin
preparation. The beneficial effects of such combination therapy are well known to Forrent and
customers of Torenl, Cn information and beliel, Torrent will be marketing ploglitaxone with

specific intent, andfor with the desire to actively induce, aid and abet, infringement of the ‘640
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patent. Torrent knows or I‘CR-SIZ!IIREII}F should know that its proposed conduet will induce
infiingement.

110.  Additionally, upon information and belief, Torrent’s proposed tabel also provides,
ar will be required by the FDA to provide, infonmation for patients regarding the co-
administration of, andfor drug interactions between, pioglitazone and insutin scerelion en-hanm
such as a suifonylurea and that such Information will premole the use ol pioglitazone in
combination with an insulin secietion enhancer. The beneficial effects of such co-administration
and/or interactions arc well known to cuslomers of Torrent. By including this information in ils
lahel, Torrent will be markeling proglitazone with specific intent, and/or with the desire to
actively induce, aid and abet, infringement of the *640 patent. Torrent knows or rcasenably
should know that its proposed conduet will induce inlringement,

i1l.  Uponinformation and belief, Torreit’s generic marketing practices inchude Hsting
gcneric products on its website and referring consumers to compare 2 given generic product wilh
a corresponding brand name product. Upon information snd belief, Torrent intends to do the
same for any approved pencrie pioglitazone, nametly, Torent intends to listits genenic produc]
and refer consumers to Takeds’s product, ACTOS®. Upon information and belief, such
marketing practices arc substantially lilcely to lead a consumer of generic piﬂgiilaxm;:a o infer
that preseribing information for ACTOSY, which includes directions relating to the use of
combinations of ACTOS® and an insulin scerction enhancer (c.p., a sulfonylurea), also applics to
Torrent’s peneric pioglitazone-containing drug product.

.1 12, Uponinfonmation and belief, the acts of indtinpement allcped above are and have

been deliberate and willfl.
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3.

Unless Torrent is enjoined from infringing and inducing isfringement of the *640

patent, plaintiffs will suffer substantial and breparsble njury,  Plamibifls have no adequate

remedy af law.,

WHEREFORE, Plaintiffs request the following relief;

(a)

{b)

{c)

(d)

BOS o902

a declaratory judgment pursaant fo 28 U.S.C. § 2201 cf scq. that making, using,
selling, offering to sell and/or imporiing Torrent’s drug product fov which it
secks DA approval or its active ingredient pioglitazone will infringe af least
one claim of one or more of the Takeda Patents;

a declaratory judgment pursuant to 28 11.5.C. § 2201 el seq. that inducing the
maling, using, offcring for sale, sclling and/or importing of Torrent’s drag
product or its active ingredient pioghtarzone, will infringe at least one claim of
onc or more of the Takeda Patents;

a declaratory judmment pursuant 0 28 U1.8.C. § 2201 ct seq. and an order
pursuant to 35 VL.5.C. § 271{e}(4)(A) providing that the effective date of any
FDA approval for Torrend {0 commercially make, usc, scll, offer to scl or impaort
pioglitazonc or any drug product containing ploghiazone be no earlier than the
dale folowing the expiration date of the last to expire of the Takeda Patents (as
extended, if applicabic);

& permanent injunction restraining and enjoining against any infringement by
defendants, their officers, agents, atlomeys, employess, SUccessors oF assigns, or
thosc acting in privity or concert with them, of the Takeda Patents, tiwough the

comeneicial manufacture, use, sale, offer for sale or importation inlo (he Unifed
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States of pioglitazone or any drug product containing pioglitazone, andfor any

inducement of the same;

(&) Attorneys’ fecs in this action ynder 35 U.S.C. § 285; and

{f) Such further and other relief in favor of Plaintiffs and against defendants as this

Courl may deem just and proper,

Dated: New Yok, New York
Tuby 2, 2009

BOS 6045 2

Takeda Pharmaccutical Compuny Limited and
Takeda Pharmaccuticals North America, Inc.

By their atiomeys,

h:ﬁﬂf\ WA

Anih{my L

Andre K. Cizmar

Joseph Li. Czerniawski

EDWARDS ANGFLL PAILMER & DODGE VLT
750 Lexingion Avenue

New York, NY 10022

(212) 308-4411

David (. Conlin (to he admitted pro hae vice)
Barbara L. Moore (o be admitted pro hae vice)
Kathlcen B, Carr {to be admitted pro hac vice)
Adam P, Samansky (to be admitied pro hac vice)
EDWARDS ANGILL PALMER & DODGL LLP
[11 Huntington Avenue

Boston, MA 02199-7613

(617) 439-4444
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