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Outline of Presentation
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•
•

What is Ethics?
What is Research Ethics?
Why the focus on research ethics?
What lessons can we learn from
history concerning research ethics?
• Ethical principles and their
application in health research.

Ethics in common newspaper
headlines…………
•Politicians charged with taking bribes.
•Teachers having relationships with students.
•Police officers demand bribes at roadblocks.
•Immigration officers demand cash for
processing visas.
•Politician X is supporting orphans by paying for
their school fees

ETHICS -DEFINITIONS
• Principles of morality dealing with right or wrong of an action;
• Science of the study of ideal human behavior
• The formal study of:
– What is right and wrong.
– The study of the basis or principles for deciding right and
wrong.
– The analyses of the processes by which we decide what is
right and wrong.
• Expectations on good behaviour

Origins of Ethics
•
•
•
•
•
•

Society - social contract
Culture
Religion
Intuition
Values: happiness, health, morality, goodness
Action theories
– Utilitarianism /consequentialism
– Deontology - Duty based- autonomy, justice
– Virtue theory [Virtue ethics]
– Contractarianism

Ethics is not law
• Ethics is not law and yet they are complimentary.
• Ethics can be proposed but cannot be imposed.
• One could obey the law without necessarily acting
ethically.
• Sometimes one needs to disobey the unjust law in
order to act ethically.
• The law is the bottom line and the ethics is top line
of the same entity of social control.
• Ethical principle can become law through
promulgation.

Ethics, Law and Religion
• Ethics and religious beliefs guide laws.
• Religious values come from religion but
ethical values come from society in
general.
• Religion and ethics may have no definite
sanctions.
• Ethics, religion and Law related concepts
• Complementary in nature

What is Bioethics?
• The branch of ethics that investigates problems specifically
arising from medical and biological practice/sciences.
• The ethics of life and death ----bio = life--Ethico=morals
• Deals with the moral issues and problems that have
arisen as a result of modern medicine, biotechnology
and medical research.

• Began to emerge in 1960’s involving more actors such
as natural scientists, legal scholars, behavioural
scientists, policy makers, etc in addition to health
professionals

RESEARCH ETHICS
• Specialised area of Ethics – Good Research Practices
• Focuses on the ethical issues and dilemmas in research
• The relationship between the researcher and the research
participants.
• Research Ethics deals with duties and obligations of a
researcher
• Research Ethics deals with issues around the welfare of the
research participant.
• Research on the increase and ethical dilemmas also on the
increase.
• Research on sensitive topics (politics, homosexuality,
corruption)
• High risk research

RESEARCH ETHICS: Historical
Perspective
• It is important for anyone engaged in human research to
understand the evolution of the entire concept.
• Key to note is that Development of ethical reflection in
the area of research involving human volunteers in
general, was greatly influenced by a series of revelations
about the inappropriate use of human beings in research.
• All the major codes of ethics guidance and regulation
followed some kinds of “unacceptable” public atrocities.
• As such, this lecture walks through the historical events
that have influenced and shaped the present day
research ethics.

Some history……Hippocrates
• HIPPOCRATES (c.400BC)
• Probably the earliest documented note on
medical practice and ethics:

“Physicians should
abstain from whatever is
deleterious and
mischievous”
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1796 Edward Jenner

1796: Edward Jenner Experiments
• Jenner an English country doctor knew folklore
that milkmaids never caught small pox.
• They caught cowpox from cows
• He inserted pus obtained from a milk maid into
a cut made in the arm of a local boy.
• A few weeks Jenner exposed boy to smallpox
and found him to be immune.
• Later included his own son in the research.
• He called his method vaccination –from Latin
vacca=cow.

1803- Thomas Percival writings
Before proceeding with therapeutic
innovation, a physician ought to consult
with peers!
“……for the poor-who being the most numerous class of society,
are the greatest beneficiaries of the healing art. But in the
accomplishment of the salutary purpose, the gentlemen of the
faculty should be scrupulously and conscientiously governed by
sound reason, just analogy, or well authenticated facts. And NO
such trials should be instituted, without a previous consultation
of the physicians or surgeons, according to the nature of the
case.”
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•
•
•
•
•

1833 - William Beaumont writings
Wrote one of oldest American documents
dealing with research ethics;
Experimentation is needed;
Investigator must be conscientious and
responsible; methodological approach; no
random studies;
Voluntary consent is necessary;
Discontinuation of experiment when it
causes distress to the research participant or
the participant objects or becomes
dissatisfied.
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One of the first “human guinea
pigs”…..Alexis St. Martin

On June 6, 1822, an employee of the American Fur Company on Mackinac Island,
named Alexis St. Martin, was accidentally shot in the stomach by a discharge of a
shotgun loaded with a buck shot from close range that injured his ribs and his stomach.

Early codes: Responses to tragedy
• Prussia Directive of 1900
• A response to the Immunisation experiments by Dr
Neisser.
• Dr. Neisser studied immunization of healthy persons
against syphilis by inoculating them with serum from
syphilitic patients. Commercial Sex Workers were
inoculated; all contracted syphilis. No consent obtained
• There was public debate on human subject
experimentation which led to Directive:
– Prohibited experiments in minors and those not fully competent.
– Unequivocal consent required after explanation of the experiment and possible
adverse consequences.
– Only qualified people were allowed to do the research and must keep written
records.
– Need written research plans with a risk-benefit assessment, the need for
previous animal experimentation, and medical self experimentation were raised
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BCG Disaster of 1930 and the Reich Council
Guidelines
• REICH COUNCIL GUIDELINES OF 1931
• A Response to BGG disaster at Lübeck in 1930, when
77 children died following administration of
contaminated TB vaccine.“
• Guidelines were issued in a Reich circular on Feb. 28, 1931
entitled: ‘Regulations on New Therapy and Human
Experimentation’
– It contained almost all points cited subsequently in the Nuremberg
Code.
– The Reich circular acknowledged the need for medical
experimentation with human subjects, and outlined the conditions
under which this may be done.
– Amongst its 14 points, the circular focused on the need for
‘unambiguous’ consent before innovative therapy could be carried
out
– ‘Exploitation of social hardship in order to undertake innovative
therapy is incompatible with the principles of medical ethic.’
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Research Ethics Milestones*
Trigger Events
Pre-WW 2

Ethics Milestones

*Syphilis Study Begins
Alabama ,1932

*The Nazi Experiments,
*Human Radiation
Experiments,1945
*The Thalidomide Tragedy

Nuremberg Code 1947
UN Human Rights Decla.
Food and Drugs Trials Act

(sedative, 1950s)

Declaration of
Helsinki 1964

Research Ethics Milestones
Trigger Events
*The Beecher Article 1966
NEJM
*The Syphilis Study Exposed
1972

Ethics Milestones

US Commission on Research est.
The Belmont Report 1979
CIOMS Guidelines 1982

Human Radiation Exp
Exposed 1993

National BioEthics Adv. Com 1994

Not only in the West….
• Anthrax experiments in Rhodesia by the military during1970s.
• The parasites of Foster Mavida – Schistosimiasis studies
in Zim 1970s- 80s – Special Issue of CAMJ on him.
• Trovan Study in Nigeria – 1996
• Virodene study in the military in Tanzania -1990s
• Studies with commercial sex workers in Nairobi – 1990s
• Dr McGown morphine experiments in Zimbabwe - 1990s
• Dr Turner’s experiments with povidone iodine in
Zimbabwe – 1990s

Lots of examples from other
disciplines
•
•
•
•
•
•

Psychology – Milgram obedience studies
Defence – secret anthrax studies
Japanese Military experiments
OkCupid research on dating
Facebook research on marketing
Academic arena: Lecturers publishing
students research

Nuremberg Code
•
•
•
•
•
•
•

Voluntary consent essential
Yield fruitful results
Avoid all unnecessary suffering
No predictable death/disability
Risk no greater than importance of problem
Participants can stop anytime
Investigator must stop if harmful

Examples of Codes of Ethics.
• Codes for researchers
• Nuremberg Code-1947
• Declaration of Helsinki-1964
• CIOMS- International Ethical Guidelines for Biomedical Research
Involving Human Subjects

• Discipline specific codes
• Professional Codes
• Institutional Codes – Research Ethics
Policy

PRINCIPLES OF RESEARCH ETHICS
•
•
•
•

Respect for persons (Autonomy)
Nonmaleficence
Beneficence
Justice

• Principles provide a framework for analysis and an aid

in the resolution of ethical problems.
• Principles apply to human research across disciplines

Ethics Committee Decision Matrix
BENEFICENCE
Risk/Benefit Analysis
Experimental Design
Qualifications of PI

JUSTICE
Subject selection
Inclusion/exclusion
Recruitment

RESPECT FOR PERSONS
Informed consent
Surrogate consent
Assent

Protection of subjects (especially
vulnerable populations)

Respect for Persons
• Every individual is autonomous and should make
their own decisions about participating in research.
• Requires giving necessary information that is
understandable
• Freedom of coercion and manipulation
• Principle is actualised in asking for informed consent
and informed consent requires disclosure,
understanding, free choice and competence
• Respect of confidentiality
• Respect of privacy
• Privacy and confidentiality deal with ownership,
control and access to personal information, to
personal property or body

Precautions are necessary in research
with Vulnerable groups
• The major groups of vulnerable people include:
–
–
–
–
–
–

Children
Persons with mental and physical disabilities
Elderly participants
Prisoners
Captive Populations – hospitalized people, students
Sexual minorities

– Persons engaging in illegal/sensitive behaviours
Please note this list is not exhaustive

BENEFICENCE
•
•
•
•
•

To do good
Prevent evil or harm
Ought to remove evil or harm
Endeavor to benefit where possible
Maximize benefits and minimize risks of possible
harm
• Balance risks and benefits
• Includes acts of kindness or charity that go beyond
strict obligation.

NONMALEFICENCE
•
•
•
•

Do no harm
One ought not to inflict evil or harm
Hippocratic oath
Bible/Koran

• How do we apply this principle in research

Some Potential Risks in research
• Social harm – stigma, loss of reputation
• Legal risks - Research on sensitive topics illegal
behaviours
• Duty to report (abuse, suicidality, homicidality,
criminality)
• Psychological harm
• Breach of privacy and confidentiality
– Videos, photos, audio recordings
• Physical harm - Injury, disability
• Death eg in drug clinical trials

Justice
•
•
•
•
•

Equal opportunity
Fairness
Treating equals equally and unequal unequally
Equal share of benefits and burdens
To each his/her due
– How do we apply this principle in research

Continuum from obligation to
supererogation
•
•
•
•

Ethical theories and principles include:
Rules – you must
Ideals - you may
There is a continuum from strict obligation to
saintly/heroic actions

The 7 ethical requirements
•
•
•
•
•
•
•

Social and scientific value
Scientific validity
Fair subject selection
Favourable risk benefit ratio
Independent review
Informed consent
Respect for participants (potential and enrolled)
(Emanuel et al. 2004)

Research Ethics in Action…….

Justice
Research aims
and objectives
Methods
Relationships
Participants
Outcomes
Audience
Risks/benefits
/contributions

Beneficence
Nonmaleficence
Respect for Persons

Reshaped
Research aims
and objectives
Methods
Relationships
Participants
Outcomes
Audience
Risks/benefits
/contributions

WHY IS ETHICS
IMPORTANT IN RESEARCH?
• Human participants in research may be harmed
• All research presents some level of risk – varying
degrees of risk.
• Protections and safeguards are needed to prevent
harms
• Not all risks can be predicted in advance
• Harms may outweigh benefits
• To treat people as a “mere means” or
“objects” to benefit others is wrong

• Individuals have human rights

• Bad science leads to unethical research.

Ethical issues under focus keep
changing……..
• Exclusion of women and children in research
• Issues relating to Low Resource Settings
•
•
•
•

•
•
•
•

Standard of care
Post trial access
Responsiveness
Capacity Building

Specimens and data sharing
Genetics and genomics
Improving efficiency of the research process
Moving focus away from the “individual”

Take-home message
• The ethical principles aim to protect all
stakeholders and are applicable across
disciplines.
• Unethical research still occurring today.
• Ethical issues apply at different levels:
individual, institution, country and regions.
• Researchers need to ensure they are familiar
with ethical standards, Institutional and
National policies.

