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Introduction:the manualto the manual

Welcometo the ENERI researchethics and researchintegrity manual.Before you lies, of perhaps
more realistically: is displayed,a resourcefor both researcherslesignirg or attemptingto design
research,as well as professionalsevaluationthat research.True to the ENERI programme,this
resourcas neitherlimited to researclethics,nor to researchntegrity. We do however recognisehat
thelist of issueshoweverorderedor prioritised,identified asbeingpartof either,requiressometype
of label. That label existsto help legitimise them as relevantand significant normativeelementsof

researchaswell asallowsreadergo actuallyfind whattheyarelooking for.

This doesnot meanthat the boundarybetweenresearchintegrity and researchethicsis not fuzzy at
best,andthat ongoingdebateon how to organiseboth normativeframeworkscollaborativelyis best
targetedto help actualpractices Recognisinghat suchdebategequireflexibility andresourceghat
cangrow andshapethemselvegobviouslywith all the helpit, andwe, canget)to be of the greatest

valuefor thatdebatewe choseto designthis living manual.

| t afive

This emanualis a living resource,inviting engagementather than consumption.lt containsno
technicalor technocratianstruction,but ratherseeksto instill deliberationaroundissuesof research
ethics(RE) andresearchintegrity (RI). While we haveincludedscoresof links to a diversearray of
RE andRlI prescriptionswe do not seekto harmonizethem.Rather,we intendto allow the readerto

accessassessyeighandjudgethemfor themselvesseekingmerit whereshedeemdit.

A living manualrequirescuration,careandcontribution. Thesethreeactionsinitiated with theauthors
but cannotbelimited to them,to facilitate it from reachingthe largestpossiblerelevanceThis means
that casesmay be addedin section3, and changesgxpansionsadditionsand more more can be

suggeste@ndultimatelymade to sectionsl (RI) and2 (RE).
We hopethis resourceprovideswhatyou seek,

DT, DS, PL, BP,
LA andOZ.



1. Researchnteqgrity




1.1.Conceptualissues

1.1.1.The Researchein Society- towardsthe fivirtuous researcle r 0

How doessomethingacquireour trust?Why do we trustscienceAnd importantly,for contemporary

discussiorontherole of sciencen society,of course dowe trustit less?

Virtue andmoralcharacter

The history of the modernsciencewe know stats in the early seventeententuryEnglandi thetime
of the scientific revolution.We call it a revolutionis becausdrom that time onward,the experiment
made its entry into science (Shapin and Schaffer, 1985). So how did the young and new
experimenthsts of thatday createcredibility for their claims?To find out, we first haveto understand
who they were.Therereally w e r ehatnany scientistsin the seventeentttentury. Therewere no
big nationalor Europearfunding agenciesupportingscience so thosepursuingsciencehadto fund
themselvesMore difficult still, beinga scientistw a s an@dtualcareer,jt wasmorelike a hobbyi
all scientistswerein someway, amateursBeing employedat a universityat thattime did not make
you a scientst. It madeyou a teacher.So, who, in seventeentltenturyEnglandhada lot of money
and not muchto do all day, leaving their daysand cashpursesfree to fiddle aroundwith science?
Amongsta few others,nobility. Sir RobertBoyle, Lord Kelvin, etceteraTheywerealsoall white and
all male.Quite importantly,comingfrom a very smallandvery elite circle, they knew eachother,or
knew of eachother or their reputation.They were noblemen,gentlemenand with that label came
attributed qualities such as modesty,honestyand above all else, moral character(Shapin, 1991,
ShapinandSchaffer,1985).

Harvardhistorianof scienceStevenShapinhasdescribedhis processasthe socialhistory of truth, in
which he points at social structuresand relationshps allowing truth claims and their credibility to
emerge(Shapin,1994).1f all scientistsknow one another,they cango visit eachotherfor teaand
biscuits and physically withessonea n o t lexperidients. Actual peers,actually reviewing each
o t h evorkd ¥hen unableto attend,a testimonyfrom anothertrustworthyby-default gentleman

would do.

As the amountof people practicing scienceslowly rose, they no longer fitted in a single salon
requiring the needfor innovative structuresof knowledgedistribution. The written accountof the
experimentwasborni a predecessoof the scientific paperanda literary technologyor innovation
(Shapinand Schaffer,1985). That accountcould be trustedbecauseof its origin, becauseof the

impeccablemoral charater of the gentlementhat draftedit. Accordingly, the credibility of science



findsit origin in elite structuresf peoplewho drew credibility from their socialstanding from class.
Bluntly put, they consideredthemselvesbetter than othersand consideed themselvegrustworthy
becauseof it. This is of coursean exaggerationthe onepagecompressiorof bookshelvedull of

scholarly work. The core messagehere is the realisationthat characteristicof those who make
knowledgematter:their socialcircles, their moral charactertheir virtues, their titles andthe systems

andnetworksthathostthem.Theydid in the seventeentlkeentury,andtheystill do now.

We scientistsareno longernoblemen Sciencehasgrown big andwe no longerall know oneanothe
personally.Familiarity and classno longer suffice as strategieso assessndweigh moral character.
Our credibility is drawn from other characteristics:affiliation with peeragehas given way to
affiliations with respectablénstitutionsof science Displaysof moralcharacteandvirtueshavegiven
way to detailedmethodologysectionsandincreasingnovementgsowardsopensciencejn anattempt
to makethen o b | e sabmeldcapsulatéhe entireglobe.Upperclasssocialcircleshavegivenway
to othea social circles and familiarity has given way to a complex social, political, technicaland
epistemicorganisationof scienceand scientific work (Hackettet al., 2017, Shapin,1995). Science
becamadnstitutionalisedapparentlyelying on methods procediresandstandardsbutin theend,the
characteristicef thosewho makeknowledgestill matter;albeitlessonthelevel of theindividual and
moreonthecollectivelevel of howwe organisesciencgShapin,2008).

Naive conceptionf ideal scienceheld by many scientistsand the public alike are basedon those
seventeentleenturypractices if theyeverexistedin sucha form: disinterestedgciencejndependent

andfreeof values,deologiesandpolitics, knowledgefork n o wl esakg. e 6 s

Applesandbarrels

They introducea relevantissueof scalefor discussionof researchntegrity, namelythe location of
moral character,of virtue. Are theseindividual characteristicsto be attributedto eachand every
scientistpersonally or aretheseattributesof the way we organisesciencemakingvirtue the product

of the systemyratherthanits content.

In 6 T MAeademicCitizen. The virtue of servicein universityl i fMaadbarlane(2006)discusseshe
role of theacademiqasanindividual) in the contextof universitylife, aswell asin the contextof the
responsibilitiesof citizenship inside and beyond the walls of academia.Service and virtue are,
however, not contextindependentDesirable behaviourin the context of researchintegrity (and
researchethics) intersectswith a seriesof virtues as well as practicalities,a seriesof normsand

values,andwell asstructuresandmaterials.



Normsandvalue systemsshapinginstitutional andindividual behaviourare often unobservednside
any given disciplinary culture becauseof their implicit and sharedcharacterOnly when different
norms and value systemsencounterone another,do (small and subtle) differencesbetweenthem
becomevisible. Such encountersare interdisciplinary collaborationsin science.While individual
caseof scientific misconducigenerallyreceivealot of attention(consideraffairs surroundingSchaon,
Stapel, Hwang, and others), threats to scientific integrity emerging from the interdisciplinary
collaborativedimensionare under studied. Disciplinary cultureshavetheir own value systemsand
practicalarrangementprescribingwhatcountsas6 r e seat e gndé p ry & £ e reamcowbad
disqualifies. Different epistemicculturesdraw from different traditions, prefer different methods,
studydifferent objectsandhavetheir own socialandpracticalstandards becauseheyhavea history
of getting the job donein that discipline (Knorr-Cetina, 1999). To engagein an interdisciplinary
collaboration,meansto exposeoneselfand one'swork to other experts,evaluationsof research
integrity from within their own, different, value systemsandinviting their critique in the hopeto find
somethingnew and innovative (and vice versa).For a more in depth discussionand inclusion of

literature onissuesof (inter)disciplinarityin plagiarism,alsoseesectionl.2.1.

As a consequenceindividual dimensionsof virtue or moral character,intersectwith collective,
structuralevaluationsf goodscience allowing problemssuchasinstitutional corruptionto interfere

with virtuousindividuals.ConsidelL e s sdefipifios of institutionalcorruption: 7

fil nst icobriuptionis mamnifestwhenthereis a systemicandstrategidnfluencewhichis legal,or
evencurrentlyethical,thatundermineghei n s t i efiedtivercesdd divertingit from its purpose

or weakeningits ability to achieveits purpose,including, to the extentrelevantto its purpose,
weakeningeitherthe p u b | tiust ié that institution or thei n s t i tinbetenttoustdos t hi ness . 0
(Lessig,2013)

In referencdo science suchsystemicand strategicinfluencescanbe externali the flow of research
funds from for-profit actorsinto academia,or ideological pressuresshifting the researchagenda,
labelling problemsas tabas, or entire disciplinesas superfluous.They can also be internal,in the
waysin which scienceorganisests own rewardinfrastructuresand performativemetrics(De Rijcke
et al., 2016), designsperverseincentives(Edwardsand Roy, 2017) prioritises methodologiesover

othersandconceptualisetis hierarchieof evidencgMuradetal., 2016).

Institutionalcorruptionis not aboutcorruptpeople.lt is aboutgoodpeopleoperatingin a systemthat
drivesout thegood,a structurethatdictatesspecificbehaviours all within the law. Individual moral
characters thusfar from sufficientto build morally responsibleesearctpractices Researcthintegrity

T asa descriptivefield, as well as a normative practice,cannotlimit itself to applesalone.As a



conseguencestrategiesthat are universally promotedand called for in the context of fostering
responsibleresearch education,outreachand mentoring, are despiteall of their worth, unableto

addresgheissuein full.

Further Reading

EdwardsM. A. & Roy, S.2017.Academicresearchn the 21stcentury:Maintainingscientificinteg-
rity in a climate of perverseincentivesand hypercompetitionEnvironmentalengineeringsa-
ence34,51-61.

Hackett,E. J.,Parker,J.N., VermeulenN. & PendersB. 2017.The SocialandEpistemicOrgania-
tion of Scientific Work. In: Felt, U., Fouché,R., Miller, C. A. & Smith-Doerr, L. (eds.)The
Handbookof ScienceandTechnologyStudies FourthEdition. CambridgeMIT Press.

Knorr-Cetina,K. 1999. EpistemicCultures:How the Sciencegnake Knowledge,CambridgeMA &
London,HarvardUniversity Press.

Lessig,L. 2013.A | n st ictourtri vogefiaddThedournalof Law, Medicine& Ethics,41,553
555.

Macfarlane B. 2006.Theacademicitizen: Thevirtue of servicein universitylife, Routledge.

Murad, M. H., Asi, N., Alsawas,M. & Alahdab,F. 2016. New evidencepyramid. EvidenceBased
Medicine,21,125127.

De Rijcke, S., Wouters,P. F., Rushforth,A. D., FranssenT. P. & Hammarfelt,B. 2016.Evaluation
practicesandeffects of indicatorused aliteraturereview.Researchevaluation,25,161-169.

Shapin,S. & Schaffer,S. 1985.Leviathanandthe Air-Pump:Hobbes,Boyle, andthe Experimental
Life, PrincetonNJ, PrincetonUniversity Press.

Shapin,S. 1991.A AScholarandaGe n t | ethegpmblematicidentity of the scientific practitioner
in earlymodernEngland History of science?29,279327.

Shapin,S. 1994.A socialhistory of truth. Civility andsciencein seventheentbenturyEngland,Chi-
cago,The Universityof Chicag Press.

Shapin,S. 2008.The scientific life. A moral history of a late modernvocation., Chicago,University

of ChicagoPress.



1.1.2ResearchEvidenceand Truth?

Introduction

Researchintegrity, in as far asit describesand prescribesa modusoperandifor conductingand
organisinggoodscientificwork, in dependenbn a specificunderstandin@f the relationshipbetween
scientificwork andits product.However,the productsof scientific labourare multiple, anddebating
anddiscussingheir epistemicandontologicalstatushasbeenthe coreof the philosophyof science.

In researctpractice,asit appeardeforeresearchergesearchintegrity takestwo forms: first asa
seriesof guidelinesor policies externally imposedupon researchersand second,as a seriesof
internalisednorms or understanding®f desirablepractices.The latter may stemform educational
measuresbut we may hypothesizethat they flow maostly from researcherbseingactively socialised
into practicesin which suchnorns and understandingslominate thoughhigh proximity and active
mentoring,for instance As suchthe latter operationalisatiomf researchintegrity is interwovenwith
practicemuch moretightly thanthe former. The first operationalisatioris lesstied to practice,and
much more to a systemdevel understandingof what ideal science looks like. These
operationalisationgnay not overlap all the way, but what they shareis that they dependon what
researcherer high level guidelinewriting committeesundersandscienceo be.

Different philosophicaltraditions exist to describes ¢ i e relat®@slsipwith the world it aims to
accesanddescribe Someof thosetraditionsgrantscienceunimpededaccesdo reality, whereaother
arguethat scienceand scientigs can only accessreality though sensesthrough computationsof
impression®r evennot at all. This manualdoesnot providean overviewof thesetraditionsi evena
summarywould be well beyondthe limitations posedby this text. Here, we will introducea few
relevantvariationsacrosssuchphilosophicaltraditionsand makeexplicit what type of consequences

for researchntegrity theymayhave.

Threepositions

Logical Positivism

Positivism statesthat all our knowledgeis basedupon sensoryexperierce, our observationof the
world, whichis subsequentlynterpreted Only whenobservationgreverified canthey achievestatus
as evidence supportingfacts and ultimately truth. Knowing startswith observing.Theory follows.

Themoreobservationsuppot thetheory,the morelikely it is, thatit is true.

Critical rationalism
Critical rationalismstatesthat we cannotobservewithout pre-existingtheoreticalunderstandingsf

the world. Knowing starts with theory. Observationsare required to test the theory. Critical



rationalismstatesthat through critique we can get closerto the truth. Confirmation or verification
cannotdo thati only theactiveattemptto disprovea theory.Observationarerequiredin the context

of disproving.The moreattemptgo disproveatheoryfail, morelikely it is, thatthetheoryis true.

(Social)constructivism

Social constructivismstatesthat our understandingf the world is actively constructedandthat facts
or truth are not discovered,but made. Scientistsare the key, but not the only, actorsengagedn

constructingfacts and consensusboutthemis what establisheshemastrue. Social constructivism,
puts credibility and consensusheadof truth: only with enoughcredibility and a consensushat is

sharedvidely enoughandby theright actors,will atheoryor claimacquirethe statusorf truth or fact.

In the sociologicalstudyof how consensusrisesandhow credibility is gathereda lot of ingredients
beginto matterthat did not matter beforehandwho cane up with a claim or theory?What is this

p e r sspatug’Ehatstatuscanbe aboutthe employinginstitution,orani n d i v tratkrexdrdlts
canbe aboutthe rhetorical strategiessmployed,social ties betweeninstitutionsandindividuals that
existal before the claim was ever coined. The study of consensusuilding is about power
distributions:onewho haslittle powercannotbuild internationalconsensu$y herselfi powerfuland
strongallies with internationalreputationandprestigearerequiredto lift the statusor credibility of a

claim. Consensuss socialandpolitical andasa consequencesois scienceandits claims. Knowing

requiresalliancesandthe strongerthe alliance the moretrue a factsor theorybecomes.

Consequencesr reseach integrity

What do thesedifferent philosophicaltraditionsbring to the debateon researchintegrity? First, we
haveto acknowledgehatthey arenot equallydistributedamongresearchprofessionalsWhile social
constructivismis a domainmostly occuped by sociologistsof science logical positivism hasbeen
abandonedby mostphilosopher®f sciencesincethe 1970s.Despitethis, logical positivismor closely
relatedpositionsare still very dominantin the imagesof sciencethat scientistshavethem®lvesas
well as being a large and significant part of the public credibility that underpinsscience.Other
positionsexist (including relativism, scientific realism, actornetwork theory, empiricism, etc.) all

with their own interpretation®f howthe sciencesareableto produceknowledge.

Researclintegrity is meantto safeguardhe capacity the ability to makeknowledge thatwe attribute
to the sciences.However, a different epistemic position translatesinto a different processto
safeguard.In postivism, the key elementgranting scienceaccessto knowledgeis its ability to
observeuntainted.In rationalism,s ¢ i e oapaeityts createknowledgeis mainly understoodsits
ability to critique. In constructivisms c i e abditg @ sreateknowledye is shapedoy its ability to

persuadeconvinceandto find allies. Not only requireall threedifferent safeguardsmorestrikingly,

10



the safeguardsequiresfrom oneepistemicpositionmay negativelyinfluencep r act i adhdrimgn e r s 6

to adifferentphil o s o pMility to produceknowledge.

To safeguards ¢ i e ahility tb ©bservefreely andto preventthoseobservationdo be coloured,
influencedor downrightcorruptedby ideologies hopeor potentialfinancialreward,would requirethe
designof a practice,aswell asthe educationof practitioners targetedat keepingthoseinfluences
away. In practice,this cantake many shapeshut it refersbackto one of the Mertoniannorms i

disinterestednegseechapteron conflicts of interestsor moredetals), striving to keepsciencepure.
Socialconstructivismhowever relieson suchconnections to otherpeersput alsoto outsideactors

includingcompaniesNGO, public associationgpolitical organisationgndsomuchmore.

Researchintegrity in prectice is thus dependenton the philosophicaltradition that describesthe
relationshipbetweendata, evidence resultsand ultimately truth (with varying definitions of all of
them).No oneconsidergdhoughtexperimentso be exampleof datafabricationbecauseve recognise
that thought experimentsstem from a specific epistemictradition allowing theseroutes towards
knowledge.In most other cases recognisingrelevantepistemicdifferenceswill be more difficult.
However,suchmattersarerarely discussd at large, often becauseractitionersare unawareof their
own conceptualisations theyjust representhe normin the practicethey areengagedat. This means
that suchconversationsequirenegotiationsandexplications andexistingguidelinesneedto beread, 11
understoodand appliedwithin thelimits of the epistemicframeworkthey originatefrom. Guidelines,
such as the EuropeanCode of Conductor the SingaporeStatementare productsof the scientific
community itself, although heavily supportedin their writing, by professionalresearchintegrity

expertsandlargelyconceptualizesciencdn a positivistsense.

Furtherreading

Grinnell, F. (2013). Researchintegrity and everydaypractice of science.Scienceand Engineering
Ethics,19(3),685701.[Click here]

PendersB. 2017.BeyondTrust: Plagiarismand Truth. Journalof Bioethical Inquiry, March 2018,
Volume 15, Issuel, pp 29i 32 [Click here]



https://link.springer.com/article/10.1007/s11948-012-9376-5
https://link.springer.com/article/10.1007/s11948-012-9376-5
https://link.springer.com/journal/11673/15/1/page/1
https://link.springer.com/article/10.1007/s11673-017-9825-6

1.1.3DetrimentalResearchPracticesandResearciMisconduct

A distinctionhasgenerallybeenmadein guidelineson researchintegrity betweerthefi bt b r af e 0
plagiarism, fabrication and falsification on one hand, and other questionableresearchpractices
(QRPs) such as misattribution of authorshipand failure to declare conflicts of interest. One
implication of this purporteddistinction hasbeenthat only the former havetendedto be categorised
asseriousmisconductwhile QRPsaremerelyseerasminor breache®sf integrity, andpossiblynot as
misconductat all. To illustrate this trend, one needonly look at the definitions usedwidely for
decadesin the United States:i R e s emigcandiuctis defined as fabrication, falsification, or
plagiarismin proposing,performing, or reviewing research,or in reporting researchr e s ulht s . 0
contrast,QRPsweredefinedasfi a ¢ t thabviolate traditional valuesof the researctrenterpriseand
that may be detrimentalto the researchp r o ¢ €1992 Academiesreport, ResponsibleScience)
(Thoughthis definition waswidely adgted,someUS institutionshad more specificpoliciesdefining

researchmisconductessnarrowly.)

In 201 7thesedefinitionswererevisitedandpartially renamedbut not actuallyrevised.The definition

of researchmisconductremainsidentical, meaningthat plagiarism,fabricationand falsification are

still the focus. Furthermore,the same questionabledistinction remains: the big three are still

categorisedas misconduct,and other misbehavioursare regardedas lesseroffences.However, in 12
recognition of the growing importance attributed to QRPs, these have now been renamedas
detrimentakesearclpracticed DRPs)(thouglsomeexpertsn Europeinsteadcallthemi unaccept ab | «
researclp r a ¢ t This ehangeseemsgo be mainly cosmetic.While on the surfacethis might seem

like a more concreteterm asit soundsmore definite to say detrimental the actualdefinition of the

term retainsthe somewhathypotheticalaspect DRPsii ma kavedetrimentaleffects,which means

that the term is essentiallyunchangedn its basic meaning.The new National Academiesreport

providesseverakexampleof suchpractices:

Detrimentalauthorshigpracticeghatmay not be considerednisconductsuchas
honoraryauthorshipdemandingauthorshign returnfor accesgo previously collected
dataor materialsor denyingauthorshipo thosewho deserveo be designateésauthors.
Not retainingor makingdata,code,or otherinformation/materialsinderlyingresearch
resultsavailableasspecifiedin institutionalor sponsompolicies,or standargracticesn
thefield.

Neglectfulor exploitativesupervisionin research.
Misleadingstatisticalanalysighatfalls shortof falsification.
Inadequaténstitutionalpolicies,proceduresor capacityto fosterresearctintegrity and

addessresearchmisconducillegationsanddeficientimplementatiorof policiesand



procedures.
Abusiveor irresponsiblgoublicationpracticesby journal editorsandpeerreviewers.

- NationalAcademiesFosteringintegrity in Research2017

Notably, this list doesnot mentionfailure to discloseconflicts of interest.More importantly, some
DRPsmay be moredetrimentathansomefi s e rniosucso ncdllingthedistinctioninto question.
For example plagiarismis theft andfraud, but it doesnot (normally) harmsciencetself. In contrast,

failure to discloseconflicts of interestcanbiasinterpretatiorof resultsin waysthatcanaffectscience.

Guestauthorshipandghostauthorshigseelinked section)alsoinvolve theftin waysthatcanbe much
more serous for r e s e a rcardersthan lieing plagiarised.And failure to raise concernsabout
misconducitself maybe a muchmoreseriousproblemthanminor casesf plagiarism.Thesearejust
afew exampledut theyclearly call into questionthe validity of the distinctionmadebetweerserious
misconductand DRPs. Generally,it may be more helpful to discardthis distinction and focus on
breachesf researchintegrity. All DRPsand6 s e r mistanduébarebreache®f integrity, andmost

will be misconducunlesshonesterroris involved.

References
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1.1.4 SocialResponsibility

Upholdingintegrity

All researcherdiave a responsibility not only to sciencebut also to society. This responsibility
manifeststself in severalways. First, at a basiclevel, researchersust maintainscientific integrity,
to ensurethattheresultsthey producearereliableandcanbe usedwith confidenceby the societythat
ultimately fundsthem.Fabricationandfalsification of resultsare not only dishonesbehavioursthey
alsocompromisehe integrity of scienceitself, potentially contaminatinguture researctendeavours,
wastingresourcesand public trust. That public trust is not only an outputof responsiblaesearchit
canalsoactasaninputto societalrelevanceasit canbe a requirementfor influenceandsocialvalue

aswieldedby researchers.
In this section,we will first discussthe relevanceof relevanceasaninput in research articulating
relevanceasa requiredcharacteristiof researchSecondwe will discussthe relevanceof relevance

asasocialcharacteristiof practitionersandinstitutes.

Doingrelevantresearch

Next to doing researchresponsiblyin the sensethat the researcheadherego normativeprocedures 14
and protocols,a secondaspectof social respomsibility is doing researchthat is relevant.Evenif a
researclprojectis perfectlydesignedhasexcellentmethodologyandis conductedwith greatrigour
resulting in superbanalysisand reporting, it might be uselessif the researchquestionitself is
irrelevantor the problemit addressethasno socialor scientific relevanceResearclintegrity consists
not only in designingand conductingresearchto certainstandardsbut alsoin identifying relevant

researchyjuestions.

What doesrelevantmeanin this context? This questioncan be answeredin different ways, but
essentiallyit meansthat the researchmust have some potential impact on society - evenif by
reinforcingor improvingthe body of scientificknowledgewhich will ultimatelybenefitsociey rather
than by directly affecting society! For example,a study that aims to reproducethe results of a
previous study may not yield novel results, but will reinforce the findings of the earlier study,
improvingthe evidencebasefor society.Therelevaacerequiremenhasgainedgreatemprominencen
recentyears,beingmentionedn moreguidelinesandevenfeaturingin somenationallegislation(the

SwissHumanResearctct stateghatii r e s enchumaribeingscantakeplaceonly if the scientific

' The principle of relevanceaefersalsoto the basicprinciple of Researclithics,i.e. theprinciplerequiringthat
anyresearctprojectmusthavepotentialto producesocial,appliedor scientific merit. For example recently
updatedCIOMS guidelinesreferto the principle of socialvaluein its Guidelinel.



guesion concerneds relevantfor one of the following domains:understandingf humandiseases;
the structureand functioning of the humanbody; and public h e a | (BwiseFederalGovernment.
HumanResearctAct). Although not specificallywritten in this cortext, researctandwriting on the

6 n enductionofk n 0 wl eadbg redilthiswaytoo (seeNPoK andRTS).

Relevancas not only relevantin termsof yielding beneicial results.Irrelevantresearcralsowastes
the resourcesnvestedin it. It hasbeenargued,for example,thatit is wastefulto conductfurther
researchon homeopathybecausethe evidencethat it is ineffective beyond a placebo effect is
overwhelming Researchwithout relevances alsodetrimentalto any humanor animalparticipantsat
best, their time is wasted,and at worst, their lives may be lost, dependingon the nature of the
researchHarminghumansandanimalsin the courseof relevantresearh is alreadyunfortunate put
loss of life in pursuitof irrelevantaimsis deeplyunethical(the flip side of this is anothertype of
relevancein someresearch{notablyclinical trials), participantscanbenefitdirectly from theresearch
soit is relevantin that sense)Note that a studycanalsobe renderedrrelevantby bad methodology
evenif the researchguestionis relevant.If a studyhastoo few participantsfor statisticalpower,its
resultswill not be valid, and will thus be irrelevant. But reports of such studiesare sometimes
published,meaningthat papersthat are fundamentallyflawed and whoseresultsare thus irrelevant
contaminatethe scientific record, skewing the knowledgebaseand allowing methodologyexperts

suchasJohnloannidisto arguethatmostpublishedresearcHindings arefalse

Relevanceasasocialattribute

Nextto relevancébeinga characteristiof researctprocesseandresearctoutputs, relevancds alsoa
perceivedquality, attributedto institutes and individuals by various publics. To be perceivedas
relevantin a debatefo be perceivedasa legitimatevoice, a legitimateexpertor a legitimateproxy to

speakon behalfof others,conveyspower.

Acting responsiblyadheringto researchintegrity, or at leastthe perceptiorof it, translatesndirectly
into credibility. In the words of Onora O 6 N e trustworthinessrequiresreliability, honestyand
competence.In the context of researchand scientific situations, the honesty and reliability
requirementsare bestcaughtby the researchintegrity label (althoughcompetencés of interesttoo,
see below), whereasresearchethicsis spreadacrossall three. To earn credibility, or to become
trustworthy,meansto build o n erélevanceNote thatthis processcantakeplaceon multiple levels.
Individual researcherbuild their credibility, trustworthinessandrelevanceasmuchasinstitutionsdo
T rangingfrom local collegesto global organisationsuchasthe WHO. Perceiveddeviantbehaviour,
meaningbreaksthe norms and valuesas recognisedelementsof researchintegrity, individual or

institutional,translatesnto alossof relevance.
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Relevanceasa social attributeis, albeitdifferentfrom the onesmentionedabove,a resourcehatcan

be wasted.Committing fraud, oversteppingo n eepistemicdomain, or, for institutions, appearing

eitherinstitutionally corrupt, or hostinga researchewho hascommittedfraud, will diminishon e 6 s

capacityto yield desirablechange’ relevancewvasted.

Dual useof research

More concretely,anotherissueariseswith respecto relevancelt is dud useof researclresults,an
issue often associatedwith researchethics, but also with clear researchintegrity connotations.
Researchmust be relevant,but researchersnust also ensurethat they have consideredts potential
relevancan termsof misuseof their findings. Dual usewasoriginally definedasanytechnologythat
can be usedfor both peacefuland military means,but in the contextor researchintegrity it refers
primary to any misuseof knowledge,dataor scientific discoveries(including technology).In the
United StatesDual Use Researchof Concernis definedasi | isdiercesresearchthat, basedon
currentunderstandingcanbe reasonablyanticipatedo provide knowledge jnformation, products,or
technologiesthat could be directly misaplied to pose a significant threat with broad potential
consequencedo public health and safety, agricultural crops and other plants, animals, the

environmentmateriel,ornationals e cur i t y. o

For example,one of the main worries in dual use is that terrorists could use new to engineer
bioweaponsHowever,dual useissuesare not limited to life scienceresearchinterview dataabout
smokinghabitscould be obtainedwith the intentionof developingnew strategiego help peoplestop
smoking,but the sameresultscould be usedby tobaccocompaniego targetadvertisingdesignedo
increasesmokingrates.Dual use concernsalso highlight a tensionbetweentwo different themesin
researchintegrity. Opendatais regardedas animportantaspectof integrity becauseof the needfor
transparencyand reproducibility. But making all raw dataavailableincreasegdhe risk of unethical
dual useoccurring.All researcherfavea responsibilityto anticipateand take measuredo prevent

anydualuseof their findings.

Limits of competene

RevisitingO 6 N e irefulirgnentor trustworthinesgreliability, competencehonesty)also presents
us with anothergquestionablebehaviourresearchersnay engagein, perhapsunknowingly. Whereas
transgressionsn the honestyrequrementvery obviously translatesnto a loss of trustworthinessor
credibility, transgressionsf the otherrequirementganalsodo soin perhapsinexpectedvays.To do
unreliableincompetensciencaendersasarguedabove eventhe mostrelevantscien irrelevant.
However limits of competencarenotin themselvedimited to datacollectionor experimentaivork.
Limits of competencare also at play whenresearchersake public stagein the contextof research

communicatioror asexpertwitnesser expert commentersConsider for instancethe statusof the
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so-calledprominentrock-starscientistsjncluding peoplesuchasBrian Cox or Neill deGrass@yson.

They are highly soughtafter as public figures speakingwith authority on scientific issuesas they

presenthemselvesscurrentevents.They are, by training a particle physicistand an astrophysicist.

Yet routinely they areaskedto provide (very public andvery powerful) commentson issuesvarying
from vaccinationto climate changeand from nutrition to sciencepolicy. They are oversteppinghe
epistemicculture they are part of, reachingbeyondthe limits of their competenceandjeopardizing
theirtrustworthiness.

Of course trustworthinessaind the public relevancethat flows from this, is a perceivedquality. The
consequencef this is thatto many, Cox and deGrassé'yson are (a) doing nothingwrong and (b)
their relevanceaspublic intellectualsremainunscathedSimilarly, the oppositepositionsexist. From
aresearchntegrity standpointjimits to o n ecéngpetencémposelimits on how oneoughtto present

ourexpertisé individualsandinstitutesalike.
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1.2.Practical Issues

1.2.1.Plagiarism

Introduction

Plagiarismis listedamongthe threedeadlysinsin researchalongwith fabricationandfalsification,in

almostall internationaliteratureon researchntegrity. The moral statusof plagiarismis not, however,
on parwith thetwo othercardinalsins. The dominantview is thatthat plagiarismdoesnot corruptthe
contentof science pnly the distribution of creditin it, whereadabricationandfalsification do both.
Plagiarism,in otherwords, it is not harmingsciencein its endlesssearchfor truth, while fabricaion

andfalsificationdo. For instance Bouteret al. workedtowardsquantifyingthe effectof plagiarismon

truth (relatively small)andtrust(bigger).

Plagiarismis intricately tied into cultural positionson ownershipof ideasand of text. Ownershipof
ideasandtext arenotthe samenor areconceptubsationsof ownershipof both. Most of the discourse
on plagiarism is Westerncentric and refers heavily to individualistic norms for originality.
Practically, many of the guidelinesand codesof-conductavailablerefer to both ideasandtext. In

practice howeverenforcemenis oftencentralisedntext, for practicalpurposes.

OwnershipandLanguage

Pennycookfor instance showsthat our culturally, and temporallydivergentideasaboutownership
shift how we think aboutplagiarism(andhow we actaccordingly).As aresult,the way professionals
andstudentghink aboutplagiarismand originality cannotbe separatedrom the teachingor research
systentheyareembeddedn. The researclandteachingcultureperformedthroughinfrastructureco-

determinewhatcountsascheatingfraud, or decentacademidehaviour seeAshworthet al.

On top of this, plagiarismis intertwined with language.Many researchergublish in languages
different from their own (Englishin the caseof most scientific and scholarly work). This creags
practical problemsbecausehowever good researchergiet at English, they never becomenative
speakersforeverlimiting their ability to expresgshemselvesn myriad ways. Originality on the level
of sentencedecomesharderwith every papera researchr publisheswho is not so proficient at

English.Currie hasstudieda caseof plagiarismin detail,in which this anda numberof otherissues

featureprominently. The choiceto reusesentencesisedbefore, motivatedby variousreasonsdoes
not restrictitself to the writing of others,but may meanthatresearcherse-usedescriptionghey have
usedbefore.This practicehasbeennamedself-plagiarismwhich featuresncreasinglyprominentlyin

researchntegrity discussionlt is discussedbelowin aseparateection.
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Guidelines

A variety of definitions for plagiarismcirculate. We will not reproduceall of them. However,to
understanatonceptualisationandexisting suggestionsgodesand guidelinesto preventanddel with
plagiarism,a few help to sketchthe landscapeFor instance,the World Associationof Medical

Editors(WAME) definesplagiarismas:

[T]lhe useof ot h gubkshedand unpublishedideas or words (or other intellectual property)
without attribution or permissionand presentinghemas newand original rather than derivedfrom
an existingsource [ WAMEWebsit¢

The Committeeon PublicationEthics (COPE)offers, as a strategyto avoid plagiarism,to diligently
include sourcesand ask for permissionwhenincluding largeramountsof someore e | sweoik.9n
contrast,the Office of Researchintegrity offers a more complex list of 28 guidelinesto avoid
plagiarism. However, despite the explicit inclusion of intellectual property i or ideasi in the

definitions of plagiarism,operationalisationstrikingly targettext. For instance,n the 2011 COPE

discussionpaper plagiarismis operationalisedas a problemof 6 t ex tmi | (p.8),iexphcifly
discwssedin the contextof the tools availableto detectsuchsimilarities (rangingfrom old-fashion
peerreadingto complexalgorithms).Ilt makessimilaritiesconcreteby suggestinghatduplicationsof
>100wordsareto belabelledat6 ma p b a g i ahile dsiplc@ations<100wordsareonly dminord |,
with differentsanctionsattachedTo befair, unauthorisedttributionof hypothesesiata,finding and

argument@arementionedoo.

Quite a few opennormsexistin the variousguidelinesavailable,for instanceexcusingthe verbatim
inclusion of descriptionsof common, or standardtechniques.Which techniquesare considered
standardor commonby whom, is still up for debate.Similarly, authorsmay disagreewhethera
descriptionis similar, or not, knowledgeis common,or not, andwhetheror notideasareoriginal, or

noti all, of coursepnagradientrangingfrom veryto slightly.

Understandingractices

As a consequenceyhenit comesto plagiarismi theinternationakulesareoften expectedo provide
clarity, yet usuallyrequiredeliberationand negotiation.That doesnot meanthat plagiarismis to be
excusedr approvedlt just meanghatif you wantto havea decentconversatioraboutplagiarismi
or work towardsminimising it i you needto take local researchinfrastructuresand local research

culturesinto account.Avoiding plagiarismis not as simple as it may seem,as Fisher and Patin

demonstratén their study.FisharandPatinjoin the chorusin researchintegrity discoursegalling for
additionaleducatioron properconducti animportantway to socialisenew researchergto complex

socal and political practices.However,additionalteachingor telling peoplehow to behaveis not
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effective if that particularbehaviouris either not perceivedas deviantor wrong, or if no stimulus

existsto changeit. [Readmorein our sectionson metricsandrewardg

Self-plagiarism
Strictly speakingself-plagiarismis an oxymoron,for it would imply stealingfrom oneself.lt is also

notlabelledasmisconducby the Office of Researchntegrity [readmord andregularlyreferredto as
text recyclingor duplication.HorbachandHalffman have,asa pilot study,scannedearlyathousand

publicationsof prominentDutchresearchers a variety of disciplinesandlearnedthatthe practiceis
rathercommon,but also very unevenlydistributedamongthosedisciplines.While estimatesof the
incidenceof self-plagiarism vary, Horbach and Halffman, through a conservativemethodology,
diagnoses%.

Deviating from plagiarismproper,sel-p | a g i amoral statdsis unclear. While many find the
practiceunacceptablegthersarguethatit is unavoidableor doesnot exist. HorbachandHalffman cite
Callahanastaking a positionin favour of self-plagiarism,as helping and assistingthe development
andmaturationof ideasthroughmultiple written iterations.Evenif, in alegal senseself-plagiarismis

problematiccopyrightinfringementis lessso. There-useof texttouchesuponboth

FurtherReading

Avoiding Plagiarism,Self-plagiarism,and Other QuestionablaNriting Practices’A Guideto Ethical

Writing, the Office of Researchntegrity.
Ashworth, P., Bannister P., Thorne,P. & Unit, S. 0. T. Q. R. M. C. 1997.Guilty in whoseeyes?

University studentsperceptionof cheatingand plagiarismin academiavork andassessment.

Studiesn HigherEducation22,187-203.

Bouter,L. M., Tijdink, J.,Axelsen,N., Martinson,B. C. & TerRiet, G. 2016.Rankingmajorandmi-
nor researchmisbehaviorsresultsfrom a surveyamongparticipantsof four World Conferences
on Researchntegrity. Researchntegrity andPeerReview, 1, 17.

Bretag,T., & CarapietS. (2007).A preliminary studyto identify the extentof self-plagiarismin Aus-
tralianacademicesearch{\VVol. 2, No. 5, pp.1-12). Plagiary.

CallahanJ. L. 2014.Creationof a Moral Panic?Self-Plagiarismin the Academy.HumanResource
DevelopmenReview,13, 3-10.

Currie,P. 1998.Stayingout of trouble: Apparentplagiarismandacademicsurvival. Journalof second
languagewriting, 7, 1-18.

Dellavalle,R. P., Banks,M. A., & Ellis, J. 1. (2007). FrequentlyAsked QuestionsRegardingSelf
Plagiarism:How to Avoid RecyclingFraud.Journalof the AmericanAcademyof Dermatob-
gy, 57(3),527.http://doi.org/10.1016/j.jaad.2007.05.018

20


https://ori.hhs.gov/avoiding-plagiarism-self-plagiarism-and-other-questionable-writing-practices-guide-ethical-writing
http://www.sciencedirect.com/science/article/pii/S0048733317301543
http://www.sciencedirect.com/science/article/pii/S0048733317301543
http://journals.sagepub.com/doi/10.1177/1534484313519063
http://journals.sagepub.com/doi/10.1177/1534484313519063
http://journals.sagepub.com/doi/10.1177/1534484313519063
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC2679117/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC2679117/
https://ori.hhs.gov/avoiding-plagiarism-self-plagiarism-and-other-questionable-writing-practices-guide-ethical-writing
https://ori.hhs.gov/avoiding-plagiarism-self-plagiarism-and-other-questionable-writing-practices-guide-ethical-writing
http://doi.org/10.1016/j.jaad.2007.05.018

Fisher,E. & Partin,K. 2014.The challengedor scientistsin avoiding plagiarism.Accountaility in
research2l1, 353-365.

Horbach,S.P.J.M. & Halffman,W. 2017.The extentandcause®f academidextrecyclingor6 s e | f
pl agi Reséashruodicy.

PendersB. 2017.BeyondTrust: PlagiarismandTruth. Journalof Bioethicallnquiry, 1-4.

Pemycook,A. 1996.Borrowing Others'Words: Text, Ownership,Memory, and Plagiarism.TESOL
Quarterly,30,201-230.

21



1.22. ReviewingPeerReview:Problemsand Potential

Introduction

Peerreview occursin a wide rangeof activitie® from assessmesif professionalperformanceo
decisionsabouttenure(Lee et al. 2013). The peerreview of scholarlytextsemergedduring the 17th
centurywith the establishmenof nationalroyal academien Europe (Biagioli 2002;Leeetal. 2013;
McCarty, Borgert, and Mihaich 2012; Resnikand EImore 2016). Originally it was not designedto
assessacademicrigor. Rather,in the handsof carefully screenedand courtappointedministers, it
existedasa form of statecensorshigndthe control of publicationlicensing(Biagioli 2002).This is
in stark contrastwith its presentfunction as a meansto establishresearchintegrity, credibility and
value in journal publication® albeit inconclusively, as we shall see. The expansion and
diversificationof scienceafter World War Il sawthe creationof many new scientific journalsand,
with these the intensificationof peerreview mechanismgor journal publication(McCarty, Borgert,
andMihaich 2012).However theseprocedurevariedwidely andlackedformal consensuabouthow
they should be practiced.It was not until the1980sthat peer review itself emergedas a field of
scientificinquiry in its own right (ibid). While dominantmodelsof peerreview existtoday,theseare
joined by multiple callsfor its revisionandimprovement.This sectionreviewsthe currentdebateon
peer review for scientific journal publication and points out the key interrelatedproblemsand

potentials.

Problems

At its best,peerreview shouldupholdthe ethosof the academeén a fair andimparial manner.So,
whencritical issuessurfacerevealingpeerreview as problematic,they tendto cut to the socialand
epistemologicaboneof its justification. Thereare severalkey andinterrelatedproblemslinked with

the ethicsandintegrity of peerreviewing, which critics havebroughtto light. A comprehensiveweep

of thisliteratureis beyondthes e ¢ t scapapdté pointsoutthreesalientandinterrelatedhemes.

Ineffectiveper review

Many critics claim that peer review is an inadequatesystem for catching methodologicalflaws,
fabrications falsifications,plagiarism,andotherforms of researchmisconductanddeceptionResnik
and Elmore 2016; Teixeiraand FontesDa Costa2010; Ware 2011). Article retractionis one effect
andindicatorof peerr e v i irabildysto catchmisconductat leastin the pre-publicationphase(see
FresceSantallaandHern&dezPérez2014). Anotherrelatedcritique is thatit is slow andneedlessly

delayspublication(Ware 2011). A more generalcritique is thatits proceduresreinconsistentwith
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diverseand evencontradictorypracticesin play from journal to journal, which requiresauthorsto

expendresource®n the strategicpositioningof their submissions.

Misconductin peerreview

The critique of peerreview often equatego concernsaboutthe misconduciof editorsandreviewers.
Forinstance Shaw(2015)suggestshatrevieweranonymity,offeredby somemodelsof peerreview,
allows amply opportunity for poor behaviourincluding biasedevaluationsand recommendations.
Teixeira da Silva and Al-Khatib (2016) reportsa casewhere a publisherwas forced to retract 32
articlesafterdiscoveringthateditorshadfabricatedreviewerevaluationgo manipulatepublication.In
anotherexample,Resnikand ElImore (2016) reportan online study where authorresponsegonfirm
instancesof unfair reviewer behavior including personal attacks, confidentiality breaches,and

demanddo unnecessarilgiter e v i eowrewor& (8e. revieweregobias).

Biasedpeerreview

Bias in peerreview is anotherkey areaof critical debate.Lee et al. reflectthat: fi ligtthe impartial
interpretationand applicationof sharednormsand standardghat makefor a fair processwhichd
psychologicallyand epistemologicall$ legitimizespeerreview outcomesgcontent,and institutions.
Thisiswhy c r i thiargesf diasin peerreviewis sotroubling: Threatsto the impartiality of review 23
appeato threaterpeerr e v i pswliblegicabndepistemid e g i t (Lematal)2@13,3). In their
article, Leeetal. surveya remarkableangeof biasfigenres at play in the peerreview processwhich

helps groundthe descriptionbelow (seealso Resnikand Elmore 2016; Schwartzmaril997; Shaw
2015;TeixeiradaSilvaandDobranszki2015;Ware2011).

Quality-related. This bias concernsthe reviewer ability to objectively assesghe true quality of
submissionsSubgenrednclude:a) i d e v ifran grosyrmeasuresor trueq u a | wheéreamarticle
is submittedandrejectedby one (top) journal but subsequeht submittedandacceptedy a different
(top)journal;andb) i | anter-raterr e | i awherdéevaluati@andiscrepanciegxist betweentwo or
more reviewersof the samearticle. (For further discussionof this issue,seeResnikandEl mor e 6 s

(2016)sectbn: InconsistenReview.)

Content-related. Disciplinary preferencesr theoretical methodologicabrientationgowardscertain
contentor approachcanalso biasthe evaluationof submission Subgenresnclude: a) confirmation
(or rejection) basedon the aforementionegreferencesr orientations(e.g. schoolsof thought); b)
conservatism,which rejects groundbreaking / paradigmshifting (innovative) approachesthat

challengehe statusquo; c) interdisciplinaryresearchywhich may challengedisciplinary (mainstream)



boundariesandd) publishability, whereresearchdemonstratingositive ratherthan negativeresults

is deemedmorepublishable.

Author -related. This genreincludesbias linked with authoridentity or status,which negativelyor
positively play on the review of his or her article, including: a) prestigeand class;b) institutional

affiliation; c) nationalorigin; d) languagepr e) gender.

Reviewerrelated. Herebiasconcernshow revieweridentity (prestige class,institutional affiliation,
nationalorigin, languagegender etc) affectshis or her review style or tendencyto evaluatecertain
submissiortypesmorestrictly or lenientlythanothers.Similarly, revieweregobiasmay occurwhen
submissiongeceivelower evaluationsthat fail to referencether e v i eowm worik $§seecontent
related bias above). Conflicts of interest may also bias reviewer evaluation especiallyif gone

undetectedseealsoConflicts of Interestsection).

Editor -related. From one perspectivepeerreview existsto offset or augmenteditorial power, but
from anotherthe editor retainscompletecontrol over the entire process,ncluding the selectionof
reviewergGuédonandSiemens002,in Fitzpatrick2010).In bothperspectiveshe editorroleis key.
Yet, distinguishingpossibleeditor-biasin peerreviewdependon the degrego which editorsemploy
a handsoff or handson approachEditor biascanparallelreviewerbias,but it canalsostemfrom the

economicsandpolitics (i.e. systemic)concernof journal publication.

Potential
An increasingnumberof scholarshaveproposedvaysto addresshe problemsof peerreview andits
potentialreform. For instance Resnikand Elmore (2016) surveyseveralrecommendationund in

the literature. Theseinclude increaing the numberof refereegmore thantwo per submission)the

addition of refereetraining programmesand improvedrefereeinstructions.Otherrecommendations

focus more specifically on revising editor behaviorto promoteintegrity and fairnessin the peer
review process.Editors can enhancereferee selection and practice with more stringent referee
recruitmentandguidance andby carefully checkingreviewerassessmenfsr unbiasedprofessional
content. Editors can also remain transparentabout decisbns to acceptor reject submissionsfor
publication and offer clear rationale for both. Proposalsfor peer review reform also include

alternativego moretraditionalmodels.

Modelsof peerreview
As noted above, multiple modelsof peerreview exist. Thesediffer widely betweenpublisherand

journal aswell asthe degreeof transparencynd the stageat which evaluationsare made (Fresceo
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Santallaand HerndhdezPérez2014). Peerreview hastypically involved pre-publicationassessment

by smallgroupof appointedeviewer(s)andeditor(s).Therearecurrentlytwo dominantmodels:

Single-blind peer review. In this model,revieweridentitiesare kept from the authorsbut reviewers

know authoridentities.

Double-blind peer review. Here both authorsand reviewers remain ignorantof oneanot her 0s
identities.

The rationalewith both the single-blind and doubleblind modelsis to encourageeviewersto make
honestassessmentwithout concernfor authorredress.As Lee et al. (2013) explain, singleblind
modé is usedmostfrequentlybecausét is lessburdensomandexpensiveao operatehanthedouble
blind model,which requiresmoveeffort to maskall signsof authoridentity from the submissionOn
the otherhand,the doubleblind modelis regardedoy somescholarsasthe fairestbecauseeviewers
cannotmakebiasedassessmentgainstauthorg(Shaw2015).However,Shawwarnsthatblinding the
identity of reviewersrendersthem unaccountabi@ for instance,authorsare unableto point out

conflictsof interes.

Triple -blind peer review. In this casetheidentitiesof authorsareblindedfor both reviewersaswell 25

aseditors.However editorsstill know revieweridentity.

Non-blind or open peer review. This modelof peerreview is whereboth identitiesof authorsand
reviewersareknownto eachparty. Severaldifferent versionsexist, with which journalsare currently
experimenting,including online community pre and postpublication stages(FresceSantallaand
Hern&dezPérez2014).

Shaw(2015) points out, however,that many openforms of peerreview retainthe problemsof bias
againstauthors.To counter this, he suggestsa modified doubleblind model where editors and
reviewersare both blindedto authoridentity. He concludeghat,fi t peerreview systen shouldbe
baseduponthe principle that blinding shouldbe usedonly to preventbiasin decisioama k i (ibig: 0
4). We agree.Neverthelesswe encourageontinuedexperimentatiorwith openraccesgeerreview,
possibly hinged with nonbinding pre- and/or postpublication online community consensus,

performedn waysthatprotectauthoridentity.
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1.2.3.Bibliometrics Approach(The Matrix of Metrics)

Introduction

Bibliometric methodsconcernthe systematicquantitativemeasuremerendanalysisof publications,
authorsandtheir citations.This activity hasexistedfor overa century(Hood andWilson 2001).This
field containsseveralrelaed and overlappingtraditions including Bibliometrics, Scientometrics,
Informetrics,CybermetricsandWebometricsThe ScienceCitation Index (SCI) is one of the earliest
databasesreatedand usedfor citation analysis.Today web-basedindexeslike the Web of Science
(Clarivate Analytics) make this index available online. Other important bibliometric data sources
include Scopus(Elsevier), Google Scholar(Google), PubMed/MEDLINE (US National Library of
Medicine),andSciFinder/CASAmericanChemicalSockty).

TypesandDefinitions

While methodsof citation analysishavebeenaroundfor sometime, the JournallmpactFactor(JIF),
hasdrivenb i b | i o grewinginfleedcein academiowvork. Createdby Irving Sherand Eugene
Garfield in 1955 (Garfield 2006), JIF figures the annual averageof article citations for a given
journal.For betteror worse,JIF establishes comparativdbenchmarlof journal quality. Its influence
remainstoday, but the searchfor additionalmeasuresf quality andimpact,alongwith the adventof
new forms of publicationand distribution, have spurredthe creationof other metricsto benchmark
not only journals but the academicperformanceof institutions and individuals. The chart below

overviewstheothermainbibliometricscurrentlyin use.

Metric Description

5-yearimpactfactor Averagecitationsof paperdn ayearto papergublishedn the previous
five years.Fromthe Web of Science Publishedannuallyin the Journal
CitationReportgJCR).

Age weightedcitationrate Measureghe averagenumberof citationsto anentirebody of work, ad-

(AWCR) justedfor the ageof eachindividual paper.
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Altmetrics

Tracksonline attentionreceivedby individual papersncluding Tweets,
blog posts citations,Wikipedia mentions Mendeleyandotherreference

listings, FacebookandGoogle+posts.

Article Influence!score

Calculatedby dividing the Eigenfactor!scoreby the percentagef all arti-
clesrecordedn the JCRthatwerepublishedn the sameournal. Article
Influence!lis similar to theimpact

factorandSClmagojournalrank.

Aggregatampactfactor

Calculatedn the sameway astheimpactfactorbut takesinto accountthe
numberof citationsto all journalsin the categoryandthe numberof art-
clesfrom all journalsin the cate@ry.

An aggregatémpactfactorof 1.0 meanghat,on averagethearticlesin the
subjectcategorypublishedn the previousoneor two yearshavebeencited

once.

Citedhalf-life

Thisis ameasuref theageof articlesbeingcited. It calculateghe hdfway
point (half of the citationsto articlespublishedbeforea dateandhalf after
thatdate)to give a measuref the

longevity of whatthejournal publishesFor examplejf in 2015thecited
half-life of ajournalwas5.0,thenthis meanghathalf of all citationsto it
wereto articlespublishedbefore2010andhalf to articlespublishedafter
2010.

Eigenfactor!score

Citationsareweightedaccordingo the prestigeof the citing journal so
citationsfrom top journalsmeanmorethancitationsfrom lessetjournals.
Usesa five-yearcitationwindow. Published

annuallyin the JCR.AIll journalself-citationsareexcluded.

E g g hgandlex

Aims to improveonthe h-indexby giving moreweightto highly cited arti-
cles.Theg-indexis
thehighestnumberof papersof aresearchethat,on averagehavereceived

g or morecitations.

GoogleScholarTMmetrics

Liststhetop journalsby disciplinesandsubdisciplinesisingthej o u r n

5-yearh-indexandh-median.

Hi r steifdeéxs

Theh-indexis anarticlelevd measuralesignedo evaluatandividual au-
thors.The h-indexindicatesthe numberof papergh) thathavebeencited

atleasth times.
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Immediacyindex

Thisis calculatedn the sameway astheimpactfactorbutlooksat only
oneyear

(ie numberof citationsto articlespublishedn ayeardivided by the number
of articlespublishedin the sameyear).It measuresiowrapidly thejournal
is citedandtherefore

whetherit is publishingin arapidly developingarea.Publishedannually in
theJCR.

Impactfactor

Averagecitationsin oneyearto articlespublishedn the previoustwo

years.Publishedannuallyin the JCR.

Impactperpublication(IPP)

Measuregheratio of citationsin a yearto scholarlypapergublishedin the
threepreviousyearsdivided by the numberof scholarlypapergublishedin

thosesameyears.Calculatedby Scopus.

PageRankTMalgorithm

GooglebasecevaluationThe6 t @rticestendto bethosethathavebeen
cited/linkedto
morethanothers.The calculationusedis acommercialkecetandsocan-

notbefully evaluated.

SClmagogournalrank(SJR)

Basedon weightedcitationsin ayearto paperspublishedin the previous
threeyears.From Scopuslandpublishedn the SCImaggournal andcoun-
try rankreports.Citations

areweightedby the prestigeof theciting journal, muchlike the

Eigenfactorlscore.Journalself-citationsarelimited to 33%.

Sourcenormalisedmpactper
paper(SNIP)

Measuresveragecitationsin ayearto papergublishedn the previous
threeyears.From Scopuslandpublishedwice a year.Citationsare
weightedby the citation

potentialof thej o u r suljdctéategorymakingthis metricmorecompma-

rableacrossspecialties.

Y -factor

UsesGooglePageRankvith theimpactfactorto measureanddistinguish

the quality of citations.Aims to improvetheimpactfactor.

Source:Smart2015:407
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Citation RateDifferences

The increase of bibliometric information has become an integral part of academicwriting,
referencing,publication, and researchpractice more gererally. A guiding assumptionbehind the
creationand use of bibliometric datais that cited works have greaterimpact and quality than non
cited ones(” citationrate =~ citation quality/impact).However,as one bibliometric analystargues,
thereare seveal reasonsvhy an authormight decideto cite or not, which may havelittle to do with
the impact or quality of the citation (Neophytou2014). Thesereasonsanclude: discipline (science,
social scienceand humanitieshave different citation traditions and schedules)type (for example,
literature reviews typically receive more citations than casesstudies or editorials); date (older
publicationscanaccumulatemore citationsover time than newerones);and source(large databases
like Google Scholarlikely generatehigher citation scores)(ibid). Other factorsinclude: language
(English versusother languages)reputation(popularity of a specific journal or author); disproofs
(articlesthat contributenew ideasor theoriesreceivemore citationsthan onesthat refute or falsify);
subjectivebias (self-citation or work of colleagues/friends)hus,creatingmetricsto figure academic
guality is all well andgoodbut it remainsimportantto accountfor the limitations of eachmetric as
well asthe contextof use.The next sectionreviewscritical literature tackling importantissuesof

bibliometric creationandusagen practice.
30

Critical Studies

Empirical examplesThe critical studyof bibliometricsin practiceis a newareaof inquiry. Examples

of recentcasestudiesinclude the interplay betweenbibliometric dataand: the normsand valuesof
researclpracticesn biomedicing(Rushforth andde Rijcke 2015)andthelife sciencegFochleretal.

2016, Muller and de Rijcke 2017); variationsin authorshipcontribution and careerimplications
(JabbehdarandWalsh2017);global universityrankings(Hammarfeltetal. 2017);ands ¢ h o $elk r s 6

citationandquantificationpracticeqHammarfeltetal. 2016).

Usesand misusesCloseempirical attentionto how bibliometricsare usedhasproduceda numberof

key insightsconcerninghe ethicsandintegrity of researctpractice.Examplesreflect concernsabout
validity andlimitations (de Rijcke andRushforth2015),ratingsmanipulation(Oravec2017),trustand
accoumability (Oravec2017,deRijcke etal 2016,Hammarfeltetal. 2017),strategicgaming(Oravec
2017,Hammarfeltet al. 2016, de Rijcke et al 2016), displacemenbf researchgoals(Miller andde
Rijcke 2017,de Rijcke et al 2016),narrowedforms of scientifc quality (Fochleretal 2016,de Rijcke
and Rushforth2015, Rushforthand de Rijcke 2015) and reducedinterdisciplinarity (de Rijcke et al

2016).



Theorizing bibliometrics in practice. Critical studiessuggesthave employeddifferent theoretical
approabesto understandibliometric practices.Someliteratureemploysgametheoryto study how
actors (scholars, institutions, and publishers) strategically manipulate quantitative bibliometric
measuredo improve their rankings (Oravec 2017, Hammarfeltet al 2016). Other studiestake a
differenttact, drawingon valuationtheoryto exploremore closelyhow actorsnegotiateandattribute
different forms of worth and scientific quality in practice(Fochleret al 2016, Muller and de Rijcke

2017,Hammarfeltet al. 2017). Furthermoreyaluationhasbeenapproacheavith the notionof i f o | k

t h e omriyf dkinko wl ¢eoadgpleréhow academicemploysubjectiveor untestecassumptionso
make senseof bibliometric ratingsand position new scientific knowledge(Rushforh and de Rijcke
2015,0ravec2017).

ImplicationsandGuidelines

De Rijcke et al. suggesthat bibliometric tools are attractiveto policy makersbecauseahey promise
the reductionof complexity (2016:166).Yet, hereinalso lies the peril. Before the use bibliometric
databecomespart of researchpolicy and decisionmaking one shouldstart by first consideringthe
issuesoutlined above concerningvalidity, manipulation,trust, strategic gaming, researchgoals,
interdisciplinarity,aswell asthe figuring of scientific quality andimpactmore broadly. Hicks et al.

(2015) have provided a useful AManifest@ to help guide the use bibliometrics data. Their ten
recommendationare: 1) Quantitativeevaluationshould supportqualitative, expertassessmeng)

Measureperformanceagainstthe researchmissionsof the institution, groupor researcher3) Protect
excellencein locally relevant research;4) Keep data collection and analytical processesopen,
transparenandsimple;5) Allow thoseevaluatedo verify data andanalysis;6) Accountfor variation
by field in publication and citation practices;7) Base assessmentf individual researcher®n a
gualitative judgementof their portfolio; 8) Avoid misplacedconcretenesand false precision;9)

Recognizethe sysemic effectsof assessmerdandindicators;and 10) Scrutinizeindicatorsregularly

andupdatethem.
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1.2.4.Authorship

Introduction

Oneof the perennialchallengesn researchntegrity is accurateauthorshipattribution. Authorshipof
publicationsis, alongsideobtaininggrants,the key elementof careerprogressiorin researchdueto
the way the current systemis designed.This meansthat authorshipis very important. It is so
important to some researcherghat they are happy to be namedas authorswhen they did not
contributeanythingsubstantial or anythingat all - to a particularpaper.Theseared g u auwhbréor
honoraryauthors(anironic nameasthereis nothinghonourableaboutit). It is alsosoimportantthat
junior researcherare sometimedeft off authorlists whenthey did contributesubstantially because
theya r ededmedo haved e a r authadshipyet or their inclusioncould dilute the credit givento
the other authors.Theseare 6 g h awwhoré.Finally, ghostwritersare often paid by researcherso

write articlesin the expectatiorthattheywill notbecredited.

It should be noted that authorship paradigmsdiffer betweendisciplines and what counts as a
substantiatontributionin onedisciplinemay not countasonein another.For example mostpapers
in medicaljournalshaveseveralauthors.In contrast,philosophypapersoften haveonly one author
(Cutas& Shaw2014)andsometimepagesnf acknowledgmentftenthe peoplementionedn these
footnoteshave actually contributedmore than many of the authorsof clinical researchpapers.The
following sectionsfocus more on the disciplinesof scienceand medicine,becauset is herethatthe

problemis probablyworst. Authorshipissuesexistin all fields, however.

Guestauthorship

Authorship is ambiguousand its accurateattribution is heavily dependenton hierarchy. Junior
researchersvho are new to writing papersfor journalsareto a large extentat the mercy of senior
researcherswho passon dominantauthorshippracticesto their new disciples.If a lab leaderor
departmenheadexpectso be namedasan authoron everypaperwritten by any of his staff, he will

probablygetwhat he wants.If ajunior researcheis braveenoughto questionwhy the seniorshould
be creditedwhenhe h a s evénteadthe paper,a mid-level researchemight attemptto justify the
authorshipby arguingthat noneof themwould havea job if the professomw a s prdviding the grant
andthe lab facilities. This might seemreasonabléo a junior researcherhut it is not (seeGuidelines

sectionbelow). Authorshaveto contributeto the writing of a paper.The hintis in theword itself.

The phenomenomf guestauthorshipraisesgreatdifficulties for researcherd\ot only canthey come

underpressurdo acquiesceén addingpeoplewho arenot authorsto papersit is oftenjunior authors

33



who actually submit papersto journals. Most journals now ask for a statementthat all authors
contributedsubstantially If the subnitting researcheticks the box nextto this statemen{or inserts
sucha statemenin the paper)he or sheis violating researctintegrity (and manywould sayis also
guilty of misconduct)But for manyresearcherghe alternativecould be losing their job and career.
Guestauthorshipn itself might seemlike a relatively unimportanttransgressiorut it implicatesall

other authorsin deception(and possiblyfraud) and allows seniorresearcherso unjustly pad their
CVs, sometimeswidening the gulf in power betweenthem and junior researchersi-or any given
paper,addingghostauthorswill dilute the perceiveccontributionof the actualauthors And of course,
if junior researchergometo believethat guestauthorshipis ok, this might be the first stgp on a

slipperyslopeto otherresearchmisbehaviours.

Ghostauthorship

Theflip side of guestauthorshipis ghostauthorshipwhereresearcherssho deserveo be namedas
authorsare not given this recognition.lt is evenpossiblethat a junior researchr could endup doing
mostof the researclon a given project,writing mostof the paperand submittingit, but still not end
up as an author(an indignity renderedevenworseif the paperalso featuresguestauthors).While
guest authorshipis freeriding, and dilutes the visible contribution of the other authors, ghost
authorshipamountsto theft of intellectualproperty.|f someonehascontributed,he or shedeserves 34
credit. Furthermore,the personwho did most of the researchis normally the guarantorof that

researchlf thatpersonis notevencreditedasanauthor,

In the caseof paid ghostauthorsthe problemis ratherdifferent. Often, suchauthorsare happynot
beingnamedon papersasthey are paid for their servicesBut equally,if theydo all or mostof the
work on a paper,it canoften meanthatthe otherauthorsareall renderedasguestauthors(One study
found that no namedauthorswould admit they were the authorsof one particularpaperon cancer.)
Themainissuewith guestauthorsis not lack of recognition but thatthe namedauthorsmay not have
conductedhe researchmuchlessreadthe paperin question.This is a magnifiedversionof the last

issuementionedn relationto junior researcheghostauthorship.

Authorshiporder

In addition to establishingvho shouldands h o u behmadithor,thereis the secondaryproblemof
what orderthe authorsshouldbe listed in. Generally,the first authoris assumedo havedonemost
work, while in many disciplinesthe place of last authoris regardedas indicating seniority. Again
generally,mostresearchersvould prefer not to be the middle author. But different disciplinesand

journalshavedifferent conventions Someusealphabeticabrder,someusedescendingontribution



order, and sone use the first/senior author paradigm. Even when researchersagree amongst
themselveshattheyshouldall be namedasauthorsthe specificordercanresultin disagreementt is
now possiblefor peopleto be namedasi cfiossta ut ha evend csenbra u t hsothat adpaper
could actually have four (or more) authorsin the two 6 b epm4itibns.Generally,discussionabout
who shouldbe included as an author,and potentially the order of authors,should be discussedn

advancgthoughsubjectto modfication) in orderto avoid disappointmenandconflict later.

Contributorshipandthefuture of authorship

Becauseof the ambiguity surroundingthe conceptof i s ub s c amt r & bomé¢jduroatsare
moving towardscontributorshipstatementshat are publishedalongsidetraditionalauthorlists. These
statementsnakeit clear(er)who did whaton a givenresearctproject;e.g.,DS did that, DT did that,
BP did this. As well as providing clarity for readersyequiring authorsto provide thesedetailsalso
encourageseflection aboutwho deservesactual authorship,and acts as a disincentiveto include
guestauthorsand excludeghostauthors.An honestcontributorshipstatemenbn a paperwith guest
andghostauthorswould haveto includea sentencdike this: i X andY did nothing.Z did everything
elsebuti s mrdthe authorlist becausewe paid h i mContributorshipstatementsalso allow for

recognitionof effort thatdoesnot qualify researcherfor authorshipsuchasproviding biosamplesor

machnery.

However, while journals are moving towardscontributorshipthey are not yet moving away from
authorship.Contributorshiplists are often buried at the end of articles behind a paywall, while
authorshiplists are highly visible. It has been suggestd that replacing authorship lists with
contributorshipstatementsvould be the bestsolution, asit would replacea flawed and ambiguous
systemof attributing credit with a lessvagueand more specific one. But paradigmsare resistantto
change,and fi a urtaof 20 p a p ewills Sbund betterthan i ¢ o n t rto 20ytagrefor she

foreseeabléuture. All researchershouldtreatauthorshipseriouslyandsensitively.

Guidelines

Becausef all of theseissuesyariousorganisationsncludingthe InternationalCommitteeof Medical
Journal Editors (ICMJE), Committee on Publication Ethics (COPE) and World Association of
Medical Editors (WAME) have developedguidelinesthat set out what criteria must be met for

someondo qualify asanauthor(atleastfor thosepublishingin biomedicaljournals).

The ICMJE recommendshatauthorshigbe basedon thefollowing 4 criteria:
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A Substantiatontributionsto the conceptionor designof the work; or the acquisition,analysis,or
interpretatiorof datafor thework; AND

A Drafting thework or revisingit critically for importantintellectualcontent;AND

T

Final approvalof the versionto be published AND

A Agreemento be accountabldor all aspectof the work in ensuringthat questiongrelatedto the
accuracyor integrity of ary partof thework areappropriatelyinvestigatecandresolved.

[http://www.icmje.org/recommendations/browse/redaslresponsibilities/defininghe-role-of-

authorsandcontributors.html]

Thecreationof theseguidelinesis goodin the sensehattheyprovide a benchmarkhatcanbeusedto
guide whethersomeoneshouldbe namedas an author.But they are not unproblematic First, what
constitutesa substantiakcontribution?Substantivityis subjective.l might get upsetif | think | have
madea substantiakontributionandyou think | h a v e(imdiee¢d,if | 6 night andl 6 not creditedl

will becomea ghostauthor). While rigorous applicationof the ICMJE guidelinesshould prevent
@dotald guestauthorshipwherethe namedpersonmadezerocontribution,it will not weedout authors

who merelyreadpapersandgavea few comments.

It hasalsobeenpointedout thattheseauthorshipcriteriamight betoo rigorous.Imaginethatsomeone
hasa greatideafor a study, someoneslseconductsthe researchand someoneslseagainwrites and
submitsthe results.None of thesepeoplewould qualify asan author.The contributorshipstatement
(seebelow) for this paperwould saysomethindike Ai Xhadtheidea,Y did theresearchandZ wrote

this paper.But noneof usareau h o (6mw2011).
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1.2.5.Conflicts of interest

Introduction

One of the core issuesin researchintegrity is conflicts of interest.Indeed,it would not be an
exaggerationo saythattherewould be very few issuesn researchintegrity if therewereno conflicts
of interest Why areCol sointegralto integrity? Becauséntegrity is aboutdoingwhatis right despite
anytemptatiorto do whatis personallyadvantageousicerowasperhapghefirst to identity this key
conflict betweenwhat he called fi t Ianourableand the u s e f(Qidero). If you are a junior

researcheandyour groupleaderwantshis nameto be includedon anythingyou write evenif shedid

not contribute this might seenlike anauthoshipratherthana Col issue.But if it wasnota Col issue
all junior researchersvould simply sayi nw a yiroresponseln fact, they do not (tendto do so),
becauseheyrealisethattheir jobsandcareerslependo alargeextenton keepingtheir bosse happy.
Thusther e s e a interbsénrrégsgectinghe rulesof authorship(the honourable)s in conflict with

his interestin remaining employed (the useful). Similar conflicts come into play throughoutthe
researclenvironment.

In a conflict of interest, a personhastwo competingintereststhat could bias their judgmentor
behaviour. In this section we explore three major and one minor type of conflicts of interest
(financial;, personaljntellectualand medical),and clarify whatis meantby perceved and potential
conflicts of interest.(It is actuallyquite difficult to classifythe aboveexampleasit involvespersonal
conflict, but is really in essence financial conflict of interest- thoughthe researchemight really
love his job andwantto keepdoing sciencethe real concernin mostcaseswill be ensuringincome
for oneselfando n efa@ndy. As such,capitalismis perhapgheroot causeof mostconflicts of interest

andthusof mostresearchmisconduct.)

Financialconflicts of interest
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In medicalresearchasin manyotherdisciplines,the focusuntil very recentlyhasbeenon financial
conflicts of interest(Wienfurt et al 2006).Here,the concernis not somuchlossof financingasin the
exampleabove,but the lucrativeincentivestha doctorscanattractfor involvementin researchand
which can influence their decisionsand judgment. For example,a doctor might be paid by a
pharmaceuticatompanyto do someresearctandwrite a paperfor a journal. He might think that he
remainsenirely objective,but the evidenceshowsthat authorspaid by industry are more likely to
give positiveevaluationf drugsbeingtested Becauseof this, all financial conflicts of interestof all
authorsmustnormally be disclosedwhen a paperis submited to a journal. This appliesnot only to
currentCOl, but alsoto anyoverthelastfew years(specificdurationis journatdependent).

Having a COl is not necessarilya breachof researchintegrity, as long as that COI is declared.
Disclosingit allows readersto considerwhetherthe paymentor otherfinancial interestmight have
biasedthe reportingof the study (or its designor analysisor eventhe decisionto conductthe study).
But failure to disclosea COl is a seriousbreachof researchintegrity becausét representsleception
thatthreatendransparencyandrobsreadersof importantinformationabouthow to interpretresearch
results.Notably, failure to discloseCOl is not classifiedasmisconductby the definitionsin usein the
United Stateswhich definethe é b 1 b r of @afyiarism,falsification andfabricationas misconduct
andfailure to discloseCOlasafi d e t r ireseanchp & & c (seelmledsectionfor critique of this

term).

Personatonflicts of interest

Personatonflicts of interestare muchlessheavily regulatecthanfinancial Col, yet they are perhaps
evenmoreimportant.Here,the concernis not beingbiasedby financial interests but the possibility
that personalconnectiongwhetherpaositive or negative)could threden the objectivity of research
decisions.For instance many journalsstatethat authorsshouldnot nominatereviewerswith whom
theyhaverecentlycollaboratedr who work in the samedepartmentThis is becauseollaboratorsare
more likely to give favourablereviewsto their colleaguesEvenif journalsoperatea blind review
system(seelinked section),collaboratorsarelikely to know or guessthe authorsof a given paper-
andunscrupulousuthorscaneventip off colleagueghattheywill be nominatedasreviewers.There
havebeenseveralcaseof socalledd r e wrii envgheréresearcheragreeto review for eachother
andgive positiveevaluationsln addition,journalsallow authorsto indicatenon-preferredreviewers,
in orderto avoidrefereeknownto haveparticularCOls againstparticularauthors While the checks
implementedby journals are good in principle, journals lack the resourcesto police reviewer

nominationswith anyrigour sothe systenrelieson authorhonesty.
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But personalCOl extendsbeyondpotentially biasedreviewernominationsas personalconnections
operateon a variety of levels. Evenif they have neverworkedtogether,researchergan meetand
socialise,generatingbiases.Opponentscan clash at conferencesgeneratinganimosity that last for
years.PersonalCOls do not needto be declared,but both positive and negativeones should be
actively avoidedwhennominatingreviewersor refereesanywherein the researchprocessandwhen

makinghiring decisions.

Intellectualconflicts of interest

Intellectual conflicts of interestare even more ephemeralthan personalones, but they do exist.
Researcherg/ho haveworkedfor severalyearson onetopic arelikely to believein a particulartruth
or paradigm,and becomebiasedagainst any alternativeexplanation(Harbour2014). For example,
takethe topic of breastcancerscreeningSomeresearctgroupsonly everpublishpapersn favour of
such screening;others publish only papersthat are againstscreening.t is importantto note the
connection betweenintellectual and personal conflicts of interest. If someonehas a different
intellectualview, onecanbecomepersonallybiasedagainsthatresearchein waysthatbiasdecisions
andinteractions Anothertype of intellectualCOI concernsaffiliation. If aresearcheis writing about
breastcancerscreeningandis a memberof a BreastCancerScreeningCharity, this affiliation might
be seenas intellectually biasing and should be declared.There can also be political aspectsto

intellectualconflicts of interest.

Nonraffiliation-relatedintellectualconflicts of interestareinsidiousandhardto detector declare One
way to both try to avoid them and to warn readersaboutthem s to practice self-reflection. For
example,in writing a new paperabouta familiar topic, | might strive to maintainan openmind and
not take any conclusiondor granted.Whensubmittingthe new paper,| shoulddeclarethatii have
written paperscritical of X in the p a std irform readersaboutmy pag views on the subject.But
even if researchersare proactive and engagein reflection and declarationof intellectual COls,

journalsoftenremoveall conflictsthatarenot connectedvith financingandaffiliation.

Medical conflicts of interest

There are also medical conflicts of interest(Shaw 2014). Theseare a subsetof intellectual (and
sometimegersonal)conflicts of interestand concernhow o n eo@rsmedicalexperiencgincluding
thoseinvolving family membersanaffecto n erésaarchn medidne or otherhealthrelatedtopics.
In onecaseaprincipali n v e s t runpiagbfa cadcertrial wascalledinto questiorwhenhis child

developedthe same condition. This personalfactor coloured his views on the diseaseand his
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treatmenbf participants.In this case he shouldhavesteppedisideandaskedsomeoneelseto runthe
trial - buthedid notandthis led to difficulties.

In othercases n eodvrsintellectualviews on a particularmedicalpracticecanbe affectedbyo n e 6 s
personal experence. For example,if someoneconductsresearchon the social implications of
deafnessijt might be prudentto disclosewhetherhe or sheis actually deaf. If someonds writing
aboutobesity and smoking,o0 n evéews could be dependenbn whetherone is an obesesmoker.
Thesefactorsshouldgenerallybe declaredputjournalsarelikely to removethem.

Perceivedandpotentialconflicts of interest

Finally, much of the literature aboutconflicts of interestinvolves discussionof i p e r ¢ andhere d 0
i pot a@@. Whatis the difference betweena perceivedCOI, a potential COIl, and even a
perceivedpotential COI? A perceivedCOl is in the eyeof the beholderandmight not be areal COI.

For example,if a researchebasedin a city that happengo hostseveal pharmaceuticatompanies
writes an article critical of alternative medicine, some supportersof alternative medicine might
perceivea conflicts of interestwherenoneexists.All perceivedCOlsareperceivedaspotentialCOls,

but manywill not neepotential COls. A potentialCOl is onethat shouldbe declaredevenif it does

not biasthe researcher-or example theremight be somevery objectiveresearchesomewheravho 40
reportsresultsaccuratelyevenif paidhandsomelypy a PharmacompanyPotentialCOlsdo notreally

needto bedistinguishedrom COlsbecausdothneedto bedeclared.
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2. ResearchEthics

Therearemanyhandbooksaandmanualson researclethicsavailable.This contributionis designedo
help membersof ResearctEthics Committeesor IndependenReview Boards(herein,RECs)from
many different disciplinesto questiondifferent aspectsof their work. It doesnot pretendto be a
comprehensivguide to law and ethicsin the area;it is designedto provokediscussion.This is a

substantiateworking,revisionsandadditionalsectons, of thework undertakerior EURECNET.
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2.1 Conceptuallssues

2.1.1. Whatarethefl e t himn ResearchEthics,and how shouldtheybehandledby
RECs?

ShouldEthics Committeede6 et hi cal 6 ?

This is, of course,a very peculiarquestionto startwith, becausen onelevel the answeris, 6 y @fs ,

c 0 u r At anbtiferlevel, however this is a nonobviousquestionbecausehe meaningof 6 et i ¢ s &
arenot clear.At onelevel, it is abouté p r o f e Bebaviaun RHC$shouldbehaveprofessionally

(i.e. with a bureaucrati@and proceduralintegrity and consistency)At anotherit is abouté d o then g

rightt h i i ig @&outensuringthat proposedesearchwill (andto a lesserextentdoes)conformto
agreedstandards(although what those standardsare and by whom they are agreedis also not

obvious).But, thereis a more fundamentalquestionunderpinningthe meaningé e t Hof the stidics

committee: 6 w h s tthe authority for the ¢ 0 mmi t pree &d@ proscriptionof r esear cher s ¢

b e h a v i ooputsimpdy, whatis 6 e t hThis sedlichaimsto openthis discussion.

TheHelsinki Declarationcapturesxactlythe problem:Article 1 of the Declarationstates,
fi T Aorld Medical Association(WMA) hasdevelopedhe Declarationof Helsinkiasa
statemenbf ethicalprinciplesfor medicalresearchnvolving humansubjectsjncluding 43
researctonidentifiablehumanmaterialandd a t*a . o
The Declarationthencontainsa numberof principles- principlesthataccordto those for example of
Beauchampand Childress, of autonomy,nonmaleficence beneficenceand justice. So, informed
consents the gold standardprecautionshouldbe operatedn relationto risk, and humanwelfareis

paramount.

Article 23 of the Declarationintroduceshe REC/IRB:
i T hresearchprotocol must be submittedfor considerationcomment,guidanceand
approval to the concernedresearchethics committee before the study begins. This
committeemustbe transparenin its functioning, mustbe independenof theresearcher,
the sponsorandary otherundueinfluenceand mustbe duly qualified. It musttakeinto

consideratiorthe laws andregulationsof the countryor countriesin which theresearch

26 Et h bemngahailjective,is difficult - ané e t hr ie os didenaréa reviewthatwould be conductedn an
ethicalmannerratherthanareviewrelatingto ethics(althoughit tendsto be usedto meanthelatter). So,here
0 e t his avoidédo

3 WMA Declarationof Helsinkii Ethical Principlesfor MedicalResearchnvolving HumanSubject1964,
andsubsequentlpmendedmostrecentlyin 2013)https://www.wma.net/policiepost/wmadeclaratiorof-
helsinkiethicalprinciplesfor-medicalresearckinvolving-humansubjects/



is to be performedaswell asapplicableinternationainormsandstandard$ut thesemust
not be allowed to reduceor eliminate any of the protectionsfor researchsubjectsset

forth in this Declaration.

fi T hcemmitteemust havethe right to monitor ongoing studies.The researchemust
provide monitoring information to the committee, especially information about any
serious adverse events. No amendmentto the protocol may be made without
consideratiorandapprovalby the committee After the endof the study,the researchers
mustsubmitafinal reportto the committeecontaininga summaryof the studyd 8ndings

andconcl usi ons. 0

Two elementsare interestingat this point i mu lsetduly g u a | iahdifiendi @ot be allowed to

reduceor eliminateany of the protectionsfor researchsubjectssetforth in thisDe c | ar Howi on o .
doesthe Declaration,andthe requirementgor ethicscommitteesfit into the broaderframeworkof

ethics?

Whatare6 Et hi cs 6 ?

The Declarationis very practical.lt producesa numberof key areasand presumptionaboutwhatis
acceptabldehaviour Theseapproactprescriptionin a numberof key areasputstill requireadegree 44

of negotiationor interpretationAnd yet,6 e t tarecorgedted.

The contestappearsfirst at an almost functional social level. Thereis a distinction to be drawn
betweercolloquialandformal ethics.Colloquial usesof thetermareanappeain popularuseto mean
thatsomethings 6 r i @ & & 6 ¢ e pvénanuchim bne with the predominantultural standardsn
a particular community. It is more a linguistic way of labelling behaviour as acceptableor
unacceptablevithout any appealto a formal, systematicbasisfor the claim. Another version of
60 col | etqghuimighdbietermedd pr a e t ih € i®la énore systematidocus on whatis right
andwrong, butbasedn the beliefsof theindividual decision-makers without a formal analysisof the
basisof thosebeliefs. Formal usesof the term arean appealto ethicsasformulatedin the branchof
philosophythat is moral philosophyor 6 a p pd ti hei\dthat ié the significanceof the distinction?
Pehapsonly the degreeof systematidormulationof the ideaof whatis appropriateformal ethicsis
concernedvith thederivationof theclaimto anactionbeing6 r i muthmoérethancolloquialethics;
colloquial ethics has a more overtly subjective opertion. In terms of authority to prescribeor
proscribethe behaviourof a researche(in the applicationor interpretationof broadrules),it would
seemthat Formale t h Bystenmaticapproachand appealto a philosophicalredtread may have a
greaterauthority than Colloquial e t h appealfo a perceptionof the popularculture. But, in the

absencef aframeworkto adjudicatebetweerncompetingunderstandingandinterpretation®f ethics,



it is difficult to resolvethe dispute.This placesa greatemphais on the constitutionalauthorityof the

REC/IRB,whichin turn goesto thetransparencyf its operation.

Formal ethicshasa greatersystematisatiomf its basis- it is groundedn principlesof philosophy-

but doesthis help a REC/IRB?Again, the issueis aboutthe competitionbetweendifferent types of

ethics. The obvious distinction is between 6t e | e odr ocgoincsaelq u etimebriesadnd st 6
6 d e 0 nt orldatygpi acsatiebibes.Theseform the basisof everybasicethicscourse,and most
ethicsreviewcommitteememberwwill beableto articulatethedistinction.

Teleological,or consequentialistheoriesof ethicslook only to the consequencesf an actionasthe
determinantof the correctnessof an action. Perhapsthe best known of thesetheoies is the
Utilitarianism of JeremyBenthamand John StuartMill. Their work is capturedin the ideathat an
actionis correctif it producedhe greatesutility for the greatesnumber(althoughtherearedifferent

ways of expressingthat central idea). There are many bioethicists who operate with this
conseguentialigberspectiveoday,notablyJohnHarris andPeterSinger.In arightsbasedworld, it is

very difficult to acceptthe theorycompletely- thatthereareno 6 t r wasjtighs® One cannotsay,

for example thatto kill someonds wrongif thatactionbringsthe greatesuitility; thed g r egaotoedrd
really doesallow for this mostradical expressionThis ratherexposeghe problemof Utilitarianism,

one that is found in Mill: Utility is not obvious; happinessis somewhatsubjective,or at least 45
dependenbn perspective So readingMill, it is clearthat thereare certainvaluesin play that are
broughtto the balancingandthatit is nota de novocalculuson everyoccasionAnd thatis perhapsn
partbecaus@enthamandMill wereseekingo answera differentquestionfrom é w hisrti g They? 6
asked,6 h oshouldgovernmentg o v e TheirPgbestionis a questionof political ethics, political
theory,at its heart,thatperhapsalreadyacknowledesthatgovernmentandto alargeextentd et hi ¢ s 6,
is conductedn the environmentof a competitionfor limited resources6 H osloulda government
makedecisionsoverlimitedr e s o u ® B $ekifigiho maximiseutility/ h a p p i This placesthe
decison-makingwithin its culture, but that doesnot detract,as Mill recognisesfrom the dangerof
thedt yr af thea maj o r that théanswerdoes not necessarilyproducea completely right

decision6 Ut iahdothy @ p arenet sekbedident.

Demtological,or duty-basedtheoriesseekto addresshis problemof subjectivityin ethicsby making
an appealto externalvalidity for the theory.ImmanuelKant is probablyat the forefront of this, with
othertheoristssuchasAlan Gewirth. Theygroundethicsin reasonTheyseekto showthatashumans

arerational,thatrationality, thatreasonrequiresparticularunderstandingesf therelationshipbetween

* to usethetermthatRonaldDworkin bringsto his modificationof Utilitarianismin his book TakingRights
Seriously



rational actorsuponwhich the rational being mustact. Kant expresseshis throughthei Cat elgor i ¢
I mp e r aand Gewidh, throughthe i Pr i naf iGgnerieCo n s i s tKa m ¢Oatégorical
Imperativehasa numberof expressionsn his work, but its centralcoreis that a right actionis one

that canbe universalisedi.e., therecanbe no specialpleading,everyrational beingmustbe ableto

makethe sameclaim), and that individuals mustbe fi t r eas éndsth themselvesnot merely as

meansto an e n dTdwus, the rational being, on pain of self-contradiction,cannotinstrumentalise
others.Interndly, this is againa matterof interpretationjt is not self-evidentfrom the theorywhata

0 r i actiohodduty mightbein anygivensituation.And thereis considerablelebate(andrejection)

of theduty-imposingrationalityof K a n phdosophicalunderpinnings.

Within deontological approaches,John Rawls and Norman Daniels have developed justice
approachesR a w |Jstice Theory addressesome of the concernslevels at Kant, and gives the
practicalmethodof reachingethical decision,the Veil of Ignorance Rawls suggestghat the ethical
decisionis the one that the reasonablgersonwould haveto concede gvenagainsthis or her own
interestsand desires,and that this would be achievedby placing the reasonablepersonoutside
society, behinda veil, not knowing the placethat s/hewill havein the society on returning after
making the decision(the 6 v eofiil g n o r dnntltaesituation, the reasonableperson,stripped of
interestsbut havingto entertainthe possibility of beingthe leastprotectedpersonin society,will act
to protectthe interestof thatleastprotectedpersonandtherebyproducethe ¢ j udectsién.How far, 46
however this producesanobjectivejusticeis questionablethe neoliberalreasonablg@ersonproduces
averydifferentd j wscisiénfrom the socialist,andyet eachwill claim reasonablenesfirnessand
justice. And this is the heartof the problem:humansare not purely rational or reasonablethey are
formedin societyandthatis a melting pot of culture,politics, religion, emotionandinterest Humans
arenot purelyrational,but rathertendtowardsself-protection,andethicsseekgo requirea curbingof
that selfinterestwithout eitherknockdown argumentgthey hangon belief in the type of ethicsthat

resonatewith thei n d i v intérests)r éasctionthe stickto ensurecompliance).

The problemfor RECs(and otherstrying to considerwhat constitutesa 6 ¢ o r actocis tdat, the
theoriesabovecan producediametricallyopposedanswergo the question,6 w hisathe right thing to

d o A @onsequentialistould well concludethattheright answeris the oppositeof the conclusiona
deontologistvould make,andyet both within their own termsclaimsthattheir outcomeis 6 mo roma | 6

0 e t h Ard dhis d@s.the problem, when a claim is made that somebehaviouris 6 unetdri cal 6
0 i mmo ona mhust,ask, accordingto what criteria - becausethere is a good chancethat the
behaviourto somewill bearguableascorrect.To avoidthis seemingcontradictionghis causesn the

heartof the6 e t lofithe ReSearclEthicsCommitteeis difficult - it is almostasthoughtheinclusion

of 6 e t hin thegeview is a political rather than philosophicalappeal(that the researchwill be

validatedwithin the acceptal® normsof a particularcommunity- a questionof power).



Virtue ethics,andDiscourseethicsmay bring someassistancéo this difficulty. Virtue ethics,with its
originsin, for example SocratesPlato,and Aristotle, was popularin pre-enlightenmenthinking, up
to its adoptionby Aquinas.It soughtto answerthe questionof how one shouldlive the 6 g oloidf e 6
( W U s ¢ -eeadaethonia)This is attractiveasit is amoreholistic approactto ethics- thatwhilst the
individual must make episodicdecisbns, it acknowledgeghat the decisioamakingis not isolated,
andonewill makemistakesfrom which one mustlearn; critical selfreflectionwill graduallyensure
one becomesvirtuous, 6 f | o u rHoweVertise&irtues themselvesare contested Over time, the
valuesthat constituteformal virtues have changedihe virtues are culturally specific. Virtue ethics
lost its dominancewith the enlightenmentput found a resurgencean the secondhalf of the 20th
century,notablythroughthe work of ElisabethAnscombe Again, however thevirtuesarecontested.

It is then, perhaps,in the discourseethics of Habermasthat a (partial) solution might be found.
Habermasaddresseshe imperfectionof humanreasonby indicating that a constructivelycritical
dialoguebetweenstakeholderss essentiato establishethics,andthat is discussedand changeable

overtime. Thisis not, perhapsnew.The6 P o | i bof &shley<Csoper,Third Earl of Shaftesburyn
1711hasasimilar pre-enlightenmengroundingin conversatia asa socialduty, wherebyindividuals

canbe 6 p o | iandpdlitd ocietynegotiated Another iteration of this approachis 6 e x per i ment a
e t h whe @articipantsare invited to developtheir understandingf particularissuesto develop 47

their critical ethicsresponseo anissue> However,how this is undertakeris a matterfor practice(see

particularlysection2.2).

How then should RECsrelateto ethics?

This is a moreinterestingguestionthanat first it appearshecausehe questiond w tslyould! follow
e t h iisdtselPadlifficult questionThecompulsionto conformto ethicsis not necessarilpecausef
aknockdownappealfrom a particulartheory,or, indeed from a fear of sanction(althoughtheremay
be a contractualobligation to follow to particular codesof conduct, but even they are opento
interpretation).Ethics might simply be an invitation to a systematicdiscourseaboutwhat could be
consideredasright or wrong, that finds its authority from the investmentof the stakeholdersn the
processAt least,it would seemincumbenton RECsto considerthe rangeof ethicsquestionsandto

articulatethe6 e t Ipérspectivesf theindividualsandthe committeeitself; RECs,in orderto claim

® This differsfrom6 e m p ibri iocea dbmerelgtéking public opinionunchallengedgdoesnotrecognisehe
socal duty to interactionandreflection.Indeed this couldbe oneof the characteristicef ethics:ethicsarepos-
tionsthathaveto be devisedteasedut, challenged it is awork thattheindividual citizenhasto undertakeas
partof the socialcontract, partof the contractto live in community.lt is notenoughto believethatd w hi setk-
o nidasufficientbasisuponwhichto claimanauthoritativepositionto pre- or proscribethe actionsof others.



authorityin the community,might needto show critical self-reflectionon the rangeof questionghat

attendd w hisett hi ¢cs ? 0

Questionsfor Discussions

How far shouldRECsandIRBs be concernedvith FormalratherthanColloquialethics?
Howdol maked e t Hhlecisieng?
Whatisthebasisofmyé et hi cs 6 ?
How do| adjudicatebetweernd e t Ipositions?
How shouldthis be drawninto thework of the REC/IRB?

How far shouldREC/IRB ethicsbe aboutobservingpracticalprotocolsmorethandebatingdefensible
ethics positions?(Is a REC in placeto have debatesabout ethics, or to apply practical standards

understoody differentcommunities)?

How far shouldl expectresearchert conformto my ideaof whatis right?
Whatopportunitiesshouldl give to theresearchers explaintheir ethicspersgective?

How do | approachnterpretation®f codesof conduct? 48
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2.1.2. Autonomyand Solidarity - the struggleof the public interest

Arguably, the dominaxt postenlightenmentvalue is 6 a ut o ngroomdeéd,in a particular
constructiorof liberalism.However,a relatively shorttime beforethis, after World War 11, solidarity

andwelfarismheld the samedominantpolitical andphilosophicalsway.Bioethicsresearch(research
in medicine, life sciences,and biotechnology)is an areawhere the movementbetweenthe two

positionsremainsextremelydifficult to negotiate This is essentiallypecauséndividualswish to hold

two, contradictorypositions:manywish to hold the two positions- | wantto be ableto receivelife-

savingtreatmentfor whateverdiseaseor illness| might presento healthcarebut simultaneously do

notwantto participatein theresearchhatwill ensureghetherapied crave.

BarbaraPrainsackand Alena Buyx havedonemuchto developa newtheoryof solidarity, andthis is

gaining traction in bioethics discussionsHowever,the grip of autonomyis very strong. Thomas
Beauchammnd JamesChildressfamouslydevelopeda theoryof bioethicsfocusingonfia ut on o my o0,
Anenal ef i e @& e andfejnwc e Davisedid the 1970sand 1980s,andrespondingo
predominantlyinterventionistmedicalresearchautonomyis ratedhighly - asit is in the Nuremberg

Code, and in the Helsinki Declamation. Consideredagainstthe secondaryprocessingof already
gathereddatafor relatedresearchpurposesthe dominanceof solidarity might be challengedput in

the bioethicsparadigmit is almostintractable.Onewonders however,how the collectivist, welfarist 50
citizensof thelate 1940sor early 1950smight haveseenthis moderndominantindividualism,andthe

seemingcontradictionof the expressedlesires.

1. Whendid liberalism loseits mooringsin morality?

Oneapproacho this conundrumand paradign shift might be foundin the definition of liberalism.If

one looks back to the pre-enlightenmentand early enlightenmentexpressionf liberalism of, for

example JohnLocke, Ashley Cooper,Third Earl of ShaftesburyAdam Smith, ImmanuelKant, there
is anundergirdingcommonalityof solidarity.L o ¢ ktledryof privatepropertyallowsanindividual

to own propertyon the basisof his or heraddedvaluethroughlabour,but only to the extentthatthere
is sufficient resourcesleft available for others.Sh a f t e sébpuorl yi étisepredicateddn the
interdependencyf individuals and their duty to considerthe needsof othersin forging a polite
society(onethatcouldreplacethe socialorderremovedby civil war andthe overthrowof divine right
monarcls). Smith, beforewriting An Inquiry into the Nature and Causesof the Wealthof Nations
wrote The Theoryof Moral Sentimentsvhich focuseson the necessargharedmoral platformcreated
throughempathybetweenindividuals.Kant, in the Categoricaimperative whilst fully embracinghe
enlightenmenprimacyof theindividual, identifiesthroughreasorthe necessityto hold othersasends

in themselvesiot merelyasendsto o n edésises.


https://en.wikipedia.org/wiki/The_Theory_of_Moral_Sentiments

One can perhapsgo further. Nikolai Kropotkin, the centralfigure of anarchismwrites his central
work Mutual Aid aroundthe imperativeof empathyacrossspeciesio Kropotkin, anarchisms about
individuals taking control of decisionmaking not only abouttheir own lives, but abouttheir life in
communitywith others.Anarchismhasdutiesto others,anda mutualresponsibilityof care.Evenin
his late work on ethics, JeanPaul Sartre seemsto move from the individual as the sole focus of
existernialism, to the strugglefor theindividual to makesenseof his or herlife in relationto dutiesto
others.

This balancediberalism- this autonomyin balancewith solidarity towardsothers- canbe seenuntil
the 1980s.The political shift to neolibealism, foundin the Monetarismof MargaretThatcherin the
UK and RonaldReaganin the US, sawa social shift to a liberalismthat rejects,rhetoricallyif not
fully in all socialpolicy, the welfarist solidarity of the postwar years.Solidarity is seenasnurturing
dependencanda lack of the duty to provide for oneself.Onewondersto what extentthe excessof
the market (culminatingin the financial crisis of the early 2000s)was part of the Thatcherismor
Reaganomicsbut the policies of individualism facilitated a social shift that allowed individuals to
rejectnotionsof the collective.This, asin all society,is seenin bioethics.The questionis how should
RECsrespondo this shift, andto the seemingcontradictionsn reasoninghatit producesn relation
to healthresearchandhealthcarels it the role of RECssimply to reflectthe dominantculture of the
day, or, asa matterof ethics,to challengeit? Oneof the key areasfor thisis theappealtothe6 p u b | ¥1¢

i nt easagustificationfor overrulingtheindividualinterestsof anindividual.

2. Consideringthe Public Interest

The public interestis a usefullegaltool. It enablegudicial or bureaucratiaiscretionto resolvefact
situationsthat were unforeseerat the time of the drafting of the particularrule. The problemis that
becauseat hasanelementof pragmatisnaboutit, its operationis not clearly defined.It oftenoperates
througha ratherUstilitarian calculusof weighingthe harmto theindividual who will be deprivedof a
paticular right 6 ithe publici n t ewitle asnbtidbnalsensehatthe public at largewill benefitfrom
the deprivationof thatright andthatis a desirablesituation;the deprivationof rights of oneindividual

or afew individualsis worth sacrificingin theinterestsof themany.

If oneis a Utilitarian, this is perhapsacceptablealthoughthe calculusis often, in the caselaw,
appliedin a rathervagueway; it is almostasif the public benefitpart is ratherselfevidentin the
operationof a pulbic interestargumeniseefor exampletheappealbftenmadeto6 t pubklici nt er est 0
by newspapersr othernewsmediain pursuinga story thatintrudeson the privacy of anindividual).

In arightsbasedethicalenvironmenthis is muchmoreproblematic



Townendhasmadea threestageargumentto attemptto operatean appealto the public interestin a

rightsbasedethicalenvironment.

Stage One This is essentiallya refinementof the Utilitarian calculation. The problem of the

Utilitarian calculatbn is that it posesonei n d i v ilogsagaihs@ihe potentialgain of many; one

individual could lose, for example,100 units of happinesswhereasthe 6 p u bnhadeumof 101

individuals might only gain 1 unit of happinessach,but the effectis to tip the balancein favour of

the mass.A more balancedapproachwould be first to weigh the potentialloss of the individual

againsthe potentiallossto a notionalindividual memberof the public: onebalancingwith one.If one

took the foreseeablyvorst affectedmemberof the public this might producethe fairestconsideration
of the public interestargument.

StageTwa This movesthe argumentfrom Ultilitarianism to a rightsbasedconsideration.Taking
K a n tCategorical Imperative, an individual must, in making choices, treat others as ends in

themselvesiot merelyasmeansto o n ee@ids;one shouldnot instrumentaliseothers.Having made
the StageOnecalculation the individual is presentednustrespondo the questionwill you insiston

your rights?Thatrights-claiming is, of itself, an actionthatis subjectto the Categoricallmperative.
Confrontedwith the informationthat anotherindividual will suffermoreasa resultof my defending
my privacythanl would loseby not defendingt, | would haveto askmyselfif | wasmerelyusingthe

otherpersorasameando my ends ratherthantreatinghim or herasanend?

StageThree Of course,StageTwo producesani n d i v imdral @dpdnsdo the dilemmaof the
appealo the publicinterest.StageThreeattemptdo universalisghatresponseasa Law. Law making
is itself a humanaction that is subject,in Kant, to the Categoricallmperative.When considering
whetherto makea Law, the Law-makercanonly placea burdenuponan individual that s/fhewould
be boundto acceptunderthe Categoricallmperative.Therefore,if the Law-makerseesthe needto
makea Law in a particulararea,then s/he can only require of the individual that which morality
would alsorequire- asunderStageTwo. And the appealto the public interestis the exampleof such
a requirement;ithe i n d i v irights anlisbbe challengedbecauseof the superveningneedsof

another.

Mark Taylor takesa Rawlsianapproacho the constructionof the public interest.Rawlsrelieson the

reasmablenes®f rational actors.Thus, the public interestis constructecby an appealto what the

6 Townend,D. ThePolitenessf Data Protection Exploringa Legal Instrumentto RegulateMedical Research
Using Geneticlnformation and Biobanking.Maastricht:UniversitairePersMaastricht(2012) chapter4, espe-
cially pp.114i116.
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reasonableersoncannotdisagreewith, evenwhenit is againsthis or her particularinterest.The
reasonabl@ersonwhenconfrontedwith arequesin the puldic interestmight not like therequestas
it may conflict with his or her personaldesires,but he or she cannotdeny that the requestis

reasonablandshouldbefollowed.

Questionsfor Discussions

How far is it the duty of the RECto consideithe balancebetweerautonomyandsolidarity?
How far should the REC consider questionsof collective needswhen consideringthe
applicationof, for examplethe Helsinki Declaration?
Doesthe analysisof liberalism,andthe necessityfor a moral, solidarityto underpinclaimsto

individualism,resonateor is this a denialof a moralshiftin economicsandsociety?

Doesyour RECeverconsiderd a p ptetlepublici nt er est 6 ?

This might be overtor ratherimplied.

If so,howis thebalancestruck?
Do you make anexpresgalculationor is it avagueappeal?
53
Doesthed r i Iy & $ matlir@of someethicspresent problemfor suchanappeal?
If so,doesT o w n e threedtageapproacthelp?

Are alternativemethodsor ethicalconsiderationavailablethatprodue a betteroutcome?

Further Reading

PrainsackB andBuyx, A. Solidarity. reflectionson an emergingconcepin bioethics(2011)Nuffield

Councilon Bioethics,London.

PrainsackB andBuyx, A. Solidarityin Biomedicineand Beyond(2017) CambridgeUniversity Press,
Cambridge.

Townend,D. The Politenessof Data Protection: Exploring a Legal Instrumentto RegulateMedical
Research Using Genetic Information and Biobanking. (2012) Universitaire Pers Maastricht,

Maastricht.chapter4, especiallypp.114 116



2.1.3.The Gold Standardof Participant Protection- Anonymisationand I n-
formed Consent

Introduction

(Researclparticipant)autonomyis seenasa centralpremiseof bioethicsandof humandignity. One's
right to choseto participatein medical reseach in an informed way, and to be protectedfrom
identification within researchas far asis possible,is almostunquestionedlt is at the heartof the
Belmont Reporf and the work of Beauchampand Childress’ it is one of immediateconcernsfor
RECsin their assessmentd researctprotocols.

Arguably, anonymisationand informed consentare seen as default safeguardsof participant
autonomy.However, neitheranonymisatiomor informed consentare without their conceptualand

practicalproblems.
A. Anonymisation

Therearea numberof problems at differentconceptualevels.
54

1. Meaning

"Anonymisation"is usedto meandifferentthingsin differentjurisdictionsanddisciplines.In certain
settings,it is takento meanthatthe participantwill no longerbe identifiablein the research i.e. in
the raw dataand in the processediata and productsof the researchthe participantwill not be
identifiable.In othersettings anonymousiatamight relateto a downstreanuseof the data- the data,
in the he handsof theindividual in question(perhapsa secondresearcheusingthe datagatheredoy
another)holdsit without identifiers, but the participantcould be re-identified by linking the datato
the key held by another.To some,this would describea form of "pseudonymisationtf data;data
held in a form that preventsimmediateidentification of participantswithout accessto a key held
separatelyThesetermsare to a very large extentcontext specific, and the contextwill define the

meaningof theterms However this uncertaintyof languagetself producesonfusion.

2. Availability

! BelmontReport(1979).TheBelmontReport: Ethical principlesand guidelinesfor the protectionof human
subjectsof research hhs.gov/ohrp/humansubjects/guidance/belmont.fitastvisited 1% SeptembeR014).

8 BeauchampT. andChildress,J. Principlesof BiomedicalEthics.(7" edition). Oxford University PressNew
York.



When data was processedwithout electronic means,or at least before the linking power of the
internet,the concepwof removingpartsof the datasuchthatthe remainingdata no longeridentified an

individual (or perhapsa groupto whomthe individual belonged)might havebeenmore possible.Of

course it wasnevercompletelypossible Datathatrelateto anindividual are dynamiccomposite of

shipsthat link togetherin different ways making individuals more or lessidentifiable at any given

time, dependingon who is looking at the data.And equally, it is extremelyrare that a single snip
aloneidentifiesa particularindividual (perhapsn any meaningfulsense)personabdataarecomposite
andcontextspecific(asTaylor hasshown).

First, evenone'sname,alone,meansrelatively nothing. The name"David Townend"printedon an
otherwiseblank piece of papermeansnothing on its own. It only resonatesand finds identifying
meaningwhenit is linked to otherinformation.Thus,if someonéGoogleshis or herown name,in

the vastmajority of casespnefinds a numberof entriesfor that name.First, that personwill know
that (almostinvariably) not all the referenceselae to him or her; mostoften, the namerelatesto a
numberof individuals.However,in that realisation thereis a secondelement:eachreferencegivesa
contextwithin which the namebecomesidentifying. So, an individual labelled"David Townend"
might be a Professoin Maastricht(andbecaus®f thelong memoryof theinternet,a SeniorLecturer
in Sheffield),a persongiving a numberof conferencepapersin relationto Law, a singerin a jazz
band, or a basssoloistin a numberof choral concerts.Only some peoplewill know that these
elementdifferent contextsrelateto a particularholder of the name"David Townend",andthatthey

shouldbedistinguishedrom a hostof other"David Townend"sfor whomthereareresults.

The secondmajor observations that the sameinformation hasdifferent valuein different contexts.
Add the name"David Townend"to a list of studentsandidentify him asthe tutor of the group,and
the value is increasedput perhapsof little worth; add the tutorial times and the addressef the
peopleon the paper,andin the handsof a doorto-door salespersonjt hasa particularvalue (atthose
times,no-oneis in) whereasn the handsof a housebreakerthe list hasanothervalue(at thosetimes,
no-oneis in!). And arguably,thereis no intrinsic valuein any particulartype of data(e.g.medicalor

geneticdata); even 'sensitive personaldata’ has different valuesin different combinationsand in

differentcontexts.

This meansthat in somesituations,we overcompensatdor the presumedvalue of data;in other

situationswe might underestimatehevalueof data.

In termsof the possibility of anonymisatiorof data,the composite dynamic,contextspecificnature
of data,andthe vastamountof dataavailableorntline and on demand,anonymisationis perhapsa

promisethat canno longerbe made.lt is basedon anideathat datasetsarefully independent fully
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free of externalconnectionslf thatwerepossible a databubblemight havesufficient'snips'removed
to renderthe remainingdatawithout identifiers. However,suchbubblesburst. Datasetsare not held

in perfectisolationof otherdata,andsnipscanbelinkedto identify individualsfrom othermeans.

3. Desirability
Anonymisationhasbeen(somewould arguestill is) a greatsafeguardor identity. However,is it a
greatsafeguardor dignity?

Imagine that one finds that one's tissue and medical data, given for researchon the strict
understandinghatit would be anonymisedhasbeenusedfor chemicalweapongesearchTo many,
suchafinding would offend his or herdignity.

Likewise, imaginethat one finds that the tumour that hasjust beenfound by one'sdoctorsand is
inoperableat its stageof growthwasseen(asanincidentalfinding) in a scanthatonehadaspartof a
researchproject one year earlier in a much smaller and operablestate. But for the safeguardof
anonymity,the researcherg/ould havesentsuchdatato one'sPersonaphysician.Again, a safeguard

of one'sdignity?

Of course thesetwo examplesare not uncontestedn themselvesbut they are contestedand make
the claim to the superveningvalue of anonymisationas a natural safeguardo (medical) research

participantdtself debatable.

Questionsfor Discussions

How far doesa lack of clarity in the meaningof "anonymisation"(and related concepts)cause

difficulty, especiallyin multi-centreor multi-disciplinaryresearch?

How far do we treat different types of data as necessarilyrequiring and deservingof higher

safeguardsyithout seeingthe contextwithin whichis processed?

On the other hand, how far is it possibleto offer "anonymity” to researchparticipantsin the
'informationage'?

Whatresponseanbe offeredif thatis thecase?

How far is "anonymity"desirable?

Doesthis arswerdiffer at differentstagesf theresearch?
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Is (the concepof) "confidentiality” a bettersafeguardor the participantthanprivacy?
i.e. a binding duty on thosewho receivethe datanot to identify the participant(similar to a

duty owed,for exanple, by amedicaldoctorto his or herpatient).

B. Informed Consent

Informed consentis difficult. It is at the heart of the modern consumer(transactional)society.
Individualshavefreedomsof choice,andareaccountabldor the actions;they havethe duty to inform
themselveso their own satisfactiorbeforeenteringa transactiorastherewill beno appealo 'l didn't
know' in the 'caveatemptor'market.However,thereare exceptiongo this hardworld. Sellershave
legal duties, to greateror lesse degreesdependingon the jurisdiction, to tell the truth or not to
concealor cloak relevantinformation. More thanthat, althoughincreasinglylost asthe commercial
model roles out under the guise of individual freedom and self-determination,'professonalism'’

demands differentrelationshipbetweerpeople.

Caveatemptorcontractingthriveswherethereis, or is presumedo be, 'equalityof bargainingpower'.
Where there is inequality of bargainingpower, some duty of protectionis often requiredof the
strongerparty at Law - a 'fiduciary duty'. In situationswherethe bargainis forgedwith, or perhaps
becauseof, an imbalanceof power (for example,betweendoctor and patient, lawyer and client,
bankerandclient, teacherand pupil, guardianand minor or incompetentadult), the strongerparty is

(mostoften)requiredto actin (or to protect)theinterestof theweakermarty.

Researchwith human participants arguably (strongly arguably) falls into this fiduciary duty.
Researchertavein the vast majority of casesmuch greaterknowledgeof the area,it's risks and
potentialbenefits,thanthe participantsin their researchThatimbalance that vulnerability, must be
protected.And one major elementof this safeguardis to require the researchergo inform the
participantsaboutwhatthey are proposingto do andwhatthey expectthe outcomedo be - arguably,
to give somebackgroundaboutthe choicesthey have madein developingthe methodology.They
mustinform the potentialparticipantsto redresghe knowledgeimbalanceandto equipthe potential

participantto makeanreal choiceaboutwhetheror notto participate.

Doesthis mean"full information”. This is difficult. One mustredresshe knowledgeimbalance but
thereare arguablysomecaveas. First, by definition, in researchtherecanbe no "full knowledge";
researchis testing a hypothesisabout what might be the case.Therefore,thereis a gap in the
knowledgethat is availablethat is sharedby the researcheand the potential participans. So the
informed consentis already not about full information. Second,there are limits on how much

information is relevant.As in clinical medicine, choiceshave to be madein informing potential
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participantsaboutwhich informationis relevant. Remotnessof risk and proportionalitymustbe in
play, with a strong measureof 'reasonablenes$b stop the drive to information becoming a
requiremento inter-connectall knowledgeto the particularresearchAgain, the standards notbinary

- information/ notinformation- it is aspectrum.

This secondproblem can be seenin the areaof biobanking. Biobanks operateon the basis of
developinga repositoryof information for the purposeof ‘'research{perhapswith somelimits, for
examplerelatingto diseasetype andthe like). Accessto the datasetto createcohortsfor particular
researchprojectsthen,dependingon the model,is madeon the basisof the initial, broadconsentof
the participantsto participatein the Biobankfor researchpurposesThis causesproblemsto some
people: informed consentrequires detailed information about every researchproject and broad
consentpy definition cannotbe informed consentto others,without broadconsenbiobanksbecome
impossibleto operate.Now, of course, the secondargument- the practical argument- whilst
important,is not of the samenatureasthe first. However,'broadconsentand'informed consentare

not oppositeargumentsasthefirst argumenimplies.

When onetakesthe words, the oppositeof ‘informed'is not broadbut 'uninformed';the oppositeof
'broad'is 'narrow’ or 'specific'. Whilst is it conceptuallydifficult to imagine how one could give
‘'uninformedconsentasthe conceptof ‘consentitself seemso requirea degreeof information - at
leastto know that consentis requiredin a particular situation -, it is, arguably, possibleto give
'informed broad consentas well as'informed narrow consent'.This is becauseas we havealready
admitted,informationin consenis not a binary informed/ uninformed but rathera questionof being
sufficiently informed to make a fair and binding decision. The questionthen is, 'who judges

sufficiency?'

Presently,the sufficiency of information is governedin the most part by the REC. Researchrs
produceinformationsheetsandthesearescrutinisedandacceptedy RECsaspart of their validation
of research.Whereasparticipantshave the opportunity to ask questionsof the researcherand,
arguably,to shapethe interactionaboutbecominginformedto makethe decisionto participate,in
practiceonewondershow far this is a real or free dialogue.Is this problematic?ves, if it doesnot fit

the need=f the participants.

Theinformationsheetgeflect the perceptionof thosewho write them (and RECsare co-authorsof
the sheetgyiventheir role). However,whenonelooks at studiesof expresseaensitivitiesof citizens,
some people will share those perceptionsand concerns,whereasothers will not, judging less

informationto be 'sufficient’, and othersagainwill requiremore or differentinformation. One size
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doesnotfit all. And somewill makea judgementhatinformedbroadconsenis sufficient, otherswill

requireinformedspecificconsent.

Why is this a problem?Becausédncreasingly the size thatis adopteddoesnot allow for individual
participantso maketheir choice,andthat supetsizing of informednarrowconsentmakesmanynew
researchmethodologiesmpossiblewhenthey would be acceptabldo someparticipants- which is,
perhaps, ironic, whenthe purposeof informedconsents to protectparticipantself-determination.

How might this be solved?

DynamicconsentMany havewritten on dynamicconsentandsomeprojectsare developingmodels
of dynamic, participantcentred consent The idea is to develop consentinteractions between
(potential)participantsandresearcherthatallow the participantto determinethe level (and, perhaps,
nature)of his or herparticipation.Suchmechanismsould be on-going, perhapsnakinguseof secure
internet portals such that individual participantscould developincreasinglysophisticatedconsent
profiles astheir understandingindrelationshipwith the researchor, for example Biobank)develops.
Likewise,the portal could be usedby thereseachersor Biobankasaneducationabr informationtool

to sharefindings anddiscusanethodsgevendifficulties, with the public.

Questionsfor Discussions

How far doesthis analysisof informedconsentasproblematicaing true?

Is 'informednarrow/speific consentecessarilyrequiredto meetthe safeguardf informedconsent,

or canbroadconsenbe sufficient?

Is participantdeterminatiorof sufficiencyof informationacceptable?

How far is dynamicconsenta desirableandpracticaldevelopmenin informedconsent?
Are datascience- online - portalsthe only realisticmechanisnfor deliveringtruly dynamic
consent?

Further Reading

Beyleveld,D., Townend,D. i Wh és®ersonaData RenderedAnonymous?nterpretingRecital 26
of Directive9 5 / 4 6 Medi€atl aw International6(2): 73i 86 (2004).
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Townend,D., Ruyter,K. i Ov e r the lchpassepf Consentin BiobankResearciThroughé Act i v e
Ci t i z e @opderit MabhagementPortals and Licence Structuresfor Benefit Shar ilLaxg. O
Medicinael6: 5/ 23 (2011).

Faden,R., BeauchampT., King, N. A History and Theoryof Informed ConsentOxford University
PressNew York (1986).

Beyleveld,D., Brownsword R. Consenin the Law. Hart Publishing,Oxford (2007).
BelmontReport(1979). The BelmontReport: Ethical principlesand guidelinesfor the protectionof

human subjectsof research hhs.gov/ohrp/humansubjects/guidance/belmont.hinaist visited 1°
Septembe014).

Beauchamp]T. and Childress,J. Principles of Biomedical Ethics. (7" edition). Oxford University

PressNew York.
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2.2.Procedural Issues

2.2.1.Representind-ocal Sensitivitiesn RECs

As indicateda 2.2.1, above,thereis quite an argumentfor harmonisationof ethicsreview in the
increasinglyinternationalarenaof medicalresearchA maja objectionto this is thatthe review must
reflect local concerns- i.e. local sensitivitiesand local (cultural) differences.However,this claim
must be defended.Very often it seemsthat the only qualification of a connectionto 6 | o c a |
S e n s i tthata REC camnsakeis thatthe membersrethemselvesrom thelocal community.That
said, as professionalspften from a rather uniform stratawithin the local society, their exposure
cannotbe saidto be representativeandwithout systematicconnectionto the whole societycanfew

committeedulfil their statedmissionto representocal sensitivities?

1. Isé | o eaewr@quired?
The mostinternationalrequiremenfor ethicsreview of researctprotocols(with humanparticipants)
is the Helsinki Declaraion. In its currentiteration,thereis no requirementhatthereviewbeé | oc al 6 .
Article 23 of the2013revisionstates:
fi T hesearctprotocolmustbe submittedfor considerationcommentguidanceandapproval
to the concernedesearctethicscommitteebeforethe study begins.This committeemustbe o1
transparenin its functioning, must be independenbf the researcherthe sponsorand any
otherundueinfluenceandmustbe duly qualified. It musttakeinto consideratiorthelawsand
regulationsof the country or countriesin which the researchs to be performedaswell as
applicableinternationalnorms and standardsbut thesemust not be allowed to reduceor

eliminateany of the protectiondor researctsubjectssetforth in this Declaration.

fi T kkammitee musthavetheright to monitor ongoingstudies.Theresearchemustprovide
monitoring information to the committee,especiallyinformation aboutany seriousadverse
events.No amendmento the protocol may be madewithout consideratiorand approvalby
the committee.After the end of the study, the researchersnust submita final reportto the

committeecontainingasummaryof thes t u dingibgsandc oncl usi ons . 0

Indeed,whereaghe detail of this provision hasgrown over the variousrevisionsof the Declaration
from its first versionin 1964 (andits predecessan the NurembergCode,1949),thereferenceso the

ethicsreview havenot specifieda6 | o eaew.d he review mustbeindependenof the researchers



(which alocal review might not provide),anda knowledgeof thelawsin the particularjurisdictionis

required.In thelight of this, how shouldthe appeato alocal reviewbe considered”

2. lIsthereany evidenceof local sensitivity?

When one looks at the relevant Eurobarometersit can be seenthat there are different opinions
expressedvithin the public abouta rangeof issuesrelatedto biotechnologyPerhapst is becausef
the natureof the Eurobarometersi.e. they arequantitativeassessmentsf opinion, basedon ranking
givenranges of answerdor setquestionsthey are not opentexturedquestions they tendto show
thatin all countriegherangeof sensitivitiesis expressedyutto greateror lesserextents However,as
therangeis expressedh particularareasanda REC mug accommodatéherangeof sensitivitiesnot
simply the dominantsensitivity, when looking at the rangeof potential participants,the particular
weight of one sensitivity as againstanothercould be questionedHowever,thereare differences so
perhapsthereis spaceto accommodateéhosedifferences.How then could a local committeeact to

accommodatéhoselocal sensitivities?

3. ShouldRECshavelay members?

Thisis adifficult questionbecausét is not obviouswhatad | me mb is. Atéonelevel, it couldbe

a personwho is not skilled in medicalresearchand not a professionakengagedn a discipline that
would be seenas an expertcontributorto a discussionof the appliedethics.Thus, a schoolteacher
specialisingin music,for a clinical trial that doesnot relateto a musictherapy,assumingno special
disciplinary knowledge,although a professionalperson,would be a lay personin relation to the
researchin question.S/hewould not bring disciplinary expertiseto the decisionmaking. However,
after readinga numberof protocols,it could be arguedthat sucha personwould beginto developan

understandingerhapsot of the sciencg(because¢he numberof similar protocolsbroughtbeforethe
committeemight not give that learningopportunity),but certainlyan expertisein the ethics,andthe
approachof ethicists and lawyers. At that point, the 6 | angtudre of the involvement might be
challengedthe lay personwith exposureo the processof thec 0 mmi tworke bedormeexpertin

the languageand processof the committee.So, to avoid this, perhapsthe lay personneedsto be
drawnfrom the local communityfor a shortexposurego the committeeonly, perhapsrom a random
selectionfrom the electoralroll. However,this raisesanotherdifficult question:is therea level of

basic6 c o mmi t t etbaais rgqdiredto be able to give the applicationa fair reading,and to

supportthe lay person;is therea basiceducationand experiencerequiremenineededto enablean

effective (ratherthantoken) participation?f thisis thecasejs therepresentativatruly 6 | @erson?

? It shouldbe notedthatthe local reviewis not requiredin all jurisdictions.In the UK, for example multi-centre
researchs reviewedby specialisednulti-centrecommittees.
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A secondconsiderations, whatis thefunction of thelay p e r s panicipation.Thelay personis on

the committeeto bring a norrexpertvoice to the discussionput does that personhaveto be ableto

representhe rangeof opinionsexpressedn the society?Is the personat the tableto bring their own

views (which could be in tunewith atiny numberof membersof the community),or to representll

the voicesandopinionsin thatcommunity?If it is the former, andindeed,to someextentthe latter,
how is that personchosento representhe community?Whatis the legitimacyof the appointmento

the committeen a democracyshouldthis personbe electedto the office? If not, shouldthe person
choserthroughajob advertandinterview,andif so,whatqualitiesshouldanappointmenpanellook
for in theperson?

4. How can RECsconnectto local sensitivities?

It is questionableéhatevenonelocal 6 | gersdnwill conrecta REC to the sensitivitiesof the local
communities.lt might, if the personis from a different part of society from the membersof the
committee extendthe representatioby thatonestep.Arguably,unlessmembershipf the committee
is extendedo includemanymorelay representativesystematicallydrawnfrom acrosghe societyso
asto representhe rangeof sensitivitiesexpressedocally, membershipf the committeeis not the

vehicleto ensureherepresentationf local sensitivities Thereare, however otherways.

Drawing on qualitative researchmethodologiesthe views of the communitiesthat the REC serves
canbe gatheredandusedto inform the REC membersandtheir decisionsFor example RECscould
developé c i tj iuz @rmé 6 6 grau p whierebyindividualsfrom thelocal community,drawnfrom
differentdistricts,couldbeinvitedto discussssuegaisedby casesn the previousyearor six months,
or particularly difficult issuesfacedby the REC (not, perhaps actual casesbut themesand issues
drawnfrom cases)This would not be to secondguessthe committeedecisionsihis would be a way

to connecthe committeeto its community.

Practical experimentslike this would be particularly useful at two levels. First, it would give
substanceto the claim that a REC was connectedto its community, that it respondedto local
sensitivities.However,second the systematiaecordingof local sensitivitieswould provide body of
gualitativeevidenceasto the extentthat thereis significantlocal variation betweencommunitiesto
justify the extraresourcesequired,in multi-centreresearchreview, to run numeroudull reviewsof
the sameprotocols,with little or no communicatiorbetweenRECsto produceworkablesolutionsfor

researchers.

Questionsfor Discussions
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How far is the claimthat RECsused | oscean s i dsa jwsiifitatioé for not seekinga harmonised

systemfor multi-centrereviewssustainable?
Whenmy REClooksata multi-centreprotocoldo | contactthe otherRECsinvolved?

Whyd o nl dotthat?

How doesmy committeeconnectwith 6 | osceanls i t i vi t yd ?
Dowehaveo | angnibers?
Are therebetterways of finding out what local peoplethink aboutthe issueswe face than
thosewe currentlyuse?
Would qualitativemethodologie be appropriate?

Further Reading
MedicineandLaw (2017)36:1 Themelssueon EthicsReviewEquivalence.

EdwardS. Dove, David Townend, Eric M. Meslin, Martin Bobrow, KatherineLittler, DianneNicol,
Jantinade Vries, Anne Junker, Chiara Garattini, Jasper Bovenberg,Mahsa Shabani,Emmanuelle
Lévesque,BarthaM. Knoppers(2016) fiEthics Review for InternationalDatalntensiveRe s e a r &4h o

Science25-03-2016Vol. 3511ssue6280Pagesl 399 1400

Townend, Dove, Nicol, Bovenberg,and Knoppers,"Streamliningethical review of dataintensive
researchtUnfoundedconcernsaboutlocal liability shouldnot delay urgentreform™ British Medical

Journal 2016354:i4181doi: 10.1136/bmj.i4181



2.3.Practical Issues

2.3.1.Capacityand Vulnerability in research

At the heartof autonomyis the right to choose.This is partof onesdecisionalprivacy - the right to
make decisionsaboutoneself.It is not, as a privacy right in line with Article 8 of the European
Conventionon HumanRights,an absoluteright - it is a right temperedy the legitimateneedsof the
Stateto act (perhapsin rare occasionsonly) for the superveningrights of others. Autonomy is
temperedby the public interest,and at the outsetthis is worth rememberingHowever, informed
consentis a presumedstarting point in safeguardinghe interestsof participantsin researchThis

requirescompetencen the partof the participant.

Competencds, to a very large extent, the province of the individual sovereignstate.Thereis a
presumptiorthat on attairing majority, the individual will not only havea right to decidefor herself,
but will havea duty to do so. Thereis a presumptiorin majority of capacity.The duty of the RECis
twofold: to ensurehatthe researchehasa willingnessandability to provide ineligible andsufficient
informationto the participantto meetthep a r t i curigsityim te§pecof thatparticipation;and,to
ensurethat the vulnerable- thosewho do not havethe competencdo decidefor themselves are

identifiedandprotected.

Again, in respectof the vulnerable,the definitions of vulnerability are largely determinedby the
sovereignstate. Therefore majority is setasan ageby the State althoughsomeStatesrecognisehe
growing capacity of individual minors before that formal age of majority, and allow them to

participatein decisioamaking about particularissueswhere they show competencelndeed,some
jurisdictionsmakea presumptiorthatfrom a particularagethe minor hasa degreeof decisionmaking
competenceThis is a matterfor familiarisationwith individual jurisdictions.Likewise, jurisdictions
will havespecificrules aboutwhena personof the age of majority will eitherlose that capacityor
will not haveattainedthat capacity.Thereis suchdifference here,it is not appropriatdo commentin

ageneraimanual However thereis oneobservatiorthatis crucial.

How far should RECs be mindful that the participantin researchmay be placedinto a form of
vulnerability by alack of understandingf the particularscientific contextof thatresearchThis might
make particular inducementsto participate improper, it could create a problem of therapeutic
misconceptionHowever,this mustbe balancedoy a duty to respectthe autonomyof the individual

participant;onemustavoid paternalismHowever this doesnot meanthatresearcherdike any other
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professionalsdo not owe dutiesof care- potentially fiduciary duties- to placethe welfare of the

participantdbeforetheir own interestsThis is arguablythetoneof the Helsinki Declaration.

Questionsfor Discussions

How can a REC strike an appropriatebalancebetweenrespectingthe autonomyof the individual
participant, and ensuring an appropriateduty of care (perhapsa fiduciary duty) towards that
participant?

How canthe specialresponsibilitiegsowardsvulnerablegroupsbe ensured?
Do, for example,the different specific legal rules for protection vulnerable participants,
providesufficientprotection?

Is theduty to ensurehatthereis sufficient informationavailable to be sentto everyparticipantin, for
example aninformationsheetor pack,or is it moreimportantto ensurehatthe researcheis willing

andableto engagewith individual participantsabouthis or herconcerns?
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2.3.2.Participant Benefit, Paternalism,and TherapeuticMisconception

Introduction

In the courseof thedecadedollowing the introductionof the BelmontReport, the distinctionbetween
clinical researchand treatmenthas profoundly influencedtheoreticaldevdopmentsin the field of
researclethicsaswell asrelatedpolicy work. At the sametime this distinction,despiteits importance
for the identification of activities subjectto ethical review, hasignited a prolongedcontroversyin
academicandpolicy circlesabouthow differentresearctandtreatmentessentiallyare. The notion of
the therapeutiamisconceptionTM) referringto the possibility of mistakingresearchor therapyis
conceptuallyrooted in this distinction. TM has similarly attracteddisagrementsover its precise
contoursandnormativeimportance.

In the contextof recentglobal expansiorof clinical researctthe differencebetweenclinical research
andtreatmentaswell asthe meaningandapplicability of the TM conceptbecomeevermorecomplex
and uncertain.In the sectionsthat follow we summarizethe relevantdevelopmentsn the field of
researchethicsandconsiderhow the globalizationof clinical researctposeschallengedor the design
andapplicationof ethicalframeworks.We conclude by cautioningagainstthe direct exportof ideas
aboutwhatresearchandtreatmentmeanto the culturally diverselocationswhereclinical researchis
now beingconductedwe thensuggeststepsto move discussiorof the research/treatmeittoundary
forward. We do not intendto offer any readymadesolutions;ratherwe hopeto makea contribution
by settinganagenddor future conceptuabhndpracticalwork on thetopic.

Ethical Issuesat the Interface with Treatment

TheDistinction betweerResearctandTreatment

The importanceof distinguishingbetweenresearchand treatmenthas long been a fundamental
precept of researchethics? Introduced in the Belmont Report (1978)¥ by the National

Commissionfor the Protectionof Human Subjectsof Biomedial and Behavioral Researchthis

distinction has had a significant impact on contemporaryresearchethics and the regulations
governing researchwith human subjects.Many bioethicists have warned againstthe dangersof

conflating researchwith treatment,stressingthat while patientsreceiveindividualized treatments
intendedfor their medicalbenefit, clinical researctparticipantsare exposedo uncertainrisks for the

purposeof creatinggeneralizablescientific knowledgefor future generationsof patiens. On the

extremeend, somecommentatordiave insistedthat researchand treatmentare suchfundamentally
differentactivitiesthatthey shouldbe governedy a differentsetof ethicalrules!”

A common concernis that conflating researchwith treatmem threatensthe validity of informed
consent,consideredthe cornerstoneof ethical researchconduct.In order to be able to make a

meaningfuldecisionto enroll in a clinical trial, researclparticipantsmustappreciatedhe risks posed
by experimentaldrugs, devices,andtreatmentregimené?'el and understanchow researchpractices
caninterferewith their medicalcareto be ableto makea meaningfuldecisionto enroll in a clinical

trial. Individualswho do not understandhe differencebetweenresearcrandtreatmentthinking that
their enrollmentin a clinical trial will provide individualized therapy,are assumedo be laboring
underthetherapeutienisconception.

Evolutionof TherapeutidMisconception
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While this appeargo be rather straightforward the conceptof therapeuticmisconceptionremains
unsettled,which demonstrateshe continuousunrest about the foundational ethical issue of the
boundary betweenresearchand treatment. Appelbaum et al. first coined the term therapeutic
misconceptionin 1982. Introducingthe conceptto the wider bioethical community, he wrote, i T o
maintaina therapeutianisconceptions to denythe possibility thattheremay be major disadvantages

to participatingin clinical researchthat stem from the nature of the resarch processi t s& | f o .
Originally the conceptof therapeuticmisconceptiorwas narrow and specific, and referredto the
failure to understandhe restrictionsplacedupon medical treatmentby the researchprotocol®® It
occurs for example whenaresearchparticipantis unawareof randomassignmento a controlgroup,
thinking thatshewasassigned medicationbestsuitedfor hermedicalcondition.

Since the appearanceof that article, the meaningand influence of the TM has expanded.As

Kimmelman? perceptivelypointsout, in literaturethe conceptof the therapeutianisconceptiorhas
broadenedrom confusionabout procedureswithin a particular protocol to a presumedconfusion
aboutclinical researcthin general For example a workshopdevotedto the TM andthe controversies
surroundingthe conceptheld at the University of North Carolinaat ChapelHill in 2005,definedthe

therapeutiamisconceptiorasexistingwhendé i n d i dd ndt unadrssandhat the defining purpose
of clinical researchis to producegeneralizablek n o wl ¢ d'g*® 6n someinterpretationsthe

therapeutianisconceptiorcameto include almostany kind of benefitexpectationFurthervariations
on the themeinclude: therapeuticmisestimation(underestimatinghe risk, overestimatingof the

benefitor both) and therapeuticoptimism (hopefor the bestpersonaloutcomef*” More recently,a

subcategoryof therapeutioptimism,i u n r ea p i is miasproposed™ 2

Proliferationof TM-relatedconceptsandthe expansionof the meaningof the TM itself haveallowed g
to attachthe label of i mi s ¢ o nto almostany @erspectiveon, and expectationfrom, clinical
researchdepartingfrom conventionaBelmontReportbaseddefinition. At the sametime in the midst

of the discussionsaboutthe boundarybetweenresearchand treatmentsome have suggestedhat
clinical researchand practiceare not sharplydistinct but ratherintimately intertwined,inviting more
controversyaroundthe notion of TM.™! Thus, the contoursof therapeutiamisconceptioraswell as
ethicalimportanceof variousinterpretation®f it continueto be debated.

Globalisationof Clinical Researchand Corresponding

Travelsof Clinical ExperimentsaandResearclEthics

The globalizationof clinical researchinvolving the shift of clinical trials from North America and
Europe to lower-income settings is ongoing. This expansion of clinical researchhas been
accompaniedby a parallelmoveof frameworksfor ethicalresearctconduct,consistingof regulataoy
guidelines,practicesandideas(14,15).However,thereis no certaintyabouthow theseframeworks
operatein settingsthat are culturally and economicallydifferent from thoseof Europeand North
America.

Qualitative studieshave exposedhe novel tensionsthat occur whenclinical trials are carriedout in
these diverse contexts'®?” Empirical work in the field suggeststhat when ethical frameworks
accompanyinglinical trials arrive in differentlocalities, they are construedandreinterpretedn light
of existing social, cultural and political circumstanceslin this way, transferredsystemsof human
subject protection are operationalizedand localized through becoming embeddedin existing
knowledgeand practiceslt is becomingclearthat oneof the greatesthallengesn researctethicsin



its questto conductresearctethically everywherearoundthe globeis to ensurehatits provisionsare
adequateand meaningfulin the multiple and diversesettingswhereclinical trials are being carried
out.

TherapeutidVlisconceptionin DiverseSettings

The conceptof therapeuticmisconceptiororiginatedin the West, hasbeendevelopedand debated
mainly by academic$rom economicallyrich countriesof the Westand,aswith otherethicalconcepts
associatedvith clinical trials, is being transferredto different nonWesterncontexts.Bioethicists
worry thatin lower- incomesettingsindividualswith low educatiorlevels,with limited or no access
to adequatemedicalservices,and who are unacquaintedvith clinical researchmay be particularly
vulnerableto TM. At the sametime, empirical studieson the topic, mostof which wereconductedn
the USA andEurope suggesthatthe boundarybetweerclinical careandresearchs oftenambiguous
in practicesettingsevenin thesehigh incomelocations’?! Theseempiricalfindings indicatethat the
relationshipbetweernresearchandtreatmenis not fixed, but constructecand potentially contestedy
individuals involved in medical experimentatioff? Existing evidene invites a more nuanced
approachto the research/treatmerinterface that allows for a multiplicity of perspectiveso be
considered.

In developingworld settingsit is especiallydifficult to determinef individualsexhibitthe therapeutic
misconceptin. Cultural contextsandsocialconditionsmayaffecti n d i v pedspeativesiriciuding
the way they conceptualizeresearchand treatment,and we have scantevidenceabout how this
occurs.Our own researchshowedthe presenceof featuresrelatedto the interfacebetweenresearch
andtreatmentin SouthAfrican and Ghanaianlandscapeshat cannotbe fully accountedor by the 49
conceptsin the field of researchethicsdiscussedabovein this article At leastsomeindividualsin
SouthAfrica and Ghanaconcepualize clinical researchasan activity to find waysto improvelocal
health. They expectthat the resultsof clinical trials will be translatedinto advancesn healthcare
availablein their communitiesand consentto participatein researchwith this expectatiorf?*24
However, in general,we lack conclusivedata on how researchand treatmentare understoodin
diversenonwesternsettingsandtheimplicationsof thesefor definingconceptsn researclethics.

Against this backgroundwe must be cautiots in using the contestedconcept of therapeutic
misconceptionWhile it is undoubtedlyimportantto dispelextrememisunderstandinggor example
the unawarenessf placebousein a placebecontrolledtrial, outright applicationof the therapeutic
misconcetion labelrunstherisk of rejectinglegitimate alternativeperspectivesn whatresearctand
treatmenimeansasbeingmisconceived.

Conclusion

The key ethicalissueof the boundarybetweenresearctrandtreatmentandthe relatedconceptof the
therapgutic misconceptiorcontinueto heateddebatesGlobalizationof clinical researchandthe need
to ensureethical researchconductin all diversesettingswhereexperimentations beingtransported
intensify the needto move this discussionforward. In doing so one important stepis systematic
investigationof how the notionsof researctandtreatmentarereceived jnterpretedandacteduponin
diverselocationswhereclinical researchs now beingconductedand comprehensivanalysisof the
implicationsthesehold for definingthe concepiof therapeutianisconception.

However, for this suggestedstepto be productive,a conceptualleap is requiredin attitudesand
approacheso managingdivergentperspective®n conceptsn researclethics.Meaningsof e s e ar ¢ h 6



andé t r e adrendtaralipsituatedandit is importantto preventantagonizingalternativeviews.
While we do not doubtthe necessityof ensuringan understandingf proceduresnvolvedin clinical
research,we argue that there is a need for respectful engagementand dialogue with various
perspective®n the meaningof researchandtreatment.This approachallows for different views to
feedbackon frameworksfor ethicalresearcltonduct.ensuringtheir applicabilityandacceptabilityin
various settings.This is necessaryot just to ensurethe ethicaltreatmeniof researchparticipantsput
also to supportcontinuousoperationof internationalclinical researchfor establishingcommunity
relationsandlegitimacyof researchn varioussettirgs.
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Questionsfor Discussion

Is the conceptof therapeutionisconceptionTM) indicative of a failure of adequaténformationin
consenprocesses?

DoesTM showa paternalisntowardsparticipants?

Is it an appropriateresponseto i n d i v ihapetlzat res@archwill leadto benefit, even
whenthereis clearlyno benefit(andthis is expressedo participants)?



What are legitimate questionsfor participantsto take into accountwhen consideringthe risks and
benefitsthattheyarewilling to acceptin choosingwhetheror notto participatein research?

How far canthesebejudgedby peopleotherthanthe participant?

How canthe participantbe givenavoicein choosinghowto participate?
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2.3.3.RECsandthe Human RightsAgenda

Underthe HumanRightsinstrumentsrightsrelevantto RECwork include:

Theright againstorture

Theright to privacy/ privateandfamily life

Theright to freedomof expression

Theright to participatein the scientificandculturaladvance®f o n esécety
Theright to own property(includingintellectualproperty)

Theright to the highestattainablestandardof healthcar1966 Covenant)

At this point, thereis no needto discusseachof thesein greatdetail. The right not to be torturedis
onethatRECSs,by discussinghe painandharmto researclparticipantghatis likely in a protocol,are
mindful of this right; privacyis workedout through,for example dataprotection(althoughthe extent
of privacy is discusseclsewherdn thesepages);freedomof expressioroperatedo someextentto
protectthe r e s e a rrighh te inGependencdgof though) in framing and executing research

guestions.

Thereareoverarchingprinciplesto seein theserights. First, they area productof their framers.They
are the expressionof what it is to be 6 h u mimom & western,democraticperspective largely
grourdedin the aftermathof WWII. The agendas onethatis an expressiorof late-Enlightenment
thinking, strongly flavouredwith belief in marketeconomics(perhapsat that time, in a Keynesian
form, but certainly accommodatingf Neo-Liberal economicsthat followed in the late 1970sand

early1980sin, for example US andUK).

Questionsfor Discussions

What is the definition of 6 d i g that tingedpinsthe agenda,and how can it be worked out in
practice?
Are thereparticularrequirementshatgo with the agendagr is the definition alittle like anethics

debatd(i.e. dependentipontheinterpretatiorandbelief of the particularinterpreter)?

How cantheright to participationin cultureandscientificadvanceandtheright to healthcareetc.,be

recanciledwith theright to privateproperty(includingintellectualproperty)?
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Whatis therelationshipbetweerhumanrightsandduties?
Who owesthe dutiesthatflow from the statemenof humanrights?
The startingpoint is signatoryStatesthen citizenscalling signatoryStatesto account,andthen
citizenscalling eachotherto accountlf therearerightsto, for example healthcarewho owesthat
duty?lIs it justthe State,or cancitizenscall directly uponeachotherfor thatduty, andwhat might

tha require?®

Whatis therole of the RECin ensuringhumanrights?
What doesthis meanin practicei particularly in looking at issuesof resourceallocation that
follow from theresearctsanctionedy RECs?

Is the proposedandforeseerfuture use/exploiation partof the ethicalassessment?

To answetthesequestionsthefollowing opinionsmight be a usefulstartingpoint.

1. Thejurisprudential significanceof the Human Rightsagenda

TheNurembergTrialsin the aftermathof the SecondWorld War poseda difficult questiorto law and

legal authority. Atrocities were committed,and the evidenceof massmurderand torture (not least
under a claim of medical research)showed moral offences of the worst kinds undertaken 74
systematicallyand as part of the Nazi philosophyand regime. And that was part of the L a w6 s
problem.Theregime,with its attentionto detail, not only recordedts actionsin detail, butit ensured

that constitutionallyand legally, the actionswere part of the law of the regime. The individuals
chargedand appearingbeforethe courtsat Nurembergcould advancea defencethat what wasdone

waslegal- thatit waswithin thelaw asit appliedatthattime.

To Legal Positivists, this poseda very significant problem. How could an individual be held
accountablén a courtof law for actionsthatwerelegal?Oneresponseavas,of courseto askwhether
the actionswerewithin the letter of the law - andmanyof the atrocitieswere outsidethe ambit of the
law. But otherswerewithin the scopeof thelaw. Legal Positivistsseparatéhe moralandthelegal- a
law is valid if it is createdin the appropriateway in a particular State (follows the constitutional
procedurefor making law in the particular jurisdiction), without any further evaluationaboutthe
normativesubstancef the law in askingif the law is valid. For the Legal Positivist, to dismissthe

defencethat the act was sanctionedby law becausehe action was immoral was not an available

'Y seeonthisideaof dutyrelationships|gnatieff, M. TheNeedf Strangers (1984)ChattoandWindusLtd,
London.



response thatwould bearesponsdor a Naturd Law Theorist(who would seeboththe constitutional

procedureandsubstantivanorality asnecessargonditionsfor the creationof avalid law).

Partof the internationalresponseo the problemwas foundin the UniversalDeclarationof Human
Rights. The Declarationproduceda setof rights thatall individuals could claim asthe basisof their
citizenship.The authority - the elementthat madethembinding on States- was that eachStatethat
signedthe Declarationacceptedhat they shouldbe boundin themin their domesticlaw. So, from
that point on, there could no longer be a defencethat the immoral act was legal, as Statesand
individualswereto be held to a highersetof constitutionallegal principlesthat overrideparticular
lawsthatcanbearguedo be out of line with the basicprinciple.

HumanRightsarethereforenot moral rights, andthey do not requirelaw to be moral. They area set
of specificlegal rights that operatewithin the legal realm. This, of course posesa questionthat has
two aspectshow strongare theserights (for individual people)With the two elementsof: how are

therightsenforcedandhow aretherightsinterpreted?

2. Criticismsof the Human Rightsagenda

HumanRightscan,perhapsbedescribedisthelastd g r @ @& d r arhelyare¢ghédominantdialogue 7
within which both internationalanddomesticlaw is maintained- they arethe dominantparadigmof
late twentiethand early twentyfirst centuryjurisprudenceHowever,they are not without criticism.
The Universal Declarationhas no teeth.Unlike, for example,the EuropeanConventionon Human
Rights or individual Stateconstitutions the Universal Declarationis not enforceableof itself, in a
court. It is enforcedwithin the crucible of internationalpolitics, particularlyin the United Nations.
However,thatenforcements limited asis seenregularly. To the REC, thatis to a very large extent
irrelevant- the REC (in Europe)should seekto abide by the Declaration(and Conventionand
Charter)asnot only a matterof law, but alsoof ethicsand morality. But it doeshavea relevancen

the broadereffectivenes®f the conceptandenterprize.

Thereare, however,othercriticismsthat canbe madeaboutHumanRights,issuesabouttheir scope
and operation ProfessoBaronessO & N ein herl2002 BBC Reith Lecturesfi AQuestionof Tr ust 0
speaksaboutthe HumanRightsagendd! Sheasksif the rightsincludedarethe appropriateonesfor
the Declaration; whether they reflect the particular concernsof the momen when they were

negotiatedWhilst thereare additionsto the agenda notablyin the 1966 Covenanton socialrights -

106 Nea. A Questionof Trust: TheBBC ReithLectures2002(2002) CambridgeUniversity PressCam-
bridge.



not all Stateshave acceptedhe broaderrangeof rights. She posesa secondcriticism: why is the
agenddramedasé h u mad g fathestlfanthe morepracticallyimportantd h u rdaurt i Thisiga?
particularly sharpcriticism of the narrative.Rightsimply duties,but without detailedclarification of
the dutiesof delivery and protection.Whenthis is linked to the criticism that the agendais a matter

for political negotiationattheinternationalevel, the criticismis well made.

A final criticism relatesto this. It is worth asking how the rights are interpretedwhere they are
enforced.Thejurisprudenceof the EuropeanCourtof HumanRights,not leastwith its acceptancef
the marginof appreciatior(the lee-way thatindividual Statescanhavein applyingtheir own cultural
interpretationof the rights), could be said to leave a little to be desiredin the protection of
fundamenthrights and freedoms.lt is opento debate but a strongargumentcan be madethat the

humanrights agendas underminedby the failure to acceptd e ¢ o ndoi nsi ccr i nasrelevantitoo n 6

the interpretationof the rights. Whenone considersfor example theright to healthcareor housing,
the generalinterpretationmeansthat wherean individual is excludedfrom healthcareor housingby
virtue of gender,sex, race,and evento someextentage,thentheseare acceptedo be breacheof
humanrights. Whereoneis excludedfrom participationin the healthcarer housingmarketby virtue
of thefactthatonecannotafford - economiadiscrimination- this is not seenasa breachof the human
right. In termsof global poverty, this is, to many,disappointingand indicative that the humanrights

agendads partof abroadereconomicagenda.
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2.3.4.Privacy

Theright to privacy or to a privatelife is enshrhedin the humanrights canon,andis a fundamental
principle of autonomyin bioethics.Its definition, however,is not immediatelyclear. This is in part

becauseheright itself is not an absoluteright; privacyis aright heldin balancewith the interests of

the public. Article 8 of the EuropeanConventionon HumanRights, for example,setsup in Article

8(1), theright to privateandfamily life, butin Article 8(2) createghe right of the Stateto derogate
from thatrightin whatmight be describedss a narrowpublic interest.

At Law, the startingpoint of privacyis, arguably WarrenandBrandeisandfi T IRghttoPr i vAcy o .
Theyframeprivacyasthe 6 r itgbelefta | o taetartingpremisethattheindividual is sovereign
in his or her own life, andthat the Stateand othershaveto justify any claim uponhim or her. And
this, perhapsculturally of its time andplace,is the typical statemenbf privacy asan outwardlooking
boundary.

Whenonelooks at the literaturefrom otherdisciplines,it is clearthattherearea variety of different
interpretationsof what constitutesd p r i \DaQewgives a comprehensivaccountof the different
approachego privacy, capturingthis disciplinary diversity™* For bioethics,Allen has produceda

valuabk typologyof privacy* Sheidentifiesfour differentaspect®f privacy: 78

A Al nf or Mat ivemedidalinformationis centralto muchof the researctihatis seenby
RECs, and is regulatedlargely under data protection legislation. However, how far de-
identification of dataprotectso n eddsity sufficiently leavesa questionof privacy for RECs
beyonddataprotection.

A fDeci Bi bwn-adngetnghequestionof whomakesdecisionsoncerningheindividual;
who determinesani n d i v ichibicesial thesscopeof thosechoices.This links backto the
questionof autonomyraised for examplejn thediscoursemodel(discussedbove).

A A Phy ®ir ¢ alaagaingcommonin REC considerationput probablynot consideredas a
0 pr i ssaaingedferencewith o n epérsonor personab s p aequirdsREC consideration.

A f Pr o p rPir @ tvawmshave things that have different sorts of value to us individually,
thingsthatcanbereplaceceasily,otherthingsthathaveonly sentimentalzalue. Thesethingsgo

towardsconstitutingi n d i v pridacya | s 6

12 Warren,S.D. andBrandeisL. D. (1890)fi T RghttoP r i v &larward liaw Review4: 193 220.

13 DeCew,J. (2008)"Privacy." TheStanfordEncyclopediaof Philosophy Edited:Zalta,E. N.
http://plato.stanford.edu/archives/fall2008/entries/privélagt visited 1% Septembe2014)

14Allen, A. L. (1997)6 G e nRrivacydEmergingConceptandV a | ule: RathéteinM. A. (ed.) Genetic
Secrets: ProtectingPrivacy and Confidentialityin the GeneticEra Yale: Yale University Presspp. 31i 60.



Theseelementsof privacy are usefully identified and discussedby Allen. However, the question

remainshow far doesthis getto the heartof the function of privacy?

When one considersa classicé pvrai cigside,for examplethe useof 0 n egéregeticinformationin

biobanksand researctusing geneticinformation,a numberof studiesof c i t | semsitivéigshave
beenconductedfor example the threeEurobarometestudiesrelatingto biotechnology.The studies
showa rangeof sensitivities for example,n relationto the needfor informedconsentthe needto be
re-contactedor subsequentesearchthe availability of the datafor commercialcompaniesor uses.
Eachshowsthatsomewill bein favour,othersagainsteachproposition.Townendhasarguedhatthis
indicatesthat privacy hasa subjectiveratherthan objectivequality. Whilst theremight be a desireto

createa normativestandardhrougha statemenof theright to privacy,in practice privacyhasamore
0 b ar o like quality,neasuringhe relationshipor disquietthatthe individual feelsin relationto

his or her society- a measureof social contentmentThis becomesvery importantin consideringthe
adequacyof privacy protectionin a medical researchprotocol, as therethe crucial questionis not
whetherthe privacy safeguardgit an objective standard,but whetherthey are sufficient for the

individual participantsvho areinvolved.

The questionof whetherthe privacy is successfily arguedshould be approachedhot from the
perspectiveof the limit of thei n d i v iredsorablafiasm to privacy, as this will not producea
convincingargumento many.Rather,Townendarguesa betterstartingpoint is to arguethe opposite
- why, in the public interest,a request(or in somecircumstancesperhapsevena demand)can be
madeupontheindividual to participate This, at least,hasthe possibility of makinganappeathrough
a more objective claim: whilst | appreciatethat you feel tha you have a privacy claim in this

situation,considetthis broadermpublic interestappeako your participation

Questionsfor Discussions

How far doyou,in your REC,discusgshemeaningofo pr i vacy 6 ?

Do youfeelthattherearedefinable objectiveprivacy norms?

If thereare,how arethesecreated?

How far is it importantto take individualp a r t i csenpitavitiesirgodaccountwhen considering

privacyissuesn medicalresearch?
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2.3.5.Data Protection

1. Introduction - the journey to the GeneralData ProtectionRegulation2016/679

In the late 1970s, therewas an internationalrealisationthat computershad, and would continueto
develop,extraordinarypowerto storeand procesdargeamountsof data,andthatthis revolutionhad
the potentialto producethe potentialfor harmaswell asbenefitto peopleto whom the datarelated.
Therefore,under the auspicesof OECD an internationalagreementvas reachedabout privacy in

processingpersonaldatain 1980 In Europe,the Council of Europeagreeda translationof that
internationalexpectationfor its Member Statesin 1981*° Thesetwo developmentsntroducedinto
many national jurisdictions a detailed (and to some extent harmonised)expressionof privacy in

relationto the electronicprocessingf personatataheldabouttheir citizens.

By the 1990s it wasclearin the EuropeanJnion (asit is now), thatthe processingf personaldata
was at the heartof a lot of moderncommerce,and that if citizens were to have confidenceto
participatein a single Europeanmarket they had to have confidencetha their data would be
processedn at leastasgooda way asit would be processedvithin their homejurisdictions.It was
alsorealisedthatthe protectionenvisagedn the early 1980s relatingto only electronicprocessingf
personaldata,wasinadequée, andthat the regulationif the processingf personaldatahadto start
from a presumptiorthat dataprotectioncoveredall forms of processingf personaldata.This could 81
be relaxedin certainareas(for example purely domesticprocessingf personadatafor private use
by citizens),butit wasnecessaryo widenthe scopeof the concepiof "processing'bf personablataso
thatthe protectionswere morewidely availablethansimply relatingto theratherarbitrary'electronic
processingtoverageof thefirst iterationof dataprotection.The responseavasDirective 95/46/ECon
the processingf personabdata.Today,nearly20 yearson from that Directive, the EU hascompleted
a further reform of the dataprotectionregime,again,taking into consideation further developments
in technology- particularlythe processingf personabdatavia the internetandworld-wide web. The
opportunitywastakento seeka furtherandmoreeffectiveharmonisatiorof dataprotectionlaw, with
amovefrom a Directive'’ to a Regulation®. The procesof reform, publicly, startedon 25th January
2012with the publicationby the EuropearCommissiorof its draft Regulationon processingersonal

data. The legislative processto agreethe Regulationwas extremely difficult. Whereasthe initial

15 OECD Guidelineson the Protectionof PrivacyandTransbordeFlowsof PersonaData
http://www.oecd.org/internet/ieconomy/oecdguidelinesontheprotectionofprivacyandtransborderflowsofpersonal
data.htm(Lastvisited 1st SeptembeR014).Thes guidelineshavebeenupdatedo their currentversionlast

updatedn 2013.

18 Conventiorfor the Protectionof Individualswith regardto AutomaticProcessingf PersonaData
http://conventions.coe.int/Treaty/en/Treaties/html/108.fitast visited 1st Septembe014).

17 with indirecteffect,requiringimplementatior{transpositionjnto MemberS t a taw. s 6

18 with directeffectin MemberS t a taw. s 6
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responsef the Councilwasfavourablejt wasnotexpresseih a6 f ir re @ tdof thedid in Council.
The Parliamentwith the work of the LIBE selectcommittee tableda recordnumberof amendments
to theBIIl. A first readingin both institutionstook yearsto achieve Thereafterfacedwith analmost
intractableimpasse,the Bill moved into Trilogue - a processwhereby representativegrom the
Council, the Parliament,and the Commissiondirectly negotiateto (seekto) achievea workable
compromisethat is then presentedor approvalin the Council andin the Parliament.The General
Data ProtectionRegulation2016/679(GDPR)was adoptedon 27th April 2016into EU law on 27th
April 2016.1t comesinto forcein the MemberStateson 25thMay 2018.

2. Theshapeof EuropeanUnion dataprotection

The GDPRis very familiar to thosewho know both Directive 95/46/ECand the earlier Council of
EuropeConvention.The samebasicstructureis in place.A small table of the mappingbetweenthe
Directive andthe Regulationis givenafterthed R e a dtithe epdof this part.

A Dataprotectionconcernshe processingf (sensitive)personablata,relatingto datasubjectdy data
controllers(perhapghroughdataprocessorsstill undera high degreeof controlfrom the national
control of SupervisoryAuthorities. The addition to the dramatic personaein the GDPR is the
inclusion of Data ProtectionOfficers who will be appointedat an institutional level and play an
importantrole in relationparticulaly to highimpactprocessing. 82

A Data controllersowe dutiesto data subjects,particularly to processthe datafairly and lawfully
(Articles 5, 6, and9), andto inform the datasubjectaboutthe processindArticles 13and14).

A Datasubjectshaverights, essentiallyto ensuretheir own protection,particularlyto gain accesgo
the datathatis processedboutthem,to havethat datacorrectedwhereit is incorrect,to block its
processingandto havethe dataerasedArticle 15 22). In relationto reseach, the muchdiscussed
i r itgheft o r g adoesnetapply.

AMember Stateseach have the duty to createa Supervisory Authority that must operatethe
registration of date processing,engage where appropriatein respondingto 6 hi igmpact 6
processing,jnvestigateand prosecutecomplaintsof breachedn data protectionlaw, ensurethe
operation of the Regulationin their jurisdiction, with some discretionary powers within the
Regulationstill falling to them(asin the Directive).

A MemberStatesmustalsoensurethatthereis a compensatiomnd punishmentegimein placein its
jurisdiction in line with the requirementsof the Regulation.The sanctionsavailable under the
Regulatiomaremuchhigherthanthoseunderthe Directive.

AThe EU supervisoryauthoriies are strengthenedunder the Regulation. There is a EU Data

ProtectionSupervisorandthe Article 29 Working Groupbecomegshe EU DataProtectionBoard.



fi 6 P e r dseotmesahsany information relating to an identified or identifiable natural
person(6 d astuab j e itieétifiable natural personis one who can be identified,
directly or indirectly, in particular by referenceto an identifier such as a name,an
identification number, location data, an online identifier or to one or more factors
specifc to the physical, physiological, genetic, mental, economic, cultural or social
identity of thatnaturalp e r JArtitlé 4.1, GDPR)

Article 4 providesthe definitionsthat operatein the interpretationof the GDPR. Whilst it might be

too obviousto menton this, it must be done: definitions and understandingf termsin other
disciplinesor contextshaveno bearingon theinterpretatiorof wordsthataredefinedin the GDPR.In

particular, the conceptsof 'anonymisation'and 'pseudonymisationthat opeiate in many of our

disciplineshaveto be put asidewhenthinking aboutthe GDPR.In the GDPRthe conceptin operation
is identifiability (althoughthe GDPRdoesdefine pseudonymisation)canthe (potential)datasubject
be identified eitherfrom the datain the possessiowf anindividual or that datain combinationwith

otherdatathat arereasonablfforeseeabléo comeinto the possessionf thatindividual (not just the

datacontroller). If the answeryes, thenthe personto whom that datarelatesis a datasubjectand
GDPRappliesto them (throughthe domesticlaw of the jurisdiction in which s/heis situated).If the

answeris no, then the GDPR doesnot apply. If the answeris that the data subjectis no longer
identifiable, following a processof renoving sufficient identifiers from the data to make re-

identification impossible,then the GDPR does not apply to future processing,but it is perhaps
arguablethat there are some continuing duties towardsthe data subjectthat arosewhen the data
subjectidentifiablein thedata(or in the dataandreasonablyoreseeableonnectionsvith otherdata).
Thus,renderingdata'anonymousbr 'pseudonymisingiataandthe rulesrelatingto thatin particular
disciplinesis not relevantto the GDPR:the questionis only about whetherthe data subjectcan be

identified, within the definitions containedin the GDPR

We shouldnow turn to the basicstructureof the GDPR. Thereare essentiallyfour key elementsthe
dataprotectionprinciples,theroutesto lawful processingthe informationprovisionsandtherights of

datasubjectsThosefamiliar with the Directivewill seethesimilaritiesimmediately.

Data
Subject Rights
Articles 15 - 22

- Routesto Information

Lawful Processing | Provisions
 (Articles (Articles

6and9) 13 and 14)

Data Protection Principles (Article 5)
Data Protection By Design (Article 25)
Impact assessment (Article 35)
Codes of Conduct (Article 40)
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A. The Data Protection Principles

Whilst not formally titled assuch,therearea numberof principlesthatunderpinthe GDPR.Theseare
containedin Article 5. Data should be processedairly, lawfully and transparently(Art. 5.1.a).
Transparentlys a new additionand mustrefer to the processingechniquegatherthanthe content-

asconfidentialityandprivacy of informationmustbe maintained? (Routesto) Lawful processingare
foundin Article 6 (for generalpersonabdata)and9 (for sensitivepersonadata).The processingnust
be limited (Art. 5.1.b) to those necessaryand compatiblewith the declaredpurpose(s).Further
processingnustnot beincompatible The datacollectedmustbe only thatwhich is necessaryor the
purposeof the processingArt. 5.1.c),andmustbe accurateasfar aspossibleandii wh eme € e s
(Art. 5.1.d). Thereis a presumptn that datashouldbe de-identified as soonas possible(relatingto

the purpose®f the processing)(Art5.1.e),anddatamustbe storedsecurely(Art. 5.1.1).

In additionto theseprinciples,thereis now a presumptiorin Article 250f i d gtotactionbyd e s i

- thatwheredatawill be processedthe controllermustbuild into the enterprisesystemshat ensure
dataprotection.This is a newconceptthatwill haveanimpactin research a protocolmustshowthat

dataprotectionhasbeendesignednto theresearclasad b o tut ppdimciple.

Mostimportantly,whereasinderthe Directive a DataControllerwasunderanobligationto notify the

SupervisoryAuthority of any processingf personabata,andthe SupervisoryAuthority wasundera

duty to undertake,where necessaryrior checkingto ensurecompliance there are major changes.

Prior checking,given the amountof work involved comparedo the generalfunding of Supervisory
Authorities was not particularly successfulinderthe Directive. The GDPR requiresall Controllers
undertakingprocessinghatis likely to be of highrisk to thedatas u b | @ataprétection)interests
mustmakeand i mmacste s gAnieen3b) beforeany processings undertakenThe Supervisory
Authority mustmakea list of processinghatis to be consideredas high risk. Article 35 outlinesan
extensive,systematicevaluationthat must be undertakerwhere an impact assessmernis required.
Prior consultatiorwith the SupervisoryAuthority mustbe undertakerwherethe controlleris notable
to providemitigationfor high risk processingThereis a potentialweaknes$ereasArticle 36.1does
notrequirean externalevaluationof whethermitigationis achieved Of course the prudentController
will ensurethat thereis either mitigation of risk, or consultation- and the evaluationof a Data
ProtectionOfficer may assistin this where such a personis appointed.However, the imprudent
Controller may only be found out in the eventof a breach,and whethera high sanctionwill be

sufficientto compensatéhe lossis not alwaysclear.

19 5ee GDPRAtticle 12.

saryo

gno
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It will be notedthatthereare considerablepportunitiesfor SupervisoryAuthoritiesto producelocal
interpretation®f therequirement®f the GDPR.Therearesomemeasureshatsuggesthatthe Board
will havearolein attemptingto achievethe harmonisatiordesiredfor the GDPR,but the fact thatthe
Regulationstill containsmanyoftheD i r e c distcretien&aherindicatesthatthereis not harmony
betweenMemberStatesin this area, anddifferenceswill persist.Likewise,the GDPRisa6 gener al 6
Regulationattemptingto coverall processingf personabata.This is, of course a Herculeanalmost
fantasticaltask, becausethereis such variation betweenprocessingsectorsas to what constitutes
acceptablelimits and interpretationsof the Regulation. Therefore,it is to be hoped that the
opportunity offered for EuropeanCommissionand EU Data ProtectionBoard approval(under Art.
40), will betakento createsectoralCodesof Conduct - sectoralinterpretation®f how to interpretthe
GDPRIn particularcircumstancedpr examplejn life scienceandgenomicresearchRECsshouldbe
awarethattheremaywell be sectoralCodeshatapplyto researcipresentedo them.

B. Fair and Lawful Processing.

Under Article 5.1.a, data controllers are given the duty to processdata fairly, lawfully and
transparentlyLawful processings to someextentdealtwith underArticles 6 and9 (to someextent,
in thatif thereareotherlegal conditionsactingin relationto the data,thenthey mustalsobe followed
to achievelawful processing).

85

Article 6 setsout the conditionsfor lawful processingf personaldata.The first conditionsrelateto
informedconsentgitherdirectly givenor giventhrough a contract.The secondconditionis wherethe
processings in thevital interestsof the datasubject.Thethird conditionsrelateto dutiesimposedby
Law. Thefourth routeto lawful processings wherethe processings in theinterestsof datacontoller
andwould not bein contrastwith the fundamentalights andfreedomsof the datasubject.Thefinal

routeis throughanappeato the publicinterest.

Article 9 prohibits the processingof sensitivepersonaldata(i.e. i r a oriethdic origin, pditical
opinions,religiousor philosophicalbeliefs,or tradeunion membershipandthe processingf genetic
data,biometricdatafor the purposeof uniquelyidentifying a naturalpersondataconcerninghealthor
dataconcerninga naturalperson'sexlife or sexualo r i e n t Aaticlé S1h Thus,medicalresearch

often concernssensitivepersonaldataunderthis definition. The prohibition canbe lifted in certain
conditions,foundin Article 9. First, wherethe datasubjecthasconsentedo the processing( i e x c e p t
whereUnion or MemberStatelaw providethatthe prohibition referredto in paragraph. may not be

lifted by thedatas u b j i Aridle®.2i which might be considered highly paternalistiaapproacto

the datasubjectwhencomparedo other usesof consentn, for example medicalresearch)Second,

the datacontrolleris actingundera legal obligationor right undernationalemploymentLaw. Third,

the vital interests of the data subject require the processing.Fourth, and with i a ppateo p r i



g u ar a rthe preceseings necessaryor activities of bodiessuch as political partiesor trades
unions, etc. Fifth, that the dataare alreadypublishedby the datasubject,or are necessaryn legal
proceedingsSixth, thatthe processinds necessaryfor preventivemedicineor occupationamedicine.
Sevenththe prohibition canbelifted for variousmedicalpurposes$ diagnosisireatmentprevention,
andthe managemendf healthcare.Most interestinglyis the inclusionof the eighthcondition,Article
9.1

i p r o c essnecessagyfor archiving purposesin the public interest, scientific or

historicalresearclpurpose®r statisticalpurposesn accordancevith Article 89(1)based

on Union or Member Statelaw which shall be proportionateto the aim pursuedrespect

the essenc®f theright to dataprotectionand providefor suitableandspecificmeasures

to safeguardhe fundamentatightsandtheinterestofthedatas ubj ect . 0
Equally, MemberStatesmay createnew legislationto allow processingof sensitivepersonaldatain
thefi s u b s publicitntadr est 0.

Article 9.1.j is a substantialchangefrom the position of researchunderthe Directive. Article 89
reusesthat essentiallyresearchis undertakenon data that has been pseudonymisedunlessthat
compromiseghe purposeof the processingHowever,this is not the lawful processindgor research,
assatisfyingArticle 9 is not sufficient; theremustalsobe a routeto lawful processingvailableunder
Article 6, and Article 9.1.j is not mirroredin Article 6. In one of the earlier draft Bills, therewas,
under a then ProposedArticle 6.2 a route to lawful processingfor generalprocessingsimply for
researchHowever,this wasremovedin the negotiationsThus, whilst the prohibition on processing
sensitivepersonaddatamay be lifted for scientific researctwith anappealto Article 9.1.j, theremust
still be arouteto lawful processinginderArticle 6. Whata REC mustbearin mind is thattherearea
numberof routesto lawful processig andnot only informed consentFor example,an appealcould
be madeto processinghe datain the public interest,or for the legitimateinterestsof the controller
without damagingthe interestsof the data subject. This would require a caseto be made,but in
principleit mustbe anavailableroute.We will returnto informedconsenifterthe basicshapeof the
GDPRiIis outlined.

C. Information Provisions.

In orderfor the DataSubjectto acton his or herrights underthe GDOR, he or shemustknow abou
the processingWhereaghereis a limited amountof protectionaffordedto the datasubjectthrough
the SupervisoryAuthority, and perhapsthrough other bodiessuchas RECsin relation to medical
researchijn the vast majority of casesthe regimeis arguably a 'selthelp' regime.Data controllers
mustobserveheir dutiestowardsdatasubjectsput the rights of the datasubject(perhapgarticularly
thoserelating to his or her specific sensitivities)are very largely left to be enforcedby the data

sibject. Therefore,the datasubjectmust be informed about processinghat is to be undertakeron
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their data,andwho is responsibldor that processingThis is addressedh Articles 13 and 14 of the
GDPR.

There are, essentially,two scenariosaddressedn relation to informing the data subject about
processing:either the data controller is collecting the data directly from the data subject for
foreseeabl@rocessingdirect gathering), or the datacontrollerreceivesthe datafrom a third party
(mostprobablyanotherdatacontroller){ndirect gathering).

Thereis, of course,a further scenario:a data controller, having gatheredor receiveddatafor a
particular purpose(or setof foreseeablg@urposes)then seesanotherunforeseerpurposefor which
the datacould be processedProcessindor further purposesis, unfortunately not dealtwith simply
underthe Directive, so we will leaveit to one sidefor the time beingandreturnto it for separate
consideratior{in DiscussiorPoint2).

The informaton that must be given to a datasubjectbefore his or her dataare processedare the
contact details of the data controller and a descriptionof the purposeof the processingto be
undertakenWhenthe dataare gatheredlirectly from the datasubjectthe informationmustbe given
to the datasubject Wherethe dataareto be processedby a third party,thenagain,the presumptioris

that the information must be given to the data subjectunlesss/heis alreadyin possessiorof that
information, or that it is impossibleor would require a disproportionatesffort (Article 14.5.b).In

cases of impossibility or disproportionateeffort the Member State must provide alternative

safeguards.

What is clearis that the dataprotectionregime requiresthosewho gattrer datadirectly from data
subjectsto provide information so that the data subjectcan protecttheir own rights. Thereis no
Article 14.5.bequivalentin Article 137 no 6 i mp o @rsdisgrdpationatee f f © and this is
understandabldf the datasuljectis therefor a directgatheringof data,thentheinformationcanbe

given.

D. Data Subject Rights

Therights of a datasubjectarelargely the same,in respeciof researchasthoseavailableunderthe

Directive 95/46/EC. As indicated above, the 6ight to be f o r g owhicleis largely driven by

concernsaboutthe internet,is not availableto data subjectswhere the processings for research
(Article 17.3.d).1t is worth noting that researchunderthe GDPRincludesappliedresearchRecital

159). One questionthat remainsis how the right to withdraw operatesn relationto researchlt has
long beena standardof researchhat a participantis includedin a voluntaryway and canwithdraw

from the researchat will. However,there could be anotherargumentgiven the potentialimpact of
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withdrawalfrom a studyon the scientificimpactof the study,andgiventhe difficulty of withdrawing

from processingnceresultsof a studyhavebeenpublished.

The GDPR addresseshis to someextent. Article 21 - thefir i t9 b b j e crtdérthe general
provision indicatesthat data subjectshave a right to object to processingf u n |tree sasitroller
demonstratesompellinglegitimategroundsfor the processingvhich overridetheinterestsrightsand
freedomsof thedatas u b j (Articke B1.1)However,underArticle 21.6the provisionfor researchs
slightly different:
i Wh epersonaldata are processedor scientific or historical researchpurposesor
statisticalpurposegpursuanto Article 89(1), the data subject,on groundsrelatingto his
or her particularsituation,shall havethe right to objectto processingf personaldata
concerninghim or her, unlessthe processings necessaryor the performanceof a task
carriedout for reason®f publicintere s t . 0
It remainsto be seenhow fi o groundsrelatingto his or her particulars i t u avill bearmetpreted

andwhethertherewill beaharmonisednterpretatiorin the MemberStatedo this.

A right that may producedifficulties for researcherss Article 20- At hghttoatapor t abi | i t y ¢
Underthis Article,

fi T hWdatasubjectshallhavetheright to receivethe personadataconcerninghim or her, 88

which he or she has provided to a controller, in a structured,commonly used and

machinereadableformat and havethe right to transmitthosedatato anothercontroller

without hindrancerom the controllerto which the personatlatahavebeenp r ovi ded . 0
Two conditions attach - that the route to lawful processingis informed consent,and that the
processig of the datais automatedThis doesnot havethe administrativecostclauseof the Article 15
Aridaacc eandnuchwil hang,for researchpn the interpretationof fi w h iheon shehas
providedto ac o nt r ®herkig andngoing questionrelating to data ownershipabouthow far
personaldata simply relate to the data subject, being generatedthrough the labour of the data
controller. But if one, for example,took the exampleof geneticinformation derivedfrom a blood
sample how far doesthat constitutedataé p r o voiad e d t r arik it omly theblood samplethat
is provided?At the otherendof the spectrumwhena datasubjectparticipatesn the highly structured
information gatheringof, say, a biobank, how far must the biobank provide all that data i an
structuredcommonlyusedand machinereadabld o r mé that point, the interestsof third parties
(protectedunder Article 20.4) may restrict the amountof datathat is availableto the datasubject

throughthe participationin a biobank.Thereasonindor thisis consideredn thefirst questiorbelow.

3. Questionsstill unresolvedby the GDPR



A. Who is the Data Subject? Dealingwith geneticrelatives.

Thereis often a problemin medicalresearchparticularly researchusing geretic dataor biobanks,
aboutindividualswho arethe geneticrelativesof the participant.Therehas,arguably beensomething
of adifficulty in knowinghow to dealwith this 'penumbrabf relatives.Thetemptationis to think that
only thedirectresearh participantis a datasubject.And, indeed.,it is conveniento think in thatway.
At first thought, of we were to treat all the geneticrelativesof the potential participantas data
subjects, then researchwould immediately collapse under the weight of informed consent
negotiationsHowever,this pragmaticsolutiondoesleavean uncomfortableeeling. Let us consider,
for example the situationof a geneticrelativesin a single purposeresearctproject. Arthur presents
himselffor enrolmenthavingbeing identified asa potentialparticipantfor the study.He givesblood,
urine andsalivasamplesanda medicalhistory asrequestedArthur hasthreebrothers his parentsare
still alive, asis oneof his father'sbrotherswho hastwo daughtersHe indicaesthat his motherhada
greatauntwho they know to haveemigratedmanyyearsagoto Australia,who they know hada son
throughan affair, but becausehat branchof the family was quite religious, contactwaslost with the

greataunt,andArthur believes thatgivenherageshemusthavedied someyearsago.

Making Arthur's extendedamily - the onesthathe hasnamedsofar - all datasubjectshasthe feel of
a crazy, unreasonablsuggestionAnd yet, eachof them hasgrey similar thingsto lose - harns to
suffer - from a participationin researchthat Arthur has.Arthur is not a specialcasebecauséhe has
beeninvited to participatein the researchthe rightsto privacy and dataprotectionthat Arthur must
be able to enjoy must, arguably, must also be enjoyedby thosewho are identifiable in the data
disclosedby Arthur. We know a greatdeal aboutthe relativesthat Arthur's samples(and history)

discloseto theresearchlatacontroller.

This is, however,not catastrophiavhenwe allow the structureof the GDPRto dictatethe answer.
Arthur is the datasubjectfrom whom an Article 13, Direct gatheringoperatesAll Arthur'srelatives
are datasubjectsfrom whom the dataare gatheredndirectly. Therefore thosegeneticrelativesare
within the conditions of Article 14, and mustbe informed of the datacontroller'scontactdetailsand
the purposeof the processingvhere informing them is reasonable whereit is not impossibleor

requiring a disproportionateeffort. The questionbecomesone of fact and balance- what are the
potentialrisks to one'sfundamentalights andfreedomsarisingthroughparticipationin balancewith

how much effort would it take to notify the datasubject?'But s/he might not want to participate'
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cannotbe a reasonnot to notify him or her (but rememberthat notification is not to gain informed
consenunderthe GDPR?°

B. Informed Consent
Therewas considerableconcernin the researctcommunityduring the passagef the Bill. After an
initial draft from the Commissionthat indicatedthat therewould not be a needform researcherso
rely on anarrow, highly specifiedconsentor, for example biobankingor dataintensiveresearchthe
provisionthat allowed researchas a routeto lawful processingn Article 6 waslost. The approsed
GDPRtexthasacompromiseputit is not onethatis without difficulties.
As in the Directive 95/46/EC,informed consentis the first of the routesto lawful processingor
generalpersonaldata (Article 6.1.a)and for lifting the restriction on processingsensitivepersonal
data(Article 9.2.a).Thesearenot, of themselveproblematicexts:
fi t Hdatasubjecthasgivenconsento the processingf his or her personadatafor one
or morespecificp u r p o(Arte6l.ap
fi t taeasubjecthasgivenexplicit consento the processingf thosepersonaldatafor
oneor morespecifiedpurposesexceptwhereUnion or MemberStatelaw providethat
the prohibition referredto in paragraphl may not be lifted by thedatas u b j @d.t . 0o
9.2.a)
Further, the GDPR includestwo specific Articles on consent:Article 7 on generalissuesabout 90
consentandArticle 8 on gainingconsenfrom minors.Thesearemoreconcernedvith the procedures
for gaining and evidencingconsent.The problem arisesin the definition of consentcontainedin
Article 4.11- thedefinitionsArticle - where:
fi 6 ¢ o n of ethe tdéta subject means any freely given, specific, informed and
unambiguousndication of the datasubject'swishesby which he or she,by a statement
or by a clear affirmative action, signifies agreemento the processingof personaldata
relatingtohimorh er ; 0
This appeardo createa requirementhat informed consentis fi s p e cli nfiay veelb amountto an
attemptat cleverlegal footwork to suggesthatfi f r @ieeh, gpecific,informedandu na mbi guous o
arequalifierstofi i n d i caadindttesubstancef the consenitself - thatthe datasubjectmustbe
specificin the indication, not specificin the consenttself. Thesecould well be takento amountto
the sane thing: to indicate specifically is to specify the parametersof the consentenvisaged.

Likewise, it may well be insufficient to arguethat specifyingii r e s eia a lirdadconsentway

20 And onemightargue|if therouteto lawful processings aresearchn the public interestroute,wherethe data
subject'sightsarehighly restricted andtheir interestsare protectedoy alternativesafeguardshenthis might
go to the proportionalityof the effort.



would satisfy the requirementof Article 4.11 on its own. However,a last minute inclusionin the
GDPRwasRecital33,whichit is worth reproducingn full:
fi 1ig often not possibleto fully identify the purposeof personaldata processingfor
scientificresearctpurposest the time of datacollection. Therefore datasubjectsshould
be allowedto give their consentto certainareasof scientific researchwhenin keeping
with recognisecethical standarddor scientific researchData subjectsshouldhavethe
opportunityto give their consentonly to certainareasof resarch or partsof research
projectsto the extentallowedby theintendedo ur pos e . 0
This, it is widely accepteds designedo allow researchthe opportunityfor 6 b r dénforinédconsent.
However,asa Recital,it doesnot havethe sameimmediateweight asan Article, and musttherefore
be acceptednto the commoninterpretatiorof the GDPR,perhapsdeally througha Codeof Conduct.
Whatwould be disappointings if this wasleft to individual MemberStateSupervisoryAuthoritiesto
takeaview ontherelaionshipbetween Article 4.11andRecital33. Further,RECsmustbe awareof
theinterplaybetweerthetwo elementf the GDPR.

C. Processingor further purposes.

The DataControllermustinform the datasubjectof all the purposedor which s/hewishesto process
the dataif he or shecollectsthe datadirectly from the datasubjector, wherehe or sheindirectly

collectsthe data,whereit is possibleandnot requiringa disproportionateffort. Imaginethe situation
of Anna, professorof oncology at a large university hospital. She gathereddata from 150 data
subjectsabouta particularcancershewas studying. The researchwas completed and shepublished
paperson herfindings. Sometime later,two developmenthiappenedAnnaherselfmadea new, and

rather surprisingconnectiorto a differentcancerandrealisedthata furtherprocessingf heroriginal

datasetcouldleadto interestingresults;A n n &ubdingbodyrequireher,asa conditionof the grant,

to makeher dataavailableto otherresearches (unidentified)througha é d & tua Which requiresa

standardisationof the metadataand the linkage of data with other data sets, and therefore

(pseudonymisedylentifiability of datasubjectqto preventduplicationof subjectdn the dataset).

There are a numberof routesto explore here. The first is, of course,are the two developments
coveredby the original routeto lawful processingandinformation provisions?Thereis a chancethat
the informed consenthasbeenbroadenoughto coverboth developmentsandthe informationabout
the processingvas similarly broadto coverthe possibility. However,this may well not be the case.

Let usconsiderthetwo elementf routesto lawful processin@ndinformationprovisionsseparately.

Under the Directive, the route to lawful processingelementwas very difficult for this sort of
secondaryprocessingThe Directive, underits Article 6.1.b was very ambiguousaboutsecondary

processingor a compatiblepurpose becausehe drafting could be interpretedaseithermeaningthat
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compatibleprocessingor the samepurposewas acceptablepr processingor compatiblepurposes
wasacceptableThefirst draft of the GDPRfrom the Commissiorsoughtto clarify thisimmediately.
Underthe Proposedarticle 5, it providedthat datashouldbe gatheredor a specificpurposeandnot
further processindn anincompatibleway - thefirst element;andthenunderthe Proposedirticle 6 it
madeit clearthatprocessindor further purposesvasacceptablevherethe purposesverecompatible
with the original purposefor the processingand special provision was madefor presumingthat
researchwas a compatible purpose.The political negotiationshave slightly muddied that initial
clarity. Theambiguousvording of the Directiveis importedinto the GDPRIin Article 5.1.b:

i p e r slatastall be (b) collectedfor specified,explicit and legitimate purposesand

not further processedn a mannerthat is incompatiblewith those purposes;further

processingor archiving purposesn the public interest,scientific or historicalresearch

purpose®r statisticalpurposeshall,in accordancevith Article 89(1),not be considered

to beincompatiblewith theinitial purposeg 6 put pms € ati ondé) ; 0O
However Article 6.4is retainedconcening processingor a compatiblepurpose:

fi Wh ethie processindgor a purposeother thanthat for which the personaldata have

beencollectedis not basedon the datasubject'sconsentor on a Union or MemberState

law which constitutesa necessanand proportionatemeasuran a democraticsocietyto

safeguardthe objectivesreferredto in Article 23(1), the controller shall, in order to

ascertainwhether processingfor anotherpurposeis compatiblewith the purposefor

whichthe personabataareinitially collectedtakeintoa ¢ ¢ o ainambérof conditions.
This is perhapsnot elegant,but it doesspell out that the possibility for processingfor a purpose
compatiblewith the original purposeis envisagedinderthe GDPR.It is furtherunderlinedin thefirst
paragraplof Recital50:

i T hpeocessingpf personaldatafor purposesother thanthosefor which the personal

datawereinitially collectedshouldbe allowedonly wherethe processings compatible

with the purposedor which the personaldatawereinitially collected.ln sucha caseho

legal basis separatefrom that which allowed the collection of the personaldata is

required.If the processings necessaryor the performanceof a taskcarriedout in the

public interestor in the exerciseof official authority vestedin the controller, Union or

Member Statelaw may determineand specify the tasksand purposesfor which the

further processingshouldbe regardedas compatibleand lawful. Furtherprocessingor

archiving purposesin the public interest, scientific or historical researchpurposesor

statisticalpurposeshouldbe consideredo be compatiblelawful processingoperations.

The legal basisprovidedby Union or Member Statelaw for the processingof personal

datamay alsoprovidealegal basisfor further processingln orderto ascertainvhethera

purposeof further processings compatiblewith the purposefor which the personadata

are initially collected, the controller, after having met all the requirementsfor the
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lawfulnessof the original processing,should take into account,inter alia: any link
betweenthosepurposesandthe purposesf the intendedfurther processingthe context
in which the personaldatahavebeencollected,in particularthe reasonablexpectations
of datasuljectsbasedon their relationshipwith the controllerasto their further use;the
natureof the personaldata;the consequencesf the intendedfurther processindor data
subjects;and the existenceof appropriatesafeguardsn both the original and intended
furtherprocessing per at i ons. 0

D. Identification, De-identification, and Re-identificationThereis a significant problem in the
personaldatasharinganddataintensivehealth,medicineandlife scienceresearclcommunity.Large
data sets,in orderto be useful, needto be up-datedregularly, so that the life-experienceof the
individual datasubjectcanbefollowed; medicalhistoriesandgenomicdataasa snapshotare useful,
butasanon-goingnarrativetheyaresomuchrighter. Thereforejt is necessaryo keepthe datasetbe
it centrallylocated,or federated) in an identifiable form. This will bein a pseudonymisedcoded)
form for security,butit will be possibleto identify individualswithin the set.

The first problemthereforeariseswhen datais passedrom the dataseto researcherdlt is highly
likely thatthis will be passedn a de-identified way; theidentifiersin the datasethatis passedo the
researchersvill havebeenstrippedfrom the data,and individualswill not be identifiable from the
aggregatedlataor the datathatis passedHowever,becausdhereis a technicalpossibility that the
data could be re-identified by connectingthe data back to the original, identifiable dataset,many
jurisdictionstakethis to meanthat the dataremainspersonabata(identifiable)throughouiits life, and
that the researchewith the de-identified setis boundby the conditionsof the GDPR.The GDPRis
concernedvith thereasonableness the potentialfor identification. Thereis afirst setof questiongo
be askedhere:is this possibility of re-identification one that should be reasonablyconsideredas a
threatto the interestsof the data subjectsuch that the GDPR should bind the researchein this
scenarioandwhat conditionsmight be sufficient - for example,in the datasharingagreement that
might mitigatethatthreat(arethere,for example technicalsafeguard$o preventre-identificationthat

would besufficient;is anundertakingwith sanctionsagainstre-identificaion sufficient)?

The secondproblemmovesfrom the internal difficulty of imaginingthe datasetandits key, andthe
likelihood of re-connectinghe key andthe de-identified datato the externalquestionof thelikelihood
of connectinghe de-identified datain the handsof the researche(eitherdeliberatelyor accidentally)
to an externaldatasefperhapsalreadyheld by the researcheror falling into her handsfrom a third

party) thatthenre-identifiesthe datasubject.Indeed this possibility begirs to questionwhether,in an

2ie. maintainedat differentlocationsbutlinked, for example jn away thatallowsremoteinterrogation.
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internet culture with so many different datasetsbeing connectedinternationally with increased
computingpower, it is still possibleto speakof unbreakablede-idetification; is it impossibleto be
truly 6 a n o n yimamycsc@mstanceanymore(rememberinghatidentificationis not a matterof
namesand addresseshut any datathat, when connectedogether,identify an individual). So, the
secondguestionis, regardles®f the possibility of connectinghe de-identified datagt to the original
identifiablesource whatis the likelihood thatthe de-identified datasetvill be connectedo sufficient
otherdatato re-identify the datasubject™How remotedoesthis possibility haveto beto disengagé¢he
GDPR?

Of course at anoterlevel both of thesequestiongpresumehatdisengaginghe GDPRis a goodand
desirablething In mostcaseghis is not necessarilthe case put thereis a caseto suggesthatthereis

a difficulty in maintainingthe GDPR for datasharingand dataintensiveresearchlf the GDPRis
engagedn anonymougiatasets,only the information provisionshavea6 di s pr o md if rir d dat e
6 i mp o s dimithtion. Theérgmbistbe a routeto lawful processingandthereluctanceo6 c ha n g e
h o r detveeénroutes to lawful processingor processingor secondarypurposess alreadynoted.

So,if the original routeto lawful processingvasinformedconsentandtheinformedconsenwasnot
broadenoughto capturethe secondanprocessingandthe wording of thatoriginal consentprecluded
anappeako compatibleprocessingwhichis notuncommon)thenis re-consentinghe datasubjectto

be ableto connectthe privacy-protecteddatathe only way forward? This would seemto be atodds 94
with the spirit of Article 89, and Recitals33 and 50, for example which seekto enabledatasharing

anddataintensiveresearcHor health,medicineandlife scienceresearch.

REC membersnaywell takea view thatthis is not a matterfor RECsandthatthey shoulddependon
the EU DataProtectionSupervisorandBoardfor guidanceTo someextent,of coursethisis correct;
those bodies, and the Court of Justiceof the EuropeanUnion, have the authority to pronounce
definitively on the interpretationof the GDPR. However, RECs seethe practical setting of these
dilemmasfor researchandsothey canvoice an opinionto contributeto theempowereca ut hor i t i es
deliberations Further,and mostimportantly, personaldata privacy and confidentiality are not only
legal matters,they pose6 e t hguestiondalso, and there the REC has responsibilities.Does, for
example,ethics demandspecific informed consentwhere the GDPR might countenancehe public
interestAWe would suggesthatansweris 6 n in8egd ethicsmaytakea moresolidarity-basedview -
that the desire for medical researchand therapiesin an increasinglyindividuatfocused society
requiresthatresearclbe allowedto takeplacein the public interest.lt couldbethatthe ethicsdebate
forcesthe legal, dataprotectiondelateto reconsideisomeof its more extremeautonomybased(and

solidarity-rejecting)interpretation®f confidentialityandprivacy.But thatis for debate.

Questionsfor Discussions



Isthis areasonabl@approactto the problemof geneticrelatives?

How far will informed consentpresenta problemto new dataintensiveresearchmethodologiesand
datasharing?

How doesyour REC dealwith requestdor processindgor further purposeshatwere not foreseerat
theinitial gatheringof thedata?

How far, and in what circumstancesvould your REC allow processingof data where informed
consentwas not gained, but where, for example,an appealto the substantialpublic interestwas

made?

Further Reading

GeneraDataProtectionRegulation2016/679
http://eurlex.europa.eu/legalontent/en/TXT/?uri=CELEX%3A32016R0679

DataProtectionDirective 95/46/EC
http://eurlex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31995L0046:en:HTML

OECD Guidelineson the Protection of Privacy and TransborderFlows of Personal Data (1980)

http://www.oecd.org/internet/ieconomy/oecdguidelinesontheprotectionofprivacyandtransborderflo®8o

fpersonaldata.htm

OECDTheOECD Privacy Framework(2013)h

ttps://www.oecd.org/sti/iecomay/oecd privacy framework.pdf

Council of EuropeConventionfor the Protectionof Individualswith regardto Automatic Processing
of PersonaData(1981)
http://conventions.coe.int/€aty/en/Treaties/html/108.htm

Townend,D. ThePolitenessof Data Protection: Exploring a Legal Instrumentto RegulateMedical
ResearchUsing Genetic Information and Biobanking. Maastricht: Universitaire Pers Maastricht
(2012)chapterd, especiallypp. 1141 116.

EuropearCommissiorData ProtectionSpecialEurobaromete431,(2015),

OECD Recommendatioof the OECD Health Councilon Data Governancg2017)


http://eur-lex.europa.eu/legal-content/en/TXT/?uri=CELEX%2525253A32016R0679
http://eur-lex.europa.eu/lexuriserv/lexuriserv.do?uri=celex:31995l0046:en:html
http://www.oecd.org/internet/ieconomy/oecdguidelinesontheprotectionofprivacyandtransborderflowsofpersonaldata.htm
http://www.oecd.org/internet/ieconomy/oecdguidelinesontheprotectionofprivacyandtransborderflowsofpersonaldata.htm
http://conventions.coe.int/Treaty/en/Treaties/html/108.htm

Mapping the key provisions of the Data Protection Directive 95/46/EC onto the GDPR
2016/679

Concept 95/46/EC 2016/679
General Purposeof the Legislation Art. 1 (& Art. 3) Art. 1 (& Art. 2)
Restrictions on scope Art. 13(1) Art. 23
Definitions (usedwithin the legislation) Art. 2 Art. 4
Data Protection Principles Art. 6 Art. 5
Routesto Lawful Procesing of General Data Art. 7 Art. 6
Routesto Lawful Processingof SensitiveData Art. 8 Art. 9
Informed consent Art. 2(h) Art. 7& Art. 8- andArt. 4(11)
Information Principles Art. 12 (transparencandmodal-
Art. 10& Art. 11 ties)(new)
Art. 13& Art. 14
Rights of Data Subject Art. 12to Art. 4 Art. 15t0 Art. 22
fiData Protection by DesignandDe f aul t o] - Art. 25
Supervisory Authority Art. 28 Art. 51
Working Group Art. 29 -
European Data Protection Board - Art. 68
Impact Assessment = Art. 35
Prior Checking Art. 20 Art. 36
Data Protection Officer - Art. 37
Registration with Supervisory Authority Art. 18
Codeof Conduct Art. 27 Art. 40
ResearchProcessing [Art. 13(2),Art. Art. 89 (seealsoRecital50)

6(1)(b),Art. 11(2)]

Transfer of Datato Third Countries Art. 25& Art. 26 Art. 44

Remediesliabilities and penalties Art. 22to Art. 24 Art. 77




2.36. The Regulationof Clinical Trials in Europe

The problem

Drug developmentis potentially dangerousThe vast majority of citizens hope that, should they
becomeill, medicalscienceandcarewill havesolutionsto restoretheir health.Thosesolutionsare,
very often, toxic to the human; the solutions involve the controlled use of compoundsthat
uncontrolledwould be extremelyharmful to the individual. Equally, the effectivenessof particular
compoundsasresponseto particulardiseasegincreasinglyit is understoodn particularindividuals)
is not self-evident, and the processof identifying, refining and producingthe drug is extreméy

challengingon a numberof levels.

Further,historically, medicalresearcthasnot necessarilypeenundertakerfor the benefitof humans
or conductedin a way that hasrespectedhe fundamentalights and freedomsof the participants.
Internationalageementshave beenmadein responseto particular atrocities,and local laws and
practicehavebeendevelopedo governthis commercialenterprise And thatis the balancehathasto

be struck in governance:within a free market, how can the interestsof innovation, science,

commercesociety,andindividualsbe balancedappropriately?

An interpretationof the response
PharmaceuticalevelopmentsireinternationabusinessDrugsaredevelopedvith aview to local and
internationalmarkets.Thesedevelopnents occur both in a fierce businesscontextandin a fierce
safetycontext;free marketsgovernthe busineshoices pbut the safeguardingf therights of patients
andof thosewho patrticipatein the threestagesof clinical trials hasbeena matterfor domesticlaw,
balancing local sensitivities and ethical concerns with creating an environment in  which

pharmaceuticahdustryis attractedencourage@ndretained.

Rightly, much is made of evidenceof historic and historical medical researchmalpractie. As
discussedn earlierpagesit is clearthatindustryin this areawill not regulateitself, or at leastit is
clearthat historically researcherfiave not alwaysactedin ways that respectthe fundamentarights
andfreedomsof participantsin reseach. In this area,the mostprominentinternationalresponsehas
beenthe NurembergCode,followed by the Helsinki Declarationof the World Medical Association.
This, alongwith the more generalexpression®f humanrights found in the Universal Declaratim,
EuropeanConvention,and nationalhumanrights law, binds medicalresearch(and healthcare)to a
commonagendéao safeguarcdhumandignity andthe specificrights of individuals. Theserequirements

needspecifictranslationinto law at bindsnaturalandlegalindividuals.
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Increasingly pharmaceuticaénterprisenasbecomea Europearactivity ratherthansimply a Member
Stateconcern.Whilst standaloneclinical trials are still conductedat the local, individual site level,
theyareoftennow conductedas multi-centretrials, andincreasinglyin multiple jurisdictions.Clinical

trials are thereforean areathat have beenregulatedat the Europeanlevel since the Directives
2001/20/ECon clinical trials and 2005/28/ECon good clinical practice.Whereasat first sight, given
the ethicalandscientific focusof the regulatoryregime,it might appearthatthis areais not oneover
which the EuropeanUnion has competencethe legal justification for this harmonisationis for the
creationof the single economicmarket (also taking into accountduties towards public health§?;

harmonisatiorof approvaldor clinical trials enhancegfficiencyin the Europeammarket,andavoids
unfair advantage$or individual MemberStateghat might operatea systembelow standads at other
statedelt boundto employto safeguardhe fundamentatights andfreedomsof humanparticipantsn

thetrials andultimatelythe consumersf thedrug.

Specificrequirements:

The EU has soughtto harmonisethe regulationof clinical trials since 2001. The Clinical Trials
Directive (2001/20/EC),in terms of its commitmentto ethical review, enshrinedthe Helsinki
Declarationin Europeancilinical trials governance.Of itself, the Helsinki Declaration, as an
agreemenbf the World Medical Assodation doesnot havebinding legal effect. However,asin the
caseof the Clinical Trials Directive, it canbe given legal impetusthroughcontractlaw (e.g.asan
employmentcondition) or throughnational,EU or internationallaw. . Underthe Directive, Clinical

Trials governancédollows the principlesandexpectation®f the Helsinki Declaratior?®

Following concernthat the Directive did not sufficiently effect harmonisatiorof trials, the Directive
hasbeenreplacedby the Clinical Trials Regulation(536/2014). There are a numberof issuesthat
causeproblemsunderthe Regulationin relationto ethicalreview andthe placeof RECs.It shouldbe
rememberedhatthe first proposalfor reform of the Directive removedethicsreview from the ambit
of the Eurgpeanregime, leavingit with the Member States.Under the final, acceptedRegulation,
ethicsreview by RECsremainsa part of Europearclinical trials governanceThereare threemajor
guestiondor the RECsposedby the Regulationthe placeof ethicsin the processthetiming of ethics
review, andthe potentialfor operatinga more centralizedethicsreview. The first two are,arguably

interlinked.First, howeveragenerahoteaboutthe Regulation.

22 Forthe currentiterationof the competencdo legislate seeArticles 114and168of the Treatyonthe Func-
tioning of the Europea Union.

%3 The Directive remainsin force until thefull operationof the Regulation(particularlythe full operationof its
ortline Portal); sponsor®f researcttanin this presentime opt eitherto usethe Directive or the Regulation.
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Multi-centreclinical trials causesomedifficulties for effectivegovernanceA systemwherescientific

and ethicsreview haveto be carriedout underprocedurally(althoughnot necessarilysubstantively)
differentrulescausesnefficiency anddelaysthatmakeEuropelessattractiveto potentialclinical trial

sponsorandresearchersl he Regulationseekso addresshis by aimingfor a centralisedsystemfor

the administrationof the scientific review processthe i R e p o MambenSyt a wile managethe

scientificreviewprocesslt mustbenoted,at the outsetthatthe ethicsreviewdoesnot sharethe same
casemanagemenstructure.The processtself is essentiallydivided into two parts: Part| concerns
primarily scientific substancePartll concerngprimarily ethicalissues.The ReportingMemberStae

receivesthe applicationand, underPartl, makesa preliminary assessmentdf the proposal.This is

then openedto generalreview by the other Member Statesinvolved in the proposal,before the
ReportingMember Stategathersthe MemberS t a treeiewsin a final report. Under Partll, each
Member State makesits own, independenteview, communicatedo the Sponsorof the trial. The
communicationandthe sharingof information,will be achievedacrosghe processesfor Partsl and
I), througha singleEuropearportal.

1. Whatis the placeof ethicsin the reviewprocess?
Partl primarily relatesto scientific substancePartll to ethicalissuesHowever this is not asneatin

practicethe Regulatiorallowsfor ethicsreviewunderbothPartsl andll. Is this sensible?

Whatarethe ethicsquestionghat haveto be askedaboutaclinical trial proposal?

i. Is this the sort of activity that we (as a society) wish to pursue?(This is the sort of
guestionthat we are usedto hearingin relationto, for exanple, humanembryonicstem
cell research.Some jurisdictions accept hESC research,others do not, as ethical
decisions.)

ii. Is the sciencesound?(To be an ethical trial, the sciencemust be soundi it being
unethicalknowingly to conductd b asdebce.)

iii. Are the humanparticipantsn the clinical trial adequatelyprotected?And herethereare
establishedresponsedo the harm/benefitanalysisof participationi for example,the

primacyof informedconsentandautonomy.)

Whereaghe third of thesequestionscan be answeredn Partll considerationgand the Regulation
outlines many of the typical safeguardissuesthat needto be taken into account),the first two
questionaaremuchmorelinked to Partl. Or rathertheR e g u | aatceptamcénatethicalquesions
canbe askedin Partl causesomethingof a problem.And this is a problemabouttiming. We must
streetthei p r i msciericéanydd p r i mathics. It ig @roblematic,to suggesthat Partl is only

concernedvith scientificissues.
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2. Canthetiming operateeffectivelygiventhe current nature of RECsin Europe?

Much of the criticism of the new Regulationfrom RECshasbeenaboutthetimetablesThisis in part
understandablebut the problem goes beyond the simple timetable problems. On its face, the
arrangementf Partl andPartll looks asif they shouldfollow chronologically.Having assessethe
sciencethethreeethicalquestionsanbe asked Of coursethisis inefficienti wouldit be sensibleto
continuewith a scientific review of somehing that fails the first question?Equally, is it sensibleto
continuea review wherethe scienceis not good?This also indicatesthat thereis a questionas to

which personnein reviewshouldanswelrthe differentquestions.

The concernof the RECsseems,from ano u t s iperspectiveto be, 6 h ocanwe as an under

funded, parttime, voluntary committeefit into the tight timeframesimposedby the Regul at i on?0
Clearly,if the REC considerghatall threequestionhaveto be answeredvithin Partl, thetraditional

ethicsreview cannotbe achieved.However, if the three questionsare separatedihere might be a

chanceto ensurethatthe review is possible,essentiallywithin the Partll timeframe.WhereasPart|

startswith the ReportingMemberS t & tnidab view, andthen movesto a shortperiodfor Member
Stateassessmertieforethe final reportwriting by the ReportingMemberState,Partll hasa longer

potentialperiodfor the RECreviews.

RECswill haveaccesgo the document®f the applicaton throughthe portal. They canimmediately ~ 100
startto answerthe three questionsdescribedabove. They can feed their answersto the first two
guestiondnto the Partl procesqaskingaboutthe generalacceptabilityof the researcHirst, andthen
respondng to the scientificreviewto assessvhetherthe sciences sufficiently robust),andanswerthe

third questionexplicitly within the Partll timetable.

3. Is ethicsreviewgivento harmonisation?

The presumptionbehindthe structurecertainly of Partl of the Regulation,if not of Partll, is that
harmonisatiorof reviewis possible Sciencehasaninternationalanguageandaninternationalset of
standardsThereareargumentghat sciencehaslocal meaningandconstructionsbut thereis a much
greaer harmonisatiorthanis to be found in normativereview and standardslt is possible,as, for
examplejn theway thatthe EuropearCourtof Justiceoperateswith a startingpoint of a preliminary
opinion being written by an Advocate General,beforeit is given over to wider discussionby the
judgesand otherinterestedpartiesin the dispute.There,thereis a commonlanguageof the Law 1
perhapswith local accentsi but not local dialects,going to different vocabulariesand grammar.

Ethics,andespeclly the ethicsof the REC,is a matterof dialect.

One of the purposesof an REC is to bring local sensitivitiesto the evaluationof a protocol. This

mitigatesagainstharmonisationA harmonisingpreliminary opinion model presumeghat thereis a



comnon groundi thatonereviewercanmakea first assessmerntf the materialsthat otherscanthen
review asa startingpoint for their own work. For the Law or for science this is possibleto a very
large extent. The first reviewer presentstheir opinion, certainly, but from a commondisciplinary
language.Subsequenteviewerscan take that starting point and review the reasoningwithin the
preliminarydraft. In REC, local sensitivitybaseereview thereis not a commonstartingpoint. REC
ethicsmight have similarities, but the subsequenteviewercannotassumethat the first revieweris
askingthe samequestionghat s/heis requiredto ask,or choosedo askon behalfof his or herlocal
community. Thereis not a harmonisedsubstantiveethicsso eachREC cannot assumethat the first
reviewer has approachedhe materialsin a way that coversthe samegroundsor reflectsthe same
ethicalviews. (We will leaveasidejust how eachREC gathersthatlocal senseandassumehatit is
present.)t is notthatthe secondaryreviewersdo not trustthefirst reviewerto havedonea goodjob i
the questionin the ECJ or scientific review i or whetherthey agreewith the conclusionsdrawn;
RECssimply do not know, without a full assessmenuf all the materials,whetherthey would place
weighton the particularpartsrelevantto thefirst committee.

Thus,if the Regulationtimeframesaregoingto berigorouslyenforcedandRECsaregoingto beable
to contributewithout eithera radicalrevisionof their funding structuesandoperatingpractice(i.e. to
becomeprofessional full-time RECs)or a move to developingharmonisedsubstantiveethics(i.e.
movingawayfrom local sensitivities) perhapsnesolutionis to ensurehatthe questiongo be asked
and answeredoy RECsin clinical trial situationsare allocatedmost effectively within the Part /11

division.

4. Further questions

Whereasthe three precedingquestionsare of fundamentalimportanceto the operationof ethics
review within the Regulationthereare somefurtherissuesthat requireconsiderationFor example,
how will commercialandpatientinterestsbe balancedn relationto the presumptiorof transparency
of informationin the Regulation?How will the portal operatei particularly,to whom (and at what
points) will the MemberStatesgive accessights?Much of theimplementatiorprocesss still under

negotiationat the EuropearMedicinesAgency.

Questionsfor Discussions

Is thisanaccurateassessmerdf thefunctionandpracticeof RECsin relationto clinical trials?
Particularly,doesthis makesenseof thetime frames?
How far is thePartll timescalevorkablefor RECsastheyarecurrentlyoperating?
Does separatingthe sorts of questionsthat a REC asks help in trying to see a manageable

timefrane for RECs?
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What sort of recommendationsanwe make aboutensuringthat the processis manageableand
workableunderthe Regulation?

Accesgo thedocumentsyorking practice?administrativesupport?

Are the exemptiongo transparencyufficient (i.e. that the informationis commercialsensitiveor is
personabata)?

How will your committeesnterpretthoseexemptions?

Are therefurther, biggerquestionsaaboutthe Regulationthat needto be addressetby EURECat this
stage?

Further Reading

Clinical Trials Regulation(536/2014)

Decristoforo,C., Penuelasl., Elsinga,P., Ballinger, J., Winhorst,A., VerbruggenA., Verzijlbergen,
F.,Chiti, A.iRadi o p h a r arespeeial lutiiscthaslresognized?The possibleimpact of the
new Clinical Trials Regulationon the preparationof r adi o p h ar nmEucJeNud Med &ldl s . 0
Imaging41:2005 2007 (2014). 102

GefenasE., Cekanauskaitéi., Lekstutiene,J. Lukasevicieney. it A p p | ichallengeof the new
EU Clinical Trials Regul atBHumo nl ,Clin Pharmacd (2017) 73: 795.
https://doi.org/10.1007/s002ZB. 7-2267-6

Petrini C (2016) i Wh & the role of ethics committeesafter Regulation(EU) 5 3 6 / 2 0 WMed? 0O
Ethics doi:10.1136/medethie2015103028

Shaw,D., Townend,D. fiDivision anddiscordin theClinical Trial R e g u | a Med Bthicé
2016;0:14.d0i:10.1136/medethie?016 103422



2.37. Intellectual Propertyandthe conceptof property

Whereasntellectualpropertyissuesarenot primarily the concernof RECs,thereis a combinationof
rightsthatmight requireconsideratiorby anRECIf theyarisein relationto a protocol.

First we mustassumehatthejurisdictionin questionis party to the UniversalDeclarationon Human
Rights and the 1966 InternationalCovenanton Economic,Social and Cultural Rights Protocolon
Economic, Cultural, and to the TRIPS agreementijmplementingthe option under Article 27(2)
concerninghe morality clause.Thesedutiessetup the following ethicalquestionthat couldfall into
theremitof theRECatleastto consder.

UnderHumanRightsthereis aright for eachcitizento participatein the culturalandscientificlife of
his or her community. Thereis equally a right to private property, including intellectual property.
Under the 1966 covenantcitizens have the right to the highestattainablestandardof health care.
Under the TRIPS agreementa country can block the patentingof an invention fi t lsoenmercial

exploitationof which would be contraryto morality or ordre publico .

Increasingly,applicationsfor researchfunding require the applicantto provide details of their IP
strategywithin anenvironmentof A Re s p oResearttdnd n n o v aithatie very interesting,
giventhepushfor valuefor moneyfrom public fundedresearchandtherequirement$or openaccess
to datain suchresearchthereis rarely a questionthat thereshouldbe a return of the investmentof
public fundsto the funderif the researchhasproduceda lucrative product.This could be donein a
subtle way, rather than requiring a repaymentof the whole amountadvancedat the outset. For
example,a small percentageof net profits (set at a low rate of exchange(even at a very low

percentagegouldtie thefunderinto the propertyof theinitial investment.

The Conceptof Property

Intellectual propertyrests,conceptually very heavily on the propertytheory of JohnLocke. Locke
basedhis right to private propertyon theideaof 6 | a b ladividuals can claim propertyin athing
becausef the addedvaluethey bring to the creationof the thing throughtheir labour. Nozick asks
why by addinglabour the individual takesthe whole thing, and doesnot merely lose the addition.
However,L o c kide&(ar, thispartof L o ¢ kide#® becausave convenientlyforgetL o ¢ kcavéas
that private propertyonly attachesvhen sufficientis left for everyoneelse)had enormouspurchase

for the shift from feudalpropertyto industrialrevolutionproperty.

The industrial revolution, as Proudhonpoints out in the aphorismé p r o ¢ h tegbmnidified

labourin awagelaboureconomy.Individualw o r k effortcduld be exchangednot for aproportion
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of the productthe labourproducedput for anexchangesaluedetachedrom the property(dependant
upon the availability of that labour), and the organser of productionwas able to commandthe
0 p r o pretheprgdéicedgoodsand services.This is very familiar. As is the colloquial useof the
termé p r o pMostwily think of 6 t h i whenaskedto described mp r o p ea it ehdusecar,
laptop,perhapsstocksandshareshankaccountandthelike - buté p r o pseéd it th y Dinig se€indo

betheworld order- the ownershipof thingswithin private,industrialrevolutionproperty.

Therearea numberof questiongo askhere,however.First, andthis washintedalready:the concept
of property is a changingparadigm.Property has not always been private, industrial revolution
property.As C B Macphersorremindsus, before the industrial revolution, property was basedon
socialobligations(in thefeudalsociety).He suggestshatthe paradigmcanchangeagain(for him, to
propertybasedin social rights andthen political rights). CharlesReich madesimilar observations.
Today, in a neoliberalsociceconomicculture, it is difficult to rememberthat 6 p r o piseonly &y 6
conceptuaparadigm,andthat it canbe challengedOr do we sit with FrancisFukuyama that this

sociceconomigoaradigmis asgoodasit gets?

Perhapghe secondobservatioraboutpropertyis the onethat makesguestioningthe paradigmmost
relevantto RECs. RECs,in modernbiotechnologicalresearchare faced with usesof data,time,
resourcesandthe like, that are very different from thoseof eventhe end of the twentiethcentury. 104
Individualsareincreasinglythe commodityof theindustrythatis behindhealth,medicineandthelife
sciencesAnd that may be a goodthing, but equally,RECsareaskedto askthatquestionfor society:

is this progressaandunrelentinggoodthing in our society?Are therelationshipghatthe paradgmswe

see appealto necessarilygood? What is the ethics of theserelationships?And that is the key:
propertyis not aboutthings, it is not evenaboutthe relationship betweerpeopleand things, it is the
relationship betweenpeopleabout things, and that makesproperty a moral question. This is not
completelyoff the currentagenda this is the, often unspokentheoreticalunderpinninggf 6 b e ne f i t
s h ar Groupdingd b e nsehf ai riin angirdderstandinghat an appealto that somethingis 6 my
propertyis not an absoluteappealallows the questionerto ask,6 b marally, what is the extentof

your claim, given thesecompetingclaimsto thoser e s o u and ¢ ve hrsdihe relationshipbetween

you, creatingthe product,andtheseindividualsands o c i & weyafetiuly 6 e t hconmnitéesdo
thesenot seento belegitimatequestiongo askon behalfof not only or local society,but, in the light

of humanrights to healthcare sharedpatrticipationin the benefitsof science,and simple human

dignity, our neighboursverywhere?

Questionsfor Discussion
A howfar is theethicsof the P strategya matterfor REC consideration?

A isthissimply amatterfor therelevantlP grantingauthorities?



A howfaris thelP strategygiventhe obligationsoutlinedabove ethical?

A is it sufficient that the IP strategysimply conformsto the free market opportunitiesin the
jurisdictionsin question?

A howmightanRECvoice anyconcernst might haveaboutthe IP strategy?

A do any of theseanswerschangein relation to acces to the results of medical researchin

developingeconomycountries?
Further Reading
TRIPSAgeementparticularlyArticle 27.
EuropearPatentConvention particularlyArticles 52 and53.
Patentnemnditen portefglje? En analyseav etiskeutfordringer ved patentering Publikasjonnr. 7
Forskningsetisk&omiteer,Oslo (2008).

Dreyfuss,R.A T R |- Rd&indll: ShouldUsersStrikeB a ¢ KJ. Ghi. L. Rev.71:21(2004)

Bently, L., ShermanB. Intellectual Property Law. (4" edition). Oxford University Press,Oxford
(2014)
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2.4 Appendices

2.4.1Basicsof EU law in relation to RECs

The EuropeanUnion is a Supranationabtate- in asmuchasthe Member Stateseachsurrendepart
of their sovereigntyto the Europearin relationto specificissueswhilst retaining their sovereigntyin
relationto the remainingareagwhich arethe vastmajority of their activities). The Union hastakena
relatively shorttime to evolve - from a treaty concerningcoal and steelbetweensix neighbouring
Member Statesat the end of the 1940s,through a EuropeanEconomic Community, to the single
marketof the EuropeariJnion which currentlyhas28 MemberStates.

At Law, this hasbeenachievedthroughtwo treaties- the Treatyof EuropeanUnion (TEU), andthe
Treatyon the Functioning of the EuropeariJnion (TFEU), asthey havebecome which haveseena
numberof iterationsthroughvariousamendingTreaties(notablythe Treatyof Maastrichtin 1992and
the Treatyof Lisbonin 2009). Theseare analogougo the ‘operatingsoftwarein a computersystem.
Theygive thelegal'code'within which 'apps/(Europeariegislationon specificissues)anwork. This
is a usefulanalogy- asthe operatingsoftwareof, for example Microsoft or Apple havegonethrough
a numberof versions,someminor changessomemajor, providing an environmenin which specific
taskscanbeaddressed.

Each'app'(separateiece of legislationaddressing particular practical question,for example,the
harmonisationof data protection, or clinical trials practicg is createdin line with the Tr e at i4ggS 0
requirementsand needsto be basedn the cededauthority given to the Union by the Member State.

The major authority to legislateis to createmeasured¢o harmonisedomesticlegislationto createa
singlemarketaaossEurope.

Creatingthe Single Market: Article 114

Whilst HumanRights areimportantto the EuropeanUnion, they are not the centralmotivation for
legislation. Member Stateshave handedtheir sovereigntyto the Union primarily in relation to
creatingthe single marketi the Union remainsprimarily a commercialUnion, with some social
aspectgfor thoseStateghathaveagreedo this aspect) The SingleMarketis seenemergingstrongly
throughthe MaastrichtTreaty(1992/3)andthenfurtherin the Treal of Lisbon(2009).

In practice,then, the authority upon which Law is madein the EU is Article 114 (TFEU) T a
motivation to harmoniseMemberS t a t_aavs i0 mattersthat relate to the creationof the single
market.This hasquite a broadambit, basedon the needto harmonisehe environmentwithin which
Member Statesoperatecommerce.This hastwo aspects:the positive impetusto createa single
tradingenvironmentto avoidtradebarriers;andto avoid unfair competition.In relationto the second
principle, this canextendquite a long way into working practicei for examplein the Working Time
Directive. Where a Stateseeksto operatein a way that respectghe humandignity of workers, it
would be unfair to allow anotherStatethat doesnot respecthat dignity to profit from the behaviour;
the economicharmonisatiorcantakeon a strongsocial,or humanrightsflavour.

In relationto medicalresearchthe processingf personaldata,the conductof clinical researchthe
useof animalsis regulated,amongstother things, at the EuropeanUnion level; legislationseeksto
harmonisaesearclpracticein particularareago ensurethe effectiveoperationof afl s i Edpean



researcha r eanatq further the commonpurpose(underHorizon 2020) of i R eoasfbleResearch
andl n n o v andto avoidunfaircompetitionbetweerMemberStates.

Equally, the EuropeanUnion has a strong commitmentto Human Rights, both in the Charter of

FundamentaRights and Freedomg2000), and in the commitmentin the Treay of Lisbon for the
Union itself to become a signatory to the European Convention on Human Rights. These
commitmentshecomebinding uponin Union Law, aseachpieceof legislationmustattendto these
fundamentaprinciples(althoughthe ratheropennatuse of theseprinciplesis discussedlsewheréen

the pages) So,whilst the guiding authorityto legislateis to produceeconomicharmonisationthis has
to beachievedwith dueregardto humanrightsprinciples.

Article 168 (TFEU) requiresthat the EU, in legislating,mustconsiderpublic healthissues.This, to
someextent,is obvious;public healthhasno geographicaboundariesandin a Union that hasasits
centralprinciplesthe freedomof movementf its citizens,thereareimmediatepracticalpublic health
issuesto consider.Member Statessharetheir sovereigntyabout public healthduties with the EU
(whilst retaining sovereigntyover private health matters,for example,the organisationof their
domestichealthsystems)However,the questionremains,whatis public health?And to someextent,
asmedicalresearchs alargepartof the collectiveresearctagendaof the EU frameworkprogrammes
andHorizon2020,the questionbecomes peripheralquestionfor RECs.

GeneralpointsaboutEuropeanUnion Law
1. "Directive"

There are three types of primary legislation that the EU institutions can produce:"Regulation”,
"Directive"”, and"Guideline".

Regulationshave"direct effect" in Member Stateslaw, andin the law of countriesin the European
Ecanomic Area - from the daythatthey comeinto effectasdescribedn the Regulationa Regulation
is, asit standspart of the law of the MS or EEA jurisdiction without furtherimplementationThey
usedto reflect specific areaswith a high level of political and practical agreement,and high

harmonisatiorgoals.

Directiveshave"indirect effect”. MS and EEA are boundto implementthe Directive, but they must
translateit into their own law (by primary or secondarylegislation, etc.) to give effect to the

Directive. The EuropeanCommissionis chargedwith ensuringthat the Directive is implemented
(which it largely doesby respondingto complaintsfirst at a political level - lettersto the national
government- or through a caseat the EuropeanCourt of Justice.Directivestraditionally cover a

wider areathan Regulations,and tend to have more areasof discretionfor the MS; therewill be

issues perhapgeflecting political disagreemenin the legislative processwherethereis no general
agreementbaut, for example,how far a measureshouldgo in relationto particularaspectf the

issue,andin that casethe MS is given spaceto accommodatdéts own view. However,this is only

discretion within the strict limits set by the Directive. The Directive should not be considered
‘'optional’;a Directiveis bindingonthe MS andEEA.

Guidelinesareoptional,reflectinga political wish in the Union, but insufficientconsensuso produce
harmonisingpindinglegislation.
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