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Ethical Issues in ResearchEthical Issues in Research

Objectives of this session:Objectives of this session:

•• review need for research ethicsreview need for research ethics
•• highlight key issues in research ethicshighlight key issues in research ethics
•• focus on and analyse the issue of informed focus on and analyse the issue of informed 

consentconsent
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•• Importance of ethics in research:Importance of ethics in research:

Funding & publishing requirements?Funding & publishing requirements?
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•• Importance of ethics in research:Importance of ethics in research:

–– Human participantsHuman participants
–– Risks/ benefits not always predictedRisks/ benefits not always predicted
–– HarmHarm
–– Abuses in researchAbuses in research
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Nazi experiments Nuremberg trial- Nuremberg code 1947
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The emergence of ethicsThe emergence of ethics

HippocratesHippocrates
(5(5thth Century BCE)Century BCE)

Fundamental ethical elements of the Fundamental ethical elements of the 
Hippocratic oath:Hippocratic oath:

•• maintain doctormaintain doctor--patient confidentialitypatient confidentiality

•• do no harm (physical, psychological, social)do no harm (physical, psychological, social)

•• practice for the benefit of the patientpractice for the benefit of the patient
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The evolution of research ethicsThe evolution of research ethics

Moses Moses MaimonidesMaimonides
(1135(1135--1204)1204)
Instructed colleagues 
always to treat 
patients as ends in 
themselves, not as 
means for learning 
new truths.
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The evolution of research ethicsThe evolution of research ethics

Roger BaconRoger Bacon
(1214-1294)

““The operative and practical sciences which do 
their work on insensate bodies can multiply their 
experiments until they get rid of deficiency and 
errors, but a physician cannot do this because 
of the nobility of the material in which he works; 
for that body demands that no error be made in 
operating upon it, and so experience [of the 
experimental method] is so difficult in medicine.”
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The evolution of research ethicsThe evolution of research ethics

Claude BernardClaude Bernard
(1813(1813--1878)1878)
““Wrong to injure one Wrong to injure one 
person regardless of the person regardless of the 
benefits that might come benefits that might come 
to others.to others.””
An Introduction to the Study An Introduction to the Study 
of Experimental Medicine of Experimental Medicine 
(1865)(1865)
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The evolution of research ethicsThe evolution of research ethics

Walter ReedWalter Reed (1851(1851--1902): 1902): 
and his Yellow Fever Contractand his Yellow Fever Contract
““The undersigned understands The undersigned understands 
perfectly well that in the case of perfectly well that in the case of 
the development of yellow fever in the development of yellow fever in 
him, he endangers his life to a him, he endangers his life to a 
certain extent but it being entirely certain extent but it being entirely 
impossible for him to avoid the impossible for him to avoid the 
infection during his stay on this infection during his stay on this 
island he prefers to take the island he prefers to take the 
chance of contracting it chance of contracting it 
intentionally in the belief that he intentionally in the belief that he 
will receive . . . the greatest care will receive . . . the greatest care 
and most skillful medical service.and most skillful medical service.””
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Meanwhile Meanwhile ………………
in 19th Century Europe!in 19th Century Europe!

•• Many experiments were carried out in state Many experiments were carried out in state 
institutions (using the poor, orphans, mentally ill)institutions (using the poor, orphans, mentally ill)

•• Experiments involved, for example, exposing Experiments involved, for example, exposing 
subjects (and their contacts) to gonorrhea and subjects (and their contacts) to gonorrhea and 
syphilissyphilis

•• In many cases, the subjects had no knowledge they In many cases, the subjects had no knowledge they 
were taking part in research, much less gave consentwere taking part in research, much less gave consent

•• When the studies were reported, there was little, if When the studies were reported, there was little, if 
any, criticism in the medical or popular pressany, criticism in the medical or popular press

•• FinallyFinally, by 1900, one government did act , by 1900, one government did act ……........
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Prussian Prohibitions on Nonbeneficial Prussian Prohibitions on Nonbeneficial 
Interventions (1900)Interventions (1900)

Directive to heads of clinics and similar establishments Directive to heads of clinics and similar establishments 
““absolutely prohibitingabsolutely prohibiting”” medical interventionsmedical interventions ““for for 
purposes other than diagnosis, therapy, and purposes other than diagnosis, therapy, and 
immunizationimmunization”” when:when:

1.  the person in question is a minor or is not fully 1.  the person in question is a minor or is not fully 
competent on other grounds;competent on other grounds;

2.  the person concerned has not declared unequivocally 2.  the person concerned has not declared unequivocally 
that he/she consents to the intervention; orthat he/she consents to the intervention; or

3.  the declaration has not been made on the basis of a 3.  the declaration has not been made on the basis of a 
proper explanation of the adverse consequences that proper explanation of the adverse consequences that 
may result from the intervention.may result from the intervention.
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German Regulations (1931)German Regulations (1931)

Clearly distinguished between:Clearly distinguished between:
•• ““therapeutic experimentation and modes of therapeutic experimentation and modes of 

treatment which serve the process of healing treatment which serve the process of healing 
even though the effects and consequences even though the effects and consequences 
cannot yet be adequately determinedcannot yet be adequately determined””

andand
•• ““human experimentationhuman experimentation”” (which consists of (which consists of 

““operations and modes of treatment . . . operations and modes of treatment . . . 
carried out for research purposes which are carried out for research purposes which are 
not therapeuticnot therapeutic””))
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•• Tuskegee syphilis experiment :     1932Tuskegee syphilis experiment :     1932--19721972

•• Contraceptive research on poor womenContraceptive research on poor women

•• Plutonium injectionsPlutonium injections

agreement about these abusesagreement about these abuses
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Nuremberg code
1947

Declaration of Helsinki
1964/1975/2000

CIOMS Guidelines
1982/2002

•Respect for persons

•Beneficence

•Justice
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Fundamental Ethical Principles in ResearchFundamental Ethical Principles in Research

•• Respect for persons Respect for persons 

•• BeneficenceBeneficence

•• Distributive justiceDistributive justice
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Respect for persons

Respect for autonomy

“For all biomedical research involving human subjects, the investigator must 
obtain the informed consent of the prospective subject or, in the case of an
individual who is not capable of giving informed consent, the permission of a 
legally authorized representative in accordance with applicable law. Waiver of
informed consent is to be regarded as uncommon and exceptional, and must in
all cases be approved by an ethical review committee. ”

CIOMS Guidelines- 2002
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•• Informed decisionInformed decision--making key issue in making key issue in 
research involving human subjectsresearch involving human subjects

•• International codes, guidelines,national International codes, guidelines,national 
legislation, etc.legislation, etc.
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•• informedinformed consentconsent, and, and

•• informedinformed decisiondecision--makingmaking
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InformedInformed decisiondecision--makingmaking requiresrequires::

•• information from the information from the investigatorinvestigator to be:to be:
•• comprehensivecomprehensive ((completecomplete))
•• comprehensiblecomprehensible (simple (simple languagelanguage))

•• the the decisiondecision by the by the subjectsubject to be:to be:
•• basedbased on on competencecompetence ((abilityability to to understandunderstand))
•• voluntaryvoluntary ((freefree of of coercioncoercion, , undueundue influenceinfluence or       or       
inducementinducement, or , or intimidationintimidation))
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•• ContentContent of informed consentof informed consent

•• WhoWho obtains consentobtains consent
•• HowHow is consent obtainedis consent obtained
•• How is consent How is consent recordedrecorded
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THE CONSENT FORMTHE CONSENT FORM

•• documentsdocuments the the consentconsent processprocess

•• it it cannotcannot substitutesubstitute for the for the consentconsent information andinformation and
discussiondiscussion

•• it is not to it is not to provideprovide legal legal protectionprotection for researchers!for researchers!
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Ethical Issues in ResearchEthical Issues in Research

••Research descriptionResearch description
••RisksRisks
••BenefitsBenefits
••Alternatives Alternatives 
••ConfidentialityConfidentiality
••CompensationCompensation
••ContactsContacts
••Voluntary participationVoluntary participation

What information must be
disclosed?
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••Research description  Research description  
••RisksRisks

••BenefitsBenefits

••Alternatives Alternatives 

••ConfidentialityConfidentiality

••CompensationCompensation

••ContactsContacts

••Voluntary participationVoluntary participation

••Proposed study is Proposed study is researchresearch

••Objectives of the studyObjectives of the study

••Expected responsibilitiesExpected responsibilities

••Procedures involved Procedures involved 
((includingincluding methodologicalmethodological
aspectsaspects, , suchsuch as as randomizationrandomization, , 
predeterminedpredetermined assignmentassignment, etc.), etc.)

••Study duration(time Study duration(time 
commitment) commitment) 

••Study sponsorsStudy sponsors
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PointsPoints to to rememberremember::

•• useuse simple, simple, nontechnicalnontechnical languagelanguage that that subjectssubjects
cancan understandunderstand

•Sophisticated scientific concepts

•Level of literacy

•Cultural beliefs for disease aetiology  
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Language: 

Examples from US study
Waggoner , W.  And Mayo D. "Who understands?  A Survey of 25 
Words of Phrases Commonly Used in Proposed Clinical Research  
Consent Forms," IRB: A Review of Human Subjects Research, 
vol. 17, No 1 (1995), 6-9
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1. If you were to use the barrier method for birth control, what 
would this involve?

Greater than 12th grade:
a)25% b)79% c)90%

12th grade or less:
a)70% b)35% c)58%
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Ethical Issues in ResearchEthical Issues in Research

1. If you were to use the barrier method for birth control, what 
would this involve?

Greater than 12th grade:
a)25% b)79% c)90%

12th grade or less:
a)70% b)35% c)58%
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2. What does the term efficacy mean?

Greater than 12th grade:
a)39% b)82% c)59%

12th grade or less:
a)29% b)13% c)49%



P
G

C
-2

00
4

Ethical Issues in ResearchEthical Issues in Research

2. What does the term efficacy mean?

Greater than 12th grade:

a)39% b)82% c)59%

12th grade or less:
a)29% b)13% c)49%
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3. If the drug you were to take was chosen randomly, what does 
this mean?

Greater than 12th grade:
a)39% b)64% c)49%

12th grade or less:
a)38% b)13% c)4%
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3. If the drug you were to take was chosen randomly, what does 
this mean?

Greater than 12th grade:
a)28% b)64% c)49%

12th grade or less:
a)38% b)13% c)4%
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4. What does double-blind mean?

Grader than 12th day:
a)65% b)37% c)21%

12th grade or less:
a)29% b)3% c)17%
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4. What does double-blind mean?

Grader than 12th day:
a)65% b)37% c)21%

12th grade or less:
a)29% b)3% c)17%
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PointsPoints to to rememberremember::
•• describedescribe fullyfully whatwhat the the subjectsubject willwill havehave to to dodo, , 

beforebefore, , duringduring, and , and followingfollowing the research,the research,
includingincluding the the amountamount of time of time requiredrequired

•• includeinclude mentionmention of of homehome visits visits whenwhen relevantrelevant
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••ResearchResearch descriptiondescription

••RisksRisks
••BenefitsBenefits

••Alternatives Alternatives 

••ConfidentialityConfidentiality

••CompensationCompensation

••ContactsContacts

••Voluntary participationVoluntary participation

••Anticipated or foreseeable Anticipated or foreseeable 

••Physical, social, psychologicalPhysical, social, psychological

••Possible discomforts or Possible discomforts or 
inconveniencesinconveniences
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PointsPoints to to rememberremember::

•• avoidavoid misleadingmisleading or or deceptivedeceptive statementsstatements

e.ge.g. . ""ThereThere are no risks to this researchare no risks to this research””

•• avoidavoid undulyunduly alarmingalarming statementsstatements
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••ResearchResearch descriptiondescription

••RisksRisks

••Benefits    Benefits    
••Alternatives Alternatives 

••ConfidentialityConfidentiality

••CompensationCompensation

••ContactsContacts

••Voluntary participationVoluntary participation

••possiblepossible benefitsbenefits to to subjectssubjects
themselvesthemselves

••reasonablyreasonably expectedexpected, no , no 
exaggerationexaggeration

••possiblepossible benefitsbenefits to to othersothers, or , or 
just just contributionscontributions to to scientificscientific
knowledgeknowledge
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PointsPoints to to rememberremember::

•• dodo notnot overstateoverstate the the benefitsbenefits to to subjectssubjects of the of the 
researchresearch

e.ge.g. . "This new "This new treatmenttreatment willwill improveimprove your condition"your condition"



P
G

C
-2

00
4

Ethical Issues in ResearchEthical Issues in Research

••ResearchResearch descriptiondescription

••RisksRisks

••BenefitsBenefits

••Alternatives  Alternatives  
••ConfidentialityConfidentiality

••CompensationCompensation

••ContactsContacts

••Voluntary participationVoluntary participation

••Alternative procedures or Alternative procedures or 
treatment treatment 

••Advantages and disadvantagesAdvantages and disadvantages

••AvailabilityAvailability
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PointsPoints to to rememberremember::

•• distinguishdistinguish clearlyclearly betweenbetween the research the research 
manoeuversmanoeuvers and and anyany therapeutictherapeutic or or diagnosticdiagnostic
proceduresprocedures subjectssubjects wouldwould undergoundergo ifif not not 
enrolledenrolled in the researchin the research
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PointsPoints to to rememberremember::

•• avoidavoid aa therapeutictherapeutic misconceptionmisconception
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••ResearchResearch descriptiondescription

••RisksRisks

••BenefitsBenefits

••AlternativesAlternatives

••Confidentiality   Confidentiality   
••CompensationCompensation

••ContactsContacts

••Voluntary participationVoluntary participation

••Degree of confidentialityDegree of confidentiality

••Persons, organizations who may Persons, organizations who may 
have access to the informationhave access to the information

••HowHow confidentialityconfidentiality willwill be be 
maintainedmaintained

••Can Can confidentialityconfidentiality be be 
maintainedmaintained (legal situation (legal situation 
regardingregarding mandatorymandatory disclosuredisclosure to to 
authoritiesauthorities))

••WhereWhere and and howhow information information willwill
be be storedstored and for and for howhow longlong
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••ResearchResearch descriptiondescription

••RisksRisks

••BenefitsBenefits

••AlternativesAlternatives

••ConfidentialityConfidentiality

••Compensation   Compensation   
••ContactsContacts

••Voluntary participationVoluntary participation

••Available money or other forms Available money or other forms 
of material goods in return for of material goods in return for 
participationparticipation

••Available compensation in case Available compensation in case 
of injury of injury 

••Travel cost or other expensesTravel cost or other expenses
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Ethical Issues in Research in Ethical Issues in Research in 
Reproductive HealthReproductive Health

••ResearchResearch descriptiondescription

••RisksRisks

••BenefitsBenefits

••AlternativesAlternatives

••ConfidentialityConfidentiality

••CompensationCompensation

••Contacts Contacts 
••Voluntary participationVoluntary participation

••Contact for researchContact for research--related related 
questionsquestions

••Contact for concerns about Contact for concerns about 
participantparticipant’’s rightss rights
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••ResearchResearch descriptiondescription

••RisksRisks

••BenefitsBenefits

••AlternativesAlternatives

••ConfidentialityConfidentiality

••CompensationCompensation

••ContactsContacts

••Voluntary participation Voluntary participation 

••Absolutely voluntary Absolutely voluntary 
participationparticipation

••Right to withdraw from the study Right to withdraw from the study 
at any time without any at any time without any 
consequencesconsequences

••No penalty for refusal to No penalty for refusal to 
participateparticipate
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PointsPoints to to rememberremember::

•• avoidavoid subtlysubtly coercivecoercive statementsstatements

e.ge.g. . ""WeWe trust that you trust that you willwill agreeagree to to participateparticipate and and 
remainremain in this in this studystudy in order to in order to helphelp usus findfind a a 
curecure for your for your diseasedisease""

•• dodo notnot includeinclude a line for the a line for the spousespouse´́ss signaturesignature, , 
exceptexcept under under certaincertain specificspecific and and clearlyclearly defineddefined
circumstancescircumstances
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Who Who obtainsobtains consentconsent

InvestigatorInvestigator / / physicianphysician

ThirdThird party (party (healthcarehealthcare workerworker, interpreter), interpreter)
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HowHow to to obtainobtain cosentcosent

••refrainrefrain from from unjustifiedunjustified deceptiondeception, , undueundue influenceinfluence

“How useful is the issue of informed consent in the Philippines and other 
developing countries, since it is always the poor in trials who cannot 
afford the drugs on the market? It is their only realistic form of treatment 
and they are not truly free to decide not to participate.”

Quoted in Nuffield Council of Bioethics Report, 2002, p. 79
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HowHow to to obtainobtain cosentcosent

••refrainrefrain from from unjustifiedunjustified deceptiondeception, , undueundue influenceinfluence
••seekseek consentconsent after after comprehensioncomprehension
••in general in general obtainobtain signedsigned consentconsent ((howhow to to recordrecord))

••renewrenew the the consentconsent of of eacheach subjectsubject ifif changeschanges in in 
conditionsconditions or or proceduresprocedures
••renewrenew the the consentconsent in long in long termterm--studiesstudies at at prepre--
determineddetermined intervalsintervals



P
G

C
-2

00
3

Ethical Issues in ResearchEthical Issues in Research

HowHow to to recordrecord consentconsent
signedsigned form as form as evidenceevidence --investigatorsinvestigators to to justifyjustify anyany exceptionsexceptions to to 
this general this general rulerule and and obtainobtain approvalapproval from the from the ethicalethical reviewreview
committeecommittee..

••minimal riskminimal risk
••subjectssubjects unwillingunwilling to to signsign becausebecause of of fearfear, , mistrustmistrust
or or suspicionsuspicion

••signedsigned consentconsent forms forms maymay identifyidentify subjectssubjects in in 
sensitive research (HIV/AIDS, sensitive research (HIV/AIDS, CSWsCSWs, etc.), etc.)

verbal verbal consentconsent/ / witnessingwitnessing consentconsent
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Other issues/concernsOther issues/concerns
•• respect of autonomyrespect of autonomy informed decision makinginformed decision making

•• individual versus communityindividual versus community
» community leader
» council of elders
» another designated authority

In no case, may the permission of a community leader or In no case, may the permission of a community leader or 
other authority substitute for individual informed consent other authority substitute for individual informed consent 

(CIOMS)(CIOMS)
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•autonomy and locus of decision-making authority

Who is 
making the 
decision?

•individual consent versus community consent

•notion of personhood
•person versus community

•women
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Sensitivity to culturalSensitivity to cultural
requirements, requirements, 
customs  traditionscustoms  traditions

Requirement for respectRequirement for respect
for personsfor persons

…in some cultural contexts it may be appropriate to obtain agreemin some cultural contexts it may be appropriate to obtain agreement from the ent from the 
community or assent from from a senior family member before a prcommunity or assent from from a senior family member before a prospective participantospective participant
is approached. If a prospective participant does not wish to takis approached. If a prospective participant does not wish to take part in research this e part in research this 
must be respected. Researchers must not enrol such individuals amust be respected. Researchers must not enrol such individuals and have a duty to nd have a duty to facifaci--
litatelitate their nontheir non--participation.                                   participation.                                   Nuffield Council of Bioethics Report, 2002Nuffield Council of Bioethics Report, 2002
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Other issues/concernsOther issues/concerns
•• respect of autonomyrespect of autonomy informed decision makinginformed decision making

•• impaired capacity to give adequately informed consentimpaired capacity to give adequately informed consent
–– low risk standardlow risk standard
–– responsible family member or legally authorised responsible family member or legally authorised 

representative (case of mental or behavioural disorder)representative (case of mental or behavioural disorder)
–– ethical review committee to approveethical review committee to approve
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RememberRemember -- the the primaryprimary ethicalethical objectiveobjective is:is:

•• to to protectprotect the research the research subjectsubject from harmfrom harm
•• physicalphysical
•• psychologicalpsychological
•• social (social (stigmatizationstigmatization, , communitycommunity exclusionexclusion))
•• legal (fines)legal (fines)

•• not to not to protectprotect the the investigatorinvestigator from from claimsclaims
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•• In research on man, the interest of science In research on man, the interest of science 
and society should never take precedence and society should never take precedence 
over considerations related to the wellbeing over considerations related to the wellbeing 
of the subject. of the subject. 

» Declaration of Helsinki
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