
"Well begun is half done" 

Aristotle, quoting an old proverb
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Research Ethics Framework

POLICY GUIDELINESPOLICY GUIDELINES

The importance of the REFThe importance of the REF

The meaning of researchThe meaning of research

Governance, Ethics and Ethical PrinciplesGovernance, Ethics and Ethical Principles



‘‘ResearchResearch’’ is defined is defined
as any form of disciplined inquiry that as any form of disciplined inquiry that aims to contributeaims to contribute
to a body of knowledge or theoryto a body of knowledge or theory..

‘‘Research ethicsResearch ethics’’ refers to refers to
the moral principles guiding research, the moral principles guiding research, from its inceptionfrom its inception
through to completion and publication of results andthrough to completion and publication of results and
beyondbeyond  –– for example, the  for example, the curationcuration of data and physical of data and physical
samples after the research has been published.samples after the research has been published.



A A ‘‘Research Ethics CommitteeResearch Ethics Committee’’ (REC) (REC)

is defined as a multidisciplinary, independent, bodyis defined as a multidisciplinary, independent, body
charged with charged with reviewing research involving humanreviewing research involving human
participants to ensure that their dignity, rights andparticipants to ensure that their dignity, rights and
welfare are protectedwelfare are protected..

The independence of a RECThe independence of a REC is founded on its membership, is founded on its membership,
on strict rules regarding conflict of interests, and onon strict rules regarding conflict of interests, and on
regular regular monitoring of and accountabilitymonitoring of and accountability for its decisions. for its decisions.



‘‘Human participantsHuman participants’’ (or subjects) (or subjects)

are defined as includingare defined as including
--living human beings,living human beings,
-human beings who have recently died-human beings who have recently died  (cadavers, human(cadavers, human
remains and body parts),remains and body parts),
--embryos and fetuses,embryos and fetuses,
-human tissue and bodily fluids, and-human tissue and bodily fluids, and
-human data and records-human data and records  (such as, but not restricted to(such as, but not restricted to
medical, genetic, financial, personnel, criminal or administrativemedical, genetic, financial, personnel, criminal or administrative
records and test results records and test results including scholastic achievementsincluding scholastic achievements).).



GOVERNANCE, ETHICS AND
ETHICAL PRINCIPLES

The distinction between The distinction between ethicsethics and research  and research governancegovernance

Statement of the Statement of the principles of ethical researchprinciples of ethical research



SummarySummary

�� Researchers and research  Researchers and research organisationsorganisations should ensure that should ensure that
appropriate appropriate governance proceduresgovernance procedures and mechanism are in place and mechanism are in place to to
oversee social science researchoversee social science research

�� The ethical principles of  The ethical principles of integrityintegrity, , honestyhonesty, , confidentialityconfidentiality,,
voluntary participationvoluntary participation, , impartialityimpartiality and the  and the avoidance of personalavoidance of personal
riskrisk to individuals or social groups characterize social science research to individuals or social groups characterize social science research
that that is conducted in a professional and ethical manneris conducted in a professional and ethical manner

�� The key concept of  The key concept of informed consent needs to be understoodinformed consent needs to be understood by by
both researchers and both researchers and RECsRECs in light of the context aims and objectives in light of the context aims and objectives
of the research and may require ongoing review and advice from fellowof the research and may require ongoing review and advice from fellow
professionals or a REC itself.professionals or a REC itself.



Language Of Research Language Of Research 
(jargon people use)(jargon people use)

types of questionstypes of questions

time in researchtime in research

variable, hypothesis, data, and unit of analysis.variable, hypothesis, data, and unit of analysis.

fallaciesfallacies

types of relationshipstypes of relationships



Ethics in Research 

Ethical Issues 

voluntary participation 

informed consent 

confidentiality 

anonymity 

right to service 

Institutional Review Board (IRB) 



International GuidelinesInternational Guidelines

•• Nuremberg CodeNuremberg Code

•• Declaration of HelsinkiDeclaration of Helsinki

•• Council for International Organizations of MedicalCouncil for International Organizations of Medical
Sciences (CIOMS)Sciences (CIOMS)

•• International Conference on Harmonization International Conference on Harmonization ““GuidelineGuideline
for Good Clinical for Good Clinical PracticePractice””(ICH(ICH/GCP)/GCP)

•• WHO guidelinesWHO guidelines



The Declaration of HelsinkiThe Declaration of Helsinki

•• The The Declaration of Helsinki Declaration of Helsinki was developed by thewas developed by the
World Medical AssociationWorld Medical Association (WMA), as a set of ethical (WMA), as a set of ethical
principles for the medical in 1964 communityprinciples for the medical in 1964 community
regarding regarding human experimentationhuman experimentation..

•• It is widely regarded as the cornerstone document ofIt is widely regarded as the cornerstone document of
human research ethicshuman research ethics

•• Although it is not a legally binding instrument inAlthough it is not a legally binding instrument in
international lawinternational law



Who cares ?
     The Declaration of Helsinki 
       and  'The Role of Physicians'

Who cares ?
     The Declaration of Helsinki 
       and  'The Role of Physicians'

The Declaration of HelsinkiThe Declaration of Helsinki

andand
'The Role of Physicians''The Role of Physicians'

 Who cares ?Who cares ?



To care for and protect the Research To care for and protect the Research ‘‘SubjectSubject’’

-- Review some  Review some Codes of PracticeCodes of Practice

-- Identify the underlying  Identify the underlying Ethical principlesEthical principles

-- Illustrate  Illustrate how they are appliedhow they are applied in the Declaration of in the Declaration of
HelsinkiHelsinki

-- Discuss the specific  Discuss the specific role and responsibilitiesrole and responsibilities of the of the
Physician ResearcherPhysician Researcher



Protection of the Human Subject
in Medical  Research

CulturalCultural Morales Morales

LawsLaws respecting Human Rights respecting Human Rights

Consensus Consensus GuidelinesGuidelines

Professional Professional Codes of ConductCodes of Conduct

Individual Individual ConscienceConscience

Research Research Ethics CommitteeEthics Committee (REC) (REC)



  The Medical Conscience  The Medical Conscience

Conscientiousness is the readily identifiable mark ofConscientiousness is the readily identifiable mark of
a good physician.a good physician.

It reflects someone who is It reflects someone who is ‘‘habitually governed byhabitually governed by
a sense of dutya sense of duty’’ . .



This This conscienceconscience is the personal  internal conviction  is the personal  internal conviction 

- which - which recognisesrecognises the moral quality of one the moral quality of one’’s motives s motives 
and actions in order to  apply and actions in order to  apply 

- what is right and correct - what is right and correct 

- what is wrong.- what is wrong.

  The Medical Conscience  The Medical Conscience



It is this  It is this  ‘‘internalinternal’’ governance governance  

that is key to that is key to the trust patientsthe trust patients  continue   continue 

to place in to place in the medical professionthe medical profession worldwide  worldwide 

irrespective of the system of healthcare.irrespective of the system of healthcare.

  The Medical Conscience  The Medical Conscience



Seven Ethical Pillars of Clinical Research

Autonomy  Beneficence

Justice  Confidentiality

Fidelity  Truthfulness

Non malfeasance



Declaration of Helsinki  1964Declaration of Helsinki  1964

- Potential benefits must outweigh- Potential benefits must outweigh
hazardshazards

- The need for informed consent- The need for informed consent

- A distinction between Scientific- A distinction between Scientific
and Clinical Researchand Clinical Research



Declaration of Helsinki RevisionsDeclaration of Helsinki Revisions

11stst   1975   Tokyo   1975   Tokyo

22ndnd    1983     Venice    1983     Venice

33rdrd    1989     Hong Kong    1989     Hong Kong

44thth    1996     Somerset West. S. Africa    1996     Somerset West. S. Africa

55thth        2000   Edinburgh2000   Edinburgh



      Declaration of Helsinki

    Para 22    Para 22

      ‘…‘…after ensuring that the after ensuring that the subjects has understoodsubjects has understood the the
information, the physician should then obtain theinformation, the physician should then obtain the
subjects freely-given informed consentsubjects freely-given informed consent, preferably in, preferably in
writingwriting……..’’



Principles of the Principles of the DeclarationDeclaration

The Declaration is morally binding on physicians

The obligation overrides any national or local laws or
regulations, if the Declaration provides for a higher
standard of protection of humans than the latter.

Investigators still have to abide by local legislation but
will be held to the higher standard.



Good Clinical Practice (GCP)

isis  anan  internationalinternational  qualityquality  standardstandard

ItIt  alsoalso  providesprovides  assuranceassurance  ofof  thethe  safetysafety  andand  efficacyefficacy  ofof
thethe  newlynewly  developeddeveloped  compounds.compounds.

GCP Guidelines include standards on how clinical trialsGCP Guidelines include standards on how clinical trials
should be conductedshould be conducted, , definedefine  thethe  rolesroles  andand
responsibilitiesresponsibilities  ofof  clinicalclinical  trialtrial  sponsorssponsors, , clinicalclinical
researchresearch  investigatorsinvestigators, , andand  monitorsmonitors..
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Social science research paradigmsSocial science research paradigms

- covering a wide - covering a wide range of disciplinesrange of disciplines and is often linked with the and is often linked with the
humanitieshumanities, or more applied areas such as , or more applied areas such as social policysocial policy

- involving - involving human participants or subjectshuman participants or subjects  directlydirectly as the as the
source of primary data, or source of primary data, or indirectlyindirectly

- using - using broad range of research techniquesbroad range of research techniques raising questions raising questions
about the about the appropriate process of ethics reviewappropriate process of ethics review, and indeed the, and indeed the
meaning of ethics itselfmeaning of ethics itself

- - interdisciplinarityinterdisciplinarity in nature requires  in nature requires greater dialogue betweengreater dialogue between
fieldsfields, and this should foster shared learning and , and this should foster shared learning and a predispositiona predisposition
towards greater reflexivity in the determination of ethicaltowards greater reflexivity in the determination of ethical
judgementjudgement

- a strong commitment to - a strong commitment to qualitative researchqualitative research

- - assessment of assessment of ‘‘riskrisk’’  –– in terms of its  in terms of its dimensionsdimensions, , hierarchyhierarchy and and
prioritizationprioritization  –– needs to be informed by these deliberations needs to be informed by these deliberations



CASE STUDY 1:CASE STUDY 1:
Homelessness, begging and drug useHomelessness, begging and drug use

CASE STUDY 2:CASE STUDY 2:
Enhancing the independence of older people with dementia inEnhancing the independence of older people with dementia in
residential careresidential care

CASE STUDY 3:CASE STUDY 3:
TeachersTeachers’’ views on the impact of league tables views on the impact of league tables

CASE EXAMPLE 4:CASE EXAMPLE 4:
Clinical trial of stem cell therapyClinical trial of stem cell therapy

CASE EXAMPLE 5:CASE EXAMPLE 5:
International study of health related quality of lifeInternational study of health related quality of life



Science has becomeScience has become
- so complex and- so complex and
- closely intertwined with society's needs- closely intertwined with society's needs

ETHICS and RESPONSIBILITIESETHICS and RESPONSIBILITIES

Research Supervisors and MentorsResearch Supervisors and Mentors

TRUSTTRUST

Formal introductionFormal introduction



THE SOCIAL FOUNDATIONS OF SCIENCETHE SOCIAL FOUNDATIONS OF SCIENCE

Scientific progress and changes in the relationship
between science and society are creating new
challenges for the scientific community.

The conduct of research is more closely monitored and
regulated than it was in the past.

The part played by science in society has become more
prominent and more complex, with consequences that
are both invigorating and stressful.



THE SOCIAL FOUNDATIONS OF SCIENCETHE SOCIAL FOUNDATIONS OF SCIENCE

EXPERIMENTAL TECHNIQUES AND THE TREATMENT OF DATAEXPERIMENTAL TECHNIQUES AND THE TREATMENT OF DATA

THE SELECTION OF DATATHE SELECTION OF DATA

VALUES IN SCIENCEVALUES IN SCIENCE

CONFLICTS OF INTERESTCONFLICTS OF INTEREST

INDUSTRIAL SPONSORSHIP OF ACADEMIC RESEARCHINDUSTRIAL SPONSORSHIP OF ACADEMIC RESEARCH

PUBLICATION AND OPENNESSPUBLICATION AND OPENNESS

THE ALLOCATION OF CREDITTHE ALLOCATION OF CREDIT

ERROR AND NEGLIGENCE IN SCIENCEERROR AND NEGLIGENCE IN SCIENCE

MISCONDUCT IN SCIENCEMISCONDUCT IN SCIENCE

FABRICATION IN A GRANT APPLICATIONFABRICATION IN A GRANT APPLICATION

PLAGIARISMPLAGIARISM



PLAGIARISMPLAGIARISM

to stealsteal and pass off (the ideas or words
of another) as one's own

to useuse (another's production) without
crediting the source

to presentpresent as new and original an idea or
product derived from an existing source.

to commit literary thefttheft

In other words, plagiarism is an act of fraudfraud. It involves both
stealingstealing someone else's work and lyinglying about it afterward.

WhatWhat is it? is it?



All of the following are considered plagiarism:All of the following are considered plagiarism:

- turning in someone else's work as your own

- copying words or ideas from someone else without giving credit

- failing to put a quotation in “quotation marks”

- giving incorrect information about the source of a quotation

- changing words but copying the sentence structure of
a source without giving credit

- copying so many words or ideas from a source that it makes
up the majority of your work, whether you give credit or not



Why Students Plagiarize?Why Students Plagiarize?

What situations are most likely to result in plagiarism?

1 Sometimes 1 Sometimes deadlinesdeadlines come around  come around more quickly than expected,more quickly than expected,

There are many reasons students plagiarize. There are many reasons students plagiarize. 

2. Sometimes 2. Sometimes assignmentsassignments feel  feel overwhelmingoverwhelming, and, and

3. Sometimes the 3. Sometimes the boundaries of plagiarism and researchboundaries of plagiarism and research just get confused. just get confused.

How can they be avoided?

Learning to identify the factors that make plagiarism 
an attractive alternative is the best way to stop it 
before it starts.



Concept Mapping Concept Mapping 


