
lbskForceon FinancialConfJictsoflnterestin ClinicalResearch  

interestcouldbedirectlyandsubstantiaIIyaffectedbytheresearch．andthedegree  

Ofrisktothehumansu匂ectsinvoIvedthatisinherentinthe「esearchprotocoI・  

Thecommitteeshouldalsoconsidertheextenttowhichtheinterestisamenab）e  

toeffectiveoversightandmanagement・   

ConductingResearchmeans．withrespeCttOareSearChprotocol．designingresearch．  

directingresearchorservIngaStheprlnCIPaJjnvestigato「enro”ingresearchsub－  

」ects（includingobtainingsuQjects′informedconsent）ormakingdecisionsre［ated  

toeligibilitytoparticipateinresearch．analyzIngOrrePOrtingresearchdata．or  

SubmittingmanuscriptsconcernlngtheresearchforpubJication・   

CoveredIndividualincludesanyfacuIty（fulIy－．Parlially－．OrnOn－Salarjed）orfaculty  

agent，Staff．student．fellow．trainee，Oradminist「atorwho．undertheaeg］SOfthe  

institutionorpursuanttothereviewandapprova10ftheinstitution’sFRB．conducts  

researchinvoIvinghumansuQjects．  

Disclosuremeansareleaseofrelevantinformationaboutsignificantfinancial  
interestsinhumansuQjectsresearchtopartiesoutsidetheinstitution’sCOlreview  
andmanagementprocesses（e・g・．tOreSearChsuQjectsorjournaleditors）．   

FinanCial1yInterestedCompanymeansacommercja［entitywithfinancialinterests  
thatwouIdreasonablyappeartobeaffectedbytheconductoroutcomeofthe  

research・13Thistermincludescompaniesthatcompetewiththesponsorofthe  

researchorthemanufactureroftheinvestigationalproduct．ifthecoveredindivid－  

ualactuaHyknowsthatthefinancia＝nterestsofsuchacompanywouldreasonably  

appeartobeaffectedbythe「esearch・Thistermalsoincludesanyentityactingas  

theagentofafinanciaJlyinterestedcompany（e・g・．aCOntraCtreSearChorganjzation）・   

FinanciauyInterestedIndividualmeansacoveredindividualwhoholdsaslgnifj－  
Cantfinancialinterestthatwouldreasonablyappeartobeaffectedbytheindividual′s  

humansuQjectsresearch．  

13underthestandardanjcu■atedintheP＝Sregu．ations．jnstitutionsmustsoIicitandrevievvinformationabout  
investIgatOrS’slgnificantfinanciaJinterestsinanYentlty”whosefinanciaJinterestswouIdreasonablYaPPeartObe  

affectedbythe【PHS－funded］research：’42C．FR，与50．604（c）（1）（ii）．  
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臥＿  Task Forceon FinanciaIConflictsoflnterestin ClinicalResearch  

HumanSu句ectsResearchincJudesallresearchmeetlngthedefinitionof”resea「ch”  

Performedwith、、humansu匂ects”asthesetermsaredefinedinthefederaICommon  

Rule（45C．FR．Part46and21C．F．R．Part56）．regardIessofthesourceofresearch  

fundingorwhethertheresearchisotherwisesuQjecttofederalregulation・lnthe  

eventthattheCommonRuIedefinitionsof、IhumansuQjects′■or”research’′are  

modifiedthroughrulemaking，anySuChrevisionsshallapplyforthepurposesof  

thisguidance・   

RebuttablePresumptionAgainstFinanCialInterestsinHumanSu句ectsResearch  

meanstheinstitutionwillp「esume．inordertoassurethatallpotentiaIlyproblematic  

Circumstancesarereviewed，thatafinanciaJlyinterestedindividua］maynotconduct  

thehumansuQjectsresearchinquestionlThisruleisnotintendedtobeabsolute：  

afinancialIyinterestedindividualmayrebutthepresumpt10nbydemonstrating  
factsthat．intheopinionoftheC0lcommittee．constitutecompel］ingcircumstances・  

Theindividualwouldthen beal10Wed toconductthe research underconditions  

SPeCifiedbytheCOJcommitteeandapprovedbytheresponsiblelRB・   

Reportingmeanstheprovisionofinformationaboutsignificantfinancialinterests  
inhumansuQjectsresearchbyacoveredindividualtoresponsibleinstitutionaI  

officialsandtotheinstitutiona暮COIcommittee．orthetransmissionofsuchinfor－  

mationwithininstitutionalchannels（e．g．．fromtheCOIcommitteetothelRB）・   

ResponsibleInstitutional0fficialmeansaDeanrProvost・CEO・OrOtherinstitu－  

tiona10fficjalwhoisresponsiblefortheoversightofresearchprogramswithin  

theinstitution．   

ResponsibleIRBistheinstitutionalreviewboard（orboards）withjurisdictionover  

theresearchasspecifiedinthemultipleprQjectsassurance（MPA）（orthefederaト  

wideassurance（FWA））thattheinstitutionhasprovidedtotheU・S・Department  

ofHealthandHumanServices，OraSOthemiseestabIishedunderDHHSorFDA  

reguEationorpolicy・   

SignificantFinancialInterestsinResearchincIudethefollowingjnterestsofthe  
coveredindividual（andhisorherspouseanddependentchiIdren）．orofany  

foundationorentitycontroIIedordirectedbytheindividua10rhisorherspouse：  
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TaskForceon FinancialConflictsoflnterestinClinicaIResearch  

）Consultingfees．honoraria（includinghonorariafromathirdpartyiftheoriginaJ   

SOurCeisafinanciallyinterestedcompany）．giftsorotheremoluments，Or”in   

kind’’compensationfromafinanciallyinterestedcompany（orentitlementto   

thesame），Whetherforconsulting．1ecturing．traveJ，SerViceonanadvisoryboard．   

OrforanyotherpurposenotdirectJyrelatedtothereasonablecostsofconductjng   

theresearch（asspecifiedintheresearchagreement）．thatintheaggregatehave  

inthepriorcaIendaryearexceededthedeminimisamountestabIishedinPHS   

regulation（presentry＄10，000），OrareeXPeCtedtoexceedthatamountinthe   

nexttwelve months．   

－Equityinterests・incrudingstockoptions′Ofanyamountinanon－PUblicly－traded   

financialJyinterestedcompany（0rentitlementtothesame）．  

・・Equityinterests（orentitlementtothesame）inapublic［y－tradedfinanciaHy  

interestedcompanythatexceedthedefineddeminimjsamount（seeexceptions   

be10W）．   

1．Roya］tyincomeortherighttoreceivefutureroyaltiesunderapatentlicenseor   

COPyright．wheretheresearchisdirectlyrelatedtothelicensedtechnologyor   

WOrk．14   

－Anynon－rOyaltypaymentsorentitlementstopaymentsinconnectionwiththe   

researchthatarenotdjrectIyrelatedtothereasonabIecostsoftheresearch（as   

SPeCifiedinthe「esearchagreementbetweenthesponsorandtheinstitution）．   

Thisincludesanybonusormilestonepaymentstotheinvestigatorsinexcessof   
reasonabJecostsincurred．whethersuchpaymentsarereceivedfromafinancially  

interestedcompanyorfromtheinstitution（noteprohibitioninB（11）onmilestone   

PaymentStiedtotheachievementofparticularresearchresults）．  

■Se「viceasanofficer．director，Orjnanyotherfiduciaryroleforafjnanciallyinter－   

estedcompany．whetherornotremunerationisreceivedforsuchservice．   

Exceptions・SignificantfinancialinterestsinresearchdonotincludethefoHow■ng：   

■lnterestsofanyamountjnpubliclytraded，diversifiedmutualfunds・  

■ Stockinapublicly－tradedcompanythat（whenvaluedinreferencetocurrent  

Publicprices）meetsthedeminimiscriteriaestab［ishedinPHSfinanciaJdis－  

14wheneva．uat■ngfutureroyaltyinterests・inadditjontothefactorsljstedjnthedefinitjonofcompe．JingcircumT  
StanCeS・theCOIcommitteemjghtconsidertheanticipatedtimeintervalbetweentheresearchandmarketing  
approva10ftheinvestlgationa［product．  
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C10Sureregulations（presentLyaninterestthatdoesnotexceed＄10，000invalue  

anddoesnotrepresentmorethana5％ownershipinterestinanysingleentity）・  

■ Stockoptionsinapublicly－tradedcompanythat（whenvaluedusingaccepted  

Valuationmethods）meetthedeminimiscriteriaestabIishedinPHSfinancia（  

disc10Sureregulations（presentlyaninterestthatdoesnotexceed＄10，000in  

Va］ueanddoesnotrepresentmorethana5％ownershipinterestinanys■ngle  

entjty）．  

■ Paymentstotheinstitution，OrViatheinstitutiontotheindividual．thatare  

directlyrelatedtoreasonablecostsincurredintheconductofresearchas  

SPeCifiedintheresearchagreement（s）betweenthesponsorandtheinstitution・  

p Salaryandotherpaymentsforservicesfromtheinstitution・   

BtScopeandSubstanceofPolicy  

l．ConflictofInterest（COI）0fficialandCommittee・Federalregulationsrequire   

PHS－fundedinstitutionstoappointaCOlofficialtoreviewfinancialinterestsin   
PHS－SPOnSOredresearch．15ThelもskForcerecommendsthatinstitutionsalso   

establishastandingCOIcommittee．16C0lcommitteemembershipshouIdinclude  
individualswhoconducthumansuQjectsresearchattheinstitution．aswellasthe  

institution’sCOJofficiaJandotherofficialsexperiencedintheoversjghtofconflicts   

OfinterestandfamiliarwithapplicablelawsandreguJatjons・AJiaisontothelRB  

isrecommended・LnstitutionsmightalsoconsidermeansofinvoJvlngCOmmUnity   

OrPatientrepresentativesintheCOloversightprocess・  

lnstitutionsshoufdensurethattheCOIcommitteeresponsibilitiesincludethefol－  

10Wlng：  

a．RevietL・OfanyrequestbyafinancialLyIntereStedindividuaLtorebutthepre－  

SUmPtionthatheorshemaynotconducthumansuQjectsresearch・  

b．Documenkltionofthecommittee’sfindingsandthebasesforanyrecommen－  

dationtopermitortorecommendagalnStPermittingafinanciaIlyinterested  

1542C．FR．§50．604（bト   

16RefeTenCeSinthisguidancetotheLJinstitution・sCOIcommittee”app．YtOtheinstitution，sCO■officia■intheevent  
thataninstitutionchoosesnottDeStablishastandin9COIcommittee．  
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individualtoconducthumansuqjectsresearch．lneithercasetheCOIcom－  

mitteeshouldprepareasummaryreportdescribingthenatureandamount  

OfthefinanciaIinterestandthecommittee′srecommendations・Thjssummary  
reportshouldbemadeavai［abletothelRB．WhentheCOIcommitteehas  

recommendedthatafinanciaHyinterestedindividualbepermjttedtocon－  

ducthumansuQjectsresearchandthelRBhasapprovedtheresearchand  

theindividuallsparticipation，thesummaryreportshouldbeprovidedto  

researchsuQjectsorthepublic．uponrequest・  

C・Marulgemen10ndove13Z帥twhenafinanciallyinterestedindividualjspermitted  

toconducthumansuQjectsresearch・AsafirstprincIPle，theCOIcommittee  

ShouldencouragethefinancjallylntereStedindividualtominimizethe  

POtentialforconflictofinterestbyreducingo「eliminatingtheinterestor  

theindividual’sdirectinvoIvementintheresearch．The COIcommittee  

Shouldspecifythemonitonngproceduresorotherconditionstobeimposed  

Whenafinancial［yinterestedindividualwillbepermittedtoconducthuman  

SuQjectsresearch．  

d・Communわatu）ntOthelRB，andtoresponsibleinstitLJtiona10fFicials，Ofsummary  

informationaboutthenatureandamountofanyslgnificantfinancialinte「est  

inhumansuQjectsresearch，a10ngWiththecommittee■sfindingsand「ecom－  

mendationsconcernlngrequeStSbyfinancia”ylntereStedindividualstoconduct  

SuCh research，  

2・Process・Everyinstitutionshouldadoptmechanismsthatensurethefollowing：  

a．ThefinancialreportsofcoveredjndividualsarecoIJectedandmaintainedin  

aformatthatisreadilyaccessibretotheCOIcommitteeandresponsible  

institutiona10fficials；  

b・TheresponsiblelRBandresponsibleinstitutiona10fficiaJsarealertedwhen－  

everafinanciallyinterestedjndividualproposestoconducthumansuQjects  

research；  

C・PriortotheJRB’sfinarapproval（whetherinitia10rCOntinuingapproval）of  

humansuQjectsresearch，theCOIcommitteehasjnformedthelRBand  

responsibleinstitutiona10fficialsofanysLgnificantfinancialinterestsheJdby  
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financia［lyJntereStedindividualswhowillconducttheresearch，aSWellas  

theCOJcommittee’sfindingsandrecommendationsconcern■ngthesame；  

d・FinanciallylntereStedindividuaJsareprovidedanavenueforappealing  

decisionsoftheCOIcommjttee；and  

e．Whenfinancia［［yinterestedindividualswi”bepermittedtoconducthuman  

SuQjectsresearch．thefinancialinterestsinquestionaredisclosedinaccor－  

dancewiththeinstitution’sCOIpolicies．   

3・WrittenPolicy・Everyinstitutionengagedinhumansu匂ectsresearchshouldhave   

awrittenpollCyOnfinancialinterestsinsuchresearch・ThispollCyShoulddefine   

allkeyte「msclearlyandshoulddetailsubstantiveprohibitionsand「estrictions，   

aswe‖astheproceduresforreportingfinanciaIinterests．revjewlngfinanciaI   

reports．discloslngrePOrtedinformation．implementlngthepo】icy．appea‖ng   

decisionsconcernlngthepolicy，andsanctionlngnOn－COmPliancewiththepolicy   

ThewrittenpoIicyshouldexplainthecriteriathattheCOJcommitteew川appIy   

When「eviewinga「equestbyafinanciaHylntereStedindividualtorebutthe   

PreSumPt10nthatheorshemaynotconducthumansuQjectsresearch・Thepol■Cy   

andrelatedinformationshouldbereadilyaccessib［etocoveredindividualsandto   

thepublic；inadditiontoconventionalmeansofcommunication，thepolicy   

Shouldbeplacedontheinstitution’swebsite．ifoneexists・   

4・RebuttablePresumptionthatFinanciallyInterestedIndividualsMayNot   

ConductHumanSu句ectsResearch・Thepolicyshouldestablishthepresumption   

that，intheabsenceofcompeIlingcircumstances．afinanciaIlyinterestedindividual   

maynotconducthumansuQjectsresearch，Thispresumpt10nShouldberebuttable   

Whencompellingcircumstancesexist・  

a．ThepoJicyshouJdal10WtheCOIcommittee．afteritreviewstherelevantfacts  

andcircumstancesanddocumentsthecompe＝ngcircumstances．torecommend  

thatafinanciaIlyinterestedindividualbepermittedtoconductthe「esearch，  

andtomakerecommendationsforappropriatemonitorJngandoversight・  

b．Asummaryreportjndicatingthenatureandamountofthefinancia＝nte「est  

andCOJcommitteerecommendationsshouIdbetransmittedtotherespon－  

SiblelRBandto「esponsibleinstitutiona10fficials・  
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5・Monitoring・Thepolicyshouldspecifyproceduresforinterna］・and・Whendeemed   

necessaryexternalmonitor．ngwhenafinanciallyinterestedindividua＝spermitted   
toconducthumansuQjectsresearch・   

6・ReportingbyCov併edIndividuals・Thepolicyshouldrequirecoveredindividuals   

toreporttotheinstitutionalls●gnificantfinancialintereststhatwouldreasonably   
appeartobeaffectedbytheindividual■scurrentoranticipatedhumansuQjects   
research・lnmakingsuchreports′eaChcoveredindividualshouLdberequiredto   

declareexplicitlywhetherheorshedoeswdoesnothavesuchfinanciaIinterests；the   
failure to report is unacceptable. 

a・Reportsshouldberequiredatleastannuallywithpromptupdatingwhenever  
thereisaninterim，materialchangeinslgnificantfinancialinterests・  

b．SomeinstitutionscurrentlyrequlreareSearChertoindicateontheinstitutional  

facesheetaccompanylngtheresearchproposaLwhethertheresearcher  

ho．dsanys●gnificantfinancialinterestintheresearch・Allinstitutionsshould  

consideradoptingthispracticeforresearchinvo］vinghumansuQjects・   

7・ReportingtoSupetvisoIIWhentheCOIcommitteedeterminesthatafinancjally－   

jnterestedindividualshouldbepermittedtoconducthumansuqjectsresea「Ch・a   

copyofthecommIttee′ssummaryrepor・tdescribingthefinanciaIinterestandany   

conditionstobeimposedupontheresearchshouldbeprovidedtotheheadofthe   
unit（e．g．，departmentchair）inwhichthecoveredindividualresidesadministratively   

andtotheresponsibledean．provost．CEO．orotherofficialwhohasinstitutionaI   
responsibiIityformonitoringtheactivitiesofthecoveredindividual・   

8・InvestigatorCertificationtoIRB・Whenaresearchproposalissubmittedtothe  
lRBforreview，inc［udingcontinuingreview（whereapplicab［e）．eachcovered  

individualwhowil［conducttheresearchshouldattestinwritingtothelRBthat   
financialreportinformationonfileforthatindividualiscurrentandwillbeupdated   

promptlytoref■ectreIevantchangesinfinanciaJcircumstances・ThelRBshould   

forwardanyinformationthatitreceivesconcern．ngas●gnificantfinanciaJinterest  

inhumansuQjectsresearchtotheCOIcommittee・   

9・COICommitteeReviewofSignificantFinancialInterestCreatedbyLicenslng   

Agreements・Priortoexecutingatechno10gylicensingagreement・theOfficeof  
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¶∋Chno10gyLicens］ngmuStdete「minewhethertheagreementwouldcreatea   

SJgnificantindividualfinancialinterestinongolngOrPrOPOSedhumansuQjects   

research．andifso，informtheinstitution’sCOIcommitteeoftheproposedterms   

Oftheagreement・TheCOLcommitteeshouldeitherapprovetheconductofthe   
researchbytheindividualwhowillholdthefinancialinterest．suQjecttban   

approp「latemOnitorlngP．an，Ordeterminethattheindividualmaynotconduct   

the researchifheor shewishesto retainthefinancialinterest．   

10．DisclosureofSignificantFinancialInterests・  

a．ThepollCyShouldrequiredisc10SUreOftheexistenceofsignificantfinancia）  

interestsinhumansu匂ectsresea「Chasfo”ows：tOStateandfederalofficiaJs．  

asrequiredbystatuteorregulation；tOreSearChfundersorsponsors；tOthe  

editorsofanypublicationtowhichacoveredindividualsubmitsamanuscrLPt  

COnCernlngtheresearch；一7andinanysubstantivepubliccommunicationof  

theresearch results．whetherora10rVVritten．  

b・1faninstitutionparticipatinglnamulti－Cente「triaLhasjudgedafinancially－  

interestedindividualeIigibletoconducthumansuQjectsresearchatitssite．  

thatfactshouldbemadeknowntothePrincIPaIlnvestigatororSponsor，  

andtothelRBsofotherinstitutionsparticipatlnglnthetrial・  

c．Researchconsentformsshould，aSamatterOfinstitution’sCOIpolicy，dis－  

Closetheexistenceofanyslgnjficantfjnancialinterestheldbyacovered  

individua＝〟hoisconductlngthehumansuQjectsresearch・Theprecisewording  

ofdisc10SurejntheconsentformshouldbedeterminedbythelRB．butshould  

incIudeanexplanationofthefactthatthefinancialinterestinquestionhas  

beenreviewedbytheCOIcommittee．approvedsuQjecttocommitteeover－  

Sight．anddeterminedbyboththecommitteeandthe－RBnottoposeany  

additionalslgnificantrisktothewelfareofresea「chsuQjectsortheintegrlty  

Ofthe research．  

17DiscIosuTetOJOurnaIeditorsshouidtaketheformofanaffirmativestatementonbehaIfofeachcoveredindividual  
whoconductedtheresearchthatheorsheeitherdoesordoesnothoIdsignificantfinanciaIinterestsintheTeSearCh・  
Thisrequirementisconsistentvviththerecentuniformdisc10SurereqUirementspublishedbyagroupofeditorsof  
maJOrnledicalJOUrnaIs・FDavidoffJC・D・DeAngelis，J・M・Drazen，etalLSponsorship・aUthorship′andaccountabiIity・  
」AMA∴286ニ10：1232－1234．   

18TheNationalHumanResearchProtectionsAdvisoryCommissionhasrecommendedthisapproachtothedisclo－  
sureofresearchers’fjnanciaJintereststoresearchsubjects．LetterfromMarYFaithMarsharI．Ph・D・，Chajr，NHRPAC．to  
AssistantSurgeonGeneral／ActingPrinc．paJDeputyAssistantSecretaryforHealthArthurJ・Lawrence・Ph・D・・dated  
A咽USt23．2001・  
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d．］ftheinstjtution’sCOLcommitteehasauthorizedafinancia‖yinterested  

individualtoconducthumansuqjects「esearch，thediscIosu「estatementin  

theresearchconsentformshouldindicatethatadditionalinformation（to  

includetheCOIsummaryreportdescribingthenatureandamountofthe  
financialinterest）willbeprovidedtoresearchsuQjectsuponrequest．18   

11．ProhibitiononPaymentsforResults．Thepolicyshouldprohibitpaymentsfrom   

theinstitutiono「thesponsortoacoveredindividual，ifsuchpaymentsare   

COnditioneduponaparticularresearchresultoraretiedtosuccessfulresearch   

OutCOmeS・PaymentsforsuQjectenro”mentorforreferralofpatientstoresearch   

StudiesshouJdbepermittedonlytotheextentthatsuchpayments：  

a・Arereasonablyrelatedtocostsincurred，aSSPeCifiedintheresearchagree－  

mentbetweenthesponsorandtheinstitution；  

b・ReflectthefairmarketvaIueofservicesperformed；and  

C・Arecommensuratewiththeeffortsoftheindividual（s）performingtheresearch．   

12・AffirmationofInstitutionalPoliciesonIntellectualPropertyandPublication   

Rights・TheCOIpolicyshouldaffirmaninvestlgatOr’saccountabilityforthe   

integrityofanypublicationthatbearshisorhername．Thepo［icyshouJdalso   

affirmtherightofaprlnCIPalinvestigatortoreceive．analyze，andinterpretall   

datageneratedintheresearch，andtopubJishthe「esults，independentofthe   

OutCOmeOftheresearch・［nstitutionsshouIdnotenter，nOrPermitacovered   

individualtoente「researchagreementsthatpermitasponsororotherfinancially   

interestedcompanytorequjremorethanareasonableperiodofpre－Publication   

review，190rthatinterferewithaninvestigator’saccesstothedataorabi［ityto   

analyzethedataindependently・20  

19ForsponsoredresearchlareaSOnab■eperiodofreviewwouldbenomorethan90daYS．Unlessbothpartiesa9ree  
thatextenuatlngCircumstancesrequireanextensionoftime．TheTaskForcenotesthatforresearchinvolvlngMH－  

fundedresearchtooIs．theNIHhasstatedthatitwouldconsidera30－60daYreViewperiodtobereasonable．NationaJ  

lnstitutesofHeaIth，PrinciplesandGuidelinesforReciplentSOfNIHResearchGrantsandContractonObtainlngand  
DjsseminatingBiomedjcalResearchResources，64Fed．Reg．246，72090（Dec．23，1999）．  

20whenresearchinvo■vesmorethanoneinstitutionandnumerousinvestigators（e．g，，amu－ti－Centertrial），theinves－  
tigatorsnlaydeIegateprimaryaulhorshiptoasubsetwhow＝takeresponsibiIityforthepublication．  

19   



匹L  TaskForceon FinanciaJConflictsofInterestin ClinicalResearch  

13．ProtectionofStudentsand甘ainees．Commercia”ysponsoredresearchmayglVe   

risetofinancialincentivesthatconflictwithasupervislngreSearCher’sresponsibility   

tofostertheacademicdeve10PmentOfstudentsandtrainees・Agreementswith   

SPOnSOrSOrfinanciallyinterestedcompaniesthatplacerestrictionsontheactivities   

Ofstudentsortraineesorthatbindstudentsortraineestonon－disc10SurePrOVisions   

Shouldordinarilybeprohibited．Whendeemedunavoidab［e．suchagreements   

ShouldbesuQjectedtoc10SeSC「utinybytheresponsibLeuniversityofficialandthe   

institution’sCOIcommittee．andshouIdbefullydisc10SedtoaIIstudentsand   

traineespr■0rtOtheirinvoIvementintheresearch・Undernocircumstanceshould   

astudentortraineebepermittedtoparticIPateinresearchifthetermsandcondi－   
tionsofparticipationwouldpreventhimorherfrommeetlngaPPlicabIeinstitutionaI   
degreerequirements（e．g．．compLetionandpublicdefenseofathesisordissertation）・   

Theinstitution’spolicyonfinanciaLinterestsinresearchshouLdreaffirm．orexplicitly  

cross－reference，therelevantinstitutionaLdocumentsthataddressthesematters・   

14・LegalObligations・ThepoIicydocumentsshouldalertcoveredindividualstoall   

StateandfederaLrequlrementSaPPIicabletofinancialinterestsinresearch，incIuding   
statefinancialdisc10SUrelaws（ifapplicable）．statelicensureandprofessionalconduct   

standardsrelevanttoconflictofinterest，federallawsrelativeto”findersfees′■for   

researchsuqjects，andSECprohibitionsaga．nstinsidertrading・Thepolicyshould   

alsodirectinvestlgatOrSWhoconductFDA－regulatedresearchtofamiJiarizethem   
SelveswithFDApoliciesconcern■ngPrOmOtionalactivities・  

15．Sanctions．Thepolicyshoulddefinetherangeofpossiblesanctionsfornon－   

COmPliance．uptoandincIudingdjsmissal・Thepol■CyShouldreferencethe   

PrOCedurestobefoIIowedforsanctionjngviolationsandforappealingadverse  
determinations．  

C．PolicyImplementation   

l．Informationnow．lnstjtutionsshouldimplementpolicies，PrOCedures．andsystems   

thatwiHfaci［itatepromptreportingofsignificantfjnancialintereststotheinsti－   

tutionandenablethetimeJyf10WOfaccurateandcompleteinformationtoand   

fromtheCOIcommittee．theresponsiblelRB（s）．theinstitutiona10fficeof   

‾指chno10gyLicensing，andresponsibleinstitutiona10fficials・  

20   



lbskForceon FhlanCiaIConflictsoflnterestinC＝nicalResearch  

2・ElectronicReportingFbrm・Tbenhancetheefficiencyofthereportingprocess・  

institutionsshouldconsideradoptinganelectronicdisc10Sureformandpermitting   
coveredindividualstomakeandupdatefinancialrepo「tson－1ineandinrealtime・   

3・Resources・lmplementationofacomprehensive．effectiveCOIpolicymayrequire  

instjtutionstodevotenewresourcestotheircomplianceeffort・Institutionsshould   

ensurethatadequateresourcesandpersonnelareal10Catedtosupporteffective．   
CredibIeoversightoffinancialinterestsinhumansuQjectsresearch，   

4．WdttenAcknowledgementRequired・lnstitutionsshouldrequirethatallindi－   

ViduaIswhoconducthumansuQjectsresearchreadandacknowJedgeinwrltlng   

thattheyunderstandandagreetocomplywiththeinstitution’sCOIpolicies・   

5・Educationand廿aining・lnstitutionsshouldadoptmechanismsfordisseminating   

COIpoliciestoallfacultystaff．students．andtrainees，andforproviding   

appropriateeducationandtrainlngInthesepolicies・   

6・ComplianceMonitonng・lnstitutionsshouIdregularlyassesscompliancewith   

COIpoliciesthroughtheuseofinternalauditmechanismsandotherappropriate   
Self－eValuationstrategleS・   

7．Accreditation．TheeffectivenessofCOIpoliciesandaformalassessmentof  

institution－Widecompliancewiththesepoliciesshouldbeexaminedasanelement   

Ofanyaccreditationprocessfortheinstitution’shumansuQjectsprotection   

P「Og「am・  
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Epilogue   

Duringthepasttwodecades，remarkableadvancementsinbiomedicaI「esearchandthe  

StimulusoftheBayh－DoleActhavevastlylnCreaSedthebreadthanddepthofengagement  

Ofacademicmedicjnewithindustry・Thegrowthofthebiotechnologyindustry．sacele－  

bratedaccomp＝shmentoftheU・S・eCOnOmyduringthesecondhalfofthe20thcentury，  

andtogetherwiththeinfo「mationtechno［ogyindustryhasspurredpublicpercept10nOf  
researchuniversitiesaseng■neSOfeconomicdeve10PmentandsociaJbetterment・Butat  

thesametime．thepublicinsiststhatuniversitjesremainunblemishedbyfinancialself－  

interestandcontinuetoservesocietyastrustedandimpa「tialarbitersofknowIedge・This  

COnflictofpublicexpectations”isnowheremoreintensethaninacademicmedicine  

andinresearchinvoIvlnghumansu匂ects．wherethesteadilydeepenlngengagementOf  

C［inicaIresearchwiththeworldofcommerceisseenbymanyinfluentia10bserve「SaS  
threatenlngbothresearchintegntyandthewelfareofresearchparticipants・  

ThelbskForceacknowledgestheenormousbenefitsthathaveinuredtothepub］icfrom  

thecommercialdeve10PmentOfmedicalinventionsmadeinacademicmedicalcenters  

andanticIPateSthattherelationshipsofthesecenterswithindust「ywil10nlycontinueto  
deepeninanerainwhichtermslikegenomics．proteomics．andphysiomicsarebecomlng  

COmmOnPlace・Butthe‾hskForceaIsorecognizesthatthepublicIsextraordinarysupport  

Ofacademicbiomedicalresearchw川remaincritica”ydependentuponpublicconfidence  
andtrustthatareespeciallyvuInerableinresearchinvoIvinghumansuQjects・Thisisthe  

reaJityandjtmustbeappreciatedbyindustryasmuchasbyacademeiftheirfutu「e  
interactionsaretothrive．  

ThisfirstreportfromtheAAMClbskForceonFinancialConflictsofInterestin  

ClinicalResearchdealswithindividualfinanciaIinterests．1tintendsto raisethestandards  

Ofjnstitutiona10VerSightandmanagementoffinancialconflictsofinterest．andmakethem  

moreunifo「macrossacademicmedicine・The「eport「espectsinstitutionaIautonomy：  

therecommendedpolicyandguidanceprovideaf［00rthatpermitsinstitutionstoadopt  

evenmorestringentprovisjonsiftheywish・Thereporteschewsa”onesizefitsall  

approaCh：’’itrecognizesthateachcaseofpotentialfinancialconflictofinterestinresearch  

mustbec［oselyexaminedonitsmerits，andmustrespecttheparticularinstitutional．  

individual．andscientificcircumstancesthatmayattendit・  
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ThelもskForcedoesncAtnIieve．anddoesnotintend．thatadoptionoftherecomn℃nded  

POlicyandguideljnesbytheacademicmedicalcommunityshouldinterferewithhealthy  

academic－industryrelationshipsorwiththecontinuedrobustflowofacademicbiomedical  

inventionintobeneficiaJproducts・The．TbskForcedoesbelievethatthesepoliciesand  

guidancecanhelptoensurethatthereJationshipsremainprincipled．protectiveofresearch  

Suqjectsandscientificintegrity，andcapabJeofwithstandingintensepublicscrutiny．  

（⇒   




