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UNITED STATESDISTRICT COURT
DISTRICT OFNEW JERSEY

PARPHARMACEUTICAL, rNC., PAR
STERiLE PRODUCTS,LLC, andENDO
PAR TNNOVATION COMPANY, LLC, OPINION

Plaintiffs,

v. 16-cv-02290(WHW)(CLW)

LUITPOLD PHARMACEUTICALS, INC.,
DAIICHI SANKYO, NC., andDMICHI
SANKYO COMPANY, LTD.,

Defendants.

Walls. SeniorDistrict Judge

DefendantLuitpold Pharmaceuticalsmovesfor judgmentagainstPlaintiffs Par

Pharmaceutical,ParSterileProducts,andEndoParInnovationCompanyunderFed.R. Civ. P.

12(c). ECFNo. 41. The Courtdecidesthis motionwithoutoral argumentunderFed.R. Civ. P.

78. Defendant’smotion is granted.

FACTUAL AND PROCEDURALBACKGROUND

This casearisesout of a patentdisputebetweenPlaintiffsParPharmaceutical,Inc., Par

SterileProducts,LLC, andEndoParInnovationCompany,LLC (collectively, “Par”), and

DefendantsLuitpold Pharmaceuticals,Inc., Daiichi Sankyo,Inc., andDaiichi SankyoCo., Ltd.

The Parplaintiffs consistof a corporationandtwo limited liability companies—thecorporation

existingunderthe lawsof NewYork andthe LLCs underthe lawsof Delaware—withprincipal

placesof businessin New York. Am. CompL, ECF No. 70 ¶J2—4. DefendantLuitpold

Pharmaceuticals,Inc., is a New York corporationwith its principalplaceofbusinessin New
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York; defendantDaiichi Sankyo,Inc., is a Delawarecorporationlocatedin New Jersey;and

defendantDaliehi SankyoCo., Ltd., is a Japanesecompanylocatedin Tokyo anddoingbusiness

in New Jersey.Id. ¶IJ 5—7. Paris theassigneeofseveralpatentsfor Adrenalin®,a product

containing1 mg of the activeingredientepinephrine,which is usedprimarily to treatallergic

reactions.Id. ¶1134—39.In early2016,DefendantLuitpold filed anAbbreviatedNew Drug

Application(“ANDA”) with theFoodandDrug Administration(“FDA”), which soughtapproval

to marketa geneticversionof Par’sAdrenalin®product.Id. ¶ 46. By lettersdatedMarch9,

2016 andJuly 7, 2016,Luitpold submittedto Parnoticesof certificationunder21 U.S.C. §

355(j)(2)(B)(ii) and21 C.F,R. § 314.95(c)regardingits proposedgeneticepinephrineproductas

specifiedin its ANDA. Id. ¶47—50. Partheninitiated this suit undertheDrug PriceCompetition

and PatentTerm RestorationAct (the Hatch-WaxmanAct), assertingthatLuitpold’s ANDA

submissionconstitutedan actof infringementof their patents.Id. ¶1J65—80.

I. ThePatents-in-Salt

Therearetwo patentsat issuein this case.The first patent,United StatesPatentNo.

9,119,876(the“‘876 patent”),wasduly and legally issuedto ParPhannaceuticat,Inc. by the

United StatesPatentandTrademarkOffice (“PTO”) on September1, 2015.Id. ¶ 34. The ‘876

patentis directedto certainpharmaceuticalcompositionscomprisingepinephrine,amedication

that hasbeenusedfor decadesfor avarietyof treatments.Id. ¶1136,42; seeatseid, Ex. A. The

secondpatent,PatentNo. 9,295,657(the“‘657 patent”),which is a continuationof the ‘$76

patent,wasduly andlegally issuedby the PTO on March29, 2016,Id. ¶ 37; seealsoId., Ex. B.

The ‘657 patentis directedto methodsof treatingvariousconditions,suchasanaphylaxisandthe

inductionmaintenanceof myddasisduring intraocularsurgery,by administeringpharmaceutical

compositionscomprisingepincphrine.Id. ¶ 38.
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Drug productsapprovedon thebasisof safetyandeffectivenessby theFDA underthe

Federalfood, Drug, andCosmeticAct areidentifiedby thepublicationApprovedDrug Products

with TherapeuticEquivalenceEvaluations,commonlyreferredto asthe “OrangeBook.” Under

21 U.S.C. § 355(b)(l) andattendantFDA regulations,the ‘876 and ‘657 patentsare listed in the

OrangeBook with respectto Par’sFDA approvedepinephrineinjectionproductAdrenalin®,Id.

¶45. Adrenalin®“is the first FDA-approvedepinephrineinjectionproductfor usein a clinical

settingavailablein theUnited States,”Id, “The prescribinginformationfor Adrenalin® instructs

physiciansto administerAdrenalin®to patientsto treatanaphylaxis.”Id. 40.

II. TheDevelopmentof Par’sAdrenalin®Product

Thedevelopmentof Par’sAdrenalin®productprovidesimportantbackgroundfor

understandingPar’schargesagainstLuitpold. BeforeobtainingthePatents-in-Suit,Par’s

predecessor,3Ff? Pharmaceuticals(“JHP”), appliedfor FDA approvalof an epinephrine

formulationit hadmarketedfor over 100 years.Id. ¶ 42. Specifically,JHP filed New Drug

Applications(“NDAs’ with the FDA for two Adrenalin®products.Id, ¶ 43. TheFDA approved

NDA No. 204200for Adrenalin® I mgbase/mLin December2012 andNDA No, 20460for

Adrenalin®30mgbase/3OmLin December2013.Id. During the FDA approvalprocess,the

FDA requiredJHP to meetstrict impurity level requirementsfor Adrenalin® to ensurethat

patientssufferingfrom emergencyanaphylaxisreceiveda medicationpotentenoughto savetheir

lives. Id. ¶ 42. Initial FDA approvalwas thereforeconditionedon JHPconductingpost-

marketingstudiesandcommittingto furtherreducethe impuritylevelsof Adrenalin®. Id.

ParSterileundertookthe post-marketingcommitmentandsuccessfullydevelopeda new

formulationofAdrenalin®with significantly fewerimpurities. Id. ¶ 44. Basedon theresearchit

conducted,Par SterileobtainedthePatents-in-Suit,which, aspreviouslydiscussed,coverthe
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newepinephrineformulationaswell asthemethodsofusingtheformulationto treatconditions

suchasanaphylaxisandmaintenanceof mydriasisduring intraocularsurgery.Id.

ParSterilesubmitted

supplementalNDAs reflectingthis newformulationto theFDA, ECF No. 70144.In December

2015,fDA approvedParSterile’ssupplementalNDA for NDA No. 204640(30 mg base/30mL)

coveringthenewformulation. Id. In September2016,FDA approvedParSterile’ssupplemental

NDA for NDA No. 204200(1mg base/mL)coveringthenew formulation.Id.

III. Luitpold’s ANDA

Accordingto theComplaint,prior to theFDA’s approvalof Par’sNDA for Adrenalin®,

a subsidiaryof Luitpold sold an unapprovedversionof epinephrine,which wasrecalleddueto

“discoloration” and“small visible particles.”Id. ¶ 40

Luitpold submittedANDA No. 207-568 to theFDA underthe

federalFood,DrugandCosmeticAct, 21 U.S.C. § 355(j), seekingapprovalto engagein the

commercialmanufacture,use,sale,and/orimportationof a genericversionofPar’sAdrenalin®
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product,which contains1 mgof theactive ingredientepinephrine. ECFNo. 70 ¶ 46; ECF No.

41-I at 3. In accordancewith 21 U.S.C.355(j)(2)(3),Luitpold informedParof its intentto seek

approvalto marketa genericversionof Adrenalin®in two notice letters(the“Notice Letters”).

The first letter,datedMarch9, 2016(“first NoticeLetter”), statedthatLuitpold hadsubmItted

ANDA No. 207-568andintendedto manufacturea genericversionof Adrenalin®beforethe

expirationof the ‘876 patent.ECF No. 70 ¶J47—48.Thesecondletter,datedJuly 6, 2016

(“SecondNoticeLetter”), relayedthesameinformationwith regardto the ‘657 patent.Id. ¶J49—

50,

I

—

I

I

Parallegesthatbeforethe FDA’s approvalof Par’sNDA for Adrena1ing,Luitpold’s subsidiarysold an
unapprevedversionofepinephr!i wi ...

recalled.] F No. I ¶t 3 42. 1
I
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IV. TheComplaintandCounterclaim

Whena companyfiles anANDA, it mustcertify underthe Hatch-WaxmanAct that its

proposedgenericdrugwill not infringe a currentlisteddrugpatent.21 U.S.C. §

355(j)(2)(A)(vii). Luitpold certifiednon-infringementof its genericepinephrineproductunder

21 U.S.C. § 355(iX2)(A)(vii)fIV) (‘ParagraphIV”). ECFNo. 64 at 3. ParagraphIV statesthat

thepatentfor the listedversionof the proposedgenericdrug“is invalid or will not heinfringed

by the manufacture,use,or saleof thenewdrugfor which the applicationis submitted.”Id.

Luitpold’s Notice LettersinformedParthat it hadfiled a Paragraph1V Certificationasserting

boththe invalidity andLuitpold’s non-infringementof thePatents-in-Suit.ECFNo. 70¶48—50.

In responseto Luitpold’s ParagraphIV Certification,Parfiled thepresentactionon April

22, 2016,allegingthat Luitpold’s GenericProductwill infringe thePatents-in-Suit.ECFNo. I

¶J62—77.Afier a majority of the briefing on this motionwascompleted,Parfiled an Amended

Complainton October14, 2016. ECF No. 70, The amendmentsincludesmall factualupdatesand

theadditionof EPIC as a party,but theydo not changethesubstanceof the legal claims.EC?

No, 70. Parallegesthat Luitpold’s GenericProduct“will havethe sameactiveingredientas

Adrenalin®,the sameor equivalentinactiveingredientsasAdrenalin®,[)the samerouteof

administrationasAdrenalin®,” “will be thebiocquivalentto Adrenalin®,” and“will havethe

sameindicationasAdrenalin®.” ECF No. 70 ¶ 52. ThoughParadmitsthat Luitpold’s ANDA

formulationof genericepinephrinedoescontainthesameor equivalentingredientsasthe

formulationspecifiedin the Patents-in-Suit,ECF No. 3?¶[ I 08-09,theComplaintallegesthat
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theproductproposedin Luitpold’s ANDA “is not theproductLuitpold will market.”ECFNo. 64

at 4. Theclaim is thereforebasedon Par’sallegationthat“the productLuitpold will market

infringesthePatents-in-Suit.”Id.

TheComplaintcontainsfour countsofpatentinfringementagainstall defendants.Count

Oneassertsthat Defendants’submissionof ANDA No. 207-562constitutesinfringementof

Par’s ‘876 patentunder35 U.S.C. § 271(e)(2)andthatDefendantwill infringe the ‘876 patent

under35 U.S.C. § 271(a),(b), (c), and/or(g). ECFNo. 70 ¶J65—62.CountTwo seeksa

declarationundertheDeclaratoryJudgmentsAct, 28 U.S.C.§ 2201 and2202,thatDefendants

would infringe the ‘$76 patentunder35 U.S.C. § 271(a),(b), (c), andlor(g if theycommercially

manufacture,use,offer for sale,sell, or import Luitpold’s GenericProduct,or induceor

contributeto suchconduct.Id. } 69—72. CountsThreeandFourrepeatthechargesof Counts

OneandTwo for the ‘657 patent.Id. ¶11 73—80.Plaintiffs seekinjunctive,declarative,and

monetaryreliefaswell asan awardof costsandexpenses,14. at 19—20.

On July 1, 2016,Luitpold answeredPar’sComplaintandassertedfour counterclaims.

Answer,ECF No. 13. Luitpold’s primaryargumentis that its GenericProductdoesnot literally

infringe the Patents-in-Suitbecauseit is “lacking multiple claim limitationsof all claimsof each

patent.”Id. ¶ 113.

I Luitpold’s First Counterclaimseeksa

declaratoryjudgmentthatit hasnot andis not infringing “any valid andenforceablectaimof the

‘$76 and ‘657 patents.”Id. ¶ 115. Luitpold’s SecondCounterclaimasksfor declaratoryretiefon

thebasisthat thePatents-in-Suitareinvalid “for failure to meettheconditionsof patentabilityof

35 U.S.C. § 101 etseq.Id. ¶ 117. CounterclaimThreeasksfor a declarationthat Luitpold is

entitledto a defenseto infringementbasedon prior commercialuseunder35 U.S.C. § 273.
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CounterclaimFourseeksa declarationthat thecaseagainstLuitpold is exceptionalunder35

U.S.C.§ 285. Plaintiffs answeredLuitpold’s counterclaimson August8, 2016. Plaintiffs’

statedthattheFDA will require,andLuipold will likely

market,a genericproductwith a formulationthat infringesthe Patcnts4n-$uit,ECF No, 37 ¶j

108—09.

V. Luitpold’s Motion for Judgmenton thePleadings

DefendantLuitpold filed thecurrentmotion for judgmenton thepleadingson September

9, 2016.ECFNo. 41. Luitpold arguesthat Its “ANDA formulationdoesnot infringe thePatents

in-Suit,” andthatPar’sComplaintreliesimpennissiblyon speculationthatat somefuturetime

the FDA will requireLuitpold to modify its ANDA formulationof genericepinephrinein sucha

way that it will infringe Par’spatents.1d at 1. Luitpold arguesthat“sucha claim providesno

basisfor relief’ andseeksjudgmenton thepleadingsunderfed. R. Civ. P. 12(c) regardingall

claimsassertedagainstit by Parandon Luitpold’s first andSecondCounterclaims.2Id.

Parrespondsthat the “caseis focusedsolelyon theproductLuitpold intendsto market”

not theformulationof Luitpold’s productasspecifiedby its currentANDA. ECFNo. 64 at 1—2.

Parfurthercontendsthat Luitpold “will haveto amendits ANDA in orderto obtainFDA

approval.”id. at 1. Parinsiststhatoncediscoveryit complete,it will beclearthat “the product

Luitpold will ultimatelymarketwill berequiredto have‘the sameor equivalentingredientsand,

therefore,thesameor equivalentformulation’ as Par’spatentedproduct.”Id. (quotingCompi.

2 Luitpold alsoarguesthat it is entitledto judgmentwith respectto Par’sallegationthat it is “making or selling

unappmvedfbnusofepinephrine”becausea private litigant cannotbring a c3aim basedon the selling or marketing
ofunapproveddrugs,ECFNo. 41-1 at 2. Parnotesthatjudgmentis inappropriatebecauseit did not attemptto bring

a claim basedon this allegation.ECF No. 64 at 2. TheCourtdoesnot addressthis portionof the disputeany ftirther

becauseParhasremovedthe allegationfrom its AmendedComplaint.ECF No. 70.
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ECFNo. 1 ¶11 53—54.). finally, Pararguesthat Luitpold’s argumentis nothingmorethana

ripenesschallenge,which shouldhavebeenbroughtunderFed.R. Civ,?. 12(b)(1)asa motion

to dismissfor lack of subjectmatterjurisdiction.Id. at 5—20. Basedon this argumentParrequests

that if Luitpold’s motion is granted,thecasebedismissedwithout prejudice.Id. at 16.

In its replybrief, Luitpold reassertsits groundsfor judgmenton thepleadingsunderFed.

R. Civ. P. 12(c) ratherthana motion to dismissfor lackof subjectmatterjurisdictionunderFed.

R. Civ. P. 12(b)f1). ECFNo 78. Luitpold arguesthat thePar’sclaimsshouldbeadjudicatedon

themeritsbecauseParcanonly suebasedon thedrug Luitpold hasproposedto manufacture

undertheactualANDA, which Paradmitsdoesnot infringe thePatents-in-Suit.Id. at 3,3

STANDARD 0?REVIEW

federalRuleof Civil Procedure12(c) providesthat “after thepleadingsareclosed— but

early enoughnot to delaytrial — a partymaymovefor judgmenton thepleadings.”The movant

mustclearlyshowthat thereis “no materialissueof fact andthathe is entitledto judgmentasa

matterof law.” Rosenauv. Un/iind Corp., 539 f.3d 218, 221 (3d Cir. 2008) (quotingJablanski

v. PanAm. WortdAirways, inc., 863 F.2d289,290—91 (3d Cit. 198$)) (internalquotationmarks

andcitationsomitted).A motionunderRule 12(c) is reviewedunderthesamestandardasa

motionto dismissunderRule I 2(b)(6). Turbev. Governmentofthe Virgin islands,938 F.2d 427,

427 (3d Cit. 1991).The court is requiredto “acceptall factualallegationsas true,construethe

complaintin the light mostfavorableto theplaintiff, anddeterminewhether,underany

reasonablereadingof the complaint,the plaintiff maybeentitledto relief.” Broadcomcorp. v.

QuatcommInc., 501 F.3d 297, 306 (3d Cir. 2007).

On January5, 2017 DefendantLuitpold Phannaceuticals,Inc., requestedleaveto supplementthe recordof this

motion with new,previouslyunavailableauthority. ECFNos. 88.89.Becausethe Court concludesthat this action

shouldbe dismissedwithout relianceon the newauthority in supportof this conclusion,it is unnecessaryto address

Defendant’snew authorityherein.
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Beyondthe faceof thepleadings,thecourtmayconsiderexhibitsattachedto the

complaint,mattersof public record,andundisputedlyauthenticdocumentsattachedin a

defendant’smotion if theplaintiff’s claimsarebaseduponit. PensionBenefit Guar. Corp. v.

White onseLIndus.,Inc., 99$ FM 1192, 1196(3d Cir. 1993).“A ‘documentintegralto or

explicitly reliedon in thecomplaint’ maybe considered‘without convertingthemotion [to

dismiss} into onefor summaryjudgment.’”Metev. federalReserveBankofN. Y., 359 F.3d251,

256 n.5 (3d Cir. 2004) (citingIn reBurlington coatfactorySec.Litig., 114 F.3d 1410, 1426(3d

Cir. 1997). In a Hatch-Waxmanactionsuchasthis, theCourtmayconsiderthe file historiesof

thePatents-in-Suit.SeeIn re BendamustineConsolidatedCases,Civ. No. 13-206,2015 WI.

1951399,at *l_2 (D. Del. Apr. 29, 2015) (notingthat it is permissibleto considerpatentfile

historiesanda movingdefendant’sANDA filings without convertinga motion for judgmenton

thepleadingsto a motion for summaryjudgment),Wherethe factualallegationsin a complaint

contradicta documentattachedto thepleadings,thedocumentcontrols.See4L4, Inc. v. CCAJR,

Inc., 29 f.3d 855, 859 n.8 (3d Cir. 1994),

DISCUSSION

I. Par’sPatentInfringementClaims

Parallegesthat Luitpold’s GenericProductinfringesthePatents-in-Suitunder35 U.S.C.

§ 271(e)(2)(A)and§ 271 (a), fb), (c), and(g). ECF No. 70 jJ 65—80.Plaintift seekajudgment

of infringementand a declarationthat Luitpold will infringe the Patents-in-Suitif, beforethe

patents’expiry, it attemptsto commerciallymanufacture,use,offer for sale,or sell its Generic

Productwithin theUnitedStates.Id, at 18—19. DefendantLuitpold movesfor judgmenton the

pleadingsas to eachof Par’sclaims,arguingthat its ANDA doesnot infringe Par’spatentsand

that Par’sComplaintis basedentirelyon conjecturethat the FDA will force it to modify its
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ANDA formulationto aninfringing formulation,ECFNo. 41-1 at 8. Becausetheproductthat

canbe manufacturedunderLuitpold’s ANDA doesnot infringe Par’spatents,Defendant’s

motion is granted.

“Under theHatch-Waxmanframework,the filing of an ANDA constitutesanartificial act

of infringementfor purposesof creatingcaseor controversyjurisdiction.” ferringB. V. v.

WatsonLabs.,Inc.-Florida,764F.3d 1401, 1408 (Fed.Cir. 2014) (citing 35 U.S.C. §

271(e)(2)(A))(collectingcases)(internalquotationmarksomitted).TheANDA filing only

constitutes“a technicalactof infringementfor jurisdictionalpurposes.”Id. Oncejurisdictionis

established,courtsdeterminewhetheranADA will infringe an existingpatentby comparing

“the assertedpatentclaimsagainsttheproductthat is likely to be sold following ANDA approval

anddeterminedby traditionalpatentlaw principles.” id. (citing Warner-LambertC’o. v. Apotex

Corp., 316f.3d 1348, 1365 (fed. Cir. 2003);Abbott Labs. v. TorPharm,Inc., 300 F.3d 1367,

1373 (fed. Cir. 2002);Bristol-MyersSquibbC’o. v. RoyceLabs.,Inc., 69 F.3d 1130, 1135 (fed

Cir. 1995)).Thepatenteehastheburdenofproving infringementby a preponderanceof the

evidence.Id.

Luitpold arguesthat its ANDA will not infringe thePatents-in-Suitbecausethegeneric

drug formulationproposedin theANDA lackscomponentsessentialto thePatents-in-Suit,

ECF No. 41-1 at 3. Pararguesthat thedrug

formulationin Luitpold’s cwTentANDA “has nothingto do with this case”becausetherelevant

inquiry focuses“solely on the productLuitpold intendsto market.”ECFNo. 64 at 2. Par

contendsthat therearemanymaterialfactsin disputeregardingthe final formulationof thedrug

Luitpold intendsto sell, which makesjudgmenton thepleadingsinappropriate.Id. at 1.

Par’sargumentthat theCourt patentinfringementanalysismust look beyondthedrug
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formulationspecifiedin Luitpold’s ANDA is basedprimarily on theFederalCircuit’s language

in Gtaxo, Inc. v. Novopharm.Ltd., 110f.3d 1562 (fed. Cir. 1997), that the relevantinquiry in a

patentinfringementcaseunder35 U.S.C. § 271(e)(2)is theproduct“likely to besold following

FDA approval.”Id. 1568,But oncethis quotationis readin context,it is clearthat it doesnot

supportPar’spropositionthatcourtsmaydeterminepatentinfringementbasedon potential

futuredrug formulationsnot specifiedin theoperativeANDA.

“[T]he ANDA itself dominatesthe [patentinfringement]analysis”under§ 271(e)(2).

ferring, 764 f.3d at 140$.As the Glaxo Court explained:“Under § 271(e)(2)(A), acourtmust

determinewhether,if the drugwereapprovedbasedupontheANDA, the manufacture,useor

saleof thatdrugwould infringe the patentin the conventionalsense.”Gtaxo, 110 F.3dat 1569

(emphasisadded).“Becausedrugmanufacturersareboundby strict statutoryprovisionsto sell

only thoseproductsthat comportwith the ANDA’s descriptionof thedrug, an ANDA

specificationdefininga proposedgenericdrug in a mannerthatdirectly addressesthe issueof

infringement{] controi[sJtheinfringementinquiry.” Abbott, 300F.3d at 1373.

In manycases,suchasthis one,“the ANDA specificationdirectly resolvesthe

infringementquestionbecauseit definesaproposedgenericproductin a mannerthat either

meetsthe limitationsof anassertedpatentclaim or is outsidethescopeof suchclaim.” ferring,

764 f.3d at 140$; seealsoAbbott, 300 F.3dat 1373 (“If an ANDA specificationdefinesa

propertyof a compoundsuchthat it mustmeeta limitation of anassertedclaim, thentherewill

almostneverbea genuinedisputeof materialfact that theclaim is infringed with respectto that

limitation.”). for example,in SunovionPharm.v. TevaPharm.USA, Inc., 731 F.3d 1271,the

court determinedthat thedefendant’sproposedgenericproductinfringed theplaintiffs patent

becausetheANDA describedan amountof stereoisomerwithin the scopeof theassertedpatent
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claim. Id. at 1279—SO.Similarly, in BayerAG v. ElanPharm,ResearchCorp.,212 F.3d 1241 the

court foundno infringementwhentheANDA specificationrequireda surfaceareaoutsidethe

rangeclaimedby theassertedpatent.Id. at 1248—50.

TheFederalCircuit hasdistinguishedbetweencaseswheretheANDA specification

resolvesthequestionof infringementandthosewhereit doesnot. Seeferring, 764f.3d at

1408—09.But evenin casesthat cannotberesolvedsimplyby looking at the faceof theANDA,

therelevantinquiry focuseson the final productlikely to besoldbasedon the ANDA

specifications.SeeId. at 1409(“The infringementevaluationis concernedonly with the final,

coatedcommercialtranexamicacid tabletsfor which WatsonsoughtandwasgrantedFDA

approvalto marketasa genericversionof a treatmentof menorrhagia.Watsoncannotsell the

uncoatedcoresalonebecauseit wouldnot complywith its ANDA specification;to do so would

be to sell bothan unapprovedandadulterateddrug in violation of the law.”). Noneof thecases

cited by Parsuggestsotherwise.

HereLuitpold’s ANDA formulationdirectly addressesthequestionof infringementand

thePartiesevenagreethat thecurrentformulationof Luitpold’s genericepinephrIneproduct,as

describedin therelevantANDA, doesnot infringe thePatents-in-SuitOpp. Br., ECF No. 64 at

1—2, 20; ECFNo, 41-1 at 3—5. Par’sargumentagainstthe entryofjudgmentfor Luitpold at this

stageis basedentirelyon speculationthat the FDA will requireLuitpold to adjustits product

formulationin a way that will infringe thePatents-in-Suit.ECFNo. 64 at 6—16. Parclaimsthat

becausetheFDA hasnot approvedLuitpold’s ANDA, ECFNo. 57-2, it is morethanspeculative

that the FDA will requirethe changesParalleges.ECFNo. 64 at 6-7. This argumentmissesthe

markbecauseit is premisedon themistakenbeliefthat the Courtcanandshoulddetermine

patentinfringementby looking to drug formulationsandANDAS not yet in existence.
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While 35 U.S.C. § %71fe)(2)createsan“artificial” controversy,it “doesnot encompass

speculativeclaimsof infringement.”Warner-Lambert,316 F.3dat 1364.As theFederalCircuit

makesclear: “The statute[ 271(e)(2)Jexplicitly definestheactof infringementas the filing of

theANDA. Theinfringementcaseis thereforelimited to ananalysisof whetherwhatthe generic

drugmakeris requestingauthorizationfor in theANDA would bean actof infringementif

performed.”Id. This limitation causedthe Warner-LambertCourt to find no infringementwhen

thepermissibleusesspecifiedin adefendant’sANDA did not induceinfringing behaviordespite

theplaintiffs insistencethat thedefendantwould activelyencouragepatentinfringementonceits

ANDA wasapproved.fd. at 1364.TheCircuit madeclearthat future effortsby the defendantto

infringe theplaintiffs patentwould form thebasisfor a causeof action,but that“ 271(e)(2)

wasnot designedto coversuchfutureacts.” Id. at 1365.Luitpold’s ANDA doesnot infringe the

Patents-in-Suitas its formulationfalls outsidethe independentclaimsof the ‘876 and ‘657

patents SeeECf Nos. 41-2—41-4.

BecausePar’sclaim is entirelypremisedon speculationthat future,uncertainamendmentsto

Luitpold’s ANDA will infringe Par’spatents,and thereis no questionthat thedrugspecifiedin

Luitpold’s ANDA doesnot infringe thePatents-in-Suit,judgmentin favor of Luitpold is

warranted.4

‘ Federallaw andFDA regulationsreinforcethe conclusionthatjudgmenton the currentANDA formulationis
warrantedand future formulationsarenot ripe for disputeat this time. Luitpold is boundby the specificationsof its
ANDA anduponapprovalcanonly produceadrug that doesnot literally infringe thePatents-in-Suit.SeeBayerAG,

212 F.3dat 1250,if Luitpold changesits ANDA, it must file thechangeswith theFDA, see21 CF.R.§* 314.97,
314.70(a),andif the changesareto the drug’s specification.Luitpold mustobtainapprovalfor the changesbefore
theycanbe made,see21 C.F.R.§ 314.97,314.70(b)(l).As Luitpold acknowledgesin its ReplyBrief, these
changeswould requireit to file a secondParagraphIV certification,giving Parthe opportunityto commencea
separateinfringementsuit. ECFNo. 71 at 12; seealsoBen VenueLabs, Inc. v. IVovartis Phann,corp., 146 F. Supp.
2d 572,58041(D.NJ. 2001). finally, if Luitpold introducesa drug into interstatecommercewithoutcomplying
with the approvalrequirementsof2l U.S.C. § 355, it is subjectto variousadditionalpenalties,see21 U.S.C.§
331(d), including an injunction,see21 U.S.C.§ 332(a),criminal sanctions,see21 U.S.C. § 333(a),seizureof the
unapproveddrug,see21 U.S.C. § 334(a)(1),anddebarmentof its corporationandIndividual officials from
submittingor assistingin the submissionof anANDA in the future,see21 U.S.C. § 335a.Paris thereforeprotected

from the future infringementit fears.
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NOT FORPUBLICATION

IL Lultpold’s FirstCounterclaim

Luitpold’s first Counterclaimseeksa declaratoryjudgmentthattheactualproposed

formulationin its ANDA doesnot infringe thePatents-in-Suit.ECF No. 13 ¶114—15.Par

admitsthatthedrugformulationassertedin Luitpold’s operativeANDA doesnot infringe its

patents.ECFNo. 64 at 20 (“Luitpold’s Old Formulation5[is] not in disputebecauseLuitpold

[will] haveto changethat formulation.”). ThoughPararguesthat theCourtmustdenyLuitpold’s

motionso that it candevelopthe factualrecordasto what theFDA will requireto approve

Luitpold’s ANDA, for thereasonsstatedabove,claims relatedto unspecifiednewformulations

in speculativeANDAs arenot ripe for adjudication.It follows thatjudgmentis grantedin favor

of Luitpold on its First Counterclaim.6

CONCLUSION

Defendants’motion for judgmenton thepleadingsis granted.An appropriateorder

follows.

DATE:7z

Senior1 nited StatesDistrict CourtJudge

5Par’soppositionbriefdefinesOld formulationasLuitpold’s presentANDA formulation.ECFNo. 64 at 1.
6LuitpoIU’s Motion for Judgmenton thePleadingsseeks“the entryof anOrderunderLuitpold’s First andSecond
CounterclaimsthatLuitpold’s ANDA formulationdoesnot andwill not infringe U.S. PatentNos. 9,1 19,876and
9,295,657,”ECF No. 41 at I. CounterclaimOneseeksa declaratoryjudgmentof non-infringementasto both
Patents-in-Suit,ECFNo. 13 ¶j 114—IS,but CounterclaimTwo seeksa declaratoryjudgmentthat thePatents-in-Suit
are invalid. Id. 116—12.The invalidity of thePatents-in.Suitwasnot briefedand the Court doesnot address
CounterclaimTwo at this time.
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