AstraZeneca Pharmaceuticals LP et al v. Apotex Corp. Doc. 34

NOT FOR PUBLICATION

IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF DELAWARE

AMENDED OPINION
(Correcting TypographicalrEors as Noted Below)

ASTRAZENECA PHARMACEUTICALS LP, Doc. No. 13
IPR PHARMACEUTICALS, INC.,
ASTRAZENECA AB, AND THE BRIGHAM
AND WOMEN'’'S HOSPITAL, INC.,

Civil No. 10-338 (RBK/KW)
Plaintiffs,

V.
APOTEX CORP.,

Defendant.

ASTRAZENECA PHARMACEUTICALS LP, Doc. No. 13
IPR PHARMACEUTICALS, INC.,
ASTRAZENECA AB, AND THE BRIGHAM
AND WOMEN'’S HOSPITAL, INC.,
Plaintiffs, Civil No. 10-339 (RBK/KW)
V.

AUROBINDO PHARMA LIMITED,

Defendant.

Dockets.Justia.com


http://dockets.justia.com/docket/delaware/dedce/1:2010cv00338/44076/
http://docs.justia.com/cases/federal/district-courts/delaware/dedce/1:2010cv00338/44076/34/
http://dockets.justia.com/

ASTRAZENECA PHARMACEUTICALS LP,
IPR PHARMACEUTICALS, INC.,
ASTRAZENECA AB, AND THE BRIGHAM
AND WOMEN'’S HOSPITAL, INC.,
Plaintiffs,
V.

COBALT PHARMACEUTICALS INC., and
COBALT LABORATORIES INC,,

Defendants.

Doc. No. 11

Civil No. 10-340 (RBK/KW)

ASTRAZENECA PHARMACEUTICALS LP,
IPR PHARMACEUTICALS, INC.,
ASTRAZENECA AB, AND THE BRIGHAM
AND WOMEN'’'S HOSPITAL, INC.,
Plaintiffs,
V.

GLENMARK GENERICS INC., USA,

Defendant.

Doc. No. 19

Civil No. 10-341 (RBK/KW)

ASTRAZENECA PHARMACEUTICALS LP,
IPR PHARMACEUTICALS, INC.,
ASTRAZENECA AB, AND THE BRIGHAM
AND WOMEN'S HOSPITAL, INC.,
Plaintiffs,
V.

MYLAN PHARMACEUTICALS INC,,

Defendant.

Doc. No. 14

Civil No. 10-342 (RBK/KW)




ASTRAZENECA PHARMACEUTICALS LP,
IPR PHARMACEUTICALS, INC.,
ASTRAZENECA AB, AND THE BRIGHAM
AND WOMEN'’S HOSPITAL, INC.,
Plaintiffs,
V.

PAR PHARMACEUTICALS, INC,,

Defendant.

Doc. No. 13

Civil No. 10-343 (RBK/KW)

ASTRAZENECA PHARMACEUTICALS LP,
IPR PHARMACEUTICALS, INC.,
ASTRAZENECA AB, AND THE BRIGHAM
AND WOMEN'’S HOSPITAL, INC.,
Plaintiffs,
V.

SUN PHARMACEUTICAL INDUSTRIES
LTD.,

Defendant.

Doc. No. 13

Civil No. 10-345 (RBK/KW)

ASTRAZENECA PHARMACEUTICALS LP,
IPR PHARMACEUTICALS, INC.,
ASTRAZENECA AB, AND THE BRIGHAM
AND WOMEN'’'S HOSPITAL, INC.,
Plaintiffs,
V.

TEVA PHARMACEUTICALS USA, INC,,

Defendant.

Doc. No. 13

Civil No. 10-346 (RBK/KW)




ASTRAZENECA PHARMACEUTICALS LP,
IPR PHARMACEUTICALS, INC.,
ASTRAZENECA AB, AND THE BRIGHAM
AND WOMEN'’S HOSPITAL, INC.,
Plaintiffs,
V.

TORRENT PHARMACEUTICALS LTD. and
TORRENT PHARMA INC.,

Defendants.

Doc. No. 14

Civil No. 10-584 (RBK/KW)

ASTRAZENECA PHARMACEUTICALS LP,
IPR PHARMACEUTICALS, INC.,
ASTRAZENECA AB, AND THE BRIGHAM
AND WOMEN'’S HOSPITAL, INC.,

Plaintiffs,
V.
SANDOZ INC.,
Defendant.

Civil No. 10-344 (RBK/KW)

KUGLER, United States Birict Judge:

These cases involve ten relhfgatent infringement disputes under the Hatch-Waxman

Act. Plaintiffs developed the drug rosuvastatafcium, which they market as CRESTOR. They

hold a patent claiming the chemical compoundel as two patents claiming methods of using

the drug to treat certain clesiterol-related conditionsThe United States Food and Drug

Administration (“FDA”) has approved rosuvastatialcium for the uses claimed by Plaintiffs’

two method-of-use patents as well as oti@r-patented uses. Def#ants are generic drug

manufacturers that filed Abbviated New Drug ApplicationSANDA”) with the FDA seeking



approval to manufacture and markesuvastatin calcium for usest claimed by Plaintiffs’ two
method-of-use patents but approved by the FPAintiffs sued Defendants under 35 U.S.C. §
271(e)(2), which makes the submission of anD¥\an act of patent infringement if the
applicant seeks approval to market a dragneéd by another person’s valid patent. All
Defendants except Sandoz Inc. (“Sandoz”) ncovento dismiss the complaints for lack of
subject-matter jurisdiction and failure to stat claim. The moving Defendants argue that
Section 271(e)(2) creates a justiciable infringetraéaim only if a generic manufacturer seeks
approval for the specific uses claimed by anoshgatent. Plaintiffs respond that Section
271(e)(2) creates a jusiable claim whenever a genen@anufacturer seeks approval to
manufacture a drug that is cteed by a valid FDA-approved nietd-of-use patent. Because the
Court finds that Section 271(e)(@pes not create a justiciable eas controversy if a generic
manufacturer excludes from BNDA all patented methods of esthe Court grants the moving
Defendants’ motions to dismiss for lack of sdifmatter jurisdiction. Additionally, because the
Court has an independent obligation to ensuwaetithhas jurisdiction ovehis matter, the Court
orders Plaintiffs to show cause why their clamgsinst Sandoz should not also be dismissed.
. BACKGROUND*

The claims in these cases can be undedsbnly by reference to the statutory and
administrative framework regulating the manufagtand marketing of brand-name and generic
pharmaceuticals. The Court therefore dessrthe relevant regulatory framework before

presenting the particular facts in these cases.

! The facts in this section are from Plaintiffs’ complisiand from certain documents submitted by Defendants in
support of their respective motionsdismiss. As discussed below, it is appropriate for the Court to consider
Defendants’ submissions because Plaintiffs expresfdyerece them in the complaints and because Defendants
assert a factual challenge to this Court’s subject-matter jurisdictionG@&ee Elecs., Inc. v. United Stat&20

F.3d 169, 176 (3d Cir. 2000) (the court may consider extraneous documents on a factual challenge to its subject-
matter jurisdiction); In re Burlington Coat Factory Sec. Ljtid.4 F.3d 1410, 1426 (3d Cir. 1997) (the court may
consider extraneous documents if tioenplaint references the documents or if the documents are integral to the
plaintiff's claims).




A. The Hatch-Waxman Act
Congress enacted the Hatch-Waxman Actddress several problems related to the
development, manufacturing, and marketingloéirmaceuticals. One of the Act’s primary
purposes was to address impediments to brgngeneric drugs to market quickly once an

inventor’s patent lapsed. WamLambert Co. v. Apotex Cor@B16 F.3d 1348, 1357 (Fed. Cir.

2003). All pharmaceutical manufacturers aiguieed to obtain FDA approval prior to

marketing a drug. Before the Hatch-Waxman Act, the only means for obtaining FDA approval
was to file a New Drug Application (“NDA”), whitrequired independent safety and efficacy
data. That requirement was unnecessarily dupleaegarding generic drugs because the same
drug had already been tested and approved as part of the pioneering manufacturer’s NDA. Id.
Additionally, before the Hatch-Waxman Act, thedeeal Circuit had held that generic companies
could not produce and test patented drugs inigation of the patent fsing without infringing

the patent._ld(citing Roche Prod., Inc. v. Bolar Pharm. Cé83 F.2d 858, 867 (Fed. Cir.

1984)). “Because it took ausstantial amount of time for asond or subsequent manufacturer
to obtain data and secure regulatory approveglireng those manufacturers to wait until after
the expiration of the patent to begin testamgl other pre-approval tagties resulted in” the
delayed release of generic drugs and "“$agdéo extension of the patent term.”_Id.

To alleviate those problems, the Hatch-WaxnAct created a new regulatory scheme for
approval of generic drugs. The Act permits generic manufacturers to apply for approval to
market a previously approved drug for a previpapproved use (commonly referred to as an
“indication”) by submitting an ANDA. An ANDA does not require generic manufacturers to
“prove the safety and efficacy of a drug theats already the objeof an NDA” if the

manufacturer proves “bioequiesace” between the generic dragd the previously approved



drug. Id. Because an ANDA does not require praducor testing of the drug, a generic
manufacturer can submit the ANDA in anticipatiorreievant patents lapsing without infringing
the patents. Thus, the Hatch-Waxman Actvedl@eneric manufacturés obtain FDA approval
immediately upon the patent’s expiration bygtgback[ing] on the safety-and-effectiveness

information that the brand-name manufactsiibmitted in their NDAs.” Celgene Corp. V.

Teva Pharms. USA, Inc412 F.Supp.2d 439, 441 (D.N.J. 2006).

In order to facilitate approval of generic drugs and to ensure that patent holders are
protected, the Act requires that pioneering manufacturers “idetitipatents that claim the drug

or a method of use.” Novo Nordisk A/S v. Caraco Pharm. Labs,,d0d.F.3d 1359, 1361

(Fed. Cir. 2010) (citing 21 U.S.C. § 355(b)(1)(G)). If the brand-navaeufacturer holds a
method-of-use patent, he must submit a desonf each indication claimed by the patent. Id.
at 1361 (citing 21 C.F.R. 8 314.53). Those descriptawageferred to as “use code narratives.”
Id. The FDA publishes all patent information telhto approved drugs,dluding the use code
narratives, in the Approved Drug Products witierapeutic Equivatee Evaluations (the
“Orange Book”)._Se@1 U.S.C. 88 355(b)(1), 355(j)(A).

As part of the ANDA process]l applicants must consult the Orange Book and provide
one of the following four certifications: (1)ahthe Orange Book doest contain any patent
information relevant to their ANDA (a “ParagrapBeértification”); (2) thatrelevant patents in
the Orange Book have expired (a “Paragraph ttiftmation”); (3) a rejuest that the FDA not
approve the ANDA until relevant patents expiréRaragraph 11l Certification”); or (4) that the
applicant believes that relevant patents are “invalid or will not be infringed by the manufacture,
use, or sale of the new drug for which #pgplication is submigd” (a “Paragraph IV

Certification”). 23 U.S.C88 355(j)(2)(A)(vii)(I)-(1V).



As an alternative to th@fir certifications listed above, an ANDA applicant may also
submit a “section viii statement” declaringtithe ANDA does notegk approval for any
indications claimed by relemapatents listed in the Orange Book. 21 U.S.C. §

355())(2)(A)(viii); seeApotex, Inc. v. FDA 393 F.3d 210, 213-14 (D.C. Cir. 2004). A section

viii statement “indicates that a patent poses no bar to approval of an ANDA because the
applicant seeks to market the drug for a ukerathan the one encompassed by the patent.”

Purepac Pharm. Co. v. TorPharm, Ji354 F.3d 877, 880 (D.C. Cir. 2004). “For example, if a

brand-name manufacturer’s pateovers a drug’s use ftreating depression, and the ANDA
applicant seeks approval to use ttrug to treat any other conditidhen a section viii statement
would be appropriate.”_1dThe Federal Circuit has described a section viii statement as a
“carve-out” because it limits the scopetioé generic manufacture’s ANDA to approved
indications that are not claimed by vafidtents listed in the Orange Booilovo Nordisk 601
F.3d at 1361.

For each implicated patent, an ANDA appint must “use either a paragraph 1V

certification or a section viii statement — thegy not use both.” Purepac Pharm.,3564 F.3d

at 880;_sed orPharm, Inc. v. Thompsp@60 F. Supp. 2d 69, 77 (D.D.C. 2003) (“either the

applicant is seeking approval for the use claimatiénpatent, or it is not.”). When considering
an ANDA application based on a section viii statetnre FDA relies on the applicable patent’s
use code narrative in ti@range Book._Novo Nordisli01 F.3d at 1361. The FDA compares
the indications described in the patent use c@aeatives to the indicatis stated on the generic
manufacturer’s proposed lalbmdi submitted with the ANDA. 1d*The FDA approves the

section viii statement only where there isaverlap between the proposed carve-out label

2 |f the FDA approves such a qualified ANDA, the generic manufacturer may not market its genefiz dnygof
the nonapproved indications.



submitted by the generic manufacturer and the use code narrative submitted by the pioneering
manufacturer.”_Id.

If an ANDA applicant submits Baragraph IV Certification, hmust give notice to “each
owner of the patent that is tabject of the certification . . nd . . . the holder of the approved
[NDA].” 21 U.S.C. 8§ 355(j)(2)(B)(ii)). Upon reeiving notice, a patent-holder has forty-five
days to bring a claim in couander Section 271(e)(2). S2& U.S.C. 8§ 355())(5)(B). Section

271(e)(2) creates an “artificial” cause of aatifor patent infringement. Glaxo Grp. Ltd. v.

Apotex, Inc, 376 F.3d 1339, 1351 (Fed. Cir. 2004). It nsattee filing of an ANDA an act of
infringement so that pioneering manufacturers ae to enforce their patents before the FDA
approves the ANDA and the genem@anufacturer actually infringethe patent by marketing the

drug for patented indications. jdNovo Nordisk Inc. v. Mylan Pharms. In&o. 09-2445, 2010

U.S. Dist. LEXIS 32569, at *26-27 (D.N.J. Mar. 2010). Once the patent holder institutes an
infringement action, there is a 30-monthaysof FDA approval regarding the ANDA running
from when the patent-holder received notice of the ANDA. Z8ed.S.C. 8§ 355(j)(5)(B)(iii).

B. The Patents In Suit

Plaintiffs are the owners of three paterglated to the cholesterol-lowering drug

CRESTOR (rosuvastatin calciumiplaintiffs hold a patent covieg the rosuvastatin calcium
compound, U.S. Patent No. RE 37,314 (“the '31#ep). The '314 patent expires on January
8, 2016. Plaintiffs also hold two method-of-us¢éep#s regarding rosuvastatin calcium. U.S.
Patent No. 6,858,618 (“the '618 patent”) claims @asi methods of using rosuvastatin calcium to
treat heterozygous familial hypercholesterole(tiiteFH”). The '618 patent expressly excludes

the use of rosuvastatin calcium to treat bagygous familial hypercholesterolemia (“HoFH").



The '618 patent expires on December 17, 20Plaintiffs’ second méd-of-use patent, U.S.
Patent No. 7,030,152 (“the '152 patent”), claims methods of treating a person with normal
cholesterol levels but with an elevated leveCeffeactive protein by admistering rosuvastatin
calcium to reduce the risk of developing a future cardiovascular disorder. The '152 patent claims
that indication only as to paties who are nonhypercholesterolefraad who have an above-
normal level of C-reactive protein. TH&2 patent expires on April 2, 2018.

The FDA approved Plaintiffs’ NDA regardingsavastatin calcium in August 2003. The
approval permits the marketing of 5, 10, 20, and0rosuvastatin calcium tablets for certain
indications. Although the '618 pateclaims the use of rosuvasih calcium to treat only
heterozygous familighypercholesterolemia, the FDA apped its use to treat heterozygous
nonfamilial hypercholesterolemia as well as HOFENDA 21-366 Approval Letter dated Aug.
12, 20037 The FDA also approved the use of rosuatstcalcium to treat elevated serum TG
levels, also known as hypertriglyceridemia, ahmod-of-use not claimebly either the '618 or
152 patents. (19.

The FDA published the '618 patenttime Orange Book in August 2007, with the
following use code narrative: “USBF ROSUVASTATIN CALCIUM TO REDUCE
ELEVATED TOTAL-C, LDL-C, APOB, NONHDL-C, OR TG LEVELS; TO INCREASE
HDL-C IN ADULT PATIENTS WITH PRMARY HYPERLIPIDEMIA OR MIXED

DYSLOPIDEMIA; AND TO SLOW THE PROGRESION OF ATHEROSCLEROSIS.” The

® Plaintiffs also hold a six-month pediatexclusivity for the '618 patent that does not expire until June 17, 2022.

* According to the 152 patent, a nonhypercholesterolentientas a person with an LDL cholesterol level that is
less than 130 mg/dL, or is between 130 mg/dL and 60 mg/dL and who has no more than one aadetiogis
factor.

® As discussed below, it is appropriéte the Court to consider the FDA’s@pval letter on this motion to dismiss
because the complaints specifically refererlinhtiffs’ NDA and theFDA'’s approval._Seé re Burlington Coat
Factory Sec. Litig.114 F.3d at 1426 (on a motion limited to the pleadings, the court may consideretde
referenced in a complaint).

10



FDA published the '152 patent in the Oram@y@ok in March 2010, with the following use code
narrative: “USE OF ROSUVASTATIN CIACIUM FOR THE PRIMARY PREVENTION OF
CARDIOVASCULAR DISEASE IN INDIVIDUALS WITHOUT CLINICALLY EVIDENT
CORONARY HEART DISEASE BUT WITHNCREASED RISK FACTORS.”
C. The Generic Manufacturers’ ANDAs

In August 2007, all Defendants except Torrent submitted ANDASs to the FDA seeking
approval to market 5, 10, 20, and 40 mg rosuvastatzium tablets. Torrent notified Plaintiffs
in 2010 that it had filed a similar ANDA.

1. Aurobindo’s ANDA (Civ. No. 10-339)

As part of their ANDA, Defendants Aurafdo Pharma Limited and Aurobindo Pharma
USA Inc. (collectively “Aurobindo”) originally samitted a Paragraph IV Certification regarding
both the 314 and '618 patents. Aurobindo’sdgmaph IV Certification asserted that its
application did not infringe the '618 patdsdcause Aurobindo was ne¢eking approval to
market rosuvastatin calcium tieeat HeFH. Aurobindo’s proposed labeling submitted with its
ANDA shows that it seeks approval to mark@tuvastatin calcium to treat heterozygous
norfamilial hypercholesterolemia, which is not ohed by the '618 or '152 patents. In response
to Aurobindo’s ANDA, the FDA notified Aurobido that it could not use a Paragraph IV
Certification to “carve out” approved indicatioasd that Aurobindo should submit a section viii
statement if it wished to sealpproval only for specific nonpatented indications. Aurobindo
subsequently amended its ANDA to include a sectiii statement regarding the '618 patent.
Aurobindo also submitted a section viii statement regarding the '152 patent because it did not
seek approval to market rosuvastatin calciurmafty indications claimed by that patent. In May

2010, the FDA tentatively approved Aurodo’s ANDA based on its proposed labeling.

11



“Tentative approval” means that the ANDA satsfithe substantive requirements for approval,
but final approval is not appropriate besawf outstanding patent issues. 3&éJ.S.C. §
355())(5)(B)(iv)(I)(dd)(AA).

2. Apotex’s ANDA (Civ. No. 10-338)

Defendant Apotex Corp. (“Apotex”) submitted a Paragraph IV Certification regarding the
'314 patenf Regarding the '618 and '152 patentgofex submitted a section viii statement
declaring that it was seeking approval to markstivastatin calcium fandications not claimed
by the either the '618 or '152 patents. Attimoe during the application process did Apotex
submit a Paragraph 1V Certification regarding eftthe '618 or '152 patesit Plaintiffs do not
specifically allege that Apoteseeks approval for indications ateed by either the '618 or '152
patents or that Apotex’s proposed lehiaclude any patented indicatiohs.

3. Cobalt’'s ANDA (Civ. No. 10-340)

Defendants Cobalt Pharmaceuticals Inc. @o8alt Laboratories Inc. (collectively
“Cobalt”) submitted a section viii statement redjag both the '618 and '152 patents. Cobalt
seeks approval of its ANDA basen indications not claimed blgdse patents. Cobalt submitted
a Paragraph IV Certification reghng the '314 patent. Plaintifi$o not specifically allege that
Cobalt seeks approval for indicatioclaimed by either the '618 &t52 patents or that Cobalt’s

proposed labels include anytpated indications. The FD#&ntatively approved Cobalt’s

® Apotex also submitted a Paragraph IV Certification reggrt).S. Patent No. 6,316,460 (the '460 patent), which
covers a particular formulation of rosuvastatin calcium. The '460 patent is not at issue irttdis ma

" Plaintiffs allege that “the labely associated with the Apotex Rosuwdist Calcium Tablets causes ANDA No. 79-
145 to be an application for a drug the use of which is claimed in the '618 patenApotex Amd. Compl. 1 27;
seealsoApotex Amd. Compl. T 41 (making the same allegation regarding the 152 patent)). ati@llsays

only that both the ANDA and the '618 patent claim the ofrosuvastatin calcium. It does not say whether the
ANDA and the '618 patent claim rogastatin calcium for the same indications. All ten complaints contain
essentially the same allegations.

12



proposed labeling. At no time during the apgiicn process did Cobatbmit a Paragraph IV
Certification regarding eithéhe '618 or '152 patents.
4. Glenmark’s ANDA (Civ. No. 10-341)

Defendant Glenmark Generics Inc. (“Glenmark”) submitted a Paragraph IV Certification
regarding the '314 patent. Glenmark submittegetion viii statement regarding the '618 and
152 patents. Plaintiffs do nepecifically allege that Glenmiaseeks approval for indications
claimed by either the '618 or '152 patentdlmat Glenmark’s proposed labels include any
patented indications. At no time during #qgplication process did Glenmark submit a
Paragraph IV Certification regardimither the '618 or 152 patents.

5. Mylan’s ANDA (Civ. No. 10-342)

Defendant Mylan Pharmaceuticals Inc. (“Mylasubmitted a Paragraph IV Certification
regarding the '314 patent. Mylan submitted a section viii statement regarding the '618 and '152
patents. Mylan’s proposed ldb&lo not include any indicatiormsaimed by either the '618 or
152 patents. The labels seek approval onfhytfeatment of hypertriglyceridemia and HoFH.
The FDA tentatively approved Mylan’s ANDA basex the proposed labels. At no time during
the application process did Mylan submit a PaaphrlV Certification regarding either the '618
or 152 patents.

6. Par's ANDA (Civ. No. 10-343)

Par Pharmaceuticals, Inc. (“Par”) submittd@aaagraph IV Certification regarding the
'314 patent. Par submitted a section viii statemegarding the '618 and '152 patents. Par’s
proposed labels do not include any indications claimed by ¢ithé618 or '152 patents. The

labels seek approval for treatment only of hyqglstceridemia and HoFH. The FDA tentatively

13



approved Par’s proposed labeling and ANDA. nAttime during the application process did Par
submit a Paragraph IV Certification regiagl either the '618 o152 patents.
7. Sun’s ANDA (Civ. No. 10-345)

Defendants Sun Pharmaceutical Industrie@s, l$un Pharmaceutical Industries Inc., and
Caraco Pharmaceutical Laboratories Ltd.|gmively “Sun”) submitted a Paragraph IV
Certification regarding the '314 patent. Suttialy submitted a Paragraph IV Certification
regarding the '618 patent. However, in May 2010, Sun amended its ANDA and submitted a
section viii statement regarding the '618qyd and withdrew & prior Paragraph 1V
Certification. Sun has not submitted any forndetlaration regarding the '152 patent. Sun’s
proposed labels do not include any indications claimed by ¢itbé618 or '152 patents. The
labels seek approval for treatment only of hypertriglyceridemia and HoFH.

8. Teva’'s ANDA (Civ. No. 10-346)

Defendant Teva Pharmaceuticals USA, Inc. (“Teva”) submitted a Paragraph 1V
Certification regarding the '314 patent. Tevaiatly submitted a Paragraph IV Certification
regarding '618 patent. However, Teva withdridaat certification in July 2010 and submitted a
section viii statement regarding both the ‘618 &.52 patents. Teva’s proposed labels do not
include any indications claimed leyther the '618 or '152 patent3.he labels seek approval for
treatment only of hypertriglyceridemia and HoFH.

9. Torrent's ANDA (Civ. No. 10-584)

Defendants Torrent Pharmaceuticals Ltod dorrent Pharma Inc. (collectively

“Torrent”) submitted a Paragraph IV Certificaticegarding the 314 patent. Torrent submitted a

section viii statement regardinige '618 and '152 patents. PIl&ffs do not specifically allege

14



that Torrent seeks approval fadications claimed bgither the '618 or152 patents or that
Torrent’s proposed labels inde any patented indications.
10. Sandoz’s ANDA (Civ. No. 10-344)

Sandoz has not moved to dismiss Plaintffsiended Complaint against it. Plaintiffs
allege that Sandoz submitted a Paragraph IV @=tidbn regarding the '618 patent. Plaintiffs
do not allege that Sandoz submitted any certiboeor statement regarding the '152 patent.
Plaintiffs do not specifically allege that Sandezeks approval for indications claimed by either
the '618 or '152 patents or th8andoz’s proposed labels inde any patented indications.

D. The '314 Patent Litigation

Beginning in December 2007, some of theRI&s brought suit under Section 271(e)(2)
against Defendants (except Glenmark and Tyesgerting infringement of the '314 patent,
which claims the chemical compound rosuvistealcium. Defendants argued that the '314
patent was invalid, unenforceable, or not infringed. In June 2009, the district court held that the
'314 patent was valid and enforceable and Befendants’ ANDAs infmged the patent because
Defendants sought approval to manufacture rosuvasi@cium before the '314 patent expired.

Seeln re Rosuvastatin Calcium Patent | Ko. 08-1949, 2010 U.S. Dist. LEXIS 64475, at *54-

56 (D. Del. Jun. 29, 2010). All of the losing Dediaints (except Sandoz)@ealed the district
court’s ruling to the Federal Circuit.
E. Plaintiffs’ Claims
In April 2010, Plaintiffs sued Defendants ¢ept Torrent) for infmgement of the '618
and '152 patents. Plaintiffs sued Torrent in ZMLO on the same basis.ailiffs assert claims

for infringement under Section 271(e)(2). Tradkege that this court has subject-matter

15



jurisdiction under 28 U.S.C. 8§ 1331 and 1338(a) beedlne matter arises under federal patent
law.

Plaintiffs do not specifically allege that any tlie proposed labels submitted by
Defendants include inditians claimed by eithehe '618 or '152 patents.Rather, they allege
that “the label for the [Defendasil Rosuvastatin Calcium Tablets must be the same as the label
for Crestor.” (See, e.gAbotex Amd. Compl.  24f Based on this assertion, Plaintiffs allege
that: (1) “the FDA will require the label foréi{Defendants’] Rosuvastatin Calcium Tablets to
include information relating to the use to trpatliatric patients 10 tb7 years of age having
HeFH”, which is an indicationlaimed by the '618 patent, (i§.25); and (2) “the FDA will
require the label for the [Defendants’] Rosua#ist Calcium Tablets to include information
relating to the use for primary prevention ofdtavascular disease,” which is an indication
claimed by the '152 patent, (i§.39). Plaintiffs allege #t “if the FDA approves” the
Defendants’ ANDAs, “the sale of the [DefendglhRosuvastatin Calcium Tablets in the United
States with their associatedvé&ding before the expit@an of the '618 [or '152 patents] will cause
infringement of one or more claims of [those patents].” {1029, 42). Although Plaintiffs do

not assert separate claims for inducement ofnpatéingement under 35 U.S.C. § 271(b), they

8 The Court’s original Opinion daieDecember 15, 2010 inadvertentiyitted the word “not.”

° As noted earlier, Plaintiffs allege that “the labelaggociated with the [Defendants’] Rosuvastatin Calcium
Tablets causes [Defendants’] ANDA[s] to be . . . applicdt] for a drug the use of which is claimed in the '618
patent...” (Apotex Amd. Compl. § 27; s"eoApotex Amd. Compl. 41 (making the same allegation regarding
the '152 patent)). These allegations say only that thBAdNand Plaintiffs’ patents claim the use of rosuvastatin
calcium. It does not say whether the ANDAs and the patdaim rosuvastatin calciufar the same indications.
Moreover, when read in the context of the preceding allegations, the phrase “labeling associated with the
[Defendants’] ANDA[s]” appears to refer to the amenédzkling that Plaintiffs believe the FDA will require.
Plaintiffs do not allege that Defendants’ actiadleling includes patented indications. Indeed, Plaintiffs’ allegation
that the FDA will require Defendants to amend their labeling to include patented indications suggests that the actual
labeling does not include patented indications. If Plaintiffs believe that Defendantssgudpbeling includes
patented indications, they musgtecifically allege that fact.

9 For convenience, the Court cites only to Plaintiffs’ Awed Complaint against Apotex. The relevant allegations
discussed herein are essentially the same in all ten complaints.
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nevertheless allege that if the FDA approvesathended labeling, Defendants will be liable for
inducing infringement of the '618 and '152 patie because rosuvastatin calcium “will be
prescribed and administered to human patieiot&'eat conditions as claimed by the patents.
(Id. 1129, 43).
F. Defendants’ Motions To Dismiss

All moving Defendants rely on three commarguments in suppodf their respective
motions to dismiss. First, Defendants argue tiiatcourt lacks subject-matter jurisdiction to
decide Plaintiffs’ claims. They claim th&ection 271(e)(2), the ognprovision under which
Plaintiffs sue, creates a justibla patent infringement disputaly if an ANDA applicant relies
on a Paragraph IV Certification. According to Dedants, if an applicant relies on a section viii
statement, Section 271(e)(2) is moggered and there is no jugable controversy between the
parties.

Second, Defendants argue that there is sticjable case or controversy between the
parties because Plaintiffs’ claims are not ripecording to Defendant®laintiffs cannot create
a justiciable claim by alleging that the FDA wal, some point in the future, require them to
amend their ANDAS to seek approval for indications claimed by the 681 and '152 patents.
Defendants argue that, as a matter of law, applicants may carve out patented indications from
their ANDA applications.

Third, Defendants argue that even if this Court determines that there is a justiciable
controversy, Plaintiffs fail to state a claim because none of the Defendants rely on Paragraph IV

Certifications or seek approviar any patented indications.
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I. LEGAL STANDARD

Defendants move to dismiss Plaintiffs’ngplaints based on lack of subject-matter
jurisdiction under Rule 1B{(1) and for failure to state aadin under Rule 12(b)(6). “When a
motion under Rule 12 is based on more thangsoand, the court shoultbnsider the 12(b)(1)
challenge first because if it must dismiss the complaint for lack of subject matter jurisdiction, all

other defenses and objections become moot.” In re Corestates Trust Fe83itig. Supp.

104, 105 (E.D. Pa. 1993). Because the Court adesl that there is no jurisdiction in these
cases, only the Rule 12(b)(1) standard is relevant.

A district court may treat a party’s moti to dismiss for lack of subject-matter
jurisdiction under Rule 12jfl) as either a faciar factual challenge to the court’s jurisdiction.

Gould Elecs., Inc. v. United State®0 F.3d 169, 176 (3d Cir. 2000)n reviewing a facial

attack, the court must only consider the allegatiof the complaint and documents referenced
therein and attached thereto, in the ligiust favorable to the plaintiff.”_Idciting PBGC v.
White, 998 F.2d 1192, 1196 (3d Cir. 1993)). “In mwing a factual atick, the court may

consider evidence outside the pleadings.”(d¢ding Gotha v. United State$15 F.3d 176, 178-

79 (3d Cir. 1997)); sebnited States ex rel. Rinson v. Pa. Shipbuilding Co473 F.3d 506, 514

(3d Cir. 2007). A district court has “substah#athority” to “weigh the evidence and satisfy

itself as to the existence of its power to hibarcase.” Mortensen v. First Fed. Sav. & Loan

Ass’n, 549 F.2d 884, 891 (3d Cir. 1977). “[N]o presuivg truthfulness attzhes to plaintiff's
allegations, and the existence of disputed mattcas will not preclude the trial court from
evaluating for itself the merits of jurisdictional claims.” Id.

Although courts generally trea pre-answer motion under lRd.2(b)(1) as a facial

challenge, se€ardio-Med. Assoc., Ltdi. Crozer-Chester Med. Cti721 F.2d 68, 75 (3d Cir.
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1983), a “factual challenge under Rule 12(b)(1) td@ynade prior to seice of an answer” if

the defendant conteststplaintiff's allegations.Knauss v. United States DCNo. 10-26-36,

2010 U.S. Dist. LEXIS 108603, at *6 (E.D. Pa.tOg 2010) (citing Berardi v. Swanson Mem'’|

Lodge No. 48 of Fraternal Order of Poli€&20 F.2d 198, 200 (3d Cir. 1990)). When a defendant

raises a factual challengejtoisdiction, the plaintiff ears the burden of establishing

jurisdiction. Guld Elecs. InG.220 F.3d at 176-77.

1. DISCUSSION

A. Whether The Court Should Consider Defendants’ ANDA Documentation

As a preliminary matter, Plaintiffs argtiegat Defendants improperly submit documents
from their respective ANDAs and from the Orarigmok. Plaintiffs contend that the Court
should either reject Defendants’ submissionsamvert Defendants’ motions into motions for
summary judgment and give Plaintiffs an oppaitiuto conduct discovery. The Court disagrees
and will consider Defendants’ submissidnhs.

First, a court may consider extraneousudoents if the complaint references the

documents or if the documents are gnte to the plaitiff's claims. Sedn re Burlington Coat

Factory Sec. Litig.114 F.3d at 1426 (holding that courtyn@nsider extraneous documents

even on a motion to dismiss pursuant to Rule 12(b)(6) if those docuanemeferenced in the
complaint or integral to the plaintiff's claimsRlaintiffs specifically reference each Defendant’s
ANDA by its assigned FDA record numab It is therefore appropt&for the Court to consider

Defendants’ Paragraph IV Certifications, sectidnstatements, and the notice statements sent

1 Specifically, the Court relies on Defendants’ sectiilirstatements and proposed labeling from their ANDAs,
Defendants’ ANDA documentation showing that the FDA has tentatively approved Defendapésant labeling,
and documents from the Orange Book showing Plaintiffs’ use code narratives for thed81B2apatents. The
Court also relies on Plaintiffs’ FDA-approved labfls CRESTOR, which Plaintiffs submit in opposition to
Defendants’ motions, and the publicly available apattetter from the FDA regding Plaintiffs’ NDA for
rosuvastatin calcium, which lists the drug's FDA-approved indications.
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to Plaintiffs pursuant to 21 U.S. 8 355(j)(2)(B)(iii). Plaintiffs complaints also specifically
reference each Defendant’®posed ANDA labeling, PlaintiffdNDA for rosuvastatin calcium
and the FDA'’s approval, and the Orange Bookrigdifor both the '618 and52 patents. Itis

therefore appropriate for the Cototconsider those documents. $eaerallyBayer Schera

Pharma AG v. Sandoz, IndNo. 08-3710, 2010 U.S. Dist. LEXIS 102132, at *10-11 n.4

(S.D.N.Y. Sept. 28, 2010) (examining similar domnts in a Hatch-Waxman Act infringement
case on a motion to dismiss based on the pleadings).

Second, even if Plaintiffs’ complaints didt incorporate Defendés’ submissions, it
would be appropriate for the Court to considetraneous evidence because Defendants make a

factual challenge to th@ourt’s jurisdiction. _Se&ould Elecs., In¢.220 F.3d at 176 (holding

that a court may consider evidence outside thagihgs when deciding adtual challenge to its
jurisdiction). Defendants challeng¥aintiffs’ claim that Defendas’ ANDAS constitute acts of
infringement under Section 271(e)(2). Specificallefendants contest Plaintiffs’ allegation that
the FDA will require Defendants to amend their ANDAs to include all indications for which the
FDA has approved rosuvastatinagam. According to Defendants, none of the ANDASs seek
approval for patented indications and the FBi\ not require them to seek approval for
indications claimed by the '618 and '152 paterB&cause those fachave jurisdictional
significance, Defendants assefaiatual challenge to the Cowstjurisdiction, and the Court can

properly consider Defendants’ submissions. [Seeo Nordisk Inc.2010 U.S. Dist. LEXIS

32569, at *19-20 (analyzing a pre-answer motmdismiss a claim under the Hatch-Waxman
Act and determining that it was a factual lidrage to jurisdiction because the defendant
challenged the plaintiff's allegation that tRBA would require defendant to submit amended

labeling).
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Additionally, the Court rejects Plaintiffs’ gmment that discovery is necessary before
deciding Defendants’ motions. If documents eeferenced in a complaint, the court can
consider them without converting a motion lzthea the pleadings into a motion for summary

judgment. _Se€itiSteel USA, Inc. v. GE78 Fed. App’x. 832, 834 (3d Cir. 2003) (upholding the

district court’s reliance on éaneous documents and its dlto convert the motion to

summary judgment because the documents veéeeenced in the complaint); Mawhinney v.
FrancescpNo. 08-62439, 2010 U.S. Dist. LEXB2439, at *13-14 (D.N.J. June 22, 2010)
(considering documents referenced in the complaint on a motion to dismiss under Rule 12(b)(6)
and refusing to convert the motion into a sumymadgment motion). The rationale for this rule

is that a plaintiff is not permitted to exgedy rely upon documents in preparing his claims

against a defendant, but theddaibehind his complaint’s chatadzation of those documents

when the defendant offers the actdatuments in his defense. Seee Burlington Coat

Factory Sec. Litig.114 F.3d at 1426 (recognizing this oatale in the context of motion to

dismiss under Rule 12(b)(6)). Because the evidext issue on these motions is incorporated by
reference into Plaintiffs’ complaints, anddause Plaintiffs do not contest the documents’
authenticity, there is no basisdeny Defendants’ motions asepmnature in favor of discovery.

SeeCitiSteel USA, InG.78 Fed. App’x. at 834 (holding thatotion to dismiss under Rule

12(b)(6) need not be converted to sumnmadgment motion if documents at issue are

incorporated into the complaint); Sizova v. Nat'l Inst. of Stds. & T&82 F.3d 1320 (10th Cir.

2002) (holding that jurisdictional discovery antlearing are necessary before deciding a Rule
12(b)(1) motion only if “pertinenfiacts bearing on the questionjofisdiction are controverted . .

. or where a more satisfactory shog of the facts is necessary.Plaintiffs expressly rely on
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Defendants’ ANDASs as the basis for their claintisis therefore appropriate for the Court to
consider Defendants’ ANDA documentation.

B. The District Court’s Jurisdiction Over Plaintiffs’ 35 U.S.C. § 271(e)(2)
Infringement Claims

Plaintiffs assert claims for patent imgement under 35 U.S.C. § 271(e)(2)(A), which
provides in pertinent part:

It shall be an act of infringemetd submit . . . an application under
section 505()) of the Federal Food, Drug, and Cosmetic Act
[codified at 21 U.S.C. § 355(j)e., an ANDA] . . . for a drug

claimed in a patent or the use of which is claimed in a patent, . . . if
the purpose of such submission is to obtain approval under such
Act [i.e., Title 21 of the United &tes Code] to engage in the
commercial manufacture, use, olesaf a drug . . . claimed in a
patent or the use of which is claimed in a patent before the
expiration of such patent.

Thus, Section 271(e)(2) “pmit[s] patent holderto bring suit against geric companies despite

the fact that the generic compes have not yet infringed thetpats at issue.” Glaxo Grp. Lid.

376 F.3d at 1351. Section 271(e)(2)designed to create an artificedt of infringement for

purposes of establishinpgrisdiction in the federal courts.” 1d‘The function of [Section
271(e)(2)] is to define a new . act of infringement for a veymited and technical purpose that

relates only to certain drug applicatidh&li Lilly & Co. v. Medtronic, Inc, 496 U.S. 661, 676-

77 (1990).

Defendants argue that Section 271(e)(2)tesetederal jurisdiction where none would
otherwise exist by declaring that the filing of an ANDA constitutes an act of infringement.
Defendants further argue that not all ANDAS lifyaas an act of infringement under Section
271(e)(2). The core of Defendants’ argumentad the filing of an ANDA does not constitute an
act of infringement under Seati 271(e)(2) if the generic mamaturer includes a section viii

statement that it is seeking approval for gadiions not claimed by relevant method-of-use
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patents. According to Defendants, an ANDAgers Section 271(e)(2) gnivhen it contains a
Paragraph IV Certification stafty that the applicant is seekiagproval for an indication claimed
by a relevant method-of-use patent.

Plaintiffs respond that an ANDA triggers Seat271(e)(2) if it seeks approval to market
a drug for which there are some patented FDA-approved indications, even if the ANDA seeks
approval for only non-patented indimmas. In other words, Plaintiffs take the position that a
generic manufacturer cannot carve out patemeidations if those indications are FDA-
approved. Plaintiffs argue that this interptietais most consistent with Section 271(e)(2)’s
plain language. Plaintiffs’ primgnustification for ths position is thaif the FDA allows
Defendants to manufacture rosuvastatin caldommon-patented indications, doctors will
nevertheless prescribe the drug for all appromdatations, which will render the '618 and '152
patents effectively worthless. Plaintiffs alsgue that Section 271(e)(@ not a jurisdictional
statute because the Court’s gdhiction actually derives from 28.S.C. § 1338(a), which grants
jurisdiction to hear disputesising under fedetgatent law.

The Court first addresses whether Section(@{2) is a jurisdiional statute. The
Federal Circuit has described Section 271(eg62 “jurisdictional-onferring statute that
establishes a case or controversy.” App8%6 F.3d at 1351. Section 271(e)(2) “makes it
possible for the district court &xercise its section 1338(a) galiction” in circumstances where

there would not otherwise be asjiciable case or controversgllergan, Inc. v. Alcon Labs.

324 F.3d 1322, 1330 (Fed. Cir. 2003); sgmtex 376 F.3d at 1351. Thus, a district court’s
jurisdiction turns on whether a plaintiff asseatvalid claim under Section 271(e)(2). If a
plaintiff does not assert a valigkection 271(e)(2) claim, a cautoes not have jurisdiction over

the matter because, in the absence of a Section 271(e)(2) claim, there is no justiciable case or
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controversy between the parties. Skwo Nordisk Inc.2010 U.S. Dist. LEXIS 32569, at *11

(finding no jurisdiction because plaintiff faileéd state a claim under Section 271(e)(2)); Eisai

Co. v. Mut. Pharm. CoNo. 06-3613, 2007 U.S. Dist. LEXEB585, at *12 (D.N.J. Dec. 20,

2007) (same); see algpotex 376 F.3d at 1351 (characterizingcsen 271(e)(2) as creating a

justiciable case or controversy &re one would not otherwise exist).

Thus, the core issue on this motion is wheflamtiffs may bring amfringement claim
under Section 271(e)(2). Specifigaliwhether Plaintiffs may bmnig an infringement claim under
Section 271(e)(2) based on two FDA-approvedhoe-of-use patents even though Defendants
seek approval to manufacture and market rostatia calcium for FDAapproved indications not
claimed by Plaintiffs’ patents. If Plaintifftsannot bring such a claim, this Court has no
jurisdiction because there is no caseamtroversy between the parties.

The Federal Circuit’'s decision Warner-Lambert v. Apotext Cor@B316 F.3d 1348

(2003), is controlling regardintpe elements of a Section 274@ claim. In Warner-Lambert

the defendant filed an ANDA seeking approwaimanufacture a generidrug upon expiration of
the pioneering manufacturer's method-of-use matghich was an FDA-approved indication for
the drug._ldat 1352. However, the pioneering manufaet also held a second method-of-use
patent regarding a separate gation for the drug that the FDi#ad not yet approved, but which
did not expire until long after the FBapproved method-ofse patent. _Id.The generic
manufacturer filed a Paragraph Gértification with its ANDA stting that it would not infringe
the pioneering manufacturers’ non-FDA apprbweethod-of-use patent because the ANDA
sought approval only for the FDA-approved indiica claimed by the sooto-expire method-of-
use patent. _IdThe pioneering manufacturer nevertsslsued for infringement under Section

271(e)(2) asserting that the defendant’s filingh&f ANDA was an act of infringement regarding
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the patent claiming a non-FDA approved indicat@cause the generic manufacturer could not
“carve out” patented indiciains from its ANDA. _Idat 1353. After the district court entered
judgment for the generic manufacturer, the peimg manufacturer appealed to the Federal
Circuit.
The Federal Circuit framedehssue before it as follows:

The central issue in the presenteaswhether it is an act of

infringement under 35 U.S.C. 8§ 271(e)(2)(A) to submit an ANDA

seeking approval to make, use, or sell a drug for an approved use if

any other use of the drug is claitchie a patent, or if it is only an

act of infringement to submétn ANDA seeking approval to make,

use, or sell a drug if the drug or the use for which FDA approval is

sought is claimed in a patent.
Id. at 1354. In deciding that issue, the Federedti expressly rejected the argument that “a
patent claiming a use of a drigginfringed by the filing of a\NDA irrespective of whether
approval is sought to market teug for the patented use.” lat 1355. The court held that “it
is abundantly clear that the statute doesmake the filing of an ANDA prior to patent
expiration an act of infringement unless the ANB&eks approval to manufacture, use, or sell
the drug prior to expiration of a patent thatulMd otherwise be infringed by such manufacture,
use, or sale . ...” lét 1355-56. The court held that fieneering manufacturer did not have a

claim under Section 271(e)(2) because the geneanufacturer sought approval only for non-

patented indications. lat 1356, 1362. Thus, Warner-Lambedarly establishes that a generic

manufacturer may carve out patemiuses from its ANDA.

Plaintiffs attempt to distinguish Warner-Lambleytnoting that the patent at issue there

claimed a non-FDA approved indication, but #®#8 and 152 patents claim FDA-approved

indications. However, the Fedefakcuit's reasoning in Warner-Lambestiows that this is a

distinction without sigificance. As support for its condion that ANDA applicants can carve
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out non-FDA approved indicatione Federal Circuit relied ahe following portion of the
House Report regarding the Hatch-Waxman Act:

If there are indications which ackaimed by any use patent and for
which the applicant is not seal approval, then an ANDA must
state that the applicant is n@eking approval for those indications
which are claimed by such use pdtd-or example, the listed drug
may be approved for two indicatiaristhe applicant is seeking
approval only for Indication No. 1, and not Indication No. 2
because it is protected by a use patém@n the applicant must
make the appropriate certificati and a statement explaining that
it is not seeking approVéor Indication No. 2.

Id. at 1358 (quoting H.R. Rep. No. 98-857d),22, 1984 U.S.C.C.A.Nat 2655) (emphasis
added). After further analyzy the House Report and Sectifil(e)(2)’s plain language, the
Federal Circuit concluded:

Congress recognized that a sindtag could have more than one
indication and yet that the ANDA applicant could seek approval
for less than all of thosadlications. Congress clearly
contemplated that the FDA coulgant approval of an NDA, and
hence eventually an ANDA, seeking to market a drug for a single
indication even when other indications were known or even
approved Moreover, and perhaps more importantly, Congress
made it clear that the ANDA ajipant need not certify with
respect to every “use” pent that claims amdication for the drug.
Rather, the applicant needs only to certify with respect to use
patents that claim an indicationrfahich the applicant is seeking
approval to market the drug

Id. at 1360 (emphases added) (citing H.Rp.Réo. 98-857(l), at 22984 U.S.C.C.A.N. at

2655). Thus, according to the Federal Circuit, Congress enacted Section 271(e)(2) with the
expectation that ANDA applicants could carve patented uses from their ANDAs even if those
uses were FDA-approved. lat 1361 (“Even when a listed drug is approf@dmore than one
indication, Congress contemplate@ thossibility that there could ledications that are claimed
by a use patent but for which the applicant isseeking approval”) (ephasis in original).

Plaintiffs’ attempt to distinguish Warner-Lamb&stherefore unavaig. The Federal Circuit
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has interpreted the Hatch-Waxman Act to pegeiteric manufacturers tarve out patented
FDA-approved indications &m their ANDAS.

Plaintiffs also argue that allowing f@adants to proceed with their qualified ANDAs will
render the '618 and '152 patents effectivelyrthtess. Plaintiffs claim that although
Defendants’ generic rosuvastatin calcium tablets will not be approved or labeled for the
indications claimed by the '61&d '152 patents, doctors will nentkeless prescribe Defendants’
cheaper generic tablets for adtications, thus causing infringement and rendering Plaintiffs’

patents worthless. Plaintiffs argue tttas further distiguishes Warner-Lambdvecause the

patent at issue there was not marketable singastnot FDA-approvedin this case, however,
Plaintiffs’ patented indications are FDA-approved and there is a possibility that doctors will
prescribe Defendants’ generic drug for indicatioméneéd by Plaintiffs’ patets.

Plaintiffs’ argument is misgded. Plaintiffs assert inflgement claims under Section
271(e)(2). They do not assert an inducenaéinfringement claim under Section 271{b)As
noted above, Section 271(e)(2) crearsartificial” act of infrngement in circumstances where
a patent holder would not otherwise have a claintreates “a very limited and technical”
infringement claim that applies only if an dippnt submits an ANDA seeking approval for an

indication claimed by a validatent._Warner-Lamber316 F.3d at 1360-62. Section 271(e)(2)

does not extend this artificiahuse of action to include an “artificial” inducement of
infringement claim based on speculation ablmw some doctors may prescribe the generic
drug. If Plaintiffs believe that Defendantdhimduce doctors to ifninge the '618 and '152

patents upon approval of Defenda@mANDAs, they must assert“raditional” inducement claim

2 The Court’s original Opinion datedeBember 15, 2010 incorrectly referred®U.S.C. § 271(d). The correct
citation is 35 U.S.C. § 271(b).
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under Section 271(bY not a claim under&tion 271(e)(2)._Seid. at 1356 (holding that unless
a plaintiff asserts a valideStion 271(e)(2) claim, he mustove infringement “under a
traditional infringement analysis”); iét 1363-66 (discussing thesalents of an inducement of
infringement claim under Section 271tf)

Plaintiffs next argue that Section 271(¢)&ll be rendered meaningless if generic
manufacturers can evade suit under Section 27} (&y(&mply filing a conclusory section viii
statement that they are not seeking apprimradny patented inditians. According to
Plaintiffs, “[sJuch an approach would impropedgd unfairly allow generic companies to define
and dictate the circumstances under which tivggfof an ANDA would constute infringement
under 8 271(e)(2).” (Pl. Opp. Br. at 19).

This argument is also misguided, and the Fadgircuit rejected it in Warner-Lambert

SeeWarner-Lambert316 F.3d at 1360. The formality of submitting a section viii statement

does not immunize a generic manufactdr@m suit under Section 271(e)(2). Sdéevo
Nordisk 2010 U.S. Dist. LEXIS 32569, at *11 (hahdi that jurisdiction exists if an ANDA
includes a section viii statement but “should hanefuded a Paragraph IV Certification); Ben

Venue Labs. Inc. v. Novartis Pharm. Corp16 F. Supp. 2d 572, 582 (D.N.J. 2001) (noting

same);_see aldBristol-Myers Squibb Co. v. Royce Lal69 F.3d 1130, 1132 (Fed. Cir. 1995)

(“[o]nce it is clear that a pariseeking approval of an ANDA wigs to market a patented drug
prior to the expiration of the pent, the patent owner can sdekprevent approval of the ANDA
by bringing a patent-infringement suit”). Ndoes filing a Paragraph IV Certification

automatically trigger Section 271(e)(2). Indeed, in Warner-Lamtherigeneric manufacturer

3 The Court’s original Opinion datedebember 15, 2010 incorrectly referredB®U.S.C. § 271(d). The correct
citation is 35 U.S.C. § 271(b).

4 The Court’s original Opinion datedeBember 15, 2010 incorrectly referred®U.S.C. § 271(d). The correct
citation is 35 U.S.C. § 271(b).
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submitted a Paragraph IV Certification, but Begleral Circuit found that “[a]lthough formally
labeled as a ‘paragraph 1V certificati,’” the certification‘was effectivelya statement of non-

applicable use pursuant to [section viii].” Warner-Lamli@&t6 F.3d at 1360 (emphasis added).

Thus, the district court has jurisdiction un@&=ction 271(e)(2) when, regardless of
whether the ANDA contains a Pgraph IV Certification or aextion viii statement, the ANDA
actuallyseeks approval for a patented indicationin that event, the filing of an ANDA
“constitutes an ‘act of infringement’ which cemn$ jurisdiction under Section 271(e)(2)(A).”

Novo Nordisk Inc. 2010 U.S. Dist. LEXIS 32569, at *11. In order to determine whether an

ANDA actually seeks approval for a pated indication, a court need only compare the ANDA'’s
proposed labeling, which provides the basidHDA approval and defines the indications for
which the generic manufacturer can market the douthe indications claimed in the patents.

SeeBayer Schera Pharma AG v. Sandoz,,IN@. 08-3710, 2010 U.S. Dist. LEXIS 102132, at

*26 (S.D.N.Y. Sept. 28, 2010) (conducting thisbsis and dismissing a Section 271(e)(2)
claim); Novo Nordisk601 F.3d at 1361 (describing this aysid in the context of FDA approval
of an ANDA). If there iso overlap, then there is nagh under Sectio271(e)(2) and no
justiciable controversy.
Here, there is no dispute that all Defendasgek approval for incktions not claimed by
either the '618 or '152 patents. The '618 patdaims the use of rosustatin calcium to treat
only HeFH. The '152 patent claims the use of rosuvastatin calcium to treat only patients who are

nonhypercholesterolemic and who have above-nidewals of C-reactive protein. Defendants

15 For this reason, Plaintiffs’ reliance on Impax Labs., Inc. v. Aventis Pharms 468cF.3d 1366, 1372-73 (Fed.
Cir. 2006),_Bristol-Myers Squibb Co. v. Mylan Pharms, iNn. 09-651 (D. Del. Jan. 14, 2010), Glaxo Group Ltd.
v. Apotex, Inc, 272 F. Supp. 2d 772, 779 (N.D. lll. 2008)d_Teva Pharms. USA, Inc. v. Abbott Lal®01 F.

Supp. 2d 819 (N.D. 1l2004), is misplaced. Each of those cases ittehplaintiffs to pusue Section 271(e)(2)
claims even though the ANDAs did not include Paragraph IV Certifications. However, none of thosdases re
the proposition that regardless of wktdtement is included in the ANDA plaintiff may only bring a claim under
Section 271(e)(2) if the ANDA at issue se&lpproval for a patented indication. $éarner-Lambert316 F.3d at
1355.
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seek approval to market roswtatin calcium to treat only ntamilial hypercholesterolemia,
hypertriglyceridemia, or HoFH. &htiffs do not allege or preseany evidence that the '618 or
152 patents claim any of those indications. Thus, Plaimtdfaot have a claim under Section
271(e)(2) and this @urt does not have jurisdicticover this matter.

C. Plaintiffs’ Infringement Claims Based On “Amended” Labeling

Perhaps aware of the above deficiencigbéir claims, Plaintiffs allege in their
complaints that the FDA will require Defendants to amend their proposed labeling to include all
FDA-approved indications. Plaintiffs arguatiibefendants’ amenddabeling will trigger
Section 271(e)(2) because the new labeling willude indications claimed by the '618 and '152
patents. Defendants respond that this theomgfahgement under Section 271(e)(2) is not ripe
because it is predicated on contingent future eventstbainlikely to occur. TdhCourt agrees.

“A claim is not ripe for adjudication if it reston contingent future events that may not

occur as anticipated, or indeed may ootur at all.” _Texas v. United Staté®3 U.S. 296, 300

(1998). An action must be ripe to present a casmntroversy that igisticiable unér Article

lll. Caraco Pharm. Labs., Ltd v. Forest Labs.,,I627 F.3d 1278, 1291 (Fed. Cir. 2008).

Plaintiffs’ claims are not ripe because, ascdssed above, Defendants are not required to
include all FDA-approved indications on thpmoposed labeling. The Federal Circuit made

clear in_Warner-Lambethat “even when a listed drug ispapved for more than one indication,

Congress contemplated the possibility that tlvexdd be indications #t are claimed by a use

patent but for which the [ANDA] applicarg not seeking approval.” Warner-Lamh&16 F.3d

at 1361. More importantly, the &eral Circuit rejected Plaitfits’ argument that the Hatch-
Waxman Act requires ANDA proposed labelitoginclude all FDA-approved indications:

“Congress clearly contemplatedatithe FDA could grant approvat . . . an ANDA . . . seeking
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to market a drug for a single indication ewveimen other indicationgere known or even

approved’' Id. at 1360; see alddovo Nordisk 601 F.3d at 1362-63 (describing FDA approval

of ANDA proposed labeling that carved out ondlote FDA-approved indication because that
indication was claimed by a valid patent).

Because the Hatch-Waxman Act allows AND# carve out FDA-approved indications,
and because there is no reason to believahiibdDA will not continue to approve qualified
ANDAs, Plaintiffs’ claims are based on contingertufie events that are unlikely to occur. The
FDA is not likely to require Defendants to and their ANDAS to include proposed labeling
claiming all FDA-approved indicatiorfer rosuvastatin calcium. dbsequently, Plaintiffs claims
are not ripe.

D. Plaintiffs Must Show Cause Why The Cart Should Not Dismiss Their Claims
Against Sandoz For Lack OfSubject-Matter Jurisdiction

If there is no subject-matter jurisdictioner a claim, the Court lacks authority to

consider the merits of the case. Ruhrgas AG v. Marathon Qib€6.U.S. 574, 583 (1999).

This Court has an independent obligation to em#luat it has subject-matter jurisdiction over
every action, even if the issue is not raised by a party F&&eR. Civ. P. 12(h)(3) (“If the court
determines at any time that it lacks subj@etiter jurisdiction, theourt must dismiss the

action.”); Arbaugh v. Y&H Corp.546 U.S. 500, 514 (2006). Thufssubject-mattejurisdiction

is uncertain, the Court may ssponteorder the parties to shavause as to why the matter

should not be dismissed flack of jurisdiction._Se8utz v. SchleigNo. 09-761, 2009 U.S.

Dist. LEXIS 29809, at *10-12 n. 3 (D.N.J. Apr.2Q09) (explaining theaurt’s authority to
order parties to show causéythe matter should not be dismiss for lack of subject-matter

jurisdiction); Sullivan v. Novartis Pharms. Cqrf02 F. Supp. 2d 527, 529 (D.N.J. 2009)

(issuing order to show cause regarding subject-matter jurisdiction); Scott v. Sysco Food Serv. of
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Metro N.Y., L.L.C, No. 07-3656, 2007 U.S. Dist. LEXIS 79519, *1 (D.N.J. Oct. 26, 2007)

(issuing order to show cause redjag subject-matter jurisdiction).

As discussed above, the Court’s jurisdiotover this matter turns on whether Sandoz
actually seeks FDA-approval to m#acture rosuvastatin calciuior indications claimed by the
'618 and '152 patents. Plaintiffs do Hospecifically allege tha®andoz seeks approval for
indications claimed by either th&18 or '152 patents. Thegllege only that Sandoz filed a
Paragraph IV Certificationegtlaring “that the claims d@ghe '618 patent are invalid,
unenforceable, or not infringed.” (Sandoz Ammpl. 1 20). Unlike the nine related cases
discussed above, Sandoz did not move to dismaatPis’ claims based on the fact that they do
not seek approval for indications claimed bgiRtiffs’ patents. Thus, although the Court’s
subject-matter jurisdiction turns on whetl@andoz actually seeks FDA approval for an
indication claimed by the '618 or '152 patentsttfact is unclear on the face of the Amended
Complaint and Sandoz has not provided therdetative documentation referenced in the
Amended Complaint. Because the Court hamdependent obligation to ensure that it has
jurisdiction over this matter, armecause Plaintiffs bear the burden of establishing that subject-
matter jurisdiction is proper, it is appropriate foe tBourt to order Plaintiffso show cause as to
why this matter should not be dismissed for lack of jurisdiction.

V. CONCLUSION

For the foregoing reasons, Plaintiffs’ complaints are dismissed for lack of jurisdiction in
the nine matters where the Defendants rddee dismissal (Civ. Nos. 10-338, 10-339, 10-340,
10-341, 10-342, 10-343, 10-345, 10-346, 10-584). Becaadedhrt does not have jurisdiction
over those matters, it does not address additemgalments made by some of those Defendants.

An appropriate order shall issue in those ca8exause the Court’s subject-matter jurisdiction

¥ The Court’s original Opinion ded December 15, 2010 inadvertertiyitted the word “not.”
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is unclear in Astra Zeneca &imn. LP, et al. v. Sandoz IndNo. 10-344), the Court shall issue an

Order to Show Cause as to why that matter shoat be dismissed for lack of subject-matter

jurisdiction.

Dated: 12/22/10 /s/RobertB. Kugler
ROBERTB. KUGLER
Lhited States District Judge
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