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STATEM ENTO FINTEREST1

TheChamberofCommerceoftheUnitedStatesofAmerica(Chamber)is

theworld’slargestbusinessfederation.Itrepresents300,000directmembersand

indirectlyrepresentstheinterestsofmorethanthreemillionbusinessesand

professionalorganizationsofeverysize,ineveryindustrysector,andfrom every

regionofthecountry.AnimportantfunctionoftheChamberistorepresentits

members’interestsinmattersbeforeCongress,theExecutiveBranch,andthe

courts.Tothatend,theChamberregularlyfilesamicuscuriaebriefsincaseslike

thisonethatraiseissuesofconcerntothenation’sbusinesscommunity.

TheNationalAssociationofManufacturers(NAM)isthenation’slargest

manufacturingassociation,representingsmallandlargemanufacturersinevery

industrialsectorandinall50states,includingpharmaceuticalmanufacturers.

Manufacturingemploysnearly12millionmenandwomen,contributesnearly

$2.17trilliontotheU.S.economyannually,hasthelargesteconomicimpactof

anymajorsector,andaccountsforthree-quartersofprivate-sectorresearchand

development.TheNAM isthepowerfulvoiceofthemanufacturingcommunity

andtheleadingadvocateforapolicyagendathathelpsmanufacturerscompetein

1 Counselforallpartieshaveconsentedtothisfiling.Noparty’scounselauthoredthisbrief
inwholeorinpart;nopartyorparty’scounselcontributedmoneythatwasintendedtofundthe
preparationorsubmissionofthisbrief;andnoperson(otherthanamicicuriae,theircounsel,or
theirmembers)contributedmoneythatwasintendedtofundthepreparationorsubmissionof
thisbrief.
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theglobaleconomyandcreatejobsacrosstheUnitedStates.TheNAM regularly

filesamicusbriefsincasesofimportancetothemanufacturingcommunity.

ThePharmaceuticalResearchandManufacturersofAmerica(PhRMA)isa

voluntary,nonprofitassociationrepresentingthenation’sleadingresearch-based

pharmaceuticalandbiotechnologycompanies.PhRMA’smembersresearch,

develop,andmanufacturemedicinesthatallow patientstolivelonger,healthier,

andmoreproductivelives.In2015alone,PhRMA membersinvestedanestimated

$58.8billiontodiscoveranddevelopnew medicines.2 PhRMA’smissionisto

advocateforpublicpoliciesthatencouragethediscoveryoflife-savingandlife-

enhancingmedicines.PhRMA closelymonitorslegalissuesthataffectthe

pharmaceuticalindustryand,wheretheorganizationcanprovideauseful

perspectiveorimportantinformationincasesthataresignificanttoitsmembers,

frequentlyparticipatesasanamicuscuriae.

Thequestionsinthiscaseconcerningthelimitsonclaimsunderthe

RacketeeringInfluencedandCorruptOrganizationsAct(“RICO”)areimportant

notonlytothefairnessoffederalcivillitigation,butalsotothevitalityofthe

marketplaceofideasregardingnew prescriptiondrugs.Third-partypayors

(“TPPs”)regularlyassertRICO claimsagainstamici’smembersonthetheorythat

2 PhRMA,2016PhRMA AnnualMembershipSurvey5(2016),http://goo.gl/JmXEpY.
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amanufacturer’sallegedlywrongfulstatementstomedicalprofessionalsaboutits

productcausedTPPstopayorreimburseprescriptionsforunapprovedusesinstead

ofsupposedlysafer,moreeffective,orcheaperavailablealternatives.

ThedistrictcourtcorrectlyheldthattheTPPsinthiscase,whosoughttreble

damagesonsuchatheory,failedtopleadproximatecausation.Thecourtrejected

theTPPs’argumentthattheproximate-causeanalysisshouldturnonforeseeability

andintent,concludinginsteadthatPlaintiffs’purportedcausalchainbetween

Defendants’representationstophysiciansandtheTPPs’allegedinjurieswastoo

attenuatedtoestablishproximatecause.

AmicisubmitthisbriefinsupportofDefendants-Appelleestodemonstrate

thesoundnessoftheresultbelow andtoemphasizetheneedforarigorous

proximate-causeinquiryunderRICO.TheSupremeCourthasdecisivelyrejected

thenotionthatforeseeabilityandintentgovernproximatecause.Instead,Supreme

Courtprecedentcompelsdismissalofclaimswhereplaintiffsfailtoallegeadirect

relationbetweentheirpurportedinjuriesandtheallegedinjuriousconduct.A

sensibleproximate-causestandardisnecessarytodiscourageabusivelitigation

againstpharmaceuticalcompanies,includingamici’smembers.Theimportanceof

deterringsuchlawsuitsextendsbeyondprotectingpharmaceuticalcompaniesfrom

theburdensofspeculativelitigation.Morebroadly,suchlitigationpotentially

chillsprotectedspeech,deprivesphysiciansandothermedicalprofessionalsof
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truthful,beneficialscientificinformation,andultimatelydeniespatientsthe

advantageofinformedmedicaltreatment.Particularlyinthiscontext,the

limitationtheSupremeCourtimposedonRICO liabilityiscritical.ThisCourt

shouldenforceit.

INTRO DUCTIO N

ThiscaseispartofacontinuingwaveofRICO suitsbyTPPsagainst

pharmaceuticalmanufacturers.Inthetypicalcase,TPPsseektrebledamages

under18U.S.C.§1964(c)forinjuriesallegedlyresultingfrom apharmaceutical

company’spurportedmisrepresentationsaboutitsproduct.Section1964(c)

permits“[a]nypersoninjuredinhisbusinessorpropertybyreasonofaviolation

of”RICO’ssubstantiveprovisionstosuefortrebledamages.TPPsusuallyallege

thatthepharmaceuticalmanufacturer’smisrepresentationsaboutthesafetyand

efficacyofitsdrugincreasedtheamountTPPspaidtocoverprescriptionswritten

byhealthcareprovidersintheexerciseoftheirindependentmedicaljudgment.

Thiscasefitsthefamiliarmold.Plaintiffsclaim theysufferedinjuriesunder

RICO resultingfrom Defendants’purportedmisrepresentationsaboutthesafetyor

efficacyoftheprescriptiondrugDepakote.Thedistrictcourtcorrectlydismissed

thoseclaims.Multipleinterveningfactorsbreakanycausallinkbetween

Defendants’statementsandPlaintiffs’allegedinjuries,notleastphysicians’

independentjudgmentinprescribingDepakoteandpatients’decisionstofillthose
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prescriptions.Theostensiblechainofcausationbetweenthealleged

misrepresentationsandtheclaimedinjuryistooattenuatedanddiscontinuousto

supportPlaintiffs’claim fortrebledamages.

Othercourtsofappealshaverightlyviewedsimilarclaimswithskepticism.

AllowingTPPstosueforsuchindirectinjurieswouldnotonlydefySupreme

Courtprecedent;itwouldalsoamplifyexistingincentivesforburdensome

litigation.Giventheinterrorem effectoftreble-damagessuitsunderRICO and

theenticementtheycreateforplaintiffstosue,itisessentialthatcourtsenforce

appropriatelimitsonprivatecivilRICO claims.Preventingabusivelitigationisall

themoreimportantbecauseitcanchilllawfulspeechaboutbeneficialand

medicallyacceptedunapprovedusesofFDA-approveddrugs.ThisCourtshould

affirm thedismissalofPlaintiffs’claims.

ARGUM ENT

I. PlaintiffsFailedToSatisfyRICO ’sProximate-CauseRequirement

“[C]ivilRICO liabilityisnotunlimited[.]… [P]roximatecauseisameansof

limitingthepotentiallylimitlessliabilityflowingfactuallyfrom aperson’sacts.”

Floodv. W asteMgmt., Inc.,986F.2d1424,at*4(7thCir.1993)(unpublished

opinion)(quotationmarksomitted).Courtsrigorouslyenforcethisimportant

limitationonplaintiffs’abilitytorecovertrebledamagesunderRICO.Plaintiffs’

claimsrelyonameanderingcausalchain— ifsofragmentaryasequencecanbe
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calleda“chain”— alleginginjuriesseveralstepsremovedfrom anyalleged

misrepresentationsbyDefendants.Thisattenuatedtheoryofliabilityfailsto

establishproximatecause.ThedistrictcourtcorrectlydismissedPlaintiffs’claims.

A. Plaintiffs’InjuriesM ustBearaDirectRelationtotheAllegedly
FraudulentConduct

“WhenacourtevaluatesaRICO claim forproximatecausation,thecentral

question… iswhethertheallegedviolationleddirectlytotheplaintiffs’injuries.”

Anzav. IdealSteelSupplyCorp.,547U.S.451,461(2006)(emphasisadded).A

plaintiffmustdemonstrate“somedirectrelationbetweentheinjuryassertedand

theinjuriousconductalleged.” H olmesv. Sec, Inv’rProt. Corp.,503U.S.258,

268(1992);seeH emiGroup,LLC v. CityofNewYork,559U.S.1,9-10(2010);

Bridgev. PhoenixBond& Indem. Co.,553U.S.639,654-55(2008);Empress

CasinoJolietCorp. v. Johnston,763F.3d723,729(7thCir.2014).

Inconsideringwhetheradirectrelationexists,“thegeneraltendency”is“not

togobeyondthefirststep”inthecausalchain.H olmes,503U.S.at271.Causal

theoriespositingmultipleintermediatestepsbetweentheallegedviolationandthe

injuryareusuallyinsufficienttosatisfyproximatecause.Cf. LexmarkInt’l, Inc. v.

StaticControlComponents, Inc.,134S.Ct.1377,1394(2014)(inLanham Act

case,findingproximatecausedespitean“interveninglink”inthecausalchain,

becausetheinjuryfollowed“moreorlessautomatically”).
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1. Plaintiffs’ClaimsofInjuryAreTooIndirectToEstablish
ProximateCauseUnderRICO .

Plaintiffs’theoryofliabilityentailsawinding,disconnected“chain”of

events.PlaintiffscontendthatDefendantsmademisleadingstatementsto

physiciansaboutthesafetyandefficacyofDepakote.Thosestatementsallegedly

“encourag[ed]”doctorstoprescribeDepakoteingreateramountsandledpatients

andcaregiverstofillthoseprescriptions,which,accordingtoPlaintiffs,eventually

ledtoPlaintiffs’payingorreimbursingsuchprescriptionsforineffectiveorunsafe

uses.SeeDist.Ct.Dkt.117at13.Thedistrictcourtcorrectlyconcludedthatthis

theorywas“tooattenuatedtoestablishtherequiredproximatecausation.” Id.

Plaintiffs’circuitoustheoryofliabilityfailsthedirect-relationtest

articulatedinH olmesandconsistentlyappliedinlaterSupremeCourtdecisions.

Interveningfactors,suchas“doctors’independentmedicaldecisionstoprescribe

Depakoteoverothermedicationsandpatients’individualdecisionstofillthose

prescriptions”interruptedthecausalchain,makingPlaintiffs’allegedinjuriestoo

remotetowarrantrecoveryunderRICO.Id.

InH olmes,theSecuritiesInvestorProtectionCorporation(SIPC)claimed

thatthedefendant’sstock-manipulationschemepreventedtwobroker-dealersfrom

meetingtheirobligationstocustomers,andthatthebroker-dealers’ensuing

insolvencytriggeredtheSIPC’sdutytoreimbursethebroker-dealers’customers.
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TheSIPCcontendedthatitsadvanceoffundstoreimbursethecustomers’claims

wasacognizableinjury.503U.S.at262-63.

TheSupremeCourtheldthattheinterveningevents— i.e.,thebroker-

dealers’insolvency— severedthecausalchain.ThelinkbetweentheSIPC’sinjury

andthestockmanipulationwas“tooremote,”becausethecustomers’injuries,

whichdependedonthebroker-dealers’insolvency,mighthavehadothercauses.

Id. at271.

Here,theTPPs’injuriesarelikewise“tooremote”:theydependon

physicians’exerciseofindependentmedicaljudgmenttoprescribeDepakote(and

patients’decisionstofillthoseprescriptions),whichmighthavebeeninfluenced

byfactorsotherthanDefendants’allegedmisrepresentations.

TheCourtrejectedanotherattenuatedcausaltheoryinAnzav. IdealSteel

SupplyCorp.Theplaintiffclaimedthatownersofacompetingsteelsupply

businesshadengagedinafraudulenttaxschemeandusedtheproceedstoopena

new facilitythatcutintotheplaintiff’smarketshare.TheCourtrecognizedthat

theattenuationofthecausalchaininAnzadifferedfrom thatinH olmes.InAnza,

“[t]hecauseofIdeal’sassertedharms… [was]asetofactions(offeringlower

prices)entirelydistinctfrom theallegedRICO violation(defraudingtheState),”as

opposedtothesinglecausalstrandinH olmes.547U.S.at458.Nevertheless,it

was“equallyclear”thatproximatecausewasnotsatisfiedgiventhelackofa
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directrelationbetweentheinjuriesclaimedandtheallegedlyinjuriousconduct.

Id.Here,too,thesourceofPlaintiffs’purportedharms(toomanypatients

submittingtoomanyDepakoteprescriptionstoTPPsforreimbursement)isentirely

distinctfrom theallegedRICO violation(misrepresentationstophysicians).Itis

irrelevantwhethertheallegedmisrepresentationsmadetheharm morelikely— i.e.,

byincreasingthelikelihoodthattoomanypeoplewouldsubmitclaims.Thatwas

thepreciseallegationinAnza— thetaxschemeenabledthedefendantstoundercut

theplaintiffs’business— andtheSupremeCourtrejectedit.Anza,547U.S.at460.

TheSupremeCourt’smostrecentcaseonproximatecauseunderRICO,

H emiGroup,reconfirmedtheneedforadirectcausalrelationbetweenthealleged

violationandtheinjury.There,theCityofNew Yorkallegedthatout-of-state

cigarettevendors’failuretoreportcigarettesalestostatetobaccotax

administratorsviolatedRICO.TheCityclaimedthatthefailuretoreportthose

salespreventedtheCityfrom seekingbacktaxes,andthusthevendors’actions

deprivedtheCityofcigaretteexcisetaxrevenue.559U.S.at4-6.

A pluralityoftheCourtheldthattheCity’scausaltheorywas“farmore

attenuatedthantheone[theCourt]rejectedinH olmes,”id. at9,resting“notjust

onseparateactions,butseparateactionscarriedoutbyseparateparties,”id. at11,

specifically,“theindependentactionsofthirdandevenfourthparties,” id. at15.

IftherewasnoproximatecauseinAnza,wherethesamepartyperformeddifferent
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actions,afortioritherewasnoneinH emiGroup,wheredifferentparties

committedthefraudandcausedtheharm.Sotoohere.Plaintiffs’causaltheory

dependsonindependentactionsof“thirdandevenfourthparties”— ataminimum,

physicians’decisionstoprescribeDepakoteandpatients’decisionstofillthose

prescriptions— toconnecttheallegedmisrepresentationstoPlaintiffs’injuries.

Indeed,inthecloselyrelatedcontextofthefederalantitrustlaws,itiswell

establishedthatindirectpurchasersmaynotassertantitrustclaims.Motorola

MobilityLLC v. AU OptronicsCorp.,775F.3d816,820-22(7thCir.2015).

Permittingsuchclaimswouldburdenlitigationwith“massiveevidenceand

complicatedtheories”attemptingtotraceharmsthroughthedistributionchain.

IllinoisBrickv. Illinois,431U.S.720,741(1977).Theseconsiderationsunderpin

thelogicofRICO’sproximate-causerequirement.SeeH olmes,503U.S.at266-67

& n.10.A violation“maybeexpectedtocauseripplesofharm toflow throughthe

Nation’seconomy;but… thereisapointbeyondwhichthewrongdoershouldnot

beheldliable.”BlueShieldofVa. v. McCready,457U.S.465,476-77(1982)

(quotationmarksomitted).



11

2. O therCourtsofAppealsH aveRejectedSimilarClaimsfor
LackofProximateCause.

TheSecond,Ninth,andEleventhCircuitshaveallrejectedclaimsbroadly

similartoPlaintiffs’forfailuretosatisfyRICO’sproximate-causerequirement.

ThisCourtshouldnotchartadifferentcourse.

InUFCW Local1776 v. EliLilly& Co.,620F.3d121(2dCir.2010),the

TPPplaintiffsclaimedthatEliLilly’sallegedmisleadingmarketingofZyprexa

resultedintheTPPs’reimbursingexcessiveZyprexaprescriptionsandoverpaying

forthoseprescriptions.Id. at131.Thedistrictcourtdeniedsummaryjudgmenton

theoverpricingclaim butdidnotreachtheexcess-prescriptiontheory.TheSecond

Circuitreversed,explaining,“AfterH emiGroup,itisclearthatplaintiffs’

overpricingtheoryistooattenuatedtomeetRICO’srequirementofadirectcausal

connectionbetweenthepredicateoffenseandtheallegedharm.” Id. at136

(quotationmarksomitted).“Plaintiffs’‘theoryofliabilityrest[ed]onthe

independentactionsofthirdandevenfourthparties,’asphysicians,PBMs

[pharmacybenefitmanagers],andPBM PharmacyandTherapeuticsCommittees

allplayaroleinthechainbetweenLillyandTPPs.” Id. at134;seeSergeants

BenevolentAss’nH ealth& W elfareFundv. Sanofi-AventisU.S. LLP,806F.3d71,

90-91(2dCir.2015)(applyingEliLillyanddenyingclasscertificationbecause

plaintiffscouldnotestablishRICO causationthroughgeneralizedproof).
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TheNinthCircuitsimilarlyaffirmedthedismissalofaTPPcomplaintfor

failuretopleadproximatecauseunderRICO.UnitedFood& Commercial

W orkersCentralPa. & Reg’lH ealth& W elfareFundv. Amgen, Inc.,400F.App’x

255,257-58(9thCir.2010).TheTPPplaintiffsallegedeconomicinjuryfrom

Amgen’sallegedlyunlawfulmarketingofAranespandEpogen.CitingH emi

Group,thecourtdeterminedthattheTPPs’claim againstAmgen“involvedatleast

fourindependentlinks,”andthuswas“tooattenuatedtosatisfytheSupreme

Court’sproximatecausationrequirementintheRICO context.” Id. at257.

ConsistentwiththeSecondandNinthCircuits,theEleventhCircuitin

SoutheastLaborersH ealth& W elfareFundv. BayerCorp.,444F.App’x401

(11thCir.2011),affirmedthedismissalofaTPP’sRICO claim forfailuretoplead

proximatecause.Id. at410.TheEleventhCircuitconcludedthat“thefirstH olmes

factor”— thedifficultyinascertainingthedamagesattributabletotheRICO

violationasopposedtootherindependent,supersedingcauses— “weighedheavily

againstafindingofproximatecausation.” Id.3

3TheEleventhCircuitalsofoundthatitsholdinginBayerCorp. wasconsistentwithitsprior
decisioninIronworkersLocalUnion68 v. AstraZ enecaPharmaceuticalsLP,634F.3d1352
(11thCir.2011).BayerCorp.,444F.App’xat410n.5.InIronworkers,TPPsallegedthat
fraudulentstatementsbyAstraZenecainducedTPPsto“unnecessarilypayforthemore
expensiveSeroqueloff-labelprescriptions.”634F.3dat1356-57(bracketsomitted).Thedistrict
courtdismissedtheclaimsforfailuretopleadproximatecause.TheEleventhCircuitaffirmed,
holdingthattheTPPshadnotplausiblyallegedanyinjury,becausetheyfailedtoallegethatthey
hadnotpricedtheriskofmisrepresentationsbydrugmanufacturersintothepremiumsthey
chargedenrollees.Id. at1359-60,1364.
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Plaintiffs’cursorytreatmentoftheseauthoritiesdoesnotdistinguishthem

from thiscase.SeeBr.20-21n.9.Plaintiffsassertthattheirclaims,unlikeinEli

Lilly,arebasedon“unnecessaryprescriptions,notinflatedprices.” Id. Plaintiffs’

characterizationoftheirclaimsisquestionable,seeDist.Ct.Dkt.103at7-8,10-11,

butinanyeventthatdistinctionisirrelevant.Injuriesarisingfrom excessive

prescriptionsorinflatedpricesarebothcontingentontheactionsof“thirdand

evenfourthparties.” H emiGroup,559U.S.at15.Here,theTPPs’injuries

dependonnotjustthemanufacturer’sallegedmisrepresentationtoaphysician,but

alsothephysician’sexerciseofindependentjudgmenttoprescribetheproduct,the

patient’sdecisiontofilltheprescription,thesubmissionofaclaim totheTPP,and

theTPP’spaymentoftheclaim.Thereisnoreasonto“gobeyondthefirststep”in

thechain.H olmes,503U.S.at271.

AsfortheNinthCircuit’sopinioninAmgen,Plaintiffsmakethe

unsubstantiatedassertionthat“thecausalchaininthatcasecontainedmanymore

linksthanthatatbar,”andthatthedecisiondoesnotarticulateabright-linerule

that“doctors’decisionsbreakthecausalchain.”Br.21n.9.Butthesalientpoint

inAmgen— ashere— isthatcausaltheoriesinvolvingmultipleindependentsteps

failtosatisfyRICO proximatecause.400F.App’xat257.Proximatecause

requiresadirectrelationbetweentheallegedharmfulconductandtheinjury.
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Circuitoustheoriesofcausationinvolvingdifferentactionsbymultipledifferent

partiesdonotsatisfythatrequirement.

B. ForeseeabilityandIntentDoNotCreateaDirectRelation
BetweenDefendants’ConductandPlaintiffs’AllegedInjuries.

Plaintiffsneverthelessclaim thatDefendants’statementsproximatelycaused

theirinjuriesbecausetheharmswereforeseeableandPlaintiffsweretheintended

victimsofDefendants’allegedscheme.Thisargumentrunsheadlonginto

SupremeCourtprecedentemphasizingthat“thefocusisonthedirectnessofthe

relationshipbetweentheconductandtheharm,”noton“foreseeability.” H emi

Group,559U.S.at12.“Foreseeabilityanddirectinjury(orremoteness)are

distinctconcepts,bothofwhichmustgenerallybeestablishedbyaplaintiff.”

LaborersLocal17 H ealth& BenefitFundv. PhilipMorris, Inc.,191F.3d229,236

(2dCir.1999).

PlaintiffsrelyprincipallyonBridgev. PhoenixBond& IndemnityCo.,553

U.S.639.ButBridgedoesnotallow Plaintiffstoconflateforeseeabilityanddirect

injury.InBridge,theplaintiffsallegedthattheylostpropertyauctionsbecauseof

thedefendants’fraudulentbiddingpractices.ThisCourthadheldthatthe

plaintiffs’failuretoclaim directrelianceonanyfalsestatementsbythedefendants

didnotforecloserecoveryunderRICO.TheSupremeCourtaffirmed,holdingthat

first-partyreliance,whilerelevanttodirectness,isnotarequiredelementofa
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RICO claim,eitherasamatterofstatutoryinterpretationorasacomponentof

proximatecause.Id. at657-59.Theplaintiffs’lackofrelianceonthedefendants’

misrepresentationsdidnotautomaticallydefeattheclaims.

ButtheCourtinBridgedidnotdeviatefrom theH olmes/Anzadirect-relation

test.First-partyreliancewasseparatefrom thebroaderquestionwhetherthe

plaintiffshadsatisfiedproximatecause.First-partyreliancewasnot“necessaryto

ensurethatthereisasufficientlydirectrelationshipbetweenthedefendant’s

wrongfulconductandtheplaintiff’sinjurytosatisfytheproximate-cause

principlesarticulatedinH olmesandAnza.”553U.S.at657-58.Tobesure,in

determiningwhethertherewasa“sufficientlydirectrelationship,”theCourt

observedthattheplaintiffs’injurieswere“aforeseeableandnaturalconsequence”

ofthedefendants’scheme.Id.Butthatwasnottheendoftheanalysis.Critically,

“unlikeinH olmesandAnza,there[were]noindependentfactorsthataccount[ed]

for[plaintiffs’]injury.” Id.at658.Thelackofanysupersedingactionoreventin

thecausalchainclearlydistinguishedBridgefrom theCourt’spriorcaseson

proximatecauseunderRICO.

ThisCourt’sanalysisatalaterstageoftheBridgelitigationconfirmsthis

reading.InBCS ServicesInc. v. H eartwood88,LLC,637F.3d750(7thCir.

2011),thisCourtmadeclearthatthecausalchainwassufficientlydirecttosatisfy

RICO’sproximate-causerequirement.Nointerveningelementsseveredthechain
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betweenthefraudulentbiddingschemeandplaintiffs’lossesattheauction.“The

onlyintermediatecauseandeffectpair”wastheautomaticbiddingandselectionof

thewinningbid— which“[did]n’tweakentheinferencethatbyhavingmorehands

intheairthedefendantsstoletaxliensfrom theotherbidders.” Id. at757.

EvenifBridgehadleftdoubts,subsequentSupremeCourtdecisionsreaffirm

thatdirectness,notforeseeability,isthetestforproximatecauseunderRICO.The

H emiGrouppluralitycriticizedthedissentforrelyingonforeseeability.“Indeed,”

thepluralityobserved,“AnzaandH olmesneverevenmentiontheconceptof

foreseeability.”559U.S.at12.

Casesinrelatedcontextsconfirm thisanalysis.TheSupremeCourtin

Lexmark,forexample,analyzedtheplaintiffs’claimsforadirectrelationbetween

theinjuryandtheallegedLanham Actviolation.TheCourtmadenomentionof

foreseeabilityinfindingthattheplaintiffshadadequatelypleadedproximatecause.

134S.Ct.at1394-95.

Mostrecently,inBankofAmericaCorp. v. CityofMiami,137S.Ct.1296

(2017),thecourtofappealshadheldthatforeseeabilityestablishedproximate

causeundertheFairHousingAct.TheSupremeCourtreversed,citingH olmes,

Anza,H emiGroup,andLexmarkandexplainingthat“proximatecause… requires

‘somedirectrelationbetweentheinjuryassertedandtheinjuriousconduct

alleged.’” Id. at1306.AstheCourtemphasized,“[f]oreseeabilityalonedoesnot
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ensurethecloseconnectionthatproximatecauserequires.” Id. at1306;accordid.

(“WeconcludethattheEleventhCircuiterredinholdingthatforeseeabilityis

sufficienttoestablishproximatecauseundertheFHA.”);id. at1305(“We

concludethatforeseeabilityaloneisnotsufficienttoestablishproximatecause

undertheFHA … .”).

Nordoestheconceptofintentortheintendedvictim providethenecessary

directrelation,asPlaintiffscontend.Br.24.Asnumerouscourtshaverecognized,

“theexistenceofspecificintentdoesnotanswerthequestionofwhethertheinjury

isspecificallydirect.”Pillsbury,Madison& Sutrov. Lerner,31F.3d924,929

(9thCir.1994);seeAnza,547U.S.at460;LaborersLocal17 H ealth& Benefit

Fund,191F.3dat243;seealsoAssociatedGen. ContractorsofCal., Inc. v. Cal.

StateCouncilofCarpenters,459U.S.519,545(1983)(finding“insufficientasa

matteroflaw”allegationsofindirectinjury,“thoughbuttressedbyanallegationof

intenttoharm theplaintiff”).“[S]pecificintenttoharm doesnotmagically…

cause… injuriestobedirect.” AlleghenyGeneralH osp. v. PhilipMorris, Inc.,

228F.3d429,441(3dCir.2000).

C. ThisCourtShouldFollow theSecond,Ninth,andEleventh
Circuits,NottheFirstandThirdCircuits.

PlaintiffsurgethisCourttofollow theFirstandThirdCircuits’conclusions

thatTPPspleadedproximatecauseinbringingRICO claimssimilartoPlaintiffs’
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inthislitigation.Buttheprinciplesdiscussedabove— inparticular,theSupreme

Court’scontinuedrejectionofforeseeabilityasthetestforproximatecause— cast

significantdoubtonthosecircuits’reasoning.Thereisnoreasontodeviatefrom

theH olmes/Anzadirect-relationapproachappliedbytheSecond,Ninth,and

EleventhCircuits.

InInreNeurontinMarketingandSalesPracticesLitigation,712F.3d21

(1stCir.2013),TPPsclaimedthatthedefendant’sfraudulentpromotionof

Neurontincausedthem tospendmoreincoveringNeurontinthantheywouldhave

foralternativemedications.RelyingheavilyonBridge,thecourtheldthattheTPP

metthetestforproximatecause.Id. at38.Thecourtrecognizedthat

“foreseeabilityisneededfor,butdoesnotendtheinquiryasto,proximate

causation.” Id. at34.Butthecourtdidnotfollow throughonthatobservation,

ultimatelyrelyingonforeseeabilityinconcludingthattheplaintiffshadestablished

proximatecause.Thecourtstatedthat“Kaiserwasboththenaturaland

foreseeablevictim ofthefraudandtheintendedvictim ofthefraud.” Id. at37

(citingBridge,553U.S.at658).“[T]heeffectof[thedefendant’s]wrongful

conductwasclearinforesight,notinhindsight.”Id. at39.Adoptingthe

defendants’contrarypositionwoulddenyredresstovictimswhoseinjurieswere

foreseeableandintended.Id. at38.
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TheThirdCircuitfollowedsuitinInreAvandiaMarketing,SalesPractices

andProductLiabilityLitigation,804F.3d633(3dCir.2015).RelyingonBridge

andNeurontin,thecourtheldthatTPPplaintiffshadsatisfiedtheproximatecause

requirement.Id. at645.ThecourtdescribedBridgeasholdingthattheplaintiffs’

injurywas“thedirectresultofpetitioners’fraudbecause… itwasaforeseeable

andnaturalconsequenceofpetitioners’schemeto[defraud].” Id. at643(brackets

andquotationmarksomitted;emphasisadded).Importingthatmisunderstanding

ofBridge,thecourtheldthatplaintiffslikewisehadpleadedproximatecause

becausetheywere“the‘primaryandintendedvictimsoftheschemetodefraud’

andtheirinjurywasa‘foreseeableandnaturalconsequenceof[the]scheme,’

regardlessofwhethertheyreliedonthemisrepresentations”ofGSK regardingthe

safetyofagroupofdiabetesdrugs.Id. at645.

Aspreviouslydiscussed,however,Bridgedidnotholdthatforeseeableand

intendedinjuriesaredirectlyrelatedtotheRICO violation.Instead,Bridgeheld

thattheH olmes-Anzadirect-relationrequirementwassatisfiedbecauseno

supersedingcausesseveredthecausalchain.AndsinceBridge,theSupremeCourt

hasreconfirmedthatdirectness,notforeseeabilityorintenttoinjure,controlsthe

proximate-causeanalysis.Seesuprapp.16-17.
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II. Plaintiffs’LaxApproachtoRICO’sProximate-CauseRequirement
CouldChillTruthful,BeneficialSpeechAboutM edicallyAccepted
UnapprovedUsesofFDA-ApprovedDrugs

ThepropertestforproximatecauseunderRICO hascriticalimportance,

particularlyforthepharmaceuticalindustry,whichfacesarisingtideofRICO suits

byTPPs.Plaintiffsarguethattheirforeseeability-and-intenttheoryofcausation

will“deter[]wrongfulconduct”because“theeffectofthatwrongfulconductwas

clearinforesight,notinhindsight.”Br.24(citingNeurontin,712F.3dat39).But

deterrenceisnotsoeasilycabined.Anoverlypermissiveproximate-cause

standardwillencourageburdensomelitigation,whichinturncanchill

pharmaceuticalcompaniesfrom lawfullydisseminatingtruthfulinformationabout

beneficialunapprovedusesofFDA-approveddrugs.TheseimportantFirst

AmendmentconcernsshouldguidethisCourt’sapproachtotheproximate-cause

inquiryunderRICO.

A. UnapprovedUsesofFDA-ApprovedM edicationsAreaLegal,
Ethical,andVitalPartofPhysicians’TreatmentofPatients

Thattheuseofamedicationormedicaldeviceis“off-label”or

“unapproved”doesnotmeantheuseisdisapprovedor“medicallyinappropriate.”

SeeJamesM.Beck& ElizabethD.Azari,FDA, Off-LabelUse,andInformed

Consent: DebunkingMythsandMisconceptions,53Food& DrugL.J.71,83-85

(1998).Thesetermsmerelydescribetheregulatorystatusofhow anFDA-
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approvedmedicationormedicaldeviceisusedinaparticularinstance.Seeid. at

83.TheFDA typicallyhasmadenoqualitativejudgmentatallregardingan“off-

label”or“unapproved”use.

CongressexplicitlylimitedFDA’sregulatoryauthorityregardingusesof

prescriptiondrugs.FDA mayregulatethemanufactureandmarketingofdrugs,

butnotthepracticeofmedicine.TheFederalFood,Drug,andCosmeticAct,21

U.S.C.§301etseq.,doesnotlimitphysicians’abilitytoprescribeFDA-approved

drugstoanypatienttotreatanyconditionordisease,includingunapproveduses.

SeeBuckmanCo. v. Plaintiffs’LegalComm.,531U.S.341,350(2001)(“‘[O]ff-

label’usage… isanacceptedandnecessarycorollaryoftheFDA’smissionto

regulateinthisareawithoutdirectlyinterferingwiththepracticeofmedicine.”).

“A physicianmayprescribealegaldrugtoserveanypurposethatheorshedeems

appropriate,regardlessofwhetherthedrughasbeenapprovedforthatusebythe

FDA.” W ash. LegalFound. v. H enney,202F.3d331,333(D.C.Cir.2000).

FDA itselfhasstatedthat“[o]nceadrugormedicaldevicehasbeen

approvedorclearedbyFDA,generally,healthcareprofessionalsmaylawfullyuse

orprescribethatproductforusesortreatmentregimensthatarenotincludedinthe

product’sapprovedlabeling.”FDA,GoodReprintPracticesfortheDistribution

ofMedicalJournalArticlesandMedicalorScientificReferencePublicationson

UnapprovedNewUsesofApprovedDrugsandApprovedorClearedMedical



22

Devices(Jan.2009),https://goo.gl/niRhwQ (hereinafter“FDA GoodReprint

Practices”).

UnapprovedusesofFDA-approveddrugsarenotonlylawful,butalso

integraltothepracticeofmedicineintheUnitedStates.AstheAmericanMedical

Associationhasrecognized,“[t]heprevalenceandclinicalimportanceof

prescribingdrugsforunlabeledusesaresubstantial.”JosephW.Cranstonetal.,

ReportoftheCouncilonScientificAffairs: UnlabeledIndicationsofFoodand

DrugAdministration-ApprovedDrugs,32DrugInfo.J.1049,1050(1998);see

alsoDep’tofDefense,TRICARE;Off-LabelUsesofDevices;PartialListof

ExamplesofUnprovenDrugs,Devices,MedicalTreatments,orProcedures,77

Fed.Reg.38,177,38,177(June27,2012)(“[G]oodmedicalpracticeandthebest

interestsofthepatientrequirethatphysiciansuselegallyavailabledrugs,

biologics,anddevices… accordingtotheirbestknowledgeandjudgment.”).

Unapprovedusesinfurtheranceofpatienthealthandsafetyhavelongbeen

pervasive.Onestudyofprescribingpatternsfoundthatapproximately150million

prescriptions— 21% ofallprescriptions— werewrittenforunapproveduses.David

C.Radleyetal.,Off-labelPrescribingAmongOffice-BasedPhysicians,166

ArchivesInternalMed.1021,1021(2006).Insomemedicalspecialties,the

majorityofprescriptionsarewrittenforunapproveduses.U.S.Gen.Accounting

Office,GAO/T-HEHS-96-212,PrescriptionDrugs: ImplicationsofDrugLabeling
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andOff-LabelUse3n.6(1996)(“[Eighty]percentofdrugsadministeredto

childrenaregivenoff-label.”);PaoloG.Casali,Editorial,TheOff-LabelUseof

DrugsinOncology,18AnnalsOncology1923,1923(2007)(“Theoff-labeluseof

drugsinoncologyhasbeenestimatedtoreach50%,orevenmore.”).

Unapprovedusesoftenarenecessaryforhealthcareprofessionalstomeetthe

acceptedstandardofcare.Thatstandardcanrequiredoctorstoprescribeadrugfor

anunapprovedusewhere,ascommonlyoccurs(oftenbecausetheregulatory

machinerylagsbehindscientificprogress),FDA hasnotapprovedanydrugtotreat

adiseaseorcondition.FDA GoodReprintPractices,supra(“[O]ff-labelusesor

treatmentregimens… mayevenconstituteamedicallyrecognizedstandardof

care.”);Nat’lCancerInst.,Off-LabelDrugUseinCancerTreatment(Jan.1,

20014),https://www.cancer.gov/about-cancer/treatments/drugs/off-label

(hereinafter“Nat’lCancerInst.”)(“Often,usualcareforaspecifictypeorstageof

cancerincludestheoff-labeluseofoneormoredrugs.”).

Reflectingthatunapprovedusesareoftenclinicallyeffectiveandmedically

necessary,federallaw authorizes— andsometimesrequires— thegovernmentto

providereimbursementforsuchuses.TheMedicaidAct,forexample,authorizes

theSecretaryofHealthandHumanServicestoreimbursestates,healthcare

professionals,hospitals,andpatientsforanyunapprovedusethatis“medically

accepted.”42U.S.C.§1396r-8(d)(1)(B)(i).“Medicallyaccepted”meanseither
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thatFDA hasapprovedthedrugfortheprescribeduse,orthattheuseiscitedin

oneormoreofthreespecifieddrugcompendia.Id. §1396r-8(k)(6).TheMedicaid

Actalsoexpresslyrequiresstatestoestablishcoverageforadrugbasedonits

broadermedicalacceptance,incontrasttosimplyFDA approval.Seeid. §1396r-

8(d)(4)(C).Likewise,theMedicarePartD prescription-drugbenefitprogram

coversunapprovedusesthatmightnotbeeitherFDA-approvedorcompendia-

listed.Id. §1395w-102(e);seealsoLayzerv. Leavitt,770F.Supp.2d579,583-84

(S.D.N.Y.2011)(agencyunlawfullyrefusedtoprovidePartD coverageforuses

thatwerenotFDA-approvedorcompendia-listed).

B. DoctorsShouldH aveAccesstotheBestAvailableInformation
AboutUnapprovedUsesToInform TheirPractice

Giventhewidespread,medicallyaccepted,andgovernment-subsidized

unapprovedusesofnumerousFDA-approvedprescriptionmedicines,healthcare

professionalsmusthaveaccesstocomprehensiveandcurrentinformation

concerningsuchuses.

“[T]heverylatestinformationthatcanbeofvaluetophysicians,

pharmacists,andpatientsmustbemadeavailableassoonaspossible.Frequently,

unlabeleduseinformationisextremelyimportant.”StuartL.Nightingale,then-

FDA AssociateCommissionerforHealthAffairs,UnlabeledUsesofApproved

Drugs,26DrugInfo.J.141,145(1992).FDA thus“recognize[s]… theimportant
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publichealthandpolicyjustificationsupportingdisseminationoftruthfulandnon-

misleadingmedicaljournalarticlesandmedicalorscientificreferencepublications

onunapprovedusesofapproveddrugsandapprovedorclearedmedicaldevicesto

healthcareprofessionalsandhealthcareentities.”FDA GoodReprintPractices,

supra.“[P]ublichealthmaybeadvancedbyhealthcareprofessionals’receiptof

medicaljournalarticlesandmedicalorscientificreferencepublicationson

unapprovednew usesofapprovedorclearedmedicalproductsthataretruthfuland

notmisleading.” Id.

Themanufacturer— havingresearchedanddevelopedagivenproductand

trackedthemedicalliterature— isoneofmanyimportantsourcesofinformation

regardingtheproduct.Basedontheirownassessmentsoftheliteratureandtheir

professionaljudgmentandmedicalexpertise,doctorsmayadoptnew usesfora

particularapproveddrug.Thosenew uses“maybecomeanacceptedandwidely-

usedtreatmentforadifferent[condition],eveniftheFDA hasnotapprovedthe

drugforthatuse.”Nat’lCancerInst.,supra.

ImposingRICO liabilityonmanufacturersforpurportedharmssufferedby

TPPs,basedonthemanufacturers’disseminationofinformationtomedical

professionals,ignorestheindependentexpertiseofthosemedicalprofessionals.

Plaintiffs’theoryassumesthatphysicianswillunthinkinglyacceptinformation,

andthereforemanufacturersshouldbeartheliabilityofpayingtheTPPs— three
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timesover— forthecostofthephysicians’prescriptions.Suchatheoryis

paternalistic,presumingthattheTPPsknow betterthandoctorswhatisbestfor

theirpatients.Thetheoryisalsodetrimentaltothepracticeofmedicine.

Physicians’independentjudgmentisvaluablebecauseitisinformed.Without

accesstocutting-edgescientificliterature,physiciansmayoverlookuseful

treatmentsfortheirpatientsorfailtooptimizethebenefitsofthedrugsthey

prescribe.

C. Proximate-CauseLimitationsonRICO ClaimsProtectTruthful,
BeneficialSpeechbyNotEncouragingAbusiveLitigation

CastingthenettoowideinevaluatingproximatecauseunderRICO could

discourageprotectedspeechthatadvancestheinterestsofhealthcareprofessionals

andpatients.“Speechinaidofpharmaceuticalmarketing… isaform of

expressionprotectedbytheFreeSpeechClauseoftheFirstAmendment.” Sorrell

v. IMS H ealthInc.,564U.S.552,557(2011).TheFirstAmendmentiscritical“in

thefieldsofmedicineandpublichealth,whereinformationcansavelives.” Id. at

566;seealsoThompsonv. W . StatesMed. Ctr.,535U.S.357,371-77(2002)

(invalidatingonFirstAmendmentgroundsastatutorybanonpromoting

unapproved“compounded”drugs);Buckman,531U.S.at351(“[O]ff-labeluseis

generallyaccepted.”).
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TheSupremeCourtalsohasrecognizedthatwhere“speakersmayself-

censorratherthanrisktheperilsoftrial,”“[t]hereisapotentialforextraordinary

harm andaseriouschilluponprotectedspeech.” Ashcroftv. Am. CivilLiberties

Union,542U.S.656,670-71(2000);seealsoElrodv. Burns,427U.S.347,373

(1976)(pluralityopinion)(“ThelossofFirstAmendmentfreedoms,foreven

minimalperiodsoftime,unquestionablyconstitutesirreparableinjury.”).

Thatpotentialplainlyexistshere.Byloweringthebarforestablishing

causation,theelasticforeseeability-and-intentstandardthatPlaintiffsadvocate

encouragesspeculativelitigation.Justastheprospectofwinningtrebledamages

incentivizesTPPstosue,theprospectofpayingthosedamagesdiscourages

pharmaceuticalmanufacturersfrom providingphysicianstruthfulinformation

aboutunapprovedusesofmedicines.Thatisparticularlysobecauseliabilitywill

hingeonartificialinquiriesintothetruthorfalsityofcommunicationsregarding

thesafetyorefficacyofaproduct,conductedbyatrialjudgeorjurymemberswho

lackregulatoryexpertiseormedicaltraining.

Thethreatofburdensome,unpredictablelitigationisnothypothetical.

RICO alreadyencouragesplaintiffstosuebyofferingatrebledamagesremedy.

“TheobjectofcivilRICO is… notmerelytocompensatevictimsbuttoturnthem

intoprosecutors,‘privateattorneysgeneral,’dedicatedtoeliminatingracketeering

activity.” Rotellav. W ood,528U.S.549,557(2000).Theproximate-cause
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requirementisanimportantcounterweighttothisstrongincentivetosue.See

H olmes,503U.S.at266-68(the“veryunlikelihoodthatCongressmeanttoallow

allfactuallyinjuredplaintiffstorecover”under§1964(c)favorsaproximate-cause

requirement).“Allowing[RICO]suitsbythoseinjuredonlyindirectlywouldopen

thedoortomassiveandcomplexdamageslitigation,whichwouldnotonlyburden

thecourts,butwouldalsounderminetheeffectivenessoftreble-damagessuits.”

Id. at274(bracketsandquotationmarksomitted).

Therelaxedproximate-causestandardthatPlaintiffsproposewouldremove

thisimportantbulwarkagainstburdensomelitigationandamplifythestimulusthat

trebledamagesalreadyprovide.SeeJenningsv. AutoMeterProds., Inc.,495F.3d

466,472-73(7thCir.2007).ValidatingPlaintiffs’RICO claimsforindirectinjury

maytemptTPPstorangefurtherintodubioustheoriesofliabilityandtomisreador

mischaracterizetheFDA’sadministrativeactions,potentiallyspawningadditional

abusivelawsuits.

Thefederalgovernmentregularlyissueswarningletterstopharmaceutical

companiesorconductsinvestigationsregardingparticularstatementsinthe

companies’productlabelingorpromotionalmaterial.Inthepastthreeyears,the

FDA OfficeofPrescriptionDrugPromotionhasissued21suchletters.W arning

LettersandNoticeofViolationLetterstoPharmaceuticalCompanies,U.S.Food

& DrugAdmin.,https://goo.gl/bbbxm4.Theselettersarearoutineinteraction
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betweentheregulatorandtheregulatedparty.Nonetheless,federalenforcement

actionshavehistoricallyprovenapotent— ifinappropriate— stimulusforprivate

lawsuits,andoftenserveasa“blueprint”forsubsequentTPPclaims.LiseT.

Spacapan& JillM.Hutchinson,ProsecutionsofPharmaceuticalCompaniesfor

Off-LabelMarketing,22AnnalsHealthL.407,436-38(2013).Thislitigation

illustratesthepoint.PlaintiffsfiledtheirRICO claimsontheheelsofasettlement

agreementresolvingthegovernment’sclaimsthatDefendants’marketingof

Depakoteresultedininappropriatechargestothefederalgovernment.4 Plaintiffs’

complaintcopiedinsubstantialpartthequitam complaintsthatprecipitatedthe

enforcementactions.

Moreover,thousandsofproduct-liabilitycasesinvolvingchallengestothe

labelingorpromotionofpharmaceuticalproductsarependingincourts

nationwide.See,e.g.,InreXarelto(Rivaroxaban)Prods. Liab. Litig.,No.2:14-

md-2592(E.D.La.)(16,285pendingactions);InreBenicar(Olmesartan)Prods.

Liab. Litig.,No.1:15-md-2606(D.N.J.)(1,865pendingactions).UnderPlaintiffs’

proposedrule,withtheenticementoftrebledamages,product-liabilitycasescould

4Thequitam relatorsinthegovernmentenforcementactions,representedbythesamecounsel
astheTPPsinthiscase,received$84millionastheirshareoftherecovery.SeeAbbottLabsto
Pay$1.5 BilliontoResolveCriminal& CivilInvestigationsofOff-labelPromotionofDepakote,
Dep’tofJustice(May7,2012),https://www.justice.gov/opa/pr/abbott-labs-pay-15-billion-
resolve-criminal-civil-investigations-label-promotion-depakote.
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becomeanew breedinggroundforTPPRICO claims,resultinginenormous

burdensoncourtsandamici’smembers.

NumerousTPPRICO claimsrelatedtoproduct-liabilitycaseshavealready

beenpercolatingthroughcourtsinthisCircuitandelsewhere.TheInre

TestosteroneReplacementProductsLiabilityLitigationintheNorthernDistrictof

Illinois,forexample,comprises6,786pendingactions.No.1:14-cv-1748(N.D.

Ill.).Nearlyalltheplaintiffsareindividualsallegingpersonalinjuryresultingfrom

theiruseoftestosteronereplacementtherapies.Butthelitigationalsoincludes

claimsbyTPPspurportingtohavepaidorreimbursedforsomeportionofthe

prescriptions,basedonallegedfraudulentmarketingofthedrugsatissue.See

ClassActionComplaintofAlliedServicesDivisionWelfareFund,Inre

TestosteroneReplacementTherapyProds. Liab. Litig.,No.1:15-cv-9525(N.D.Ill.

Oct.26,2015);ClassActionComplaintofMedicalMutualofOhio,Inre

TestosteroneReplacementTherapyProds. Liab. Litig.,No.1:14-cv-8857(N.D.Ill.

Nov.5,2014).

SimilarTPPRICO claimshaveariseninmasslitigationinnumerousother

courts.5 Courtshavedismissedmanyofthesecases,butafew haveendedwith

5See, e.g.,InreCelexa& LexaproMktg. & SalesPracticesLitig.,65.F.Supp.3d283,294(D.
Mass.2014)(dismissingTPPs’RICO claimsastime-barred);Ind./Ky./OhioReg’lCouncilof
CarpentersW elfareFundv. Cephalon, Inc.,No.CIV:A.13-7167,2014W L2115498,at*6
(E.D.Pa.May21,2014)(dismissingTPPs’RICO claimsforfailuretoidentifya“schemeto
defraud”);InreYasmin& Yaz(Drospirenone)M ktg., SalesPractices& Prods. Liab. Litig.,No.

Footnotecontinuedonnextpage
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largepaymentsbythepharmaceuticalcompaniestosettletheseburdensome

claims.In2009,forinstance,Merckagreedtopay$80milliontosettlesome190

TPPclaimsinfederalRICO andstate-law consumerprotectionsuits.Merckto

Pay$80 mlntoSettleSomeVioxxCases,Reuters(Aug.3,2009),

https://goo.gl/ZU37cS;InreVioxxProds. Liab. Litig.,No.2:05-md-1657(E.D.

La.).

A proximate-causationtestthatpermittedclaimsforeconomicinjuryunder

§1964(c)toproceedevenwheretheclaim dependedonnumerousintervening

eventsinthecausalchainwouldcreateanirresistibleincentiveforinsurance

providerstobringspuriousRICO claimsagainstmanufacturersofproducts,

rangingwellbeyondpharmaceuticals,thatwouldburdenthecourtsforyearsto

come.Entertainingsuchclaimscouldchilldefendantsfrom settlingcases

involvingmarketingofpharmaceuticalsforfearoftag-alongRICO claimsbyTPPs

followingthesettlement.Morefundamentally,theflip-sideoftheincentivetosue

thattheprospectoftrebledamagesprovidesisthedisincentivetoengageinthe

conductthatrisksincurringsuchdamages.Forpharmaceuticalcompanies,that

conductincludesdisseminatinginformationaboutunapprovedusesoftheir

Footnotecontinuedfrom previouspage

3:09-CV-20071-DRH,2010W L3119499,at*5-8(S.D.Ill.Aug.10,2010)(dismissingTPPs’
RICO claimsforfailuretopleadproximatecause);IronworkersLocalUnionNo. 68 v.
AstraZ enecaPharms. LP,585F.Supp.2d1339,1345(M.D.Fla.2008)(same);seealso, e.g.,
AmendedComplaint,Painters& AlliedTradesDist. Council82 H ealthCareFundv. Takeda
Pharm. Co.,No.6:14-cv-02359(W .D.La.Sept.9,2014)(allegingRICO overpricingclaims).
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productsinthefirstplace.AnoverbroadapproachtoproximatecausationinRICO

casesburdenspharmaceuticalcompanies’FirstAmendmentrightsandthreatensto

deprivemedicalprofessionalsandpatientsalikeofessentialscientificinformation.

Thedistrictcourtproperlylimitedplaintiffs’RICO claims.ThisCourtshould

affirm.

CO NCLUSIO N

Fortheforegoingreasons,thedistrictcourt’sdecisiondismissingthe

complaintforfailuretopleadproximatecauseshouldbeaffirmed.

Dated:June12,2017 Respectfullysubmitted,

/s/RobertN.Weiner
RobertN.Weiner
JeffreyL.Handwerker
R.StantonJones
SallyL.Pei
ARNOLD & PORTER
KAYESCHOLERLLP

601MassachusettsAve.,NW
Washington,DC20001
(202)942-5000
robert.weiner@apks.com
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