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Oursystemofresearchself-regulation,designedtoprovideinternalchecksandbalancesfor

thosewhoparticipateinresearchinvolvinghumansubjects,isunderconsiderablestress.Study

afterstudyrecentlyhasreportedthatthisisasystem“incrisis,”“injeopardy,”andinneedof

thoughtfulre-examination.

Muchofthiscrisishasbeencausedbywhatwecallmissioncreep,inwhichtheworkload

ofIRBshasexpandedbeyondtheirabilitytohandleeffectively.Missioncreepiscausedby

rewardingwrongbehaviors,suchasfocusingmoreonproceduresanddocumentationthan

difficultethicalquestions;uncleardefinitions,whichleadtounclearresponsibilities;efforts

tocomplywithunwieldyfederalrequirementsevenwhenresearchisnotfederallyfunded;

exaggeratedprecautionstoprotectagainstprogramshutdowns;andeffortstoprotectagainst

lawsuits.

HonestIRBspecialistsadmitthattheyoperateunderconstantconcernabouttheonecasein

athousandthatmightslipthroughreview—withtheconsequencethattheother999receive

exaggeratedreviewsandriskrejectioninanefforttoerronthesideofcaution.

Asaconsequence,missioncreepiscausingIRBstolosetherespectand“buy-in”ofthevery

peopletheyaremeanttoregulate;theyaremisdirectingtheirenergies,threateningbothaca-

demicandfirstamendmentfreedoms;andmostimportantly,missioncreepistakingneeded

resourcesfromthemostriskyresearch,whichtrulydoesneedIRBoversight.

Followinganinvitational,national,interdisciplinaryconferenceheldattheUniversityof

Illinois,recommendationswereformulatedtostrengthenandreinvigoratethefunctioningof

theinternalreviewboards(InstitutionalReviewBoardsorIRBs)atuniversitiesandresearch

centersandtogatheraccuratedataonthescopeoftheproblem.Ourrecommendations

focusonfieldsandmethodologiesofcoverage,andtheyapplyprimarilytoresearchoutsidethe

biomedicalarena.

We recommend collecting data. 

ThegreatestironyoftheentireIRBdebateishowlittleofitisinformedbyactual,reliablere-

searchaboutthefactsoftheproblem.Expertsfromacrossthenationhaveidentifiedveryfew

studiesthatcouldevenprovideaccuratedescriptivenationaldata(numbersofcasesreviewed;

numbersofseriousabuses;etc.),letaloneamoresystematicexaminationofeffortandeffec-

tivenessoftheIRBsystem.Weproposegatheringinformation,bothexamplesofgoodprac-

ticesandexamplesofpoorpractices.Wesuggestthelatterbecausetherumorsandstoriesthat

maketheirwaythroughtheacademicornationalgrapevineare,ofcourse,themostsensation-

alisticoroutrageous—caseswhereabuseshavebeenmostegregiousandthepunishmentsor

censurehavebeenparticularlysevere.Suchaclearinghouseofinformationwillensurethatthe

examplesofpracticesthatreducebureaucraticoverheadinwaysthatstillcomplywithethical

andregulatorymandatesaresharedandwillprovideinformationhelpfultootherinstitutions

seekingtoimproveproceduresaswellassubstantiveethicaloversight.

• • • • • • • • • • • • • • • • • • • •

Honest IRB specialists admit 

that they operate under constant 

concern about the one case in a 

thousand that might slip through 

review — with the consequence 

that the other 999 receive exag-

gerated reviews and risk rejec-

tion because it seems better to 

err on the side of caution.

Executive Summary 

• • • • • • • • • • • • • • • • • • • •

Our system of research self-

regulation, designed to provide 

internal checks and balances for 

those who participate in research 

involving human subjects, is 

under considerable stress.
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• • • • • • • • • • • • • • • • • • • •

We also call for refi nements 

to our regulatory system that 

will provide a set of regulations 

designed for non-biomedical 

research.  This will enable IRBs 

to direct attention to the areas of 

greatest risk while intentionally 

scaling back oversight in areas of 

lesser risk. 

Wealsocallforrefinementstoourregulatorysystemthatwillprovideasetofregulations

designedfornon-biomedicalresearch.ThiswillenableIRBstodirectattentiontotheareasof

greatestrisk,whileintentionallyscalingbackoversightinareasoflesserrisk.

IRBsneedexamplesofmethodologiesthathavewarrantedIRBoversightandthosethatare

exempt.TheseexampleswillenableIRBstodeterminesuchthingsaswhatismeantbyrisk

andharm,howpracticediffersfromresearch,andwhenasubjectneedstobekeptanonymous

andwhenthatisnotrequired.Theserefinedregulationswouldprovideappealprocedures,

guidelinesspecifictosocialsciencesandhumanitiesproposals,andlistsofapprovedexemp-

tions,amongotherthings.Universitiesmightdevelopdifferenttracksandmethodsbywhich

toreviewresearchproposals,tailoringthereviewprocessdependingonsuchcriteriaasthe

fieldandmethodsofresearch,aswellasthevulnerabilityofthesubjects.Thisprocesswould

allowustodiscardthecurrent“one-size-fits-all”approachthatreliessoheavilyoncriteriaand

proceduresdevelopedforbiomedicalresearch.

We recommend removing some kinds of activity from IRB 
review altogether. 

Werecommendfocusingonthoseareasofresearchthatposethegreatestrisk,suchasbio-

medicalresearch,whileremovingorreducingscrutinyofmanyfieldswithinthesocialsciences

andhumanitiesthatposeminimalrisk.Somefields,suchasjournalismandethnography,and

methods,suchasoralhistory,havetheirown,well-establishedsetsofethicalguidelinesand

appealprocedures.Inaddition,theyposevirtuallynorisktothesubjects.Inthecaseofjour-

nalism,whereasubjectmightbeharmedwiththeexposureoftheiractivities,asinthecase

ofPresidentNixonandWatergate,thegoalistobenefitthegreatergood,nottheindividual.

ThisisanotherargumentforremovingjournalismandsimilarfieldsfromIRBoversight.

Inconclusion,membersoftheinvitedconferenceandothersaffectedbytheIRBsystemrec-

ognizethatthesystem,ifnotbroken,isseriouslystrainingattheseams.Itisimperativethat

wehavearespectedandeffectivesysteminplacetoprotecthumanresearchsubjects,sothat

much-neededresearchintothecausesandpreventionofdiseaseandotherresearchexpanding

theboundariesofknowledgecanproceed.WehopethatthisWhitePaperwillfurtherthedis-

cussionaboutwhatreasonableprocedurescanbeinstitutedtohelpgetIRBsbackontrackand

dowhattheywereoriginallymeanttodo—protecttherightsandwelfareofhumansubjects,

whileallowingtheresearchenterprisetoprogressanditsbenefitstosocietytoaccrue.

ThesystemofprotectinghumansubjectsofresearchintheUnitedStatesrestsontheefforts

ofdedicated,hard-workingindividualsdevotedtofundamentalprinciplesofethicalresearch.

Theirworkisvital.Oursystem,though,isnotworkingasitshould:itistimetorefineand

refocusregulations,policies,andpracticesinordertorededicateourenergiesandattentionto

fundamentalethicalgoals.
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Background

Thirtyyearsago,acomparativelysmallresearchcommunitynegotiatedasystemofhuman

subjectprotectionswiththeU.S.Congressinresponsetospecifichistoricaleventsandmedi-

caldevelopments.TheseincludedmemoriesoftheNurembergtrials,wherethepublicheard

aboutinhumaneandgrotesqueexperimentsconductedonconcentrationcampprisoners;

revelationsofabusesofinfectedsubjectsduringtheTuskegeesyphilisstudy;theBeecherreport

describingpatientsunwittinglyturnedintoresearchsubjectsbytheirphysicians;andconcerns

aboutthemeaningoflifeanddeathinlightofmedicaladvances.Thesystemthatemerged

balancesanumberofcomplex,competingconsiderations,baseduponthreecoreethicalprin-

ciplesarticulatedbyan11-member,presidentiallyappointedcommissioninaseminalwork,

theBelmontReport,1andthenencapsulatedinafederalregulationknownas“theCommon

Rule.”2Toenforcetheseregulations,anentiresystemoflocallyadministeredreviewbodies,

InstitutionalReviewBoards(IRBs),hascomeintobeingatuniversities,hospitals,andother

researchsitesacrossthenation,operatingunderfederaloversight.

InthedecadessinceIRBswerefirstcreated,thebiomedicalresearchenterprisehasvastly

expandedinmanydirections,fromthenumberofparticipants,tolevelsoffunding,tothe

substantiveandmethodologicalissuesitaddresses.Technologyandknowledgecontinueto

advanceacrossmanyfields,strainingourunderstandingandconfrontinguswithnewand

sometimesunprecedentedchoices:thedilemmasofstemcellresearch;thepossibilitiesand

dangersofgeneticmodificationandcloning;thecomplexitiesoflarge-scaleclinicaltrials.

Today: A System Under Strain

IRBshaveaccordinglyseentheirresponsibilitiesmushroom.Notonlyhavethenumberand

specializationofprotocolsIRBsreviewincreasedasthebiomedicalresearchenterprisehas

growndramatically,butIRBshaveexpandedtheirjurisdictiontoencompassadditionalfields

andmethodologies.AsIRBsexpandtheirresponsibilities,terminologythatmighthavebeen

veryclearinitsoriginalcontextisstrainedorambiguouswhenappliedtonewareas,leading

toimprecisionandunreasonableregulatoryburdenaswellasinappropriateregulationand

restriction.Forexample,IRBshaveimposedconstraintsonhistoriansconductingoralhistory

interviewsofsuchstressfuleventsasHolocaustmemoriesorparticipationincivildisobedience

duringsocialprotestmovementsandhavemadeproceduralrequirementsforconductingsur-

veysthatmakethemimpractical:requiringsignedconsentformsbeforesendingasurveyform

toparticipants,forexample.Restrictionsofthissortwereneveranticipatedintheoriginal

regulatoryframeworkandalltoofrequentlyhavenoethicalfoundationtojustifytheirapplica-

tiontoday.Ourgoalsaregettinglostinouractivities.

Furthermore,IRBsarenowoftenbeingaskedtoserveasgatekeepersfor“responsible”re-

searchinabroadersense,withassignmentsincludingcheckingforpotentialfinancialconflicts

ofinterest,methodologicalsoundness,scientificmerit,healthrecordprivacy,andwaiverof

regulations,eachofwhichmaygowellbeyondtheethicalimplicationsofservingassubjects

oftheresearchIRBsaredesignedandfundedtoaddress.

IRBs’blizzardofpaperworkisgettinginthewayoftheirfundamentalmission:toprotect

thedignityandwellbeingofhumansubjects.Withoutattention,somehow,prioritieshave

shiftedfromfundamentalethicalquestionstoregulatorydocumentation.Money,thetimeof

researchersandIRBpersonnel,andgoodfaitharesquanderedwhenIRBsrequireresearchers

• • • • • • • • • • • • • • • • • • • •

As IRBs expand their responsibili-

ties, terminology that might have 

been very clear in its original 

context is strained or ambiguous 

when applied to new areas, lead-

ing to imprecision and unreason-

able regulatory burden as well 

as inappropriate regulation and 

restriction.

• • • • • • • • • • • • • • • • • • • •

Without attention, somehow, 

priorities have shifted from 

fundamental ethical questions to 

regulatory documentation.

I. IRBs are Suffering from Mission Creep



tocomplywithpoliciesthatareseenaswindowdressingandbusywork.Theanecdotallitany

ofIRBzealincludesmembersofpreliteratetribesbeingaskedtosignconsentforms;faculty

members“investigated”forwritingabouttheirclassroomexperiencesyearsearlierwithoutad-

vanceIRBapproval;projectssodelayedthatstudentswereunabletocompletetheirdegrees…

Nocomprehensivecompilationexists.But,when,forthisproject,officialsofnationaldisci-

plinarysocietieswerepolledtodiscernthenatureandextentofproblems,oneofficialrefused

torespondabsentcertificationofIRBreview3.

Ifwecanredirectthiszealtoitsproperobject,oursystemwouldbemuchimproved.Thesug-

gestionsinthisWhitePaperaredesignedtofacilitatethisredirection.

TheoriginaltasksassignedtoIRBsrequiredacomplex,delicatebalancingofacademic

freedomandfacultyautonomywithethicalandinstitutionalconstraintsintendedtoprotect

theinstitutionandresearchsubjects.Therearenaturaltensionsbetweenthesetasksthat

makethemdifficultunderthebestofcircumstances.Thegrowingburdenofvastlyexpanded

responsibilitiesandaccountabilityrequirementsmakesthefulfillmentofallofthesegoals

simultaneouslyavirtualimpossibility.

AsIRBsarebeingaskedtodomoreandmore,theyarebecominglesseffective.Thesedevel-

opmentsformthebackdropforasituationinwhichthehumansubjectprotectionsystemin

theUnitedStateshasbeendescribedasin“crisis,”“compromised,”or“atrisk.”4Certainlythe

facultymembersandcommunityrepresentativeswhocompriseIRBs,aswellastheuniversity

administratorschargedwiththeiroversight,arefeelingthestrain.5Herewearguethatthe

naturaltensionsoftheIRBsystemarebeingexacerbatedbymissioncreep,whichwedefineas

amoreandmoreexpansivevarietyofcasesneedingtobereviewed,aconsequentlyburgeon-

ingworkload,andanincreasinglyambiguoussetofcriteriabywhichdecisionsmustbemade.

Thismissioncreepmakesitdifficulttofocusonthemostimportantcases.Thosecasesthat

posethegreatestchancesforriskandharmare,andalwayshavebeen,inthefieldsofbiomedi-

calresearchingeneralandclinicaltrialsinparticular.

Itistimetore-examinethegoalsofthesystem,improveitsdefinitions,anddevelopbet-

tercommonunderstandingsofhowtoprioritizethedangersthatneedtheclosestscrutiny,

oversight,andintervention.Weseeamismatchbetweenlegitimategoalsontheonehandand

actualproceduresandrewardsystemsontheother.Byitemizingtheseproblemsandtheir

chiefcauses,wehopetoalleviatesomeoftheconflictingdemandsonIRBs,tocounteractmis-

sioncreep,andtoimprovetheethicalprotectionsofhumanresearchsubjects.

• • • • • • • • • • • • • • • • • • • •

It is time to re-examine the goals 

of the system, improve its defi ni-

tions, and develop better com-

mon understandings of how to 

prioritize the dangers that need 

the closest scrutiny, oversight, 

and intervention.
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Illinois Conference Examines Situation

InApril2003,amulti-disciplinarygroupofscholarsconvenedbytheCenterforAdvanced

StudyattheUniversityofIllinoisand,withthesupportoftheCollegesofLawandLiberal

ArtsandSciencesandtheViceChancellorforResearch,heldaconferenceonHumanSubject

ProtectionRegulationsandResearchOutsidetheBiomedicalSphere.

Theinvitationalconferenceaskedforadvancepositionpapers(seeappendices)addressing

“Whendoesapersonbecomeahumansubject?”inordertoanalyzemorecloselywhoweare

seekingtoprotect,fromwhat,andwhy.Someofthequestionsconsideredincluded:

•Whenafacultymemberwritesaboutstudentsandtheteachingprocess,whenis

thatan“interaction”withhumansubjectsthatisorshouldbecoveredbyfederal

researchregulations?

• Isitappropriateoragooduseofresourcesforacentralinstitutionalreviewboardto

governthequestionstobeaskedandhowrecordsarekeptandusedbyfacultyand

graduatestudentsconductingoralhistoryinterviews?6

•Whycanajournalistworkingforanewspaperinterviewandpublisharticlesand

booksaboutsensitiveissues,subjectonlytoprofessionalethicalguidanceandlegal

consequences,whileajournalismprofessormustadditionallyseekpriorapproval

fromthoseoutsidejournalism(i.e.,anIRB)forthesameactivities?

• Isitgoodpublicpolicytobasetheregulationofactivitiesinvolvinghumanson

wheretheresearchisperformed(intermsofinstitutionalaffiliationorfieldsetting),

ratherthanonthenatureofharmthatmightresult?

Nationally,thesequestionsandothersliketheminanthropology,business,sociology,English,

psychology,law,history,education,andjournalism,amongotherdisciplines,havebeencaus-

ingincreasingcontroversyoverthelastfiveto10years.Althoughwehaveseveraldecadesof

closeanalysistoprovideguidancetoresearchersandregulatorsinbiomedicalandlaboratory

behavioralresearch,thereisnosuchbodyofworkinthehumanitiesdisciplines.

Whatfollowsisareviewofthecausesandconsequencesofthecurrentsituation(PartsIIand

III)andrecommendationsforimprovement(PartIV).

• • • • • • • • • • • • • • • • • • • •

Although we have several 

decades of close analysis to 

provide guidance to researchers 

and regulators in biomedical and 

laboratory behavioral research, 

there is no such body of work in 

the humanities disciplines. 
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Rewarding the Wrong Behaviors

Nearly30yearsago,StevenKerrarguedthatorganizationsoftenfounderduetofaultyreward

systems.ThecurrentstateofIRBprogramsmaybeattributed,inpart,toanincentivestruc-

turethatrewardsonebehavior,butexpectssomethingelse—aphenomenonKerrdescribed

as“Thefollyofrewardingfor‘A’whilehopingfor‘B’7andlistsmanyreasonssuchasystem

mayhavedeveloped.Atleastfourofthesereasonsareatplayinthecurrentdifficultiesplagu-

ingIRBs.

First,becausethestandardsIRBsaregivenandthevaluestheyareexpectedtoexpressare

ill-defined,theyaredifficulttomeasureandreward.Insuchcases,organizationsoftentakein-

tangiblesandattempttoquantifythem,andintheprocess,theoriginalvaluesgetlost.Itmay

beeasier,forexample,tomeasurethepaperworkthatapparentlydocumentsethicalbehavior

thanitisactuallytoidentifyandrewardethicalresearch(orpunishunethicalresearch).

AccordingtoKenGetz,aresearcherofclinicaltrials,themostfrequentlycitedlapsesinIRB

auditsbythetwomainfederaloversightagencies,OHRPandFDA,are“poorormissing

StandardOperatingProcedures”(28%)and“poorminute-keeping”(21%),togetheraccount-

ingforabouthalfthecitations.Quorumfailuresaccountforanadditional13%.8Thus,most

citationshavetodowithinternalIRBprocessesandarerelativelytrivial,notdirectlyrelatedto

actualresearchprotocols.Elevenpercentofthecitationsareforconsentelementsnotproperly

included.Byoverlookingthatconsentisaprocessandnotaneventoraconsentform,these

findingsemphasizetheimportancethathascometobeplaceduponproformacompliancein-

steadofthereviewoffundamentalethicalissues.Inaddition,researchhasshownthatconsent

formshavebecomesolongthatparticipantsnolongerreadthembeforesigningthem.Only

12%ofthecitationsareforpoorreviewofresearch.Althoughitisdifficulttotallyfundamen-

talethicalcompliancesystematically,itisveryeasytocounthowmanypeoplewerepresentat

ameeting.

Second,researchproposalsanddesignsareoftenmorevisiblethantheactualcollectionof

data.Rewardingcompletionofonerousformsbuthopingforethicalresearchmayhave

undesiredconsequences(e.g.,thatresearcherswilltrytobypassIRBsbecauseithasbecome

toomuchtroubletoaccommodateapparentlyirrelevantprocesses).Thedynamicnatureofthe

researchprocessandtheexperienceofthehumansubjectsmaybeverydifferentfromwhat

ispresentedintheproposalandprotocoleventhoughthereisnointenttodeceivetheIRB.

(Sieberpersonalcommunication)

Third,thereisacontradictioninherentintheIRBs’mission.UnlessanIRBrepresentativeis

presentduringalldatacollection,researchersmustbetrustedatsomeleveltoactethically.Yet

areasonfortheIRBsystemisthebeliefthatresearchershaveinherentconflictsofinterestand

otherincentivesthatmeantheycannotalwaysbetrustedtoconductresearchethicallywithout

oversight.

Ultimately,wehavetoaskwhetherthis—orany—systemofsanctionsorrewardscanfunc-

tionalonetopromotemoralbehavior.ShouldourIRBsbeassumingthisrolesoentirelyand

becomingtheethicspolice?Inasystemthattrustsresearcherstobehavemorally,andcando

nothingelse,researchersmustinternalizesuchvalues.Ithasalwaysbeentheresponsibilityof

ourdisciplinarysocietiesanduniversitydepartmentstoenforcethesevalues.Istheenforce-

mentofethicalbehaviorinappropriatelybeingshiftedawayfromthesesocietiesanddepart-

mentstoIRBs?

7

II. Causes of IRB Mission Creep

• • • • • • • • • • • • • • • • • • • •

The current state of IRB pro-

grams may be attributed, in part, 

to an incentive structure that re-

wards one behavior, but expects 

something else — a phenomenon 

Kerr described as “The folly of 

rewarding for ‘A’ while hoping 

for ‘B’.



Thefourthreasonistheso-called“deathpenalty”orprogram-shutdownconsequence.When

auniversityorotherresearchinstitutionisfoundtoviolatehuman-subjectrequirementsata

certainlevel,allresearchinvolvinghumansubjectswithinthatinstitutioncanbehaltedon

theinferencethattheinstitutionisexercisinginsufficientoversighttosustaintheprivilegeof

usinghumansassubjectsofresearch.Thisconsequenceissoextremethatitisnosurprisethat

somuchtimeandeffortareexpendedtopreventitfromhappening.IRBsbendoverbackward

tomakesureall“t’s”arecrossed,butthisinevitablyleadstooverzealousdemandsthatimpede

researchanddiscredittheIRB.Inotherworkexaminingfaultyrewardsystems,Hamner

observesthatitisnotbeneficialtopunishinpublic.9Thisis,ofcourse,essentiallywhatisoc-

curringwhenauniversity’sabilitytoconductresearchissuspended.Thispublic“punishment”

violatesgoodpracticeandoftenleadstomisunderstandingsbecausetheindividualsoutside

ofthesituationdonotknowthedetails—whichinturnleadtounintendedconsequences,

includinghavingachillingeffect.Italsoviolatestheprinciplethatthereshouldbesomebal-

ancebetweentheseverityoftheinfractionandtheseverityofthepunishment.Yetanother

principlenotrespectedisthatitisbettertorewardthanpunish.

Unclear Defi nitions

Compoundingtheproblemoftherebeingafaultyrewardsystem,keytermsinthefederal

regulationsgoverning“interactions”withhumanbeingsaresimplynotdefined.Amongthe

termsnotdefinedare“risk,”“harm,”andeven“research.”Only“minimalrisk”isdefined,as

notgreaterthanthose“ordinarilyencounteredindailylife…”withananalogydrawnto“rou-

tinephysicalorpsychologicalexaminations.”10“Regulatedresearch”isdefined,circularly,as

encompassing“thoseresearchactivities,forwhichafederaldepartmentoragencyhasspecific

responsibilityforregulatingasaresearchactivity.”11

Thisabsenceofkeydefinitionswas—apparently—notstronglyfeltwhentheprimary

applicationoftheregulationswaswithinthebiomedicalsphere.Essentiallyeveryonewithin

thatgroupknewwhattheyweretalkingabout.However,asthebiomedicalresearchuniverse

explodedinsizeandcomplexity,andasthebiomedicalmodelwasextrapolatedtootherdisci-

plines,problemsbegantoarise.Fuzzyterminologyleadstofuzzyguidelines.

TheAssociationfortheAccreditationofHumanResearchProtectionPrograms(AHRPP),for

example,hasanaccreditationstandardthatreinforcesandpotentiallyextendsexistingmisin-

terpretationofanIRB’sdutieswithrespecttolow-riskhumanitiesinterviews:

STANDARDII.4:TheResearchReviewUnitsystematicallyevaluatesrisksto

participantsandpotentialbenefitsaspartoftheinitialreviewandongoingreview

ofresearch.12

ELEMENTSII.4.A.TheResearchReviewUnithasandfollowswrittenpolicies

andproceduresforidentifyingandanalyzingpotentialsourcesofriskandmeasures

tominimizerisk,includingphysical,psychological,social,legal,oreconomicrisks.

Theanalysisofriskincludesadeterminationthattheriskstoparticipantsarerea-

sonableinrelationtopotentialbenefitstoparticipantsandtosociety.13

Inotherwords,AHRPPstandardscreateanotherlayerofincentivestobeover-cautiousin

seekingout“potentialsourcesofrisk,”eventhosenotnecessarilycoveredbyfederalregula-

tions,thusseeminglyendorsingandexpandingthehyper-vigilantreviewbyIRBs.

EventheexecutivedirectorofAHRPPnotesthatIRBsarereachingtoofar,andthataccredita-

tionsitevisitsnotethisoften.MarjorieSpeersreportsthat:“Oneofthemostprevalentissues

thatleadstounnecessaryburdenforIRBsandinvestigatorsisthelackofunderstandingofthe

definitionofhumansubjectsresearch.Manyinstitutionsareincludingactivities,suchasuse

8



ofanonymoussecondarydatainstudiesorsurveysinwhichnoinformationiscollectedabout

therespondent,ashumansubjectsresearch.Althoughtheseactivitiesareresearchasdefined

byregulation,theydonotinvolvehumansubjectsasdefinedbyregulation.Therefore,theydo

notmeetthefederaldefinitionofhumansubjectsresearch.”14

Still,federalregulatoryguidanceinvitesIRBstoconsiderthe“stressandfeelingsofguiltor

embarrassment”that“mayarisesimplyfrom...talkingaboutone’s...behaviororattitudes”

totheresearcher.IRBsareinvited,ineffect,torejectaresearchproposalentailingjustsucha

conversation,onethatcouldbecarriedonintheordinarycourseofhumaninteractionabsent

investigativeintent,whentheybelievethegoodofwhatmightbelearneddoesnotjustifythe

riskofthat“harm.”Yetsuchaconversationisnormallynotatallbeyondtherisksofeveryday

life.Fromanthropologytobusiness,history,andlaw,IRBsstrainingtointerpretandapply

theseregulationssometimeshavetakenpeculiarstands.OneIRB,forexample,told“aCauca-

sianPh.D.studentseekingtostudycareerexpectationsinrelationtoethnicitythatAfrican-

AmericanPh.D.studentscouldnotbeinterviewedbecauseitmightbetraumaticforthemto

beinterviewedbythestudent.”15

Eventheterm“research”hasledtoconfusionregardingwhatiswithinanIRB’spurview.For

example,manyIRBscurrentlyask,“Wasitintendedforpublication?,”asawayofassess-

ingwhetheraprojectfallsunderthedefinitionof“research”thatcontributesto“generaliz-

ableknowledge.”Butclearly,muchscholarlyworkintendedforpublicationneithercannor

shouldbebroughtunderIRBpurview.Journalism,oralhistories,andother,similarfieldsand

methodologiesareexampleswherematerialispublishedbutdoesnotposerisksinthesame

waythatbiomedicalresearchdoes.Suchworkmayposerisks,fortheauthororforothers,and

mayconceivablydoharm—butthoseconsiderationsalonedonotjustifyundulyexpanding

thescopeofreview.Thisismisdirected.

Thisisnottosuggestthatsuchworkshouldbeexemptfromanysortofrevieworstandards,

butitshouldnotbetreatedinthesamemanneras“coveredresearch,”requiringpriorapproval

byaresearchreviewboard.Basedonallofourconversations,webelievethatIRBswantand

needclearerguidelinesfordifferentiatingwhatresearchshouldandshouldnotbewithintheir

scopeofresponsibility.

Practice/Research Distinction

TheBelmontReportitselfmaderoomforexceptionstoIRBoversight.Thatreportdistin-

guishedbetween“practice”and“research,”using,again,thebiomedicalmodel.Theframers

imaginedthatadoctor,searchingforalastditchcureforaterminalpatient,mightprescribe

medicinenotofficiallyusedforthatdisease.Thatwouldcomeundertheheadingofpractice

andwouldbeconsideredexemptfromresearchregulations.Whileadoctor,wantingtoknow

abouttheefficacyofacertainmedicineandprescribingittosomepatientsbutnotothersto

observeitseffect,ontheotherhand,wouldcomeunderregulatoryreview.Translatingthat

distinctiontoothersphereshasnotoccurred.

Thenebulousdescriptionof“coveredresearch”evenembroilsusinpeculiarmetaphysical

speculationsaboutwhensomethingbecomesresearch.Whatif,afteralifetimeofclassroom

activityandobservationsasapracticingteacher,anacademicdecidestowriteamemoirof

recollections,anecdotes,andgenerallessonslearned.Whendoesthisbecomeresearch?Must

theacademicretroactivelyobtainpermissionfromeverystudentwhosefoiblesmightbe

anonymouslyexposedinsuchanaccount?Doesitmeanthataperspicaciousteachershouldbe

routinelycollectinginformedconsentdocumentsfromeverystudentineveryclass,acrossthe

years,justincaseshemightsomedaychoosetowriteaboutthem?Whilethereareregulatory
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optionscoveringthiskindofwork,thefactthattheyarenotwellunderstoodorimplemented

underscorestheambiguityinthedistinctionsbetweenpracticeandresearchthatexists

forIRBs.

Arelatedissueiswhocountsasaresearchsubject,andwhendoessomeonebecomeone.16

Thereareclearexampleswhereselectedindividualsaresubjectedtointentionalinterventions

inordertoobserveparticularkindsofforeseeableeffects(controlsubjectsreceivingaplacebo

inadrugtrial,forexample);buttheneachofthesetermsgetsstretched.Whywouldpeople

sharingtheirmemoriesforposteritybecomeresearchsubjects?Whendoesobservingpassersby

onacrowdedcitystreetbecomecoveredresearch?Whatactionsorcommentscanbeconsid-

eredsufficientlypublicandvoluntarytobeautomaticallyeligibleforresearchpurposes,with

nofurtherpermissionorreview?Whatkindsofinterpersonalinteractionaresimplypartofthe

fabricofdailysociallife,evenifincertaininstancestheymightalsobethesubjectofresearch

scrutiny;or,ontheotherhand,doestheimmediatemomentatwhichsomeonestartssystem-

aticallyobservingthemwithaneyetowardpossiblescholarlypublicationinstantlytransform

themintosomethingelse?Aliteratureexistsoneachofthesequestionstovaryingdegrees,but

thereisnotenoughclarityorconsensusavailabletoresolvetheissuesraisedabove.

Two People Talking

Considerationsofwhatisresearch,wheninquirybecomesresearch,andwhowearetryingto

protectbearespeciallyuponcertainareasofacademiceffort.Therearemanycaseswheretwo

peoplearetalkingwitheachother:injournalism,oralhistory,anecdotalresearch,andsoon.

Whentheparticipantsarecapableadultsandunderstandthattheirwordsarebeingrecorded,

whyshouldthespecialobligationsoftheresearchernotendwithhonestyandtruthful-

ness?17Manysuchconversationscannotevenbecategorizedasan“interview”inanydirector

intentionalsense—oritmaynotbeclearwhoisprimarilyinterrogatingwhom(maybeboth

partiesintendtowriteabouttheencounter!).

Further,despitethegoodintentionsofprotectingthehumansubject,thereareareasofschol-

arlyactivitytowhichthisaimofavoidingharmorembarrassmentissimplynotappropriate.

Injournalism,forexample,harmorembarrassmentmaywellcometocertainindividualswho

arethesubjectofinvestigativestudies;requiringtheiradvancepermissionisinappropriate,

whentheprimaryethicalobligationistothepublicratherthantothedatasource.

Manyworksofhistoryorsocialandpoliticalcritiquehavesimilareffects.Theseareknowl-

edge-generatingactivities,andsoinsomebroadsense“research,”buttheyarealsodriven

bytheaimsofpublicserviceasacritic,agadfly,orapublicwatchdog.Suchareas,suchas

journalism,doneedprofessionalandethicalstandards,andjournalismhasthem,butinour

estimationtheiridentificationandenforcementdonotproperlyfallwithinIRBpurview.Try-

ingtomakethemfitabiomedicalresearchdoesfundamentaldamagetothedefinitionsand

criteriathatdefine“coveredresearch,”contributestomissioncreep,andcreatesanunwieldy

andunnecessaryduplicationofeffort.Evenworse,itmisunderstandsandthreatensthe

distinctvaluesandpurposestowhichsuchworkisdedicated;threatening,forexample,the

fundamentalprincipleoffreedomofthepress.

AnIRBpanel,nodoubtcomposedofwell-meaningacademicsandmembersofthepublic

restrictingoropposingunfetteredjournalisticinquiryisachillingandmenacingprospect.IRB

purviewleaveslegitimatejournalisticinquiryvulnerabletocapriciousdecisionsandcreates

confusioninthemindsofstudentsastowhatislegitimatelyjournalisticpracticeandwhatare

therestraintsofbiomedicalandevensocialsciencehumansubject research.Journalismisa

clearexampleofafieldthatdoesnotfitwithintheIRBreviewprocess.
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Expansivenotionsof“research”andinstitutionalcommitmentstotheIRBreviewing“all”hu-

manresearchareuntenable.Regulatorydefinitionsandtheirscopemustbeclarified.

General Assurance versus Limited Assurance

Anothercauseofmissioncreepispressureuniversitieshavefelttogivethefederalgovernment

authorityoverallresearchinvolvinghumansubjects,notjustresearchthatisfederallyfunded.

Duringperiodsofscrutinyfollowingthepublicityofegregiousproblems,theinstinctisto

agreetoapplytheCommonRuleuniversally,fueledbythedesirenotsimplytobeethicalbut

alsotoappearethical.appearappear

ThishasfurtherincreasedIRBworkloads,oftenincreasingIRBcentralizationandcostsatthe

sametime.Inaddition,applyingfederalregulationstoallresearchhascreatedvastunintended

consequences,because,whileeveryonewishestobeethical,onediscipline’sguidelinesfor

ethicalbehaviorisanother’sviolationofethics.Forexample,whereajournalistwouldbe

boundtoattributeaquote,apsychologisthavingthesameconversationmightwellbebound

tokeepthesubject’snameconfidential.Furthermore,itisnotalwaysclearwhatconstitutesa

humanresearchsubjectandthuswhatthescopeof“allhumansubjectresearch”is,aswehave

discussed.Again,theproblemariseswhentherulesforbeingethicalweredevelopedwitha

mindsetembeddedinbiomedicalresearchandthenextrapolatedtootherareaslaterwithout

sufficientanalysisofsuitabilityor,later,oftheproblemsarisingfromalackoffit.

OnesolutiontothisdilemmaistofileaLimitedAssurance(whichappliesonlytofederally

fundedprojects),thentocreateaninternalsetofguidelinesthatfollowthefederalstandards,

butcanbelocallyadministeredinmoreflexibleandappropriateways,andwithoutthepres-

suresofexcessiveandunwieldybureaucracypoppinguptoprotectagainstallpossibleharms

oranyconceivableproceduralmisstep.Wereturntothissuggestioninourrecommendations

section.

Legal Risk: Weak Argument for IRB Expansionism

AnotherconsiderationadvancedtojustifytheexpansionofIRBreviewistheneedforlegal

riskmanagement.Becauseinstitutionsmaybeheldvicariouslyliableforinjuriesresulting

fromresearchconductedaspartoftheresearcher’suniversityobligations,andbecauseuniver-

sitieshaveoftenassumedtheresponsibilitytodefendandindemnifyresearcherssuedforsuch

damages,vettingresearchthroughIRBsisthoughttoprotecttheuniversitybyfilteringout

overtlyorunjustifiablyriskyresearchprotocols.

Yetthereisalmostnoexperienceoflitigationinsocialscienceorhumanitiesresearchinvolving

humansubjects.And,inthebiomedicalarea,wheretherehasbeensomelitigation,observers

havepointedoutthataggressiveplaintiffs’counselhavesimplyaddedIRBsandindividual

IRBmembersasdefendantsforwrongfulapproval.18Inotherwords,itmaybethatwhatever

salutaryeffecttheIRBsystemhasasalegalprophylacticmaybeoffsetbythecomplementary

consequenceofincludingIRBsasco-defendantsoflitigation.
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ThecombinationofIRBsbeingpressuredtocovermoreandmorecases,andmorediverse

cases,withoutcommensurateclarificationofhow(orevenwhether)traditionalnotionsof

biomedicalresearchcanbeinterpretedorapplied,hashadseveralperniciousconsequences.

Reduces “Buy In” and Effectiveness

Onecouldassumethatmissioncreepmightamounttoamereannoyance,butinrealityithas

far-reachingandexpensiveconsequences.CompliancesystemsliketheIRBrequirerespect

andbuy-inbytheregulatedtofunction.Missioncreepdamagestheentirecompliancesystem,

becauseresearchersfindIRBrequirementstobeoverwhelmingandsometimesillogical.One

exampleofthisisconsentformsrunning20pagesormore.Theyaresolonganddetailed

thatmostsubjects,ithasbeenobserved,signwithoutreadingthem.AsIRBscontinuetobe

stretchedthinandmakedecisionsseenbyothersasinappropriate,IRBsgetdemonized,and

theircredibilityisundermined.

Furthermore,asIRBs’reputationsdeclineandtheirworkloadsburgeon,goodpeoplegrow

increasingreluctanttoserveonthem,compoundingandmagnifyinganypre-existingprob-

lemsordifficulties.IRBstaffatonemajoruniversityrecentlydrewupalistof20experienced

seniorfacultythoughttobeespeciallysuitableforappointmentasIRBchairbutcouldfind

noonewillingtoserve.EvenamongtheentireIRBmembershiptherearevirtuallynofull

professors.

Perhapsmostdisturbingly,whentheworkloadforIRBsmushrooms,realproblemsaremore

likelytoslipthrough.Oursystemasitcurrentlystandshasbecomemoresusceptibletomis-

use,becauseitsooftendoesnothaveitseyeontherightball.Theserealproblemsmayhave

seriousconsequencestohumansubjectsandaretheveryonesIRBswerecreatedtoprevent.

Thedisproportionateattentiontoproblemsthatcanbeeasilyaddressed,suchascounting

signatures,filingforms,refiningconsentformsoverandover,andeditingprotocolsfortypos,

meansthatcomplexethicalquestionsonwhichpeopleofgoodwillcandisagreemaygetshort

shrift.

Misdirects Energies

IRBsarewastingtheirenergiesonnon-riskyresearch.Inbiomedicalresearch,thenatureof

harmthatmightbedoneisclear:theinflictionofpainorphysicalormentalimpairmentof

potentiallylong,evenlifelong,durationthatmayaffectone’sabilitytoearnaliving,torelate

toothers,tofunctioninlife.Inthesocialsciencesandhumanities,theregulatoryinstruments

drawattentionfarmorebroadlytogeneralcategoriesofeconomicloss,stressandemotional

distress,invasionofprivacy,inthesenseofbothunwarrantedintrusionanddisseminationof

personallyidentifiableinformation,anddeceit,whichissometimestakenasaharminitself

andsometimesasamultiplierofotherharms.

But,unlikeinbiomedicalresearch,theseveryrisksandharmscan,conceivably,beinflicted

withouteverinteractingwiththehumansubjectsoftheresearch.Forexample,asocialsci-

enceorhumanitiesinvestigationmaywellresultinoneormoreoftheveryharmsthatwould

permitanIRBtorejecttheprojectifitinvolvedcollectingdatafrompersonalinteractionwith

ahumansubject.But,ifalldataiscollectedfrompublicsources,thenIRBapprovalisnotre-

quired,eventhoughthesesamerisksexist.Why,wemustask,shouldIRBsbegiventhepower

todenyresearch,basedupontheirweighingofagivensetofharms,whenaresearchproject

posingthesamerisksbutinvolvingpubliclyavailabledataratherthanindividualinteraction

doesnotrequireIRBreview?

III. The Pernicious Consequences of Mission Creep
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Morethan20yearsago,EdwardPattullo,directoroftheCenterforBehavioralSciences

atHarvard,observed:“Tosingleoutonesphereofsocialactivityandtosubjectittolegal

constraintsbasedonaconceptofharmthatthelawdoesnotrecognizeelsewhereis,atleast,

unusual.Theneedshouldbeclearandcompelling.”19Thatconcernhasgoneunaddressed.

Themajorconcernwiththeharmsidentifiedintheregulatoryguidelinesapplicabletothe

socialsciencesandthehumanitiesflowsfarmorefrombreachofconfidentialityafterthe

researchhasbeencompletedthanfromtheconductofresearchitself.AsEleanorSingerand

FeliceLevineexplain:

Unlikeclinicalresearch,whichattimesinvolvestheriskofphysicalinjuryandeven

deathasadirectresultofaresearchintervention,themostsevereharmslikelyto

befallsubjectsinsocialscienceresearcharisefrompotentialbreachesofthecon-

fidentialityofthedatacollected.Thus,forexample,lossofjob,criminalprosecu-

tion,andpublichumiliationareallpotentialconsequencesofrevealingdamaging

informationthataresearchsubjecthasdisclosedtoaninvestigator.20

Insofarasconfidentialityisthenubofregulatoryconcern,itcanbedealtwithwithout

invokingthemachineryofIRBresearchreviewandapprovalatall.Theinstitutioncould

(andshould)promulgatearuleprohibitingthepublicdisclosureofallharmful,personally

identifiableinformationinwhichthepublichasnointerestunlessthepersonconcernedhas

givenconsentorinresponsetolawfulprocess—i.e.,theinstitutioncouldsimplyadoptthe

law’sstandardandrequireitsobservance.Wearebynomeansarguingthatsuchharmsare

negligibleorthatprotectionsshouldnotbeinplacetopreventthem;buttheyareharmsofa

significantlydifferentorder,predominantlytemporaryintheirimpact,morecontinuouswith

therisks“encounteredineverydaylife,”and,wesuggest,beyondtheproperscopeoftheIRB.

Attachingtothemthesamedegreeofseverityastheriskstolifeandhealthposedbybiomedi-

calresearchis,inthevastmajorityofcases,counterproductiveandevenincoherent.Worse,

outsideofthebroadprotectionsofinformedconsentandconfidentiality,theirpredictedlikeli-

hoodinanyparticularcaseisincalculableinadvance.IRBshavenoreasonablewaytoassess

theseharms.

Thefederalregulationsgoverningtheuseofhumansubjectsinresearchdefine“minimalrisk”

activitiesusingthebenchmarkfirstsuggestedbytheBelmontCommission:“Minimalrisk

meansthattheprobabilityandmagnitudeofharmordiscomfortanticipatedintheresearch

arenotgreaterinandofthemselvesthanthoseordinarilyencounteredindailylifeorduring

theperformanceofroutinephysicalorpsychologicalexaminationsortests.”21Haveyouhada

cancerscreeningtestlately,whethermammogram,prostatecheck,orcolonoscopy?Howdidit

feelthelasttimeyoustruggledtogetyourtaxesdoneontime?Ortobeinamajortrafficjam

whendrivingtoanimportantappointment,orwhenworkandfamilyresponsibilitieswerein

seriousconflict?Ifweconsidertheindignitiesofaroutinephysicalexamorthewearandtear

onourpsychesinthechallengesofdailylife,itbecomeshardertounderstandtheextentto

whichsomeIRBshaveundertakentoprotectadultparticipantsinvariousactivitiesfromtheir

ownchoices—ineffectviolatingtheBelmontReport’sfoundationprincipleofrespectforthe

autonomyofpersonsandtheirdecision-makingcapacity.

Canadian Response

OurcolleaguesinCanadaareconsideringsomeofthesesamepolicymatters.TheSocial

SciencesandHumanitiesResearchEthicsSpecialWorkingCommittee(SSHWC)submitted

totheInteragencyAdvisoryPanelonResearchEthics(PRE)areportproposinganumberof

changes.Althoughtheyusetheterm“ethicsdrift”insteadofmissioncreep,theanalysisand

solutionssoundstrikinglysimilartothepolicydiscussionunderwayintheUnitedStates.
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TheSSHWCproposesthat,“Insomescholarlydomains,defaultassumptionsregardingrisk

shouldbereconsidered,withthebio-medicallyappropriateconceptof‘minimalrisk’being

reformulatedas‘identifiableharm,’withtheattendantneedforclarificationofwhich‘harms’

inthesocialsciencesandhumanitiesmightwarrantattention.”22Attheveryleast,movingtoa

situationinwhichaharmmustbeidentified,perhapsfromapre-existinglistofharms,would

beanimprovementoverprotectingpeople,forexample,intwo-people-talkingsituationsfrom

imaginedharms.

TheSSHWCreportgoesastepfurthertoproposethatweredefine“humansubject”asrequir-

inga“powerdifferentialbetweenresearcherandparticipantthatarisesfromthenatureofthe

relationship,conflictofinterest,clearsubjectincapacity,and/oropportunityforcoercion.In

theabsenceofsuchindicators,wesuggestthatPREexemptsuchresearchfrom…review…”.23

Althoughthisconceptof“powerdifferential”isanimportantone,itprobablyneedstobe

alteredbeforeimportationbacktotheUnitedStates,where“powerdifferential”hascome

tomeanmanythingstomanypeople.Note,forexample,thatIRBsintheU.S.areoften

reportedtoperceivepowerdifferentialsinalargenumberofsettingswhereothersmightnot.

Covers Some Fields, Such as Journalism, Unnecessarily

Unfortunately,thecombinationofmissioncreepandexcessiveregulatorycaution,coupled

withthedeeplyflawedbutall-too-commonIRBruleofthumbfordetectingthepresenceof

research(intendedforpublication),leadsIRBstoassumeoversightofprojectsthatarefar

afieldoftrulyriskyorharmfulprojects.

WearguethattherearemanycaseswhereIRBoversightisnotneeded,eitherbecauseacertain

fieldormethodologyalreadyhaswell-establishedethicalguidelinesorthatagivenfieldor

methodologydoesnotcarrywithitanyofthethreatsofriskorharmthatrequireshuman

subjectprotection.Thosefieldsandmethodologiesincludebutarenotlimitedtojournal-

ism,oralhistory,andethnography.Take,forexample,oneIRB,whichheardaboutanessay

byanassistantprofessorofEnglishandAfricanAmericanstudiesandthreatenedtoblockits

publication.Thecreativenon-fictionessaywasaboutaclasstaughtatanotherschool,though

neithertheschoolnorthestudentswerenamed.Theprofessor’scurrentschooldemanded

permissionsandreportsofeventsdescribedintheessay,whichhadalreadybeenacceptedby

adistinguishedliteraryjournal.Severalseniorcampusadministratorsandmembersofother

nationalorganizationshadtointervenetorestoreabalancedperspective.24

Whenitcomestothepracticeofjournalismandhowjournalismistaughtinauniversityset-

ting,forexample,theIRBsstricturesareparticularlyonerous.

Journaliststeachingjournalismtouniversitystudentsemphasizethepublicserviceaspectof

thecraftandimpressuponstudentsthattheirfirstobligationistothepublic,justaspractic-

ingphysicians’firstobligationistotheirpatient.Thisconceptisessentialtojournalisticethics.

Thatobligationtothepublicmeans,forexample,thatintervieweesmustbeclearlyidentified

bynameandmeticulousattentionbegiventotheaccuracyoftheirquotedremarks.Onlyin

rareinstancesshouldaninterviewedpersonbegrantedconfidentialityandthen,onlywhen

theinterviewedpersonhasalegitimatefearofjob-relatedretaliationorsocietalcondemna-

tion.Confidentialityisgrantedtorapevictims,whocouldsufferunwantedpublicattention.

Corporateandgovernmentofficialsareoftengrantedconfidentialitywhenleakinginforma-

tionthatprovidesthepublicwithinformationbutcouldleadtoapunitiveresponseagainst

thesourcesiftheirnameswereknown.Journalistsgotojailtoprotectthisprinciple.These

areexamplesofthewell-developedethicscodethatprofessionaljournalismhasdevelopedand

thatacademicjournaliststeach.
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Consequently,IRBs’frequentrequirementthatintervieweesbeentirelyanonymousdirectly

conflictswithjournalism’sethicalcodeandreducesthecredibilityofthejournalistandthe

studentofjournalism.Thisisanintolerablepositionforthejournalistandthestudent,forc-

ingthemtoviolatetheethicalconsensusoftheirdiscipline.

IRBregulationsdistinguishteachingfromresearch:theconductofthelatterrequiresclear-

ance,theformerdoesnot.Butresearchisdefinedasasystematicefforttocontributetoa

bodyofknowledge.Journalistsdothatbyreportingonevents,largeandsmall,theircauses

andconsequence.Asaresult,thedoingofnon-instructionalinvestigativejournalismcould

enmeshthejournalist—teacherorstudent—intheregulatoryscheme,buttheteaching(and

learning)ofthedoingwouldnot.Itisdifficulttofindaprincipledgroundforthisgossamer

distinctionintermsoftheharmshumansubjectsaresupposedtobeprotectedfrom;andin

practicalterms,itisaskingfartoomuchofanIRBtoapply.

Butthefactremainsthattheinterviewing(a.k.a.reporting)donebyjournalistsisfunda-

mentallydifferentfromtheindividualhumansubjectfocusofbiomedicalandsomesocial

scienceresearch.Again,journalists’firstobligationistothepublic’srighttoknowandnotto

thehumansubjectinterviewed.Journalistsholdgovernmentofficialsandemployeespub-

liclyaccountablefortheiractionsandinactions.Anunrestrictedrangeofprivatecitizensis

approachedforcommentandinterviewsonanypublicinteresttopicwithintheuniverseof

humanexperience.Notopicorindividualissacrosanctfromtheinquiringreporter.Ifthings

wereotherwise,RichardNixonwouldnothavebeenthefirstpresidentevertoresignfromthe

AmericanpresidencyinAugust1974,afterhiscomplicityintheWatergateburglarycover-up

waspublishedfortheentireworldtoreadonthefrontpagesofTheWashingtonPost.

Threatens Academic Freedom

Finally,academicfreedomisthreatenedthroughachillingeffectinwhichsomestudiesarenot

evenproposedforfearthattheywillberejected,whileothersarereframedsimplyinorderto

obtainIRBapproval.Theliteratureisrepletewithanecdotalexamplesofworkscaledbackor

neverattemptedbecauseIRBreviewsaretooburdensomeorunresponsive,asinthissituation

describedinajournalismdepartment:

Thisfacultymember,inasurveycoursehetaughtregularly,wantedtostudydrug

useoncampus,buttheIRBwasworriedaboutembarrassingstudentsorperhaps

causingthemlegalproblemsasaresultoftheirbeingaskedabouttheiruseof

drugs.Theuniversity’sattorneyeventuallyclearedtheproject,buttheprofessor

hashadsimilarproblemsgettingapprovalforsurveysonbingedrinking,daterape,

andacademicdishonesty.Thesetopicsareofcriticalimportancetotheuniversity

community,yeteachcouldleadtoproblemsfortheparticipants.Becauseofthese

potentialproblems,IRBroadblockshavemultiplied.Theprofessorsayshenow

limitshisclassprojectsto“blandtopicsandarchivedrecords.”25

Theexerciseofacademicfreedomimpliesaresponsibilitytoadheretothediscipline’sethical

normswhenconductingresearch.Inthebiomedicalandcloselyrelatedlaboratorybehavioral

sciences,thesenormshaveassimilatedtheBelmontprinciples,sotheapplicationofthem

bytheIRBsystemhasnotprovenobjectionable.So,eventhoughIRBapprovalislinkedto

funding,theIRBsystemcorrespondscloselyenoughwiththosedisciplines’ethicalnormsthat

thereisgenerallynoconflict,andthequestionofacademicfreedomisnotchallenged.

Andacademicdepartmentshavethepowertocensureordisciplinefacultywhoarenotfollow-

ingtheserules.WhenIRBsthentrytoapplyregulationsdevelopedfortraditionalbiomedi-

calresearch,theyoverlooktheseguidelinesthatarealreadyinplaceandhaveproveneffec-

tive.Somewouldarguethatself-regulation,aswithinadepartment,isnotreliable,butthe
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restraintsIRBsimposearesomuchworsethatitmakesthe“cure,”i.e.,IRBoversight,worse

thanthedisease,i.e.difficultiesinself-regulation.

Threatens First Amendment

IRBrestrictionsonacademicinvestigationshouldtriggermuchthesameconcernaswhen

FirstAmendmentfreedomofspeechisconstrained.AsthelateThomasEmerson,professor

atYaleLawSchool,pointedoutalmosthalfacenturyagoinhisseminalwork,TheSystem

ofFreedomofExpression,thespecialevilsofpriorrestraintliein“theinstitutionaldynamics”

ofitsadministration:“atendencytoexpandincoverage,zealous,orwoodenenforcement,a

predilectionfortheeasyadversedecision,lowpublicvisibility,andlimitedindependentre-

view”aswellasinthegeneralconcernaboutvagueandoverlybroadregulatorylanguagethat

encouragesthesespecificevils.26

Thevaguenessofthestandardsemergesdirectlyfromthetextoftheregulations.IRBsare

directedtodeterminewhetherornot:

Riskstosubjectsarereasonableinrelationtoanticipatedbenefits,ifany,tosubjects,

andtheimportanceoftheknowledgethatmayreasonablybeexpectedtoresult.27

Inmakingthelatterassessment,theIRBisdirectedtodisregard“possiblelong-rangeeffectsof

applyingknowledgegainedintheresearch,”28forexample,theeffectoftheresearchonpublic

policy.Thisostensiblyinsulatesresearchfrominstitutionalcensorshiponthegroundofthe

potentialpoliticalreactiontoit;buttheIRBisalsodirectedtobesensitive“tosuchissuesas

communityattitudes”29instrikingthebalance.Thesedualdirectivesareincompatible:What

effectdoesthebringingof“communityattitudes”tobearintheprocessofdecision-mak-

inghaveifnottoweighlocalsensibilitiesregardingtheproprietyoftheinquiryorofwhatit

mightreveal?Thehistoryofacademicfreedomisofastruggleverymuchtofreeresearchfrom

theconstraintsof“communityattitudes”towardtheproprietyofthesubjectinvestigated.The

threattoacademicfreedomhereispalpableandisnotassuagedbyanythingelseinthesystem.

IRBsaregivenfinaldiscretiontodisapproveproposedresearchunderthemostarbitrarybal-

ancingofpotentialbenefitagainstriskofharminlightofthecommunity’sperceivedattitudes.

Andthereisnoindependentprocessinplacetoappealthosedecisions.Thesystembearsthe

seedsofalltheevilsEmersonidentified.30

Prevents Oversight of Truly Risky Research 

Clearly,biomedicalresearchgenerallycarrieswithitfarmoreriskofharmtohumansubjects

and,thus,requiresmorescrutiny.ThegrowingexpansionofIRBoversightofnon-biomedi-

calresearchhashadtheunintendedconsequenceofdecreasinginvolvementandeffectiveness

intheoriginalpurposeoftheinitiative,namelypreventingriskyusesofhumansinresearch.

IRBregulationofverylow-risksocialscienceandhumanitiesresearchdivertsneededresources

fromareasofgreatestneedtothoseareaswithminimalornorisk.Thisdynamicthreatensthe

fundamentalissuesofhumansubjectsafetythatIRBswerecreatedtoaddress.

TheneedforIRBoversightinmedicine,particularlyclinicaltrials,continuestogrow.Clinical

trialsalonehavegrowninnumberandcomplexityandnowfrequentlyencompassmultiple

sites.Theprotocolsforthesestudiesarevastandcomplex.Notonlyareresearchinstitu-

tionsconductingthesesortsoftrials,butpharmaceuticalcompaniesneedIRBoversight.Not

onlyareIRBsbeingaskedtoreviewthesemorecomplexprotocols,theyarebeingexpected

tomonitorthetrialsforsafety.ItisIRBsthatreceivethe“adverseeffects”formsfromclinical

trials,yetmanyhavenosystemtomanagethesedata.Somehavesuggesteddevelopinga

differentsystemtomonitortheselargetrials,butuntilthathappensthisisjustonemorearea

whereIRBsarebeingswampedandwheremistakescanbedamaging.
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Inaddition,fourotherfactorswithinthebiomedicalresearchcommunityappeartofurther

increaseIRBworkload.Thefirstfactorinvolvesfundingconcerns,suchaspotentialconflicts

ofinterestwhenaresearcherhasafinancialstakeinadrugbeingtested.(Researchshows

thatclinicaltrialsfundedbythosewithaninterestintheoutcometendtohavemorepositive

resultsthanothers.31)Thisresultsintheneedforextracareandscrutiny.Asecondfac-

torrequiringincreasedIRBactivityisthepoliticalenvironmentwithintensifiedscrutinyof

biomedicalapproachesthatattractattentionfromactivistsconcernedaboutaparticularview

ofthesanctityofhumanlife.32Athirdconsiderationistheneedtoprotectat-riskgroups.33

Finally,themalpracticeenvironmentposesrisksneverbeforeconsidered,includingconcerns

aboutmalpracticesuitsagainstresearchersinvolvedinclinicaltrialsandthedesireofinsurance

companiestoexcludecoveragefortheseactivitiesfromstandardcontracts.Basedonallthese

factors,thereisclearlyanurgentneedforcareful,thorough,adequatelyresourcedIRBreview

ofbiomedicalresearch.IfresourcesdevotedtoIRBactivitiesarenottobeconstantlyincreased

withoutendforadditionalstaffing,coursereductions,orpaymentstoIRBmembersincon-

siderationoftheincreasedworkload,etc.,resourcediversiontolow-riskresearchinnon-bio-

medicaldisciplinescannotbesupported.

IRB Power: Censorship or Rubber Stamp?

WhenpeoplehavecriticizedtheIRBsystem,theirconcernshaveoftenbeenmetwithtwo

responses,which,ironically,proceedfromoppositeassumptions:Thefirstisthatallresearch

withhumansubjectsissopotentiallydangerousthattheIRBhasnochoicebuttoscourevery

projectaprioriandtohavefinalauthorityregardingitssafety.Thesecondresponseisthatthe

processofobtainingapprovalissotrivial,likearubberstamp,thatcomplyingshouldbeno

bigdeal.

Thefirstargumentsaysthatwhatisinvolvedisaction,notspeech,whichtheinstitutionis

free(or,atleast,freer)toregulate.Yetthisresponserestsonafalsedichotomybetweenspeech

andaction.Thereisnodoubtthatbiomedicalresearchinvolvingtheadministrationofdrugs

andsomekindsoflaboratorybehavioralresearch,potentiallyinvolvingthesubjectionofthe

persontosimilarlyunpleasantconditions,isphysicalactionofsuchanatureastolegitimate

someformofregulation.Butspeechmayalsoinvolvephysicalaction—leafletingthepublic,

dancinginastateofundress,burningaflag.These“speechacts”areprotectedbythefirst

amendment.Sufficeittosay,mostofwhatisdonebyhumaninteractioninthesocialsciences

andthehumanitiesinvolvesnothingmorethanspeech:aconversation,aquestionnaire.Tobe

requiredtosecureapermitbeforeonecanhaveaconversationistheantithesisoffreedomof

expressionorinquiry.

Thesecondresponseinvolvestheclaimthattheharmof(over)regulationtotheinvestigative

processisquiterare.AttheUIUCconference,afigureof1%-2%rejectionrateinthesocial

scienceswassuggested.Allthatisreallyinvolved,saysthiscamp,isabitof“papershuffling”

ofnogreatconsequence.Butthisresponse,assertingmere“inconvenience,”couldbesaidof

anysystemofcensorship:Thevastmajorityofmundanemagazines,books,plays,andfilms

requiredtobesubmittedundersuchregimespresentnoissuetotriggercensorship.Butit

isinherentinallsuchsystemsthatwecannotknowthedegreeofself-censorshiptheartist,

orscholar,exercises,whatavenuesofexpression,orinvestigation,areeschewedordetoured

around.Giventheabsolutepower,devoidofchecksandbalances,exercisedbyeachIRB,

thatconsequencecannotbequantified;but,asallsuchsystemsaredevisedtodeterconduct

thatwouldfallafoulofthem,thethreatofself-censorship,asaninherentcomponentofthe

system,cannotbesoeasilydismissed.Beyondsuchfundamentaliflessobviouscensorship,the

costtoprojectsofdelaysinapprovalisoftenfarfromtrivial.
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• • • • • • • • • • • • • • • • • • • •

In fact, examination reveals that 

virtually no scientifi c evidence is 

brought to bear on any aspect 

of the debate about how IRBs 

function.

Recommendation One: Empirical Research is Urgently Needed to Inform 
Our Policies and Choices

PerhapsthegreatestironyoftheentireIRBdebateishowlittleofitisinformedbyactual,re-

liableresearchaboutthefactsoftheproblem.TheIllinoisconference,anationalconferenceof

expertsonthisproblem,identifiedveryfewstudiesthatcouldevenprovideaccuratebaseline

nationaldata,letaloneamoresystematicexaminationoftheeffortandeffectivenessofthe

IRBsystem.Undertakingsuchstudiesshouldbeanimmediatepriorityoffacultycommitted

totheethicalconductofhumanresearchandahighfundingpriorityfortheagenciessetting

nationalpoliciesinthisarea.

Infact,examinationrevealsthatvirtuallynoscientificevidenceisbroughttobearonany

aspectofthedebateabouthowIRBsfunction.Unrealisticanduntestedassertionsabound.At

themicrolevel,thisincludes,forexample,howIRBsdecidewhatisadequateandrespectful

informedconsent,whatsubjectsperceiveasrisk,andwhatkindsofbenefitstosubjectsand

theircommunitiesmaketherelationshipfair.Atthemacrolevel,thereisvirtuallynoresearch

onthefunctioningofIRBs(numbersofprotocolsreviewed,numbersofseriousabusesbydis-

cipline,commonturnaroundtime,etc.)oroftheeffectivenessoftheIRBsysteminprotecting

humansubjects.

TheNationalResearchCouncilhasstronglyrecommendedthatsystematicresearchbeunder-

takenonbothofthemicroandmacroquestions.34Fundamentalissuesmustbeaddressedin

ordertoactonthisurgentrecommendation:Whatrewardsaretherefordoingsuchresearch?

HowmanyIRBswouldheedthefindingsofacompetentinvestigatoronsuchquestions?

WherewouldonepublishresearchonIRBsandrelatedtopics?Fortunately,thenewJournal

ofEmpiricalResearchonHumanResearchEthics(JERHRE)hasinternationalstanding,has

alreadygainedawidereadership,andmayfostermuchneededevidence-basedethicaldecision

makinganddisseminationofbestpractices.Seewww.JERHRE.org.Thisvenueandmoreare

needed.

Weurgeinvestigatorsandagenciestoturnenergiestothisareasothatourpolicymakingis

rootedinbothcarefulethicalanalysisandgroundedresearchabouthowtomakeourpolicies

congruentwithourgoals.

Recommendation Two: IRBs need more than a set of regulations that 
were designed for biomedical research.

IRBsneedaccesstoguidanceonthreedimensions:(A)applicationsofthedefinitionssuchas

“risk”and“harm”inspecificinstances,(B)examplesofbestpracticesinuseatotherinstitu-

tionsonproceduralmatters,and(C)organizationalguidancedesignedtostreamlinereview

andmakeitmoreefficientandeffective.Eachsocial/behavioraldisciplineormethodology

raisesdifferentissuesandraisesdifficultproblemsofinterpretationof45C.F.R.46.Social/be-

havioralIRBsneedbetterinformationandbetterprocesses—andtoknow,withconfidence,

appropriatelimitsfortheirdeliberations.

OnewaytoachievethisistogatherandsharepracticalguidelinesonhowIRBsshould

operate,differentiatedbydisciplineandmethodology,acknowledgingthatthemissioncreep

experiencedinmanyplacesisneithergoodpolicynoragooduseofresourcestoprotecthu-

manresearchsubjects.

IV. Recommendations
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Thisguidanceshouldbevigorouslydisseminated,notallowedtodieonthevine,ashashap-

penedwiththe“clarification”issuedbytheOfficeofHumanResearchProtection(OHRP)

that“most”oralhistoryshouldnotbeconsidered“research”underthepurviewofanIRB.

Sincethispolicyclarificationwasissued,ithasbeenlittlenoticednorputintopractice.Oral

historianscontinuetostruggletodotheirworkanddeposititinarchives;indeed,according

tooneIRB,evenanalyzingRonaldReagan’stapedspeechesdepositedattheReaganPresiden-

tialLibrarywouldrequireIRBapprovalbecauseReagan(atthattime)wasstillalive—andthis

wasalmostayearafterOHRPissueditsruling.

Withfederalleadership—or,ifnecessary,without—theIRBcommunityshoulddevelop

nationallysharedunderstandingsof“bestpractices”inbothsubstanceandprocedurethatare

sharedwidely.Accreditationagenciesareonepossibilityforpromulgatingsuchpractices,but

thereisconsiderableconcernthatpresentstandardsandeffortstopursueanaccreditation

mechanismareintensifyingandinstitutionalizing,notmitigating,missioncreep.

2A. Methodological Guidance: IRBs need methodologically grounded 
examples to use in their deliberations and decisions.

IRBsneedaccess,organizedbyresearchmethodology,toexamplesofrisk,harm,practicevs.

research,confidentialityvs.anonymity,etc.Thismeansbeingclearerabouttheseverityof

variouskindsofoutcomesandsettingprioritiesaccordingly.Inpart,thatrequiresclarifying

theapplicationofcertainkeywords,suchas“risk”and“harm,”innon-biomedicalsettings.

Minimalorevery-dayriskissupposedtobeakindofambientriskthatshouldnotconcern

IRBs,yetmanyIRBsmakedecisionsasthoughlifecanberiskfree.Presently,thewords“risk”

and“harm”areusedroutinely,andoftenunreflectively,inIRBdiscussions.35

Animportantaspectofapproachingthereviewprocessbyresearchmethodologyisthatthe

IRBsbecomemoresensitivetowaysinwhichtheycandomoreharmtosocietyatlargeby

muddlinginvestigators’samplingstrategiesandthusforcingtheinvestigatortogatherinac-

curatedata—onwhichsocialpolicieswouldthenbebased.

Wemustclarify,perhapsinabestpracticescompendium,informationforIRBssothat

theycanmoreconfidentlyidentifycaseswhentheymightexemptactivitiesbecausetheyare

practice,notresearch.IfIRBscouldlooktoaclearing-housetoseethatanumberofother

institutionswerealsoadoptingtheinterpretation—orabeleagueredscholarcouldcitesuch

informationinanapplicationorappeal—thiscouldbewidelyuseful.

Wealsoneedtore-examinethescopeofwhatcountsas“coveredresearch.”Meanwhile,ifa

clearing-houseofcasesandmethodsoftreatingthemcouldbeestablished,thatcouldatleast

provideconcretedataforbetter-informeddeliberationsatalocallevel.Suchaclearing-house

wouldalsocontributetoprovidingamoreprecisemeasureofthescopeoftheIRBproblem.

Currentlywehaveoften“policy-by-anecdote,”essentiallygossipthatfrequentlyexaggerates

worst-casescenarios,sothatmoreandmoreexpansivepoliciesandproceduresgetadopted.

Experiencesfromelsewhere,ifcarefullydocumented,canprovideaveryreliableguideto

localaction,especiallyingrapplingwiththeverydifficultandcomplextaskofdifferentiating

casesanddrawingworkabledistinctionstoallowtheassignmentofresearchtodifferenttypes

anddegreesofformalreview.Suchaclearing-housemightprovidenotonlyguidancebut

protection(legalandotherwise)forIRBsandinstitutionsthatcanciteconcordancewith“best

practices”reflectingavarietyofcontexts.
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2B: Procedural Best Practices: We must foster development of best 
practices in the operation of IRBs.

Oneoftheperniciousconsequencesofmissioncreepdiscussedaboveisthepressureforever-

morecentralizationofIRBreview,inpartdrivenbyfearoftheheavypenaltiesthatinstitu-

tionsfoundnotinfullcompliancewithfederalregulationsmightface.Therehasbeenatrend

inrecentyearsforinstitutionstomovetowardfilinglegalassuranceswiththefederalgovern-

mentthattheywillapplytheCommonRuletoallresearchconductedundertheirauspices,

ratherthanjustfederallyfundedresearch,asistherequirementoffederallaw.Thispractice

hastheunfortunateeffectofaddingtothepressuretocentralizeandtohomogenizereview.

Shared“bestpractice”understandingsshouldencompasssuchitemsas:

• Appealprocedures

• IRBmembershipforconsideringsocialsciencesandhumanitiesproposals

• Method-specificreviewtracks

• Differentlevelsofintensityofreviewsothatcarefulanalysiscanbegivenwhereitis

needed

• PolicyseminarsfortheIRBthatbringcross-disciplinaryviewstobear

• Listsofapprovedexemptions

• Circumstancesinwhichwaiversofconsentarenotonlyappropriatebutethically

preferredorrequired

2C: Limited Assurances: Universities should fi le assurances limited to 
federally funded research to combat mission creep while maintaining 
the highest ethical standards.

Wehavefewillusionsthatthepresentbig-picturerecommendationswillbeeasytoimple-

ment.Thus,weproposesomeadditionalstepsthatcanbetakenwithininstitutionsthatdo

notrequireconcertedactionbeforeimplementation.Concertednationalactionbasedonother

recommendationsinthisreportwillreinforceandsupportmicrosolutionsthatarewithinthe

reachofeverylocalIRBrightnow.

Onesolutionisforinstitutionstolimitmissioncreepwithoutcompromisingethicalpractices

byfilingaLimitedAssurance(whichappliesonlytofederallyfundedprojects).Thisdoesnot

meanthattheinstitutionwillapplyalesserethicalstandardforotherresearch:theinstitution

can(andshould)thencreateaninternalsetofguidelinesthatcommittothehighestethical

standards.Underthisapproach,however,localresearchcanbeoverseeninmoreflexibleand

appropriateways,withoutthepressuresofexcessiveandunwieldybureaucracypoppingupto

protectagainstallpossibleharmsoranyconceivableproceduralmisstep.

Thismodelisalreadyinuseinmostresearchuniversitiesformattersofresearchmisconduct

andfinancialconflictsofinterestinresearch.Thus,thefederalregulationsapplyonlytofeder-

allyfundedresearch,butvirtuallyallinstitutionspromulgatetheirmisconductpolicies(for

example)toapplytoallthoseconductingresearchunderinstitutionalauspices.Further,many

institutionstreatthefederalstandardasaminimum—anethicalfloor—notasanethical

ceiling.Themaindifference,shouldanallegationofmisconductariseinresearchthatisnot

federallyfunded,isthatthereisnoobligationtoreportthemattertoanyfederalagency,noris

therefederaloversightofthehandlingofthematter.

• • • • • • • • • • • • • • • • • • • •

This does not mean that the in-

stitution will apply a lesser ethi-

cal standard for other research:

• • • • • • • • • • • • • • • • • • • •

This model is already in use in 

most research universities for 

matters of research misconduct 

and fi nancial confl icts of interest 

in research.

• • • • • • • • • • • • • • • • • • • •

institutions treat the federal 

standard as a minimum — an 

ethical fl oor — not as an ethical 

ceiling.
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Institutionscouldapplythismodel—onetheyarelikelyalreadyusing—toresearchinvolv-

inghumanparticipantsandthenmovetomoreappropriatemodelsforreviewofresearch

outsidethebiomedicalarena.

Thisreporthasframedthecentralproblemwithhumansubjectreviewasoneofmission

creep,meaningthatmoreandmoretypesofresearcharesubjectedtocloserandcloserIRB

scrutiny,withnoevidencethatseriousabuseshavebeenmadelesslikely.Theeffectofmission

creephasbeennotonlytomaketheworkloadsofthesecommitteesincreasinglyonerous

buttomakeit—ironically—lesslikelythattrulytroublesomecaseswillbeidentifiedor

preventedinadvance.

Wecallforadifferentapproach,oneusingtheclassic“optimize/maximize”distinction.Filing

alimitedassuranceandrethinkingthelocalreviewcircumstances—guidedbyinformation

onnationalbestpractices—isachievableevennow.

Wemustacceptthatnosystemofreviewcanbemadeperfectlysafeandshould,instead,focus

onproposedworkthathasthegreatestpotentialforharm.Giventheseresourceconstraints

andthedangersposedbytheunintendedconsequencesofmissioncreep,ourproposalsbelow

seektoincreasethelikelihoodthatthecasesmostlikely tohaveserious consequenceswill

bemostlikely toreceivethemostthorough levelofreview.Eachofthesehighlightedterms

reflectsaselectivejudgmentthatneedstobemade,andtheproposalsdetailedbeloware

directedtowardfacilitatingthesejudgments.

Wereturntoourrecurringtheme:itisimportanttofocusIRBscrutinyandresourceswhere

theyaremostneededandwheretheyaremostappropriate.Wemustabandonthe“one-size-

fits-all”mindsetforidentifyingandreviewingcoveredresearch.

(1)Differenttracks/pathways.Notallscholarlywritingforpublicationshouldbetreated

thesamewayorbesubjecttothesamekindsofreview.IRBproceduresshouldincludeex-

plicitcriteriabywhichworkcanbeassignedtodifferenttypesandlevelsofreview.Workfrom

differentdisciplinesandmethodologiesmightgothroughentirelydistinctreviewprocesses.36

Onepossibilitywouldbetocreatesmallreviewcommitteesorganizedarounddisciplines

andresearchmethods.Asonepossiblemodel,distinctfromstandardIRBimplementation,

researcherscouldcompleteashortchecklistwithafewsentencesofdescriptionandthenmeet

withthecommitteemembersabouttheprotocol.Thiswouldhavetheaddedbenefitofreduc-

ingpaperworkonbothsidesandreducetheefforttoanticipateallpossibleobjectionsonthe

investigator’sside.Thecommitteewouldhaveatleastoneoutsidertomakesuretheprocess

isnotsimplyaformality.Thismodelwouldallow,ratherthanagenericcommunitymember

sittingforallsubmissions,adifferentcommunitymemberoneachcommittee,eachmore

appropriateforreviewingagiventypeofwork.Sometypesofworkwouldstillundergofull,

traditional,rigorousreview,butothertypesshouldbeassignedtodifferentprocedures.

Suchamodelwouldrequiresomeup-frontdecisionsandongoingconsideration.Forexample:

WhodecideswhatworkcanbeassignedtosubcommitteesoftheIRBboard,andwhatwork

requirescompletevettingandfullcommitteeapproval?Whatworkcanbeassignedtowithin-

disciplinereviewcommittees(guidedbytheirownprofession’sformalethicalstandards)and

leftoutoftheformalIRBprocessentirely?Whatwork,finally,shouldbeleftuptotheprofes-

sionaljudgmentanddiscretionofindividualinvestigators,operatingundertheprotectionsof

academicfreedom,unlessanduntilthereissomedemonstrablereasontotreatitotherwise?

Wedonotpretendthattheseareeasyquestions.Wearguethattheymustbeasked,rather

thanassumingthatasinglemodelfitsalltypesofscholarship.Theymustbeasked,because

thepresentnationalIRBtrajectoryisunsustainable.
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(2)Differentdegreesofintensity.(2)Differentdegreesofintensity(2)Differentdegreesofintensity IRBsalsoshouldvarytheclosenessofreviewinrelation

tothelevelandtypeofriskandtothevulnerabilityofthesubjectgroup.Theseinterrelated

criteriabeginwiththeassumptionthatforautonomousadultsactinginpresumptivelypublic

domains,acertainlevelofriskisunavoidable—andthattheillusorypursuitofzerorisk

inevitablycomesatthecostofotherimportantgoals.Thisassumptionisclearlypartofthe

Belmontprinciples.IRBstypicallyhaveaverycoarseversionofthisnotion,separatingpropos-

alsashavingmorethanornomorethanminimalrisk.Weadvocateafiner-grainmodel.Con-

sequentquestionsare:(i)whattypesandlevelsofriskproperlyfallunderIRBconcern(suchas

emotionalupset,ormoreserioustrauma—wheretheresearchshowsthisisarealisticdanger?37

damagetoself-image,privacy,orreputation?physicalharmorinjury?)and(ii)whatdistance

from“autonomousadulthood”justifiesthepaternalisticinterventionofIRBs,overandabove

therequirementofinformedconsent?Wedonotminimizethedifficultyofadjudicatingthese

twincriteria,especiallyastheyareinterdependent.Butwithoutsomeproceduresanddemar-

cations,IRBswillface,aswehaveargued,anunendingmountainofprojectstoreview,inthe

processsquanderingattentiononcaseswherethereislittleriskofseriousharm.

Havingdeterminedwhatcasestheywillreview,andhowintenselyeachwillbereviewed,IRB

memberscanthendeterminehowtohandlecasesthatrequireafter-the-factadjudication.

Theyshouldestablishacampusappealprocess,includingsanctioningguidelines,aswellas

articulatingotherlegalrecoursesubjectsmighthave.

(3)Distributedreviewprocesses.Thesetwinprocedures(multiplepathwaysofreviewand

multipledegreesofintensityofreview)providethebasisforwhatcanbecalleda“distributed

model”ofresearchreview,onebasedonsharedresponsibilityanddelegatedtasks,andone

thatdrawssharperdistinctionsbetweenresearchthatposesgenuinerisksandhencerequires

closeinspectionandthevastbulkofstudiesthatmeritmuchlessintensetypesandlevelsof

review—ornopriorreviewatall.

OuraimhereisnotonlytoalleviatetheworkloadofIRBsbuttoassurethatthecasespos-

ingthegreatestriskaremostlikelytoreceivethemostrigorousattention.Relatedtothese

concerns,wealsohavearguedthatcertaintypesofresearchappropriatelymeritverydifferent

kindsofreview,accordingtoverydifferentcriteria;andthatthe“onesizefitsall”approachis

bothcounterproductiveandthreatenscertainkindsofacademicfreedomand/orprofessional

discretion.38

Recommendation Three: Some Activities Should Not Be Reviewed 
By IRBs. 

Webelievethatmostjournalismandoralhistorycannotbeappropriatelyreviewedunderthe

CommonRule(45C.F.R.46).Ourconferenceandotherworknationallymakesthisclear.

Theremaybeotherdisciplinesandmethodologieswherethefundamentalpurposeofthe

workisnotorshouldnotbemeasuredintermsoftherightsofthesubject.Despitegood

intentionstoprotectthehumansubject,thereareareasofscholarlyactivityforwhichthisaim

issimplynotappropriate.Injournalism,forexample,harmorembarrassmentmaywellcome

tocertainindividualswhoarethesubjectofinvestigativestudies.Doestheirpermissionneed

tobeobtainedinadvance,whentheprimaryethicalobligationistothepublicratherthanto

thedatasource?Suchprofessionalactivities,andtheirgoals,arequitedistinctfrombiomedical

research.Concernsabouttheconductoftheseactivitiesarebetterlefttothosebodiesthatare

competenttoreviewthem.
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Insummary,expansivenotionsofuniversity“research”andinstitutionalcommitmentstothe

IRBreviewing“all”humanresearchareuntenable.ThescopeandpurposeofIRBreviewmust

beclarified.

ThispaperlaysoutanumberoftheissuesonwhichtheIllinoisconferencefocused.We

havearguedthatwell-motivatedtraditionshavecometobeappliedininappropriatewaysto

domainsforwhichtheywereneverdesigned.Furthermore,wehavearguedthatthismis-

sioncreepnotonlycompromisesanincreasingarrayofdisciplinesbutundermineseffortsto

deliverappropriateprotectionevenintraditionalbiomedicaldomains.Missioncreep,ifun-

checked,willonlyspiralfurtheroutofcontrol,potentiallyrenderinghumansubjectsprotec-

tioneffortsineffectual.Webelievethatmissioncreepmustbeaddressedopenly,thoughtfully,

andsystematically.Therecommendationsofferedhereposedifficultchallengesofprinciple,

policy,andimplementation,butactionisurgentlyneededtoensurethatIRBssuccessfullybal-

ancethemanyconsiderationsinvolvedinprotectinghumanresearchparticipants.
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