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Preface   

lnOctoberof2000，inaspeechentitled7子Ⅷ～JLh10MakeADWerence．Dr・Jordan  

Cohen．PresidentoftheAssociationofAmericanMedicalCo［leges（AAMC），annOunCed  

theformationofanew．TbskForceonConf［ictsoflnterestinClinicalResearchchaired  

byDr・Wi”iamDanforth．Chancel10rEmeritusof＼〈ねshingtonUniversityofSt・Louis・1Dr・  

CohenchargedthisTaskForcetorespondtodeepen．ngpublicconcernoverresearchers′  

PerCeivedconflictsofinterestbyforglngCOnSenSuSPnnCipJesandguidelinesfortheover－  

Sightoffinancia＝nterestsinresearchinvoIvinghumansuQjects・  

lbachieveabroadconsensusinsupportofnewpolicyrecommendations・theAAMC  

SeIectedTaskForcemembersnotonlyfromthe］eadershipofacademicmedicine．but  

alsofromtheranksofprominentclinica＝nvestigators，Patientrepresentatives，former  

legislators．druganddevicecompanyexecutjves．andjournalists・ThelbskForcemetin  

MayandSeptemberof200landengagedinconsuItationandextensivedeliberations・2  

Thefirstproductoftheseeffortsisthisdocument．entitledGuideline5jbrDevel坤ilqand  

J′′′ノイ川′川／川ぷ・川イ…（・り′′……′ぷJ′′′J′て・′－／′…／ノリ仙′′川′／J′′／＝ハ／、川〃川′…／′・The2001（川〟J・イ′J′ハ  

areintendedtoaugmentandimpartgreaterspecificitytotheAAMC’s1990Guidelines  

ノ＝ルり／川＃・・川仙J・・〟〃申（・一州／7′′／、‖／（・－…′川′′／仙・〃／′川′／√〃〃伸／、り／／仙・い／川Jい汀＝・／′・  

［ncreatingnewguidance，l，askForcemembersdrewupontheirvariedexperienceas  

discoverers，developers．producers．andconsumersofmedicalproducts．butremained  

focusedonasharedoQjective：tOPreSerVePublictrustinclinicalresearchwhilesustainlng  

medicalprogress・Asa「esu］t，the2001GuideliruasrecommendpoIiciesthatwiIIstrengthen  

theprotectionofhumansuQjects．wh‖eenabfingtherobust．productiveco”aborations  

betweenindustryandacademicmedicinethathavedeve10Pedinthepastthreedecades  

andhavecontributedgreatlytoimprovementsinpatientca「eandtothesuccessof  
American medicine．  

The2001GuidelinesprovideamodeIforbaselinestandardsandpracticesintheover－  

Sightoffinancialinterestsinresearch・Thisguidanceaddressesthefinancialinterestsof  

lcohen，J・J・Trustustomakeadifference＝Ensuringpublicconfidenceintheintegrityofc．inicalresearch・Acad・Med・  
2001；76：209－214．  

2ThelbskForceacknow■edgesthepr■OreffortsofagroupofleadersfromacademicmedicinewhometjnNovember  
of2000foraconsensusconferencemoderatedbyDr．JosephB，Martin，DeanoftheFacultYOfMedicineatHarvard  
MedicalSchooIJheConsensusStatementproducedbYthisgroupcontainsanumberoftherecommendations  
endorsedin theAAMC’s2001Guidelines．   
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individualfacultystaff．emp10yeeS．Students．fel10WSandtraineesofourmemberinstitu－  

tions，Currentlythe‾hskForceisconsideringpnnciplesforoversightofthefinancial  

intereststhatinstitutionsandtheirofficersmayholdinhumansuQjectsresearch・lnformed  

bytheSedeJiberations，theAAMCintendstoissueasecondguidancedocumentoninsti－  

tutiomalfinanciaLinterestsinhumansu匂ectsresearchwithinthecomlngyear・   
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l．lntroduction  

lnstitutionsinwhichfaculty．staff．orstudentsconductresearchinvoIvinghuman  

SuQjectsmustensurethatthesafetyandwelfareofthosesuQjectsandtheintegrityofthe  

researchareneversubordinatedto．orcompromisedby，financiatinterestsorthepursuit  

OfpersonaJgain・TheAAMClbskForceonFinancialConfJictsofJnterestinClinical  

ResearchacknowLedgesslgnificantongoingpublicconcernabouttheexistenceoffinancial  

interestsinhumansuQjectsresearch，andstrongJyencouragesacademicinstitutionsto  

respondinwaysthatinstiLLconfidenceintheircapacitytoidentifytheseinterestsandto  

managethemsafeJyandeffectively  

Competinginterests．particularlythoseengenderedbyadesiretoadvancescientific  
knowledgeortoachieveprofessionaLrecognition．areaninescapablefactofacademictife・  

MostaremanagedthroughinstitutionalFX）Ficiesandpractices．andthroughtheconstraints  

imposedbythescientificmethod．3、ねtfinancia＝nterestsinhumansuQjectsresearchare  

distinctfromotherinterestsinherentinacademicIifethatmightimpartbiasorinduce  

improperbehaviorlbecausefinancialinterestsarediscretionary，andbecausethepercep－  

tioniswidespreadthattheymayentaiJspecialrisks・Specificallyopportunitiestoprofit  

fromresearchmayaffect－OraPPeartOaffect－a「eSearCher’sjudgementsaboutwhich  

SuQjectstoenroIJ，thecIinicalcareprovidedtosuQjects，eVentheproperuseofsuQjects’  

COnfidentialheaJthinformation・Financialjnterestsalsothreatenscientificintegritywhen  

theyfosterreaIorapparentbiasesinstudydesign，datacollectionandanalysis．adverse  

eventreporting，Orthepresentationandpublicationofresearchfindings・  

Atthesametjme．aprincipledpartnershipbetweenindustryandacademiaisessentiaI  

ifwearetopreservemedicaIprogressandtocontinuetoimprovethehealthofourcitizen－  

ryThegenerouspub＝csupportofscientificresea「chinAmerica’suniversitiessince  

l仙rldWarl＝1aSbeenpredicatedontheexpectationthatscientificadvancementswiJl  

yjeJdtangiblepub［icbenefits－arObusteconomylStrOngnationalsecurityandahealthy  
Citizenry・Ⅵ∋t．Publicresearchsupportis．forthemostpart，PurPOSefuJIylimitedinscope  

tobasicresearch．andessentialIyceasesatthepolntatWhichscientificinventionenters  

thepathwayofproductdeveJopment・lnbiomedicine．withrareexceptions，itisthep「l－  

VateSeCtOr，nOtaCademja．thatdeveJopsdiagnostic，therapeutic．andpreventativeprod－  

uctsandbringsthemtomarket・Atthecrucialinterfacebetweeninnovationanddevelop－  

ment．researchersfromacademicmedicineoftenplayac「iticalrolebyconductingthe  

3D．Korn，ConfJictsofinterestinbiomedicalresearch．JAMA2000；284：2234・2237   

、   
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early■tranSLationaLresearchthatgivesrisetonewproducts，andbytestlngthesenovel  

products for safety and efficacy. 

AstheAAMCfi「stnotedinits1990GuidelinesjbrDealingw2thFacu10Cor47ictsQf  

CommihnentandCo147ic加4［nterestinResearch，theopportunityforresearcherstoreceive  

fjnan（：jalrewardsfromtheseendeavorsisnotintrinsicallyunacceptable，aS10ngaSthis  

OPPOrtunitydoesnotadverselyinfluencescientificorclinicaldecision－making．lmportantly  

howeve「thougharesearchermaystrivetoinsulatehiso「herdecision－makingfrombias．  

themereappearanceofaconflictbetweenfinancia［interestsandprofessionalresponsj－  

bilitie‥SmayWeakenpubricconfidenceintheresearcher’soqjectivity・Therealandappar－  

entrisksposedbyfinancialinterestslikewisehavethepotentiaJtothreatenpublicsup－  

POrtfortheresearchmissionofacademicinstitutions・Thecredibilityofacademicmedi－  

Cine－andthepublictrustwepnzesohighly－COuldbeunderminedbyrevelationsthat  
aninstitutionhasfailedtoexercise「lgOrOuSOVerSightoffinancialinterestsjnhuman  
SuQjectsresearchandmaythe「ebyhaveexposedresearchsuQjectstoavoidableharms・  

Becausethesafetyandwelfareofhumanbeingsareatstake．financialinterestsin  

humansuQjectsresearcharerightlythefocusofintensescrutiny・Renewedattentionto  

Whatareoftentermed”financialconf＝ctsofjnterest’′isoccumngatatimewhenacademic  

medicalinstitutionsareturnlnglnCreaSlnglytoprNatefundsasasourceofsupportfor  

Clinicarresearch・Moreover，CurrentfederaJpoliciesencourageinstitutionstoseekprivate  

investmentasavehicIefortranslatingacademicbiomedicalresearchintomedicaHyusefuJ  

PrOducts・UndertheregulationsimplementingtheBayh－DoleActof1980．4institutjons  

andresearchersaretoshareinthereturnonsuccessfulinventionsarisingfromfederalJy－  

funded research．  

Bayh－Doleiswidelyviewedashavingcreatedincentivesforsociallyusefulco”aboration  

betweenacademiaandindustryTheresultingcommercializationofresearchharnesses  

theco＝ectiveinte＝ectualandcreativetalentsofuniversityfacultyspeedsthedeve10Pment  

OfnewandimprovedtherapleS．Stimulates「eg10naleconomicgrowth，andcontributes  

totheeconomicviabjJityofresearchinstitutions・5Notwithstandingthesebenefits，the  

increa．slnglnVOIvementofacademicsincommercially－SPOnSOredresearchplacesnew  

4”Righlsto．nventionsMadebyNonprofitOrganizationsandSma‖BusinessFjrms：，codifiedat37CFRPart401・  

5univers，ty－．ndustrYResearchCo■laborationInitiatjveoftheBusiness－＝igherEducationForum，L4brking7bgethe左  
Cre∂〟∩≦一片no〝／edge了meUnルers／ry－Jn山ざ汀y斤ese∂rCJICo／J∂b〔）r∂rfonJn′打∂†ルe（」une2001）．   
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demandsoninstitutionstobescrupuLousincraftingandenforc．ngtheirconflictofinterest  

POlicies．andoninvestlgatOrStObediJigentinadheringtothem．  

Currentfederal「egulationsconcern．ngfinanciarinterestsinresearchwereintended  

topromoteoQjectivityinfederally－fundedresearchandtoensurethereliabilityofdata  

SubmittedtotheFoodandDrugAdministration（FDA）－nOttOPrOteCthumansuQjects  
Perse・6UnderthesereguJatjons．institutionsappJyingforPublicHealthService（PHS）  

funding7mustsolicitannualfinancialdisclosurestatementsfromeachinvestigatorwho  

PlanstoparticipateinPHS－fundedresearch．reviewthesestatementsforevidenceofa  

、、sLgnificantfinanciaIinterest”thatl、wouldreasonab［yappeartObeaffectedbytheresearch，′′  

andthen”manage・reduceroreJiminate′′theinterestwithin60days・8lnstitutionsmust  

reporltothefundingagencytheexistence．thoughnotthenatureordetails，Ofany  

COnflicting”financiaJinterestthattheinstitutiondeterminescoulddirectJyandsignifi－  

Cantlyaffecttheresearch，andassurethefundingagencythattheinteresthasbeen  

appropriatelymanaged，reduced．oreliminated．9  

ln1999theFDAadoptedfinancialdisc10Sureregulationsthatrequirepartieswho  

SubmitappJicationsforapprovaJofanewdrug・device・Orbio10g．Calproducttoprovide  

CertaininformationaboutfinancialreIatjonshipsbetweensponsorsandinvestigators・  

lYpicaHyacademicinstitutionsarenotrequiredtocollectthisinformation；instead，the  

responsibilityrestswiththesponsonngcompanylOFDA’sregu［ationsformarketing  

applicantsdifFerfromtheruJesthatappJytorecipientsofPHSresearchfundsinimportant  

6TheP＝Sregu●ationsarefoundat42C・FR・SubpartFtheFDAregulationsat21C．FR．Parts54，312，314．320，330．  
601．807812，814，and860・TheNationalScienceFoundationhasadoptedafinancialdisclosurepoJICYthatissimiFar  
tothatofthePHS・60Fed．Reg．132，35809（JulYll，1995），  

7Thisincludesa”institutionsseekjngresearchgrantsfromtheNationa．1nstitutesof＝ea－th．aPHSagency・  

8ThePHSregu●ationsdefinea・・slgnificantfinancialinterest・′as′一anYthingofmonetaryvalue・・exceptforthefollow－  
ing：Salary・rOYalties・OrOtherremunerationfromtheinstitution；OWnerShipinterestsininstitutionalapp．■CantSfor  
SBIRgrants；incomefrompublicornon－PrOfitsourcesforlecturlng．teaChing，OrSerVlngOnadvisorYboardsor  
reviewpanels；equityintereststhatdonotexceed＄10，0000r5％ownershipofasingleentitY；OrOtherpaymentsthat  
intheaggregatearenotexpectedtoexceed＄10，000duringthenext12months．42C．FR．§50．603．  

9ThereguJationsstatethataconf．ictofinterestexists一一whenthedesignatedofficia）（s）reasonab（Ydeterminesthata  
SignificantFinancjaIlnterestcouIddirectlyandsignificantIYaffectthedesign，COnduct．orreportingoftheP＝S－fund，  
edresearch：’42C．FR．与50．605，  

10TheexceptionwouJdoccurwhenanacademjcinstitutionholdstheinvestigationalnewdrug（■ND）applicationor  
investigationaldeviceexemption（lDE）fortheproductstudiedintheresearch．FDAhasstatedthatinthiscircum－  

StanCe・thelNDorlDEhoJdermustco‖ectfinancialdisclosureinformationforthebenefitofthepartywhowilleventu－  
allYfilethemarketingappIICation・FoodandDrugAdministration，Guidance：FinancjalDisclosurebyClinica［  
lnvestigators（March20，2001）＜aVailableathttp：／／www．fda．gov／oc／guidance／financialdis．htmI＞．  

5   
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respects：theFDArequirementsareretrospective．meaningthatfinancia＝nterestsmust  

On［ybereportedtotheagencyoncetheresearchiscompleteandthedataaresubmitted  

inamarketingapplication；FDAexemptsagreate「do＝aramountfromthedisclosure  

obligation；andFDA’sdisc10SureObligatjonisnarrower・aPPly．ngonlytocertain、、covered  

C［inicalstudies”andrequiringtheapplicanttosubmitonIyinformationabouttheinves－  

tigato・r’sfinanciaiinterestsintheresearchsponsor・  

Whattheexist■ngfederalfjnancialdisclosurereguLationsdonotrequireisacomp「e－  

hensivesystemofdiscJosureandoversight，PUrSuanttOWhichinstitutionswouldcoIlect  
andcarefullyreviewinformationonallsIgnificantfinancialinterestsinhumansuQjects  

research，Whethersuchresearchisfedera‖y－fundedorprlVatelysponsored・EquaIly  

importantrfederalfinancialdisc10Sureregulationsdonotmandatespecialscrut■nyOffinancia］  

interestsinhumansuQjectsresearch．nordotheyacknowledgetheuniqueobligations  

thatattendresearchinvoIvinghumanbeings・  

Mindfu10fth占seobligations，theTaskForceassertsthatacademicmedicinemust  

lookbeyondthescopeofcurrentfederalfinancialdisc10SurerequirementsanddeLineate  

morefullytheboundsofacceptableconductforthosewhoconductresearchwithhuman  

SuQjects．Someinstitutionshavemadeexemplaryeffortsjnthisregard・Forothers．revis－  

●ngPOliciesandpracticesinthemannerthatvverecommendmightrequireaslgnificant  

invesl［mentOftimeandresources．andperhapsadiscomfitingchangeininstjtutional  

cu［tulre．Wbareconvjncednonethelessthatallinstitutionscanrisetothischallenge・  

lhu～t！2001一品・／′イ′′′ハ／…J小甘／‖／…′ご′川′J／…／′晶州／叫〃／仙、〔‖仙川′川ぺJ…J…／′＝／／・川′川刷／  

Inlere．g15inHumanSuQ7eCま～Re5earChareevidenceofourcollectivewi＝ngnesstoseek，tO  

merit．andtosustainpublictrustintheresearchmissionofacademicmedicine・  

CorePrinciplestoGuidePo［icyDevelopment   

Thisdocumentoffersguidancetoinstitutionsintheireffortstoprovideresponsible  

andeffectiveoversightoffinancia＝nterestsinhumansuQjectsresearch・Academicinstitu－  

tionssharecommonconcerns，yeteaChretainsitsownun．quecultureandmodeofself－  

governance・JnstitutjonalproceduresfortheoversightoffinancialinterestsinresearchwiII  

VaryaCCOrdingly・TheseguidelinescreateamodelforbaseIinestandardsandpractices・  

withoutlimitlngtheprerogativeofinstitutionstoimplementconflictofinterestpoliciesin  

amarlnerbestsuitedtoloca）needs．ThelbskForcerecogn．zesthatsomeinstitutionsmay  

determinethatadditionaJrestrictionsareapp「opriate，Likewise，Wedonotdiscourage  

instjtutionalvariationsinprocessorintheal10Cationoftheoversightresponsibilities  

describedinthisguidance．providedthatthereviewandmanagementfunctionsthatwe  
advocatearepe「formedfully・  

6   
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Asastartingpolnt．WeemPhasizethatthe‾hskForcedoesnotassumethatfinancial  

interestsinhumansuQjectsresearcharecategoricallylmPrOPer，Orthatthosewhohold  

SuChinterestscannotconductresearchwiththerequisitescientificoQjectivityandintegrity  

OrPrOteCtthewelfareofhumanresearchsuQjects・RecognlZlng．howeverlthatresearch  

WithhumansuQjectsisaprivilegethatimposesunlqueObligations．thelもskForce  

believesthatthefol10WrngPrlnCIPlesshouldanimateinstitutionalpoliciesconcernlng  

financialinterestsin such research：  

A・WiththewelfareofresearchsuQjectsalvvaysofforemostconcern，aninstitution  

ShouJdregardallslgnificantfinancialinterestsinhumansuQjectsresearchas  

POtential］yproblematicand．therefore．asrequi「lngC10SeSCrUtinylnstitutional  

POliciesshouldestablishtherebuttabIepresumpt10nthatanindividuaIwhoholds  

aslgnificantfinancialinterestinresearchinvoIvJnghumansuQjectsmaynotconduct  

SuChresearch・TheintentisnottosuggestthateveryfinancialinterestJeopardizes  

theweJfareofhumansuQjectsortheintegrityofresearch，butrathertoensure  

thatinstitutjonssystematicallyreviewanyfinanciaIjnterestthatmightgiveriseto  

theperceptionofaconflictofinterest．andfurtherlthattheylimittheconductof  

humansuQjectsresearchbyfinanciallyinterestedindividualstothosesituationsin  

Whichthecircumstancesarecompe”ing・Thepresumptionagainstsignificant  

financialinterestsinhumansuQjectsresearchshouldapplywhethertheresearch  

isfundedbyapubIicagencyanon－PrOfitentity10raCOmmerCjalsponsorland  

Wherevertheresearchmaybecarriedout・  

B・lntheeventofcompellingcircumstances．anindividualhoJdings●gnificantfinancial  

interestsinhumansuQjectsresearchmaybepermittedtoconducttheresearch．  

WhetherthecircumstancesaredeemedcompeJlingw川dependineachcaseupon  
thenatureofthescience．thenatureoftheinterest，howcJoselytheinterestjsrelated  

totheresearch．andthedegreetowhichtheinterestmaybeaffectedbytheresearch．  

Whenthefinancia＝nterestisdjrectJyreJatedtotheresearchandmaybesubstantially  

affectedbyit，（e，g・，anequityinterestinastart－uPCOmPanythatmanufactures  

theinvestigationalproduct）therjskisgreatestandthebarmustbehigh；however  
evendir∝tandpotentjallylucrativefinancialinterestsmaybejustifiedinsome  
Cjrcumstances・Forexample，WhentheindividuaJho［dingsuchinterestsisun．quely  

qualifiedbyvirtueofexpertiseandexperienceandtheresearchcouldnotother－  

Wisebeconductedassafelyoreffectivelywithoutthatindividual．heorsheshould  

bepermittedtheopportunitytorebutthepresumptionagalnStfinancia＝nterests  

bydemonstratingthesefactstothesatisfactionofaninstitution’sconflictofinterest   
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（COl）committee．11TheCOIcommitteemightapprovetheinvoIvementofsuch   

anindividualintheresearch．suQjecttoconditionsthatensu「eeffectivemanage－   

mentoftheconflictandcredibleoversightoftheresearch・12   

C．lnstitutionalpoliciesshouldrequirefu［lPrwrr少rtirqofeachcoveredindividual’s   

S■gnificantfinancialintereststhatwouldreasonablyappeartobeaffectedbythe  

individual’sresearch．uPdaledr4wtingofanyrelevantchangeinfinancialcircumT   

StanCeS，andT官L・ieu・Ofanyslgnificantfinancialinterestsinaresea「chprQ）eCtbythe  

institution’sCOIcommitteePrwr10jilZalIRB碑仇・a14dle7tmlrh・COIcommittee   

flndingsanddeterminationsshouldinformthelRB’sreviewofanyresearchprotoco1   

0rPrOPOSal．althoughthelRBmayrequireadditionalsafeguardsordemand   

reductionoreliminationofthefinancialinterest．The‾hskForcerecommendsthat．   

asbetweentheCOIcommitteeandthelRB．themorestringentdetermination   

shouldbedispositive．lnstitutionalpoliciesshould4，eC4ywhichre4”nSible   

Q併CiaLfareemPoweredtomakejinalandbilulingdecision5aboutwhomayconduct  
lRB－aPPrOVedresearch・   

D．lnstitutionaIpoliciesgovermngfinanciaLinte「estsinhumansuQjectsresearchshould   

becomprehensive．unambiguous．weLL－PubJicized，COnSistentlyapplied，andenforced   

througheffectivesanctions・Moreover7intoday′sresearchenvironment．whichis   

bothincreasinglyentrepreneurialandsuQjecttointensepublicscrutinylnl†呼armり   

mustbethewatchwordfortheoversightoffinanciaIinterests・Tansparency■S   

achievedthrough山IlandongolnginternalreportlngandexternaIdjsc10SUreOf   

S●gnificantfinancialintereststhatwouldreasonablyappeartoaffectthewelfareof   

Suqjectsortheconductorcommunicatjonofresearch・  

11ThelbskForcerecognizesthatinstitutiona－practicesmaYdifferintheiral10Cationofresponsibil吊esforCOlreviews  
betweendesignatedcommitteesandofficials，andthatinsomeinstitutionsanlRBmaYPerformasubstantivereview  
offinarlCialconflictsofinterest・TheTaskForcestronglyrecommendsthattheCOIprocessbeseparatefromthelRB・  
a－thoughvvithclearchannelsofcommunicationbetweenthem・Lna［lcasesthesamerebuttablepresumptionagalnSt  
thefina［nCiaIinterestshouJdappIY，andthefinanciallYlntereStedindividualshouldbeglVentheopportunltytO  
demonstrateJ，compellingcircumstances”tothecognizantauthority・   

12To削ustrate，theinventorofanimprantablemedicaldevice．whoundertheBayh－DoleActmightreceiveroYaltY  
income，andwhomightalsobecompensatedbythedevicemanufacturerfortrain－ngOtherphYSicianstousethe  
device．maLYalsobetheindividualwhojsbestqualifiedtoimplantthedeviceinhumansubjectssafelyunderexperiT  
mentalconditions・TheCOIcommitteemight，atitsdiscretion，agreetOPermitthisfinancially－JntereStedinventorto  
particIPateinaclinicaLstudYOfthedeviceattheinstitution．subjecttomanagementconditionscraftedtominimize  
thepotentiaIconflictofinterest．ThesecondjtionscouldincIude，inadditiontofulldiscIosureoftheinterest（to  
researchsubjectsandothersasdescribedinthisguidance）．requjrementsthatinformedconsentbeobtainedbYaCli－  
nician＼〃ithnofinancialtiestotheresearch，andthattheresearch beoverseen bYamOnitoringboard・   
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E．1十ansparencythoughnecessarytosustainpublicconfidenceinacademic「esearch．  

isnotsufficienttoprotecthumansuQjects．Whenaninstitutionfindsthatfinancial  
interestsinhumansuQjectsresearchareJustifiedbycompe＝ngcircumstances，   

thoseinterestsandtheresearchinquestionmustbemanagedthroughr＊orou5，   

4fbctive，anddisinlere5tedmonitoringundertakenbyindividualswithnofjnancialor   
PrOfessionaltiestotheresearchordirectreportingrelationshipstotheresearchers・   

Approachestomonitoringmightincludethefo”owlng：regularauditsofthe  
informedconsentandenrollmentprocess，theinvoIvementofapatientrepresen－   

tativeorombudsmanwhensu匂ectsarerecruitedandinformedconsentisobtained．   

arequirementtoescrowthefinancia［interestuntiltheinvestigationalproducthas   

beenapprovedandonthemarketforaspecifiedtimeperiod．andtheuseofdata   

Safetymonitoringboards・lnsomecjrcumstancesmonitoringboardsmightbe   

COmPOSedwhoJlyofinstitutionalrepresentatives；howeve「whentheinstitution  

itselfho［dsafinancjaIjnterestintheresearch，disinterestedmonitorlngmight   

requiretheparlicipationofindividualsfromoutsidetheinstitution．  

F．lnstitutionsandindividualfacultylStaff，emP10yeeS．Students，fellows，andtrainees   

bearasharedre車On～ibi物fortheoversightoffinancialinterestsinhumansuQjects   

research，yeteaChremailLfaCCOunぬblefortheeffectivenessoftheoversightsystem・  

JndividualswhoconducthumansuQjectsresearchmustfamiliarizethemselves   

Withtheirinstitutions’COIpoliciesandactdiIigentlytofulfiltherequirements  

imposed by these policies. 
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ll．PolicYGuidelines   

Arlinstitutionalpo］icyonindividuaLfinancia＝nterestsinhumansuQjectsresearch  

ShouldbeconsistentwithPHSregulations′andshouIdcontainthefol（owlngelements＝  

■ D4inilioTL－Ofkeyterms・  

－ Adescriptionofthe5CPPeandsub－klntitIelt，quireTTumL”fthepolicy．   

．Adescriptionoftheproces5桓ulhichcoueredinditnduaLYu・ill  

interesLYinhuman・～ubbctsresea作htoinstitutiona10fficials．  

－ AdescriptionoftheProce5Sbwhich．firumcialγ車Orま～祝′illbereて｝iewedbyinstitutiona1  

0fficiaJs（e．g・．theinstitutionlsCO．committee）．  

・AdescriptionofthemteriatheCO］commitleeu豆Ilqpp¢todetermineLLJhethera‘Jirum一  

川′／／、川／川、／′・／川′J…／′…／、、／＝、証川‖〃、／…／・′／川川／い／′′′ごり′川川、／′川・ハ／／＝＝′ハ／小′′／／…・′′′＃  

／／H／仙／…JJH／／‖＝仙／JJり／川J／J′川、ナノ／リ．－／＼い＝川／J．  

．AdescriptionoftheProce5LYbu）hichsummalyi14brlTu21ionc  

amountQfanysなn申CallljinanckllinterestinhumansuQjectsresearch．COIcommitiee  

determirultion3COnCerningthatinterest，andarucoruiilionMrma12agementPlanwillbe  

r4”rtedtoIRBsandtoappropriateinstitutiona10fficials・   

■ AdescriptionoftheProce5SbwhichL＄＊ndicantjinancialinleTe5tSinhumansuQjects  

researchwillbedi5ClosedtoresearchsuQjects，editorsofpublications．thepubIic．and  

asotherwiserequiredbythepolicy・  

．AdescriptionoftheProcess桓u）hichtheinstitutionwillimPlemenlandmoni10rCOm－  

Pliancewiththepo［icy・  

■ AdescriptionofthesancliorL～tObeimposedforvioLationsofthepolicyandthe  

／り…・・／仙、／…・′・／／仙／′川／…州／・′／ソ…／・  

A．Definitions  

CompellingCircumstancesarethosefactsthatconvincetheinstitution’sC0lcom－  

mitteethatafinancia（（yIntereStedindividuaIshouldbepermittedtoconducthuman  

SuQjectsresearch・WhenconsideringarequestbyafinanciaHy－interestedindividual  

toconducthumansuQjectsresearch，thecircumstancesthattheCOIcommittee  

Shouldeva（uateincludethenatureoftheresearch．themagnitudeoftheinterest  

andthedegreetowhichitisrelatedtothe「esearch，theextenttowhichthe  

10   




