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lntroduction：NewRecommendations「bAddressanEmerglng  
Con¢ern  

Academicinstitutionsareprivilegedtoserveasapublictrustfortheadvancement，  

PreServation，anddisseminationofknowledge・Theseinsdtutionshavediverseobliga－  

tions：tOStudents，Lhculty，andsta托tolegislatorsandregulators；tOdonorsandbenehc－  

tors；andtosocietyatlarge・WhenmeetlngtheseobligatlOnSintheordinarycourseof  

business，institutionsmustanddoreconcilecompetlnglntereStS・1Insodoing，1nStitu－  

tionsrecognlZewidelythatpoliciesmustbemadeanddecisionstakeninamannerthat  

isfreeofthetaintofimproperbiasorconflictofinterest・  

Increaslngly；aCademicinstitutionsthatconductresearchalsoinvestin－－andaccept  

thephilanthropyof－－COmmerCialresearchsponsors・Regulators，1egislators，JOurnalists，  

andpadentadvocateshavenowbeguntoquestionwhethersuch丘nancialrelationships  

mayglVeriseto一一institutionall－conflictsofinterestthatcouldthreatenresearchintegrlty  

and，eSPeCiallytroubling，POtential1yposeriskstohumanresearchsu句ects・Concernhas  

arisenthatexistlnglnStitutionalprocessesforresolvingcompetlnglntereStSmaybe  

insumcientwhentheinstitutionhasa丘nancialinterestintheoutcomeofresearchand  
thesafttyandwelfareofhumansuQjectsareatstake・  

Althoughperceivedriskstohumansu句ectshavereceivedthegreatestattentionthus  

fhr，thegrowlngPerCeptlOnthatresearchinstitutionsmayhavefinancialconflictsof  

interestalsothreatenstoweakenpublicsupportforresearch・Inaneraoftremendous  
publicinvestmentinacademicresearch，1egislatorsandpolicymakersandothersJuStifi－  

ablyexpectheightenedpublicaccountabilityfromresearchinstitutions・  

Ina2001reporttoCongress，theGeneralAccountingOfhceaddressedconcernSabout  

insdtudonalfinancialinterestsinresearch，nOtingthatequityownershiporotherinvestment  

inaresearchsrx）nSOr’’maycolor［aninstitudon’s］review，apprOVal，OrmOnitoringof  

researchconductedunderit5auSPICeSOritsalloα血onofequlPment，hcnities，andsta鐙’for  

research：■2 TheGAOcal1edupontheU・S・DepartmentofHealthandHumanServicesto  

promulgatenewregulationsortoissueguidancetoaddressinsdtudonalconflictsofinterest・  

TheAMC■srThsk FbrceonFinancialConflictsoflnterestinClinicalResearch  
believesthataninstitutionholdingcertainfinancialinterestsrelatedtoitshumansubjects  

1ForexampLe．aninstitutionmaYadoptpoljciesthatrequireboardmemberstodisc．oseanYfinancia10rOtherpersona■  
interestsincompaniesthattransactbusinesswiththeinstitution．  

2u．s．GeneralAccountingOffice，BiomedicalResearch‥HHSDirectionNeededtoAddressFinancia■Con¶ictsof  
lnterest（GAO－02－89＝November2001）at7［hereafter’’GAOReport”）．  

l  
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research3mayficeaconflictofinterestwhenthatinstitutionemploystheindividuals  

Whoreview，Supervise，andconducttheresearch・Thisisespecial1ytroublingbecause  

theregulationofftderallysponsoreduniversltyreSearChiscenteredontheprlnCiplesof  

institudonalintegrltyintheconductofthatresearchandresponsibilityandaccountabili－  

tyforitsoversight・Becausethesaf叫andwelhreofresearchsu句ect5andtheo句ectivi－  

tyoftheresearchcouldbe－－OrCOuldappeartobe”COmPrOmisedwheneveraninsdtu－  
tionholdsaslgnificant丘nancialinterestthatcouldbeam＝Ctedbytheoutcome，thelbsk  

Forceo鮎rsthepnnciplesandtherecommendedprocessesdescribedinthisreportasa  
meanstoaddressaninsdtution－scompetlngfiduciaryresponsibilitiesandethicalobliga－  

tionsinthecontextofhumansubjectsresearch・  

Asaninitialresponsetoaproblemofremarkablecomplexlty，thisreportdoesnot  

PrOVideanexhau5tivelistofpotemiallytroublingfinancialinterests；nOrdoesltpre－  

SCribeacomprehensiveschemefortheoversightofal1institutionalrelationshipswith  

COmmerCialresearchsponsors．Instead，thereporto鮎rsaconceptualframeworkfor  

asses51nglnSdtutionalconflictsofinterestandasetofspecificrecommendationsforthe  

OVerSightofcertainfinancialinterestsinhumansuQjectsresearchthat，intheviewofthe  

AAMC’sThskForce，areeSPeCiallyproblematicandmustthereforereceiveclosescrutlny・  

TherThskFbrcerecognlZeSthattheAssociadonofAmericanUniversities，init5rOleas  

therepresentadveoftheleadersofm句OrreSearChuniversities，hasissuedrecommenda－  

donsoninsti［udonalconnict50finterestandcontinuestodeveloppoliciesapp）icabletoan  

insdtutionls丘namialinterestsinresearchofanytype・TheAAMC’s7もskFbrcebelieves  

thatilLsownrecommendations，Whichapplyspeci伝cal1yto丘nancialinterestsinhumansub－  

JeCtSreSearCh，COmplementandfurtherdevelopthegeneralrecommendationsissuedby  

theAAUinit52001ReportonIndividualandInstitudonalFinancialConnictofInterest・4   

I．AFrameworkforAssesslnglnstitutionaLConflictsoflnterestin   
HumanSubjectsResearch  

Anin＄titutionmayhaveacodictofinterestinhumaLnSu句ectsreseardlWhenever  

the丘nancialinterestsoftheinstitution，OrOfaLninstitutionaloJ五cialactingwithinhisor  

3－THumansubjectsresearch・・includesallresearchmeetlngthedefinitionof・・research・lperformedwith11human  
SUbjects．TasthesetermsaredefinedinfederaJregulationsat45C・FR．Part46and21C・FR・Part56，Withoutregard  
tothesourceoftheresearchfundingorwhetherthereseardlisotherwisesubjecttofederalregulation，lnthe  
eventthatthefederaIdefinjtionsof’lhumansubject．’or■’researdllTaremodifiedthroughrulemaking，anySudlreVi－  
SionsshaJIappIYforthepurposeofthisguidance．  

4Associatior10fAmericanUniveTSitjes，TaskForceonResearchAccountabiIity，Reportonlndividua■and  
lnstitutionalFinancialConflictofJnterest（Oct．200廿AmongtheAAU’srecommendationswerethefo”owing：  
thatinstitutionssegregatedecisionmakingaboutfinancialandreseardlaCtivitiessotheYareSeParatelyandinde－  
PendentlYmanaged．andthatinstitutionsestabIishareviewgrouptoevaluatepossibleconfIict＄arislngfromthe  
financialinterestsoftheinstitutionanditsofficials．  

2   
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herau血odサOnkhげo一山einsd仙do叫migha鮎ct－Orr悦郎nablyappeartoa銀鷺t…  

institutionalproeesscs魚IrdleCOnduet，review，OrOVerSightofhumansu句ecLsresearch．  

Aninstitudonconductinghumansu句ectsresearchmayhceaconflictamongmulti－  
Pledutiesorinterests・Amongtheseareadutytoprotecthumansubjects，adutyto  

ensuretheinte訂1tyOfresearchanditscomp）iancewithapplicablelawandregulation，  

andtheinstitudon’slegltlmateinterestinitsown伝nancialhealthandtheeconomicvia－  

bilityofit5aCademicandresearchmissions・Institudonalpoliciesshouldafhrmthatthe  

Welfhreofhumansubjectsandtheintegrityofresearchwillnotbecompromised…Or  
appeartobecompromised－－bycompetlnglnStitutionalinterestsorobligatlOnS・  

SuchcompromiselSPOSSiblewhenaninstitudonhilstoseparate嵐山yandrehablythe  

responsibihtyfortheadrrh血dveoversightofhumansu句ectsresearchhmtheresponsibihty  
fordlemanagementOfcertainfinandalintereststIns血1donsshouldens11rethattheresponsibd－  

ityforhumanSu句ectsTeSearChdoesnotovedaporcoinddewiththeresponsib血yforthose  

institutbnalfinandalinterests血tnuytxdirecdyaEbctedbytheoutcomeoftheresearch・  

IndividtdswithaudlOritytbrdleimmediateoversightofhununsl喝ectsre茫ardh，SuChas  

deans，Chairs，departnwntandhtx）ratOryheads，andIRBchairs，Shouklnothaver  

forthemanagementofaninsdtudon－sinvestmentsorteclm0logytmns鈷rprogrun・5  

AsafundaLmentalprincipleIinstitutio鮎ShotLldensurethatinpracticeIthefunc・  

tionsaLndadministrativeresponsibilitiesrelatedtohtlmanSu句ectsresearChareSePa－  
ratefromthoserelatedtoinvestmentmanagementandtechnologylicensmg・  

TheGAOnotedinit52001reporton丘nancialconnictsofinterestthatseveralofthe  
丘vem勺OrreSearChinsdtudonsthatitexamineddidattempttoseparate丘nancialand  
researchfunctions，eitherbysegregatlngteChnologytrans鈷ro臨cesorganlZationallyfrom  

theadministrationofresearchorbyerectlng‖firewal1s”betweenthemanagementofinsti－  

tudonalinvestmentsandacademica飽irs．6TheAAMC，srThskFbrcebelievesthatinstitu－  

tionsmayachievecredibleseparationoffunctionwhentechnologytransfヒrissegregated  

fromhumansubjectsresearchadministrationandwheninstitutiona柑nancialinterest5，  

SuChastheendowmentandotherinvestments，aremanagedexternally，through1egally  

5TheTaskForcerecognjzesthatatsome．eve．ofseniorinstitutionaladministratjon”Whethertheofficeofpresident．  
Vicepresident・OrPrOVOSt－－reSPOnSibiJitiesforoversightofthesefunctionswillnecessarilYCOnVerge・  

6GAOReport，SuPranOte2．at4 
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SeParateOrganlZations・7whensuchfinancialinterestsaremanagedwithintheinstitu－  

tion，5妃ParationoffunctionismorechallenglngandrequlreSpOliciesandproceduresfor  

ensurlngthestrictsegregadonofal1humansu句ectsresearchandinvestmentmanage－  

mentresponsibilities・8U摘mately；howeveneachinstitutionmustdeterminehowbestto  

Segregatehumansubjectsresearchandinvestmentmanagementfunctionsfullyandreli－  
ablywithinthecontextofit50WnOrganlZationandgovernancestructure・  

ImplidtintheprlnCipleofseparadonoffunctionisanacknowledgementthatingener－  

al，drlCumStanCeSinwhichinvestmentandresearchresponsibilitiesareformauyande鮎c一  

山velyseparatedonotfosterinsdtutionalcorlflictofinterest・ImrK）rtand）ちhowever；Circum－  

StanCeSeXistinwhichseparationoffuncdonisnotsu臨cienttoavoidtheappeaIanCeOf  

insdtutionalconflictofinterest・AsdescribedinSectionIII，eVenWhenseparadonoffunc一  

也onhLaStXenaChieved，Certainfinancialreladonshipswithcommercialsponsorsshouldbe  

examinedcIoselyforthepresenceofinstitutionalconflictofinterest・Insdtudonsshould，aS  

amatterofprudence，eStablishmechanisms丘）rformallyreviewIngSuCh丘nancialreladon－  

Shipsandassesslngthenatureandextentofanyconflictofinterest・Moreover；Wheresuch  

relationshipsexist，institutionsshouldpresumethatabsentcompe11ingcircumstancesand  

Carefu1managementoftheconflict，thehumansuQjectsresearchinquesdonshouldnotbe  

COnductedat，OrundertheausplCeSOいheconflictedinstitudon・   

l］．lnstitutiona10fficials  

Alニtimestheinstitution－so臨cersandadministratorsmayfhceaconflictbetweena  

prlmaryandproftssionalduty－－SerVlngtheinstitution－－andasecondary，perSOnal  

interest，namely，thepossibilityofindividua用nancialgaln・托rsonalfinancialinterests  

areordinarilygovernedbyaninsti【udon．spoliciesonindividualconflictsofinterest・  

Insomecases，howeve11anOfBcial’spositionmayconveyanauth0ritythatisso  

PerVaSiveoraresponsibilityforresearChprogramsoradministrationthatissodirect9  

thataconflictbetweentheindividual一sEinanciaIinterestsandtheinstitution’shutnan  

Su句ectsresearchshouldalsobeconsideredan．’institutionalconflictofinterest／  

7withregardtoinstitutiona■investments，theTaskForcedistinguishesbetweenthefunctionsofoversightandnlan－  
agement．andusestheterm’’management”torefertodaY－tO－daydecisionsaboutinvestinglnindividualsecurities，  
funds，etC．TheTaskForcerecognizesthattheinstitution’sboardorothergovemlngbodYWilItYPicaIIyoverseethe  
Selectionofinvestmentmanagersandtheevaluationofmanagerperformance－  

8MosesandMartin（2001IhavesuggestedthatinstitutionscreateaseparateentitYtOholdandmanageindividua■  
andinstitutionalequjtYinterestsinresearchsponsors．TheinvestmentcompanYWOuldbeoverseenbyaboardwith  
l’widerepresentation，■■incIudingrepresentativesfromoutsidetheunjversitY・HamiltonMosesandJosephB・Martin，  
AcadeTlrlicRelationshipsWithIndustrYニANewModeLforBiomedicalReseardl，2001JAMA285，933．  

9Aninstitutiona－officia．withdirectresponsib冊YforresearchhasthecapacitY，bYVirtueofhisorherposition．torea－  
SOnablYafFectorappeartoaffecttheconduct．review．oroversightofcurrentorproposedreseardhattheinstitution．  

4   
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Suchanindividualmightbe，fbrexample，thedeanofresearch，butmightalsobe  

theheadofalaboratoryorinstituteorthedirectorofadivisionordepartmentinwhich  

theresearchisconducted，dependingupontheorganlZationalstructureofthein5titu－  

tionandtheautonomyofinvestlgatOrSWithintheadministrativeunit・  

Consequendy，Whenanindividualhastheauth0ritytomakedecisionsthata鮎ctor  

reasonablyappeartOa＆cttheconduct，reView，OrOVerSightofhumansubjectsresearchat  

theinstitudon，10whileatthesametimeholdingasignific弧t丘nancialinterestintheinves－  

dgationalproductortheresearchsponsor（withreftrencetothevaluationthresholdsin  

the2001AMCguidelinesonindividualfinancialinterests）aninsdtudonalconflictof  

interestmayexist・Insuchcases・theindividualshoulddiscloseal1relevantcircumstances  

toasuperior；andifanyconflict50finterestcannotbeeliminatedthroughrecusal，Orman－  

agede飴ctivelyviaastrategyapprovedbytheappropnateinstitutionalcommittee・the  

researchshouldnotbeconductedwithinorundertheauspICeSOftheinstitution・11  

Beyondcompliancewithpoliciesandprocedures，institutionalofhcialsmustfoster  

whathasbeendescribedasa－1cultureofconscience．．intheresearchenterpnse・12  

Exercisingtheirauth0ritywithintheinstitudon，0圧icialsshouldinsistuponrigorous  

enforcementofconflictofinterestpolicies・Leadingbypersonalexample，Ofncersand  

administratorsshoulddemonstratetotheacademiccommunityandtothepublicthat  
compliancewiththesepolicies，includingfulldisclosureoffinancialconflictsofinterest，  

isanimperativereflectingcoreinstitutionalvalues・  

”L．CircumstancesThat4）SOFhctoMaYCreate・OrAppearto   
Create・lnstitutionalConffictoflnterest（lCO］）inHuman   
SubjectsResearchandMustThereforeReceiveCloseScrutiny  

ItistheviewoftheTiskFbrcethatcertain丘nancialrelationshipsbetweeninstitu－  

tionsandcommercialsponsorsofhumansuQject5reSearChIT岨yPreSent”OrapPeartO  

10Forexamp．e，theofficia．maYhavetheauthoritYtOmakesupervisorydecisionsabouttheinstitutionIsoradminis－  
trativeunit′sreseardlPrOgram，OrPrOmOtionandtenuredecisionsregardingreseardlfacultY・lnstitutionsmaYa［so  
wishtoconsiderhowbesttodissuadeseniorfacu［tYWithsignificantfinancialinterestsinresearchsponsorsfrom  
transferring proformaresponsibiIityforaresearchprotocoltoajuniorco”eague，inanattempttoavoiddisc10SUre  
andoversightoffinancialconfIictsofinterest・  

11TheTaskForcerecogn．zesthatsomeinstitutionshaveestab■ishedpoliciesgovern■ng POtentialconflictsofinterest  
arisingfromthepersonalfinancialinterestsofinstitutiona10fficials・lfanofFicialIackstheauthoritYtOmakedecisions  
thatwi”affectorappeartoaffecttheconduct．review．oroversightofresearch，thatofficialLsfinancia＝nterests  
shouJdbeevaluatedand．ifnecessarY，managedoreliminatedasrequiredbYaninstitution．sappIicablepolicieson  
jndividualconflictofinterest．  

12charlesMarwick，NewHeadofFedera10fficeCIearonProtectingHumanResearchParticipants，2002JAMA284・  
1501．1502．  

5   



臥＿＿  Ta＄kForceon Financia［ConfIictsoflnterestinClinicalResearch  

present－－aCOnnictofinterest，eVenthoughaninstitutionhasfu11yseparatedallofits  

researchandinvestmentfuncdons・Suchcircumstanceswarrantthehighestdegreeof  

SCrut】LnylneVerylnStanCeinwhichtheyoccur・  

Accordingly，WhenoneormoreofthefollowlngCircumstancesexist，theinstitu・  

tionshouldconductaspecific，払ct－drivenlnqulryintowhethertheparticularfinan・  

Cialrelationshipmaya鮎ctorreasonablyappeartOa鮎cthtlmanSu句ectsresearch  

COnducteda（Orunder（heallSPICeSOftheins亡ittI（ion：  

A・Whentheinstitudonisentidedtoreceiveroyaltiesfromthesaleoftheinvestlgadonal  

PrOductthatisthesubjectoftheresearch；  

B・When，throughitstechnologylicenslngaCtivitiesorinvestmentsrelatedtosuch  

acdvities，theinstitutionhasobtainedanequityinterestoranentitlementtoequlty  

Ofanyvalue（includingoptionsorwarrants）inanmTPublicりtradedsponsorof  

humansubjectsresearchattheinsdtution；  

C・When，throughtechnologylicenslngaCdvidesorinvestment5relatedtosuchactivides，  

theinstitudonhasobtainedanownershipinterestoranendtlementtoequlty  

（includingoptionsorwarrants）ofgreaterthan＄100，000invalue（Whenvalued  

inreftrencetocurrentpublicprlCeS，Or；Whereapplicable，uSlngaCCePted  

Valuationmethods），inapublic＆－budedsponsorofhumansu句ectsresearchatthe  

institudon；13［see丘l】or  

D・Vnlen，withregardtoaspecificresearchprQ］eCttObeconductedatorunderthe  

auspICeSOftheinstitudon，insdtutionalofEcialswithdirectresponsibilityfbr  

humansutjectsresearch（SeeSectionII）holdasignificantfinancialinterestin  

thecommercialresearchsponsorortheinvestlgationalproduct・“Significant  

financialinterest”isdefinedforthispurposeasoneormoreofthefo1lowlng‥  

1，Anequityinterestorentitlementtoequity（includingoptionsorwarrant5）of  

anyamountinanonj，ublic＆lradedsponsorofhumansu句ectsresearch  

COnductedatorundertheausplCeSOftheinstitution；  

2・Anequityinterestorentitlementtoequity（includingoptionsorwarrants）in  

excessofthedeminim由amount（andnotincludingexceptionsforcertain  

13TheAAMCshou■dperiodicalIYreaSSeSSthisthresholdtodeterminewhethertheamountremainsappropriatefor  
thepurposeofidentifyingpossiblelCOl．ThelbskForcenotesalsothatownershipinterestsinsubsidiarYCOmPanies  
actlngaSSPOnSOrSOfinstitutionaIresearchinvolvlnghumansubjectsmaYWarrantSCrUt）nyat10WerthreshoId  
amounLtS．  
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mutualfunds），aSde丘nedinthe juMC’s2001guidelinesforindividual丘nancial  

interests，inapubliclytradedsponsorofhumansubjectsresearchconducted  

atorundertheauspICeSOftheinstitution；  

3．Consuldngftes，honoraria，giftsorotheremolument5，Or“inkind”compenSation  

fromasponsorofhumansubjectsresearchconductedatorundertheausplCeS  

oftheinstitution，thatintheaggregateexceededthedeminimisamountas  
definedintheAAMC，s2001guidelinesforindividualhancialinterests・Or  

areexpectedtoexceedthatamountinthenexttwelvemonths；  

4・AnappolntmenttOServe，ineitherapersonalorrepresentadvecapaclty，aS  

ano臨cer；diredor；Orboardmemberofacommercialsrx）nSOrOfhumansubjects  
researchconductedatorundertheauspICeSOftheinstitudon，Whetherornot  

remunerationisreceivedforsuchservice；Or  

5・AnappolntmenttOSerVeOnthescienhficadvisoryboardofacommerCialsponsor  

ofhumansl喝ectsresearchconductedatorundertheausPICeSOftheinstitudon，  

unlesstheo仇（＝ialhasnocurrentsignificant丘nancialinterestinthesponsor  

ortheinvestlgadonalproductandagreesnottoholdsuchaninterestfora  

periodofnolessthanthreeyearsfo1lowmgcompletionofanyrelatedresearch  

conductedatorundertheauspICeSOftheinstitution・  

lVOtherFinancialReJationshipsThatMayWarrantCJoseScrutiny  

Inadditiontothose〔ircumstancesidentifiedinSectionIII，Whichmustalwaysbe  

examinedfbrthepresenceofconflictofinterest，therrhskFbrcerecognlZeSthatother  

financialrelationshipswithresearchsponsorsmaywarrantinternalorexternalscrutlny，  

dependingupontherelevantcircumstances・Examplesoftherelationshipsthatmayfhll  

inthiscategoryarelistedbelow・  

Thislistofother航nancialrelationshipsthatmaywarrantscrutlnylSnOtintendedto  

beexhaustive；nOrdoestheTaskFbrceattempttorecommendspeci丘cmechanismsfbr  

oversightoftherelationshipsdescribed・Asageneralrule，institutionsshoulddeter－  

minethenatureanddegreeofscrutlnyrequiredforanyoftheserelationshipsorinter－  

estsbyassesslngthepotentialforconflictofinterestandweighingthemagnitudeofany  

risk to human subjects. 



田L＿  TaskForceonFinancialConflictsofLnterestinCIinicalResearch   

TheTaskForcerecommendsthatwhendeveloplngPOliciesandproceduresto  
addresspotentialconflictsofinterest，insdtutionspayparticularattentiontothefbllow－  

1ngCjLrCumStanCeS：  

A・WhenaninvestlgatOr；reSearChadministrator，Orinstitutional0爪cialwith  

researchoversightauthorityparticipatesmateriallyinaprocurementorpur  

chasingdecisioninvoIvingm句OrpurChasesfrom，OrnOn－rOutinesupply  

contractswith，aCOmmerCialentitythatsponsorshumansubjectsresearchat  

theinstitution；Or  

B．Whentheinstitutionhasreceivedsubstandalgifts（includinggi鮎inkind）  

fromapotemialcommercialsponsorofhumansubjectsresearch・Evaluation  
ofthepotentialsponsor－sgifthistorymightincludethefo1lowlng：  

（1）Whetheragiftisofsu拝icientmagnitudethatevenwhenheldinthe  

generalendowmentforthebenefitoftheemirein5titution，itmightafftct，  

orreasonablyappeartoafftct，OVerSightofhumansubjectsresearchatthe  

lnStltutlOn；  

（2）Whetheragiftisheldfortheexpressbenefitofthecollege，SChool，  

department，instituteorotherunitwherethehumansubjectsresearchis  

tobeconducted；Or  

（3）Whetheranyinsdtutionalofhcerwhohastheauthority，byvirtueofhisor  

herposition，tOa脆ctorappeartoafkcttheconduct，reVieworoversight  

oftheproposedhumansubje〔tSreSearChhasbeeninvoIvedinsolicitation  

Orthegift・  

Althoughthelistedcircumstancesarepotendalareasofconcern，theTaskForcedoes  

notintendtoprecludeinstitutionsfromacceptlngthephilanthropyofcorporationsthat  
sponSOrhumansubjectsresearch・Rather；therIbskForceisrecommendingthatinstitu－  

tionsdevelopmeansofidentifyingsuchcircumstancesandmanaging，throughdisclo－  

sureandasotherwiseapproprlate，anyaCtualorapparentconflictsofinterestthatmay  
result．Inaddition，the「TbskForcerecommendsthatinstitutionsadoptclearpolicies  
govemlngthehandlingofgifts・Al1giftsshouldbeacceptedinconformancewiththose  

policiesandreportedtothedevelopmentofficefbrrecord－keeplngPurPOSeS・Faculty  

shouLdbeheldaccountableforadheringtongiftpolicies・  
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V Structureof］COIReportingandReviewProcess  

AInsdtutionalConnictofInterest（ICOIICommittee   

TherIbskForcerecommendsthatanirutitutionformastandingICOIcomitteefor   

thepurposeofreviewingthecircumstancesdescribedinSectionIII，（exceptwhen   

anyconflictsofinterestattendanttothesecircumstanceshavebeenresoIvedthrough   

recusalorotherwiseelirrhted）．TherThskFbrcerecommendsthattheICOIcommittee   

membersbeindividualswhohavesufhcientseniority，eXpertise，andindependence   

toevaluatethecompetmgmtereStSatStake2ndmakecredibleandeBtcdverecommen－   

dadons．AllmembersoftheICOIcommitteeshouldbeindependentofthedirect   
lineofauthorityforhumanSu句ectsresearchoversightwithintheinstitution・One   

ormoreexternal（”public”）membersarestronglyurged，aStheinclusionofpublic   

memberswi11increasethetransparencyofthecommittee－sdeliberationsandenhance   

thecredibilityofit5determinadons・Recusalshouldberequiredwheneveranymember   

hasanactualorapparentconflictofinterestwithregardtoanymatterumderreview・  

Thus，anlCOIcommitteemightincludeoneormoremembersoftheboardof   

truSteeS，OneOrmOreindividualswithnoprofessional，perSOnal，Orfu1anCialtiesto   

theinsdtution，andoneormoreseniorfhculty・AnICOIcommitteeshouldindude   

OneOrmOrealternateStOSitinplaceofanymemberwhohasrecusedhimselfor  

herselffromthedeliberations．  

TherrhskForcerecognlZeSthatmanylnStitutionshavecreatedcommitteestoreview   

individualconⅢctofinterest．Someinstitutionsmaypreftrtorelyuponthosecom－   

mitteesforICOIreviewratherthanformlngSeParateICOIcommittees・Eachinsti－   

tutionmustdeterminewhichcomitteestructureismostappropr仏tetOitsorganl－   

ZationalstruCtureandgovernanCe；however；therraskFbrceurgesinstitutionsto   

COnSidertheadvantagesofseparatecommittees，inviewofthecomplexityandsensi－   

tivityoftheissuestobeconsideredbytheICOIcomittee・theneedforpardcipadon   

byseniorofhcials，andthestrongrecommendationthatpublicmembersbeincluded・   

B・RepordngofInstitutionalFinancialInterestsObtainedThrouどhLicensi一喝  

AどreementS．   

TheinstitutionTso仔iceoftechnologylicenslngShouldreporttotheICOIcommittee  

（OranaPPrOpriateinstitutionalofncialchargedwithidentifyingcircumstancesforICOI  

review）when，aStheresultofalicensingagreement，theinstitutiontakes（orintendsto  

take）anequityinterest，StOCkoptions，Oranyentidementtoanownershipinterestin，Or   



TaskForceon FinancialConfIictsoflnterestinClinicaIResearch  

royaltypaymentsfrom，aPOtentialsponsorofhumansu句ectsresearchconductedator  

undemheauspICeSOftheinstitution・14   

C・ReDOrtingandReviewofPersonalFinancialInterestsofInstitutionalOfhcials   

Institutionalofhcers，boardmembers，andadministratorswhooverseehumansub－  

JeCtSreSearCh…includingthepresident，Vicepresidentforresearch，deans，Chairs，insti－  

tuteheads，andthechairsoftheIRBandCOIcommittees－－Shouldberequired，under  

institutionalpoliciesforindividualcon爪ictsofinterest，tOmakeanannualreportofany  

PerSOnalhancialintereststhatmightappeartobea鮫ctedbyhumansuQjectsresearch  

COnductedatorundertheauspicesoftheinstitution・（Asaguidetodeterminingde  

minimi5eXemPt10nStOthispolicy，mStitutionsshouldapplythevaluadonthresholdsin  
theAAMC’s2001guidelinesfbrtheoversightofindividualhancialinterestsinhuman  
Su句e此S代肥arCh・）  

Thefinancialreportsofinstitutionalofhcialswithresearchoversightresponsibilides  

Shouldbereceivedbytheinsd（utionlsCOlorICOIcommittees（Ortheirdesigruted  

representadves），aSaPPrOPriate，Or，inthecaseofseniorofficersandboardmembers，by  

theauditorothercomitteeorsubcommitteeoftheboard，Oritsdesignee・Thereview－  

ingcommitteeshoulddeterminewhethersigni丘cant航nancialinterestsinaninvestlga－  

tionalproductorinasponsorofhumansuQjectsresearchmaybemanagedehctively  
orshouldbeeliminated．A山suchdecisionsshouldbedocumentedandcommunicated  

totheindividualandhisorhersupenOr・WhentheCOIorICOIcommitteedetermines  
thatanofhdalshouldbepermittedtoholdaslgni五cant血ancialinterestinaninvesti－  

gationalproductorcommercialresearchsponsoreventhoughtheofhcialwi11notbe  

fbrmallyrecusedfromresearch－relatedresponsibilities，thisinformationshouldbecom－  

municatedtotheIRBofrecord．  

D・里∈buttablePresumptionAgainstCertainInstitutionalFinancialInterestsInHuma墾  

Subiects Research   

WhenreviewlnganyOfthecircumstancesdescribedinSectionIII，theICOIcom－  

mitteeshouldapplyarebuttablepresumptlOnagalnStCOnductofthehumansuQjects  
researchatorundertheausplCeSOftheinstitution・ThepresumptlOnmayberebutted  

Whenthecircumstancesarecompellingandthecommitteehasapprovedanetkctive  

COnflictmanagementplan・WhethertheICOIcommitteedeemsthecircumstancestobe  

14Thequestionofwhetheraninstitutionshou－dtakeanequitypositioninareseardlCOmPanyisamatterforthe  
institutiontodecide．［nstitutionsshould，however，developclearpoTiciestoguidesuchdecisions，andshouldcon－  
SidervlhetherequltyPOSitionsmightcreatetheappearanceofunacceptableconf）ictofinterestifrelatedhumansub－  
JeCtS柁SeardlWeretObeconductedattheinstitution．  
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COmPellingshoulddependineachcaseuponthenatureofthescience，thenatureofthe  

interest，howcloselytheinterestisrelatedtotheresearch，thedegreeofriskthatthe  

researchposestohumansubjects，andthedegreetowhichtheinterestmaybea脆cted  

bytheresearch・Thecommitteeshouldconsiderwhethertheinstitudonisunlquely  
qualified，byvirtueofitsattributes（e・g・，SpeCial払cilitiesorequipment，umiquepadent  

population）andtheexperienceandexpertiseofitsinvesdgators，tOCOnductthe  

researchandsa丘guardthewe脆reofthehumansu句ectsinvoIved・  

Evenwhentheinsdtutionisdeemeduniquelyquali鮎d，COnnictsassociatedwithsig－  

niticantrisktohumansubjectsshouldbeavoidedwheneverpossibleand，ifpemitted，  

Shouldbemanageddosely・   

E．ReDOrtOfInsdtutionalConflictsofInteresttotheInstitudonalReviewBoard   

AfterreviewlngaSignificant丘nancialinterestinresearCh，theICOIcomittee  

shouldcommunicateitscondusions，alongwithanymanagementconditionstobe  

imposed，tOtheinsdtutionalreviewboard（S）havingjurisdictionovertheresearch・Al1  

relevantconnictsshouldbedisclosedtoresearchsu句ectsinaformtObedeterminedby  

theIRBorrmrd，   

VI． Add盲tionalRecommendations  

A．Mul山一Center甘iak Whentheinstitutionholdsoneofthe蝕1anCialinterests  

describedinSectionIIIandanyconflictsofinterestwi11notbeeliminated  

throughrecusalorotherwise，thepresumpt10nShouldbethattheinstitutionwill  
notconductrelatedhumansubjectsresearchexceptasthenon－prlmarySiteina  

multiィ‥entertrial・EvenwhenpartlClpatlngaSOtherthanthepnmarysiteina  

multi－Centertrial，theinstitutionshouldnotserveaSthecoordinatlngSlteum1ess  

thepossibleinstitutionalconflictsofinterestdescribedinSectionIIIhavebeen  
eliminated．  

B・ExternalMonitoringofSinど1e／mimarvSiteThals・Servingasthesoleorprlmary  
performancesitemightbejusti鮎dundercompellingcircumstances（e・g・，When  

theresearchisanearly－StageOrftasibilitytrialandtheexperdseofinstitutional  

investigatorsisessentialtotheresearch）・Insuchacase，however；thelCOI  

COmmitteeshouldapprovethecircumstances，andifadvisal）le，theresearch  

Shouldbesubjecttomonitoringbyanover由ghtbodywithexternalmembers  
（e・g・，adataandsafttymonitoringboard）・  
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C ExternalIR加WhentheICOIcommitteehasdeterTninedthatcompe11ing   
circumStanCeSeXistasdescribedinSectionVD（above），theinstitutionshould   

considerthedesirabilityofcontracdngwithanexternalIRBtoprovideasecond  

levelofreviewandoversight・   

D．Recusal・Thecommitteethatreviewsfinancialreportsofinstitutionalofhcials   

shouldhavetheauthoritytorecommendthatformalrecusalberequiredwhen   

anofficialholdsaslgni丘canthancialinterestinaninvestlgat10nalproductorin   

anentitysponsoringhumansubjectsresearch・ThescopeOfthisrecusalshould  

includeanyinvoIvementinmattersordecisionsthatmightreasonablyappearto   

a鮎c＝heresearch・Recusalisnotane鮎ctivemanagementstrategywhenthe  
individual，byvirtueofconflictsanslngfrompersonalhancialholdings・WOuld   

beprecludedfromfu1611ingtheresponsibilitiesofhisorherposltlOn・Insuch   

ca5eS，thebestinterest50ftheinstitudonmaynecessitatethattheindividual   

divesttheinterestsorvacatetheposlt10n・   

E小InterimRecusal．Ifaninstitudonalotficialwhoholdsasi卯i丘cant丘nancialinterest  
inaninvestlgatlOnalproductorcommercialresearchsponsorbecomesawarethat   

heorshemusttakeanacdonorparticipateinadecisionthatmaya鮫瓜OrreaSOnal］け   

appeartoa脆c＝heinsdtution．shumansu句ectsresearch，andtheofhcialhasnot   

yetbeendirectedbytheICOIcommittee（orCOIcommittee，ifapplicable）to   

recusehimselforherselffromthematter；theofhcialshouldberequiredtodis   

dosethecircumStanCeStOhisorhersupenOr・Thesupenormaydeterminethat   

recusalisnecessary，maydedinetorequlrereCuSal，Ormayreftrthematterto   

theICOIcommitteefbrresolution・Whenthesuperiordeclinestorequlre   
recusal，thereviewingcommitteeshouldmakethe負naldeterminationasto   

whetherrecusalisinfactnecessary・Inanycase，thesupenOrShoulddocument   

hisorherrecusaldeterminadonandforwardthisdocumentationtotheICOI   

committee・TheICOIshouldmaintainacentralreposltOryOfinformationabout   

allrecusaldeterminationsrelatedtotheinstitution’shumansubjectsresearch・   

Fl＝ospitalasaSeparateEntitv・Attimestheinstitution■shculty，Sta庁こorstudents   

mayconducthumansubjectsresearchata仔iliated，yetlega町separate，hospitals   

orclinicalsites．TheThskFbrcerecommendsthatalla爪1iatesoperatmgunder   

theins血udon－sFbderal－WideAssurance（FWA）fbrtheprotecdonofhumansu句ects   

agreetoabidebyICOIpoliciesthatarethesameasornolessstringentthan   

thoseadoptedbytheinstitution・  
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G・Accreditation・TheefkctivenessofaninstitutionlsICOIpoliciesandaformal  

assessmentoftheinstitution－scompliancewiththesepoliciesshouldbeexamined  

asanelementofanyaccreditationprocessfortheinstitution’shumansu句ects  

PrOteCtionprogram・   

Vll．IRB Members  

A・ApplyingthethresholdvaluationlevelsintheAAMC’s2001guidelinesforthe  

OVerSightofindividual銭nancialinterests，theinstitudonshouldrequirethatIR  

membersreportannual1yanypersonalandsignificant爪nancialintereststhat  

mightreasonablyappeartobea脆ctedbythescopeOftheirresponsibilities・  

Thesereportsshouldincludesignificant丘nancialinterestsinsponsorsofhuman  

SubjectsresearchwhentheIRBmemberisawarethatthecompanylnqueSdonis  

Ormaybecomeasponsorofhumansubjectsresearchattheinstitution・The  
reportsoflRBmembersshouldbereviewedbytheinstitution－sCOIcommittee  

（i・e・，thecommitteechargedwithreviewingthe負nancialinterestsofhculty  

investigators），Whichshouldapplyapresumptionagainstsignifiantindividual  

丘nancialinterestsinaninvestlgationalproductoracommercialsponsorofthe  

institution’shumansuQjectsresearch，15andstipulatethatthemembershould  

recusehimselforherselfinanysuchcircumstance，aSdescribedinVII．B．  

B・IRBmembersarerequiredby良deralreguladontorecusethemselvesfromvoting  
uponorpartlClpatlnglnanydeliberationsconcernlngprOtOCOIsinwhichth  

haveconnictinglntereStS・Institutionalpoliciesshouldreiteratethatdisclosure  

andrecusalarerequiredonaprotocol－by－prOtOCOlbasisforallIRBmember・S・  

InstitutionsshouldrequiretheIRBadministratortopolltheIRBaboutpotendally  

COnnictingfinancialinterestspnortothestartofeachmeetlngandtodocument  

members－responsesinthemeehngminutes・Insdtutionsshouldconsiderproviding  

theIRBadministratorwithalistoftheresearchsponsorsinwhichoneormore  

IRBmembersholdaslgni丘cantfinancialinterest，tOenSurethatrecusalo  

Whennecessary  

15Asdescrjbedinthe2007Guidelines．   
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Vlll．Dis¢losure  

DisclosuretotheIR80frecord，tOreSearChsu句ects，andinal1publications  

Shouldberequiredwhenevertheinstitutionholdsafinancialinterest（asdescribedin  

SectionIII）thatisorcouldreasoniblyappeartobeinconnictwithaproposed  

humansu句ectsresearchprqiectunderthetemsofthesepolicyrecommendations，  

andtheconnicthasnotbeeneliminatedthroughrecusalorotherwise．  

TheIRBofrecordshouldspecifytheformandcontentofthedisclosure．Whenthe  

丘nancialinterestsofinstitutionalomcialsareorcouldreasonablyappeartobeinconnict  

Withtheinstitudon’shumansubjectsresearCh，disclosureshouldberequiredunlessthe  

OfhcialhasbeenformallyrecusedfrompartlClpadoninallmattersthatmayafftctor  

reasonablyappeartOafkcttheconduct，reView，OrOVerSightoftheresearch．   

Conclusion  

ThepnncIPlesandprocessesarticulatedinthisdocumentshouldassistinstitutions  

intheiroversightofhancialintereststhatcouldhave，OrreaSOnablybeperCeivedto  

have，aninapproprlateefftctuponhumansubjectsresearch・Thepolicyrecommenda－  

tionsofftredherearernOreeXpanSivethancurrentlegalrequlrementSOrStandard  

institt）Ltionalpractices・Withthepublicationofthisreport，therTbskFbrceasplreStO  

assist血eacademiccommunltylnreSpOndingvoluntarilyandcrediblytotheemerglng  
COnCemOVerinstitutionalconflictsofinterestinhumansubjectsresearch・Intandem  

withtheAAMC’s2001IbliqandGudelinesfbrtheO7）erSighlq  

川メイ…川・ヽ叫・・′よ、／い川′－れtl－川・－1川・コりりコJ，′血＝仲、州／ノ山＝′州仙／′〟…ハノ…／／′′・り汀′、′g山  

4an）nfliluliontFirzancia11nte7mLfinmlnanSubjectsReseanhwillcontributetomaintain－  

1ngPublictrustinthere5earChenterprlSeandretainlngtheconfidenceofthosewho  

generouslyvolunteertopartlCIPateinresearch・  
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