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UNITEDȱSTATESȱDISTRICTȱCOURTȱ
SOUTHERNȱDISTRICTȱOFȱNEWȱYORKȱ

Inȱre:ȱOXYCONTINȱANTITRUSTȱLITIGATIONȱ 04ȱMd.ȱ1603ȱ(SHS)ȱ

PURDUEȱPHARMAȱL.P.,ȱTHEȱP.F.ȱ
LABORATORIES,ȱINC.,ȱPURDUEȱ
PHARMACEUTICALSȱL.P.,ȱandȱȱ
RHODESȱTECHNOLOGIES,ȱ

Plaintiffs,ȱȱ

ȬagainstȬȱ

RANBAXYȱINC.,ȱRANBAXYȱ
PHARMACEUTICALSȱINC.,ȱRANBAXYȱ
LABORATORIESȱLTD.,ȱACTAVISȱELIZABETHȱ
LLC,ȱMYLANȱPHARMACEUTICALSȱINC.,ȱandȱ
MYLANȱINC.,ȱ

Defendants.ȱ

OPINIONȱ&ȱORDERȱ

Thisȱdocumentȱrelatesȱto:ȱ

ȱ
10ȱCiv.ȱ3734ȱ(SHS)ȱ
ȱ

PURDUEȱPHARMAȱL.P.,ȱTHEȱP.F.ȱ
LABORATORIES,ȱINC.,ȱPURDUEȱ
PHARMACEUTICALSȱL.P.,ȱandȱȱ
RHODESȱTECHNOLOGIES,ȱ

Plaintiffs,ȱȱ

ȬagainstȬȱ

IMPAXȱLABORATORIES,ȱINC.,ȱ

Defendant.ȱ

ȱ
ȱ
ȱ
ȱ
13ȱCiv.ȱ684ȱ(SHS)ȱ
ȱ

SIDNEYȱH.ȱSTEIN,ȱU.S.ȱDistrictȱJudge.ȱ

PlaintiffsȱhaveȱsuedȱdefendantsȱMylanȱPharmaceuticalsȱInc.ȱandȱ
MylanȱInc.ȱ(collectivelyȱ“Mylan”)ȱandȱImpaxȱLaboratories,ȱInc.ȱforȱpatentȱ
infringementȱasȱdefinedȱbyȱtheȱHatchȬWaxmanȱAct.ȱȱDefendantsȱhaveȱfiledȱ
counterclaimsȱforȱdeclaratoryȱjudgment,ȱassertingȱthatȱdefendantsȱwillȱnotȱ
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infringeȱplaintiffs’ȱpatentsȱandȱthatȱthoseȱpatentsȱareȱinvalid.ȱȱAnȱactionȱbyȱ
theȱFoodȱandȱDrugȱAdministrationȱduringȱtheȱpendencyȱofȱtheseȱactionsȱ
hasȱraisedȱtheȱissueȱofȱwhetherȱtheyȱareȱmoot.ȱȱForȱtheȱreasonsȱsetȱforthȱ
below,ȱtheȱCourtȱholdsȱthatȱtheȱclaimsȱofȱinfringementȱandȱtheȱ
counterclaimsȱassertingȱnonȬinfringementȱareȱmoot.ȱȱTheȱCourtȱalsoȱ
declinesȱtoȱexerciseȱjurisdictionȱoverȱthoseȱofȱdefendants’ȱcounterclaimsȱ
thatȱassertȱinvalidity.ȱȱAsȱaȱresult,ȱtheseȱactionsȱareȱdismissed.ȱ

I. BACKGROUNDȱ

Plaintiffsȱ(collectivelyȱ“Purdue”)ȱmanufacture,ȱmarket,ȱandȱsellȱ
OxyContin,ȱaȱbrandȬnameȱcontrolledȬreleaseȱoxycodoneȱmedicationȱforȱtheȱ
treatmentȱofȱmoderateȱtoȱsevereȱpain.ȱȱTheȱoriginalȱformulationȱofȱ
OxyContinȱwasȱtheȱsubjectȱofȱNewȱDrugȱApplicationȱ(“NDA”)ȱ20Ȭ553,ȱ
whichȱtheȱFoodȱandȱDrugȱAdministrationȱinitiallyȱapprovedȱinȱDecemberȱ
1995.ȱȱSeeȱDeterminationȱthatȱtheȱOXYCONTINȱ(Oxycodoneȱ
Hydrochloride)ȱDrugȱProductsȱCoveredȱbyȱNewȱDrugȱApplicationȱ20Ȭ553ȱ
WereȱWithdrawnȱfromȱSaleȱforȱReasonsȱofȱSafetyȱorȱEffectiveness,ȱ78ȱFed.ȱ
Reg.ȱ23,273,ȱ23,273ȱ(Apr.ȱ18,ȱ2013)ȱ(hereinafterȱ“FDAȱDetermination”).ȱȱ
Purdueȱnowȱmanufacturesȱandȱsellsȱ“ReformulatedȱOxyContin,”ȱwhichȱisȱ
moreȱresistantȱtoȱabuseȱthanȱoriginalȱOxyContin.ȱȱReformulatedȱ
OxyContinȱisȱtheȱsubjectȱofȱNDAȱ22Ȭ272,ȱinitiallyȱapprovedȱbyȱtheȱFDAȱinȱ
Aprilȱ2010.ȱȱAsȱofȱAugustȱ2010,ȱPurdueȱnoȱlongerȱsellsȱoriginalȱOxyContinȱ
inȱtheȱUnitedȱStates.ȱȱSeeȱid.ȱ

TheȱFDAȱOrangeȱBookȱentriesȱforȱoriginalȱandȱReformulatedȱ
OxyContinȱlistȱseveralȱpatentsȱthatȱcoverȱtheseȱdrugs.ȱȱAsȱrelevantȱtoȱthisȱ
order,ȱthreeȱpatents—theȱsoȬcalledȱ“LowȬABUKȱPatents”—coverȱbothȱ
originalȱandȱReformulatedȱOxyContin.1ȱ

MylanȱandȱImpaxȱeachȱfiledȱAbbreviatedȱNewȱDrugȱApplicationsȱ
(“ANDAs”)ȱwithȱtheȱFDA,ȱseekingȱtoȱmakeȱgenericȱversionsȱofȱoriginalȱ
OxyContin.ȱȱSeeȱ21ȱU.S.C.ȱ§ȱ355(j).ȱȱBothȱANDAsȱincludedȱaȱ“Paragraphȱ
IV”ȱcertification,ȱwhichȱassertedȱthatȱtheȱpatentsȱclaimingȱoriginalȱ
OxyContin—includingȱtheȱLowȬABUKȱPatents—wereȱ“invalidȱorȱwillȱnotȱ

ȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱ
1ȱȱ TheȱLowȬABUKȱPatentsȱareȱU.S.ȱPatentȱNos.ȱ7,674,799;ȱ7,674,800;ȱandȱ7,683,072.ȱ
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beȱinfringedȱbyȱtheȱmanufacture,ȱuse,ȱorȱsale”ȱofȱdefendants’ȱproposedȱ
generics.ȱȱ21ȱU.S.C.ȱ§ȱ355(j)(2)(A)(vii)(IV).ȱȱAfterȱPurdueȱreceivedȱnoticeȱofȱ
defendants’ȱANDAs,ȱitȱbroughtȱtheseȱsuitsȱforȱpatentȱinfringementȱinȱtheȱ
U.S.ȱDistrictȱCourtȱforȱtheȱSouthernȱDistrictȱofȱNewȱYork.ȱȱDefendantsȱfiledȱ
counterclaimsȱforȱdeclaratoryȱjudgment,ȱaskingȱtheȱCourtȱtoȱruleȱthatȱ
Purdue’sȱpatentsȱwouldȱnotȱbeȱinfringedȱorȱwereȱinvalid.ȱ

MylanȱandȱImpaxȱhaveȱalsoȱfiledȱANDAsȱseekingȱtoȱmakeȱgenericȱ
versionsȱofȱReformulatedȱOxyContin.ȱȱInȱtheseȱANDAsȱasȱwell,ȱdefendantsȱ
certifiedȱtoȱtheȱFDAȱthatȱtheȱpatentsȱthatȱclaimedȱReformulatedȱ
OxyContin—again,ȱincludingȱtheȱLowȬABUKȱPatents—areȱinvalidȱorȱ
wouldȱnotȱbeȱinfringed.ȱȱOnceȱmoreȱPurdueȱsuedȱforȱinfringementȱinȱtheȱ
SouthernȱDistrictȱofȱNewȱYork,ȱandȱdefendantsȱassertedȱcounterclaimsȱforȱ
declaratoryȱjudgmentȱasȱtoȱnonȬinfringementȱandȱinvalidity.ȱȱSeeȱPurdueȱ
PharmaȱL.P.ȱv.ȱImpaxȱLabs.,ȱInc.,ȱNo.ȱ11ȱCiv.ȱ2400ȱ(S.D.N.Y.);ȱPurdueȱPharmaȱ
L.P.ȱv.ȱMylanȱPharm.ȱInc.,ȱNo.ȱ12ȱCiv.ȱ2959ȱ(S.D.N.Y.).ȱ

InȱAprilȱ2013,ȱbeforeȱanyȱofȱtheseȱcasesȱhadȱreachedȱaȱfinalȱresolution,2ȱ
theȱFDAȱdeterminedȱinȱAprilȱ2013ȱthatȱoriginalȱOxyContinȱhadȱbeenȱ
withdrawnȱfromȱsaleȱforȱreasonsȱofȱsafetyȱorȱeffectiveness.ȱȱThisȱ
determinationȱmeansȱthatȱoriginalȱOxyContinȱisȱnoȱlongerȱaȱ“listedȱdrug”ȱ
thatȱcanȱbeȱtheȱsubjectȱofȱanȱANDA.ȱȱSeeȱ21ȱU.S.C.ȱ§ȱ355(j)(2)(A)(i),ȱ(j)(7)(C).ȱȱ
Asȱsuch,ȱtheȱFDAȱannouncedȱthatȱitȱwouldȱ“notȱacceptȱorȱapproveȱANDAsȱ
thatȱreferȱto”ȱoriginalȱOxyContin.ȱȱFDAȱDetermination,ȱ78ȱFed.ȱReg.ȱatȱ
23,275.ȱȱȱ

InȱlightȱofȱtheȱFDAȱDetermination,ȱthisȱCourtȱorderedȱMylanȱandȱ
ImpaxȱtoȱshowȱcauseȱasȱtoȱwhyȱtheȱsuitsȱconcerningȱoriginalȱOxyContinȱ
shouldȱnotȱbeȱdismissedȱasȱmoot.ȱȱMylanȱfiledȱaȱtwoȬpageȱresponseȱsayingȱ
simplyȱthatȱtheȱFDAȱDeterminationȱdidȱnotȱmootȱitsȱdeclaratoryȱjudgmentȱ
counterclaimȱforȱinvalidity.ȱȱImpaxȱdidȱnotȱrespondȱatȱall.ȱȱȱȱȱȱȱȱ

ȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱ
2ȱȱ TheȱCourtȱdidȱholdȱaȱtrialȱinȱthreeȱactionsȱinȱNovemberȱ2012:ȱȱPurdueȱPharmaȱL.P.ȱ
v.ȱRanbaxyȱInc.,ȱNo.ȱ10ȱCiv.ȱ3734;ȱPurdueȱPharmaȱL.P.ȱv.ȱRanbaxyȱInc.,ȱNo.ȱ11ȱCiv.ȱ2401;ȱ
andȱPurdueȱPharmaȱL.P.ȱv.ȱRanbaxyȱInc.,ȱNo.ȱ11ȱCiv.ȱ7104.ȱȱMylanȱisȱaȱnamedȱdefendantȱ
inȱtheȱ2010ȱaction,ȱbutȱdidȱnotȱparticipateȱatȱtrial.ȱ
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II. ȱDISCUSSIONȱ

“ArticleȱIIIȱofȱtheȱConstitutionȱrestrictsȱtheȱpowerȱofȱfederalȱcourtsȱtoȱ
‘Cases’ȱandȱ‘Controversies.’ȱȱAccordingly,ȱtoȱinvokeȱtheȱjurisdictionȱofȱaȱ
federalȱcourt,ȱaȱlitigantȱmustȱhaveȱsuffered,ȱorȱbeȱthreatenedȱwith,ȱanȱ
actualȱinjuryȱtraceableȱtoȱtheȱdefendantȱandȱlikelyȱtoȱbeȱredressedȱbyȱaȱ
favorableȱjudicialȱdecision.”ȱȱChafinȱv.ȱChafin,ȱ133ȱS.ȱCt.ȱ1017,ȱ1023ȱ(2013)ȱ
(quotationȱmarksȱandȱalterationȱomitted).ȱȱ“Aȱcaseȱbecomesȱmoot—andȱ
thereforeȱnoȱlongerȱaȱ‘Case’ȱorȱ‘Controversy’ȱforȱpurposesȱofȱArticleȱIII—
whenȱtheȱissuesȱpresentedȱareȱnoȱlongerȱ‘live’ȱorȱtheȱpartiesȱlackȱaȱlegallyȱ
cognizableȱinterestȱinȱtheȱoutcome.ȱȱNoȱmatterȱhowȱvehementlyȱtheȱpartiesȱ
continueȱtoȱdisputeȱtheȱlawfulnessȱofȱtheȱconductȱthatȱprecipitatedȱtheȱ
lawsuit,ȱtheȱcaseȱisȱmootȱifȱtheȱdisputeȱisȱnoȱlongerȱembeddedȱinȱanyȱ
actualȱcontroversyȱaboutȱtheȱplaintiffs’ȱparticularȱlegalȱrights.”ȱȱAlready,ȱ
LLCȱv.ȱNike,ȱInc.,ȱ133ȱS.ȱCt.ȱ721,ȱ726–27ȱ(2013)ȱ(quotationȱmarksȱandȱcitationȱ
omitted).ȱ

ThereȱcanȱbeȱnoȱdoubtȱthatȱPurdue’sȱinfringementȱactionsȱandȱ
defendantsȱnonȬinfringementȱcounterclaimsȱareȱmoot.ȱȱTheȱFDAȱ
DeterminationȱmetedȱoutȱallȱofȱtheȱinfringementȬrelatedȱreliefȱthatȱisȱ
availableȱinȱtheseȱHatchȬWaxmanȱActȱactions.3ȱȱSeeȱ35ȱU.S.C.ȱ§ȱ271(e)(4);ȱ
Apotex,ȱInc.ȱv.ȱThompson,ȱ347ȱF.3dȱ1335,ȱ1346–47ȱ(Fed.ȱCir.ȱ2003)ȱ(challengeȱ
toȱlegalityȱofȱregulationȱconcerningȱHatchȬWaxmanȱActȱ30Ȭmonthȱstaysȱ
wasȱmootedȱwhenȱtheȱFDAȱremovedȱallȱtheȱstaysȱatȱissue).ȱȱȱ

WhetherȱtheȱFDAȱDeterminationȱmootedȱdefendants’ȱdeclaratoryȱ
judgmentȱcounterclaimsȱforȱinvalidityȱisȱaȱseparateȱquestion.ȱȱForȱpurposesȱ
ofȱthisȱOpinion,ȱtheȱCourtȱpresumesȱthatȱdefendants’ȱinvalidityȱ
counterclaimsȱareȱnotȱmoot,ȱseeȱAlvaterȱv.ȱFreeman,ȱ319ȱU.S.ȱ359,ȱ363ȱ(1943),ȱ
butȱtheȱCourtȱdeclinesȱtoȱexerciseȱitsȱdiscretionaryȱjurisdictionȱtoȱhearȱ
theseȱclaims.ȱȱȱ

ȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱ
3ȱȱ BecauseȱtheȱFDA,ȱandȱnotȱthisȱCourt,ȱchangedȱtheȱlegalȱrelationshipȱamongȱtheȱ
parties,ȱnoneȱofȱthemȱisȱaȱ“prevailingȱparty”ȱforȱtheȱpurposesȱofȱawardingȱattorneys’ȱ
fees.ȱȱSeeȱ35ȱU.S.C.ȱ§§ȱ271(e)(4),ȱ285;ȱGroberȱv.ȱMakoȱProds.,ȱInc.,ȱ686ȱF.3dȱ1335,ȱ1347–48ȱ
(Fed.ȱCir.ȱ2012);ȱHighwayȱEquip.ȱCo.,ȱInc.ȱv.ȱFECO,ȱLtd.,ȱ469ȱF.3dȱ1027,ȱ1034–35ȱ(Fed.ȱ
Cir.ȱ2006).ȱ



5ȱ

ThisȱCourtȱhasȱtheȱdiscretionȱtoȱdeclineȱtoȱexerciseȱjurisdictionȱoverȱaȱ
HatchȬWaxmanȱActȱdeclaratoryȱjudgmentȱaction,ȱevenȱthoughȱtheȱCourtȱ
hasȱconstitutionalȱjurisdictionȱoverȱthatȱaction.ȱȱSeeȱTevaȱPharm.ȱUSA,ȱInc.ȱv.ȱ
NovartisȱPharm.ȱCorp.,ȱ482ȱF.3dȱ1330,ȱ1338ȱn.3ȱ(Fed.ȱCir.ȱ2007).ȱȱTheȱCourtȱ
canȱmakeȱthisȱdiscretionaryȱdecisionȱevenȱifȱtheȱdismissedȱclaimȱisȱatȱanȱ
advancedȱproceduralȱposture.ȱȱSeeȱWiltonȱv.ȱSevenȱFallsȱCo.,ȱ515ȱU.S.ȱ277,ȱ
288ȱ(1995);ȱApple,ȱInc.ȱv.ȱMotorola,ȱInc.,ȱ869ȱF.ȱSupp.ȱ2dȱ901,ȱ924ȱ(N.D.ȱIll.ȱ
2012)ȱ(Posner,ȱJ.)ȱ(statingȱthatȱtheȱcourtȱwouldȱdeclineȱtoȱexerciseȱ
declaratoryȱjudgmentȱjurisdictionȱfollowingȱitsȱdecisionȱofȱmotionȱforȱ
summaryȱjudgment).ȱȱȱ

TheȱFederalȱCircuitȱrequiresȱthatȱaȱcourtȱbaseȱitsȱdiscretionaryȱdecisionȱ
toȱdeclineȱjurisdictionȱonȱsoundȱlegalȱandȱfactualȱgrounds,ȱandȱforȱreasonsȱ
thatȱareȱnotȱ“clearlyȱunreasonable,ȱarbitrary,ȱorȱfanciful.”ȱȱMicronȱTech.,ȱInc.ȱ
v.ȱMosaidȱTechs.,ȱInc.,ȱ518ȱF.3dȱ897,ȱ905ȱ(Fed.ȱCir.ȱ2008).ȱȱInȱaddition,ȱ“[i]fȱaȱ
districtȱcourt’sȱdecisionȱisȱconsistentȱwithȱtheȱpurposesȱofȱtheȱDeclaratoryȱ
JudgmentȱActȱandȱconsiderationsȱofȱwiseȱjudicialȱadministration,ȱitȱmayȱ
exerciseȱitsȱdiscretionȱtoȱdismiss”ȱtheȱcase.ȱȱSonyȱElecs.,ȱInc.ȱv.ȱGuardianȱ
MediaȱTechs.,ȱLtd.,ȱ497ȱF.3dȱ1271,ȱ1288ȱ(Fed.ȱCir.ȱ2007).ȱȱ“Theȱpurposeȱofȱtheȱ
declaratoryȱactionȱisȱtoȱallowȱaȱpartyȱwhoȱisȱreasonablyȱatȱlegalȱriskȱ
becauseȱofȱanȱunresolvedȱdispute,ȱtoȱobtainȱjudicialȱresolutionȱofȱthatȱ
disputeȱwithoutȱhavingȱtoȱawaitȱtheȱcommencementȱofȱlegalȱactionȱbyȱtheȱ
otherȱside.”ȱȱCapo,ȱInc.ȱv.ȱDiopticsȱMed.ȱProds.,ȱInc.,ȱ387ȱF.3dȱ1352,ȱ1354ȱ(Fed.ȱ
Cir.ȱ2004)ȱ(quotationȱmarksȱomitted).ȱȱȱ

Theȱpurposeȱunderlyingȱdeclaratoryȱjudgmentȱactionsȱandȱwiseȱ
judicialȱadministrationȱbothȱcounselȱinȱfavorȱofȱdismissingȱdefendants’ȱ
invalidityȱcounterclaims.ȱȱDefendants’ȱcurrentlyȱinfringingȱconduct—theirȱ
ANDAsȱseekingȱtoȱmakeȱgenericȱversionsȱofȱReformulatedȱOxyContin—
hasȱalreadyȱpromptedȱPurdueȱtoȱinitiateȱseparateȱlawsuitsȱagainstȱthem.ȱȱ
SeeȱPurdueȱPharmaȱL.P.ȱv.ȱImpaxȱLabs.,ȱInc.,ȱNo.ȱ11ȱCiv.ȱ2400ȱ(S.D.N.Y.);ȱ
PurdueȱPharmaȱL.P.ȱv.ȱMylanȱPharm.ȱInc.,ȱNo.ȱ12ȱCiv.ȱ2959ȱ(S.D.N.Y.).ȱȱTheseȱ
suitsȱwillȱgiveȱdefendantsȱtheȱopportunityȱtoȱcontestȱtheȱvalidityȱofȱtheȱ
LowȬABUKȱPatentsȱinȱthisȱdistrict.ȱȱFurther,ȱallowingȱtheȱactionsȱ
concerningȱdefendants’ȱReformulatedȱOxyContinȱANDAsȱtoȱgoȱforwardȱ
willȱnotȱcauseȱanyȱofȱtheȱpartiesȱtoȱexpendȱanyȱadditionalȱresources.ȱȱInȱ
short,ȱtheȱactionsȱconcerningȱdefendants’ȱReformulatedȱOxyContinȱ
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