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UNITED STATESDISTRICT COURT
FOR THE DISTRICT OF NEW JERSEY

GILEAD SCIENCES, INC., HOFFMANN Civil Action No. 11€V-1455 (SDW-
LAROCHE INC., F. HOFMANN-LA MCA)
ROCHE LTD.andGENENTECH, INC, Consolidated with
. Civil Action No. 11EV-4969 (SDW-
Plaintiffs,
v MCA)
NATCO PHARMA LIMITED andNATCO OPINION
PHARMA INC.,
Defendants. December 212012

WIGENTON, District Judge.

Before this Court is Plaintiffs Gilead Sciences, Inc., Hoffmann-La RimhgeF.
HoffmannLa Roche Ltd. and Genentech, Inc.’s motion for summary judgment pursuant to
Federal Rule of Civil Procedure 56 and Defendantsd\Rtarma Limited and Natco Pharma
Inc.’s crossmotion for summary judgmemisopursuant to Ederal Rule of Civil Procedurés5
This Court, having considered the parties’ submissions, decides this matter wigthout or
argument pursuant to Federal Rule of Civil Procedure 78. For the reasons statechizelow, t
Court GRANT S Plaintiffs” motion andDENI ES Defendants’ motion.

.  BACKGROUND

This case concerns a dispute between Plaintiffs Gilead Sciences, Inc., Heflfanan
Roche Inc., F. Hoffmanha Roche Ltdand Genentech, Inc. (“Gileaddihd Natco Pharma
Limited and Natco Pharma Inc. (“Natco”) owaacess to patentegoharmaceutical
product.Gilead owns the patent at issue and seeks to prevent Natco from marketieg@ gen

version of Gilead’s patented product. The narrow issue before this Court conbetheny
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betweenwo closdy related patents, tHaterissued but earlier-expiringatent can be used as a
referencepatent to invalidate the earli&wsuedand laterexpiringpatent.
. FACTS

Researchers at Gilead Sciences, lled by Dr. Choung Kimgeveloped Oseltamivia
highly potent neuraminidase inhibitorSgePIs.” Statement of Uncontested Material Facts
(“Pls.” Facts”) 1 9.) Oseltamivir was developed in response td'tieed for a potent and safe
antrinfluenza agent that could be used to treat a wide range of influenza strains, and be
administeredrally.” (Pls.” Opening Mem. in Supp. of Motion for Summ. J. (“Pls.” Br. in
Supp.”) 2.) Oseltamivir is “the first of its kind to be orally bioavailable; haviag] excellent
safety profile; andlis] broadly effective against various flu typesld.] In June 1999, the
United States Food and Drug Administration (“FDA”) appro@seltamivir, which is currently
marketed a3 AMIFLU ®. (SeePls.’ Facts 1 9.U.S. PatenNo. 5,763,483 (the 483 patent”),
titted Carbocylic Compounds, is assigned to Gilead Sciences,$eePIs.’ Facts  24.) The
'483 patent “covers TAMIFLU® (oseltamivir phosphate), its metabolite (asélta
carboxylate), oseltamivibased formulatins, methods of inhibitingeuraminidase and treatment
or prophylaxis of influenza infection.(PIs.” Br. in Supp. 34)(citing PIs.’ Facts -6). The
'483 patent issued from non-provisional application 08/774,345 (the “345 application”), which
claimedthe benefit of priority to provisional application 60/009,306 (the “’306 application”),
which was filed on December 29, 199%e€PIs.’ Facts { 26.) The ‘483 patent issued on June
9, 1998, which is before any other patent in@seltamivir patent famylwas issued (See id.

U.S. Patent No. 5,952,37h¢*“375 patent”’)and US. patent No. 5,866,601 (the 601
patent”)issued on September 14, 1999 from a series of continuatjpart (“CIP”) applications

(collectively the”245 CIP family”). (SeePls.” Facts 1 13.) The earliest of the '245 CIP family



was application 08/395,245 (the 245 application”), which was filed on February 27, 1966. (
id.) The '375 patent and the '601 patent bd#im priority to: (1) the '245 application(2) CIP
application 08/476,946 (the 946 applicatiomjhich wasfiled on June 6, 1995, amssued as
the '601 patent(3) and CIP application 08/580,567 (the “ '567 applicatiowfjch wasfiled on
December 29, 1995.S¢e idat{ 14.) Application 08/606,624 (the “ 624 application”) was
filed on February 26, 1996 as a CIP of the '567 applicatiSee {dat{ 21.) The '624
application eventually issued as the '375 pateSte(id. The '375 patent is also assigned to
Gilead Sciences, IngSee idat{ 11.) The '483 patent, '375 patent, and '601 patenlisieslin
the FDA’s Approved Drug Products with Therapeutic Equivalence Evaluations (commonly
referred to as the “Orange Book”) as patents for TAMIFLU®eePlIs.’ Facts § 27.) Only the
'375 and’483 patentarerelevant to this opinion.

On February 2, 2011, Natco sent a lettebiead pursuantto 21 U.S.C. §
355())(2)(vi)(1V), making Defendants aware that Natco filed Abbreviated New Drug
Application (“ANDA”) No. 202-595 with the FDA seeking approval to market a genergiore
of TAMIFLU® 75 mg oseltamivir phosphate prior to the expiration of the '483 pat8aeP(s.’
Facts 1 2.)On March, 15, 2011Gilead filed a complaint in this Court against Natco, alleging
inter alia, that Natco’s fing of an ANDAIinfringed on the '483 patentSée idat{ 3; Dkt. no.
1.) On August 5, 2011, Natco notified Gilead that it submitted an amended ANDA seeking a
generic version of TAMIFLU® but for dosages of 30mg and 45 mg instead of 758rg.idat
1 4.) On August 29, 201Gilead filed another complaint against Natco alleging that Rsatco
amended ANDA also infringed on the '483 pater8ed id. On September 30, 2011, Natco
filed its answer and counterclaims, allegimger alia, that the claimef the '483 patent are

invalid due to obviousnedgpe doublepatenting, thereby negating Gilead’s claim of patent



infringement. $ee idat 5.) Also, Natco alleged that the '315the reference patent for its
claim of double-patenting.Sge id. OnJanuary 20, 2012, Natco provided Gilead with its
Invalidity and Non-Infringementontentions, wherein Natco asserthdt the claims of the 483
patent are invalidlue to obviousness-type double-patenting of claim eight of the '375 patent.
(See idat{ 6.)
1. LEGAL STANDARD
Summary judgment shall be granted “if the movant shows that there is no genuine dispute a
any material fact and the movant is entitled to judgment as a matter of kav.RFCiv. P.
56(a). A factual dispute is genuine if a reasonable jury could return a verdioeé fmonmovant,
and it is material if, under the substantive law, it would affect the outcome of th&eait
Anderson v. Liberty Lobby, Inet77 U.S. 242, 248 (1986). The moving party must show that if
the evidentiary material of record were reduced to admissible evidence tnitcaould be
insufficient to permit the nonmoving party to carry its burden of pr&afeCelotex Corp. v.
Catrett 477 U.S. 317, 322-23 (1986).

Once the moving party meets the idibarden, the burden then shifts to the nonmovant
who must set forth specific facts showing a genuine issue for trial and magtngboe the
mere allegations or denials of its pleadin§geShields v. Zuccarin254 F.3d 476, 481 (3d Cir.
2001). The court may not weigh the evidence and determine the truth of the mattdrdout rat
should determine whether there is a genuine issue as to a materi&lda&hderson477 U.S.
at 249. In doing so, the court must construe the facts and inferences in “a light masiléivor
to the nonmoving partyMasson v. New Yorker Magazine, |01 U.S. 496, 521 (1991). The
nonmoving party “must present more than just ‘bare assertions, conclusoryi@iegat

suspicions’ to show the existence of a genuine issBedobnik v. United States Postal Serv.



409 F.3d 584, 594 (3d Cir. 2005) (quoti@glotex Corp.477 U.S. at 325). If the nonmoving
party “fail[s] to make a sufficient showing on an essential element of [its] case with respect to
which [it] has the burden of proof,” then the moving party is entitled to judgment asea ofatt
law. Celotex Corp.477 U.S. at 323.
V. DISCUSSION

Obviousness-type dol@spatenting is a judicially created doctrine that seeks to preclude
an inventor from unjustifiably extending patent protection past the statutory $e.In re
Berg 140 F.3d 1428, 1431-32 (Fed. Cir. 1998).requires rejection of an applicatioraain
when the claimed subject matter is not patentably distinct from the subject matted ¢tatine
commonly owned patent.See id(citing In re Braat 937 F.2d 589, 592 (Fed. Cir. 199The
obviousness-type double-patenting inquiry requires astefp-analysis: [f] irst, as anatter of
law, a court construes tloaimin the earlier patent and the claim in the later patent and
determines the differencedli Lilly & Co. v. Barr Labs., Inc.251 F.3d 955, 968 (Fed. Cir.
2001). Second, a court mustaide if the differences between the two claims demonstrate
patentable distinctionSee id.Regarding the second step, a later claim is “not patentably distinct
from an earlier patent claim if the later claim is obvious over, or anticipated aries
claim.” Eli Lilly, 251 F.3d at 968. The party asserting the defense of obviousness-type double-
patenting must prove it by clear and convincing evidei@®e Symbol Tech., Inc. v. Opticon,
Inc., 935 F.2d 1569, 1580 (Fed. Cir. 1991). While, on a mlaee, the dispute between the
parties concemsthe issue of double-patenting, the narrow issue before this Cadnetiserthe
'375 patentan be used as a referempagent for purposes of determining if the '483 patent is an

unlawful extension of the '375 patent.



Important to this Court’s consideration of the present issue is a brief discustien of
change in patent law concerning patent terifise Uruguay Round Agreements Act of 1994,
which beame effective on June 8, 1995, chaddhe term for a U.S. patembin seventeen
years from the patent issue date to twenty years from the earliest efféiciiydate. See
Uruguay Round Agreements Act, Pub.L. No. 103-465, § 532(a), 108 Stat. 4809, 4983-85 (1994).
Patents that issued prior to June 8, 1995 expire on the later of twodildkeg1) seventeen
years from the issue date or (2) twenty years from the effective fiitey Patents issued after
June 8, 1995 have a twenty year term set from the earliest effective &tieg d

Here, Natco argues that ti#/5 patent can serve as a dexybatenting reference for the
'483 patent. $eeDefs.” Opp’n to Pls.” Summ. J. Mot. And Br. in Supp. of Defs.’ Crivks- for
Partial Summ. J. (“Defs.” Opp’'n” 6-7.) Following that premiSatco also argues that th83
patent unlawfully extend#e tems of the '375 patent.Seed. 4-5.) Gilead contends that
Natco’s positions are untenable given the existing case law regarding obsmiypealiouble-
patenting. $eePls.” Opening Mem. In Supp. 2Nlore specifically, Gilead argues that the '375
patent cannot serve as a reference for double-patenting because it issubd &8 patent and
terminates before the '48Bherebynot making the '48patentan unlawful extension of the '375
patent. (See idat 1012)

Gilead relies on two district court decisionsstgoport its contention that the '375 patent
cannot serve as dblepatenting reference for thd83 patent: (LAbbott Labs. v. Lupin Ltd.

Civ. A. No. 09-152:PS,2011 WL 1897322 (D. Del. May 19, 2011) and Rjgham &
Women’s Hosp. Inc. v. Teva Pharm. USA,,I#61 F. Supp. 2d 210 (D. Del. 2011). In both
cases the district court in the district of Delaware had to address whethefisslatebut

earlierexpiring patent can serve asloublepatenting reference againstearlierissued but



laterexpiring patent.Both times, the Delaware district cobeld thata laterissued but earlier-
expiring patent cannot be used as an invalidating reference ama@adier-issued but later-
expiring patenbecause logically a latéssued patent cannot be extended by a patent that was
already in existenceSee Abbott Labs2011 WL 1897322 at * 8righam & Women’s Hosp.
Inc.,, 761 F. Supp. 2d at 22&imilarly here, he '375 patent cannot serve as a reference patent as
it issued after and terminates before ##&S3 patent. Mereforethe '483 does not unlawfully
extendGilead'’s right to exclusivity

In both cases, the district coatsofound thatthe extensiosof the patent terms at issue
were notunlawful because the extensions were not a result of gamesmanship, butvirestsad
result of changes to patent lawSee Abbott Labs2011 WL 1897322 at 1®righam &
Women’s Hosp. Inc761 F. Supp. 2d at 22%atco argusthat Gileadobtained the 483 patent
in part because Gilead failed to discltise '624 application, which ultimately issued as the '375
patentto theUnited States Patent and Trademark Offie&rO”). (SeeNatco Opp. Br./Br. in
Supp. of CresMotion (“Natco Opp. Br.”) 5.)Natco highlights thisiondisclosure becautige
'567 application, the parent application to the 624 applicationtained a similar disclosure to
the '306 provisional application, which is the parent application for the '483 pateee (
Natco’s L.R. 56.1 Statement Bhcontested Facts (‘NSOF”) | 4; Decl. of Diane C. Ragosa
(“Ragosa Decl.”) 1). Natco contends that had the PTO known about the '375 patent
application, the patent examiner “would have conditioned the allowance of the 483 patent on
Gilead terminally disclaiming any term of the '483 patent that extended beyonty tyaars
after the filing date of the 375 patent. (Defs.” Opp’n Blatco’s argumentowever is

ineffective



Gilead notified the PTO of the '375 patent family of applications, including the '567
application which contained a similar disclosure to the '306 provisional applicat®ee (
Gilead’s Reply Br. 8.) Therefore, the nondisclosure of the '624 application, thougb it al
contained a snilar disclosure to theB06 provisional application, is not detrimental to Gilead’s
case because of Gilead’s disclosure of the '567 applica8onilar toAbbott Labsand
Brigham the lifespan of Gilead’s patents seem to be a result of changes inl@ateand not
any gamesmanship from Gilead. Since the issuance of the '483 patent is nsulthaf @ny
strategic abuse of the patent system by Gilead, the '375 patent cannot sereéeesnce patent
to invalidate the '483 patent because of obviousness-type dpatasting.

V. CONCLUSION

For the reasons set forth above, Plaintiffs’ motion for summary judgmé&mRANTED

and Defendants’ cross-motionD&ENIED.

s/Susan D. Wigenton, U.S.D.J.

Orig: Clerk
Cc: Madeline Cox Arleo, U.S.M.J.
Parties
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