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Who Gains? 

Why do Research?

• Understand Disease

• Validate New Therapies

• Understand Physiological 

Processes

• Study Human Behavior

• Evaluate Curricular Changes

• Evaluate New Teaching 

Method
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Ethical Issues in Research

• Tuskegee Syphilis Study-USPHS-1930’s

• Not treated even after penicillin discovered

• Jewish Chronic Disease Hospital

• Patients injected with cancer cells

•Midgeville State Hospital

• Investigational drugs used without consent
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• Willowbrook State Hospital-1970

• Retarded injected with viral hepatitis

• US Department of Energy-1950s-60s

• Studies on radioactive fallout

• University of Iowa-1940s

• Research on stuttering in orphans home

• Johns Hopkins-2001

• Asthma study with hexamethonium

25/06/2022 4Dr. Lokesh. S – Research Made Easy, CQE, CAHO



High Altitude Experiments

• To find out the best means of rescuing pilots from the serious and
immediate danger of high altitude when they abandoned craft (with or
without oxygen equipment) and were subjected to low atmospheric
pressures
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High-altitude experiments

March - August 1942. Rascher used a
decompression chamber to
simulate high altitude conditions.

Dissection of brain while the
participants were still alive, to
demonstrate that high altitude
sickness was a result of the
formation of tiny air bubbles in the
blood vessels.
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Freezing experiments.

• How long German pilots downed by enemy fire could survive
the frozen waters of the North Sea?
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Freezing experiments.

• August 1942 - May 1943. Doctor Sigmund
Rascher attempted to duplicate these cold
conditions at Dachau, and used about 300
prisoners in experiments recording their shock
from the exposure to cold. About eighty to
ninety of the subjects died as a result
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• THE TUSKEGEE
SYPHILIS STUDY – 1932
to 1974 Natural History of
Syphilis by withholding
penicillin
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Other Studies

• Goldberger's study on Pellagra:
intervened in the diets of
orphanages, asylums, and prisons
both to cure and induce pellagra

Goldberger, Joseph
American physician
1874–1929

25/06/2022 10Dr. Lokesh. S – Research Made Easy, CQE, CAHO



Why These were considered wrong

• Performing medical experiments, without the subjects'
consent, on prisoners of war and civilians of occupied
countries

• Euthanasia of aged, insane, incurably ill and deformed

25/06/2022 11Dr. Lokesh. S – Research Made Easy, CQE, CAHO



"Nuremberg Code"

• Informed consent

• Fruitful results

• Based on prior Knowledge

• Avoid Harm

• Pre assessment of risk of harm

• Ensuring no harm is done

• Qualifications of Person
conducting the study

• Liberty to Discontinue

• Guidelines for stopping
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Unfortunately, codes are not always followed



Ethical Principles for Research

• Beneficence - make a
positive contribution

• Non Maleficence--
cause no harm to
participants in
particular and to people
in general.

Belmont Report 1978
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Ethical Principles for Research

• Respect & autonomy--
protect the rights and
dignity of participants.
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TWELVE BASIC PRINCIPLES
(common to all areas of biomedical research)

1. Principle of Essentiality:

• All biomedical research in human subjects should be absolutely essential after

a due consideration of all alternatives for the advancement of knowledge.
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Research on Vulnerable Groups

• prisoners, 

• Children, 

• Pregnant women, 

• Crime-stricken communities

• and those with disabilities especially mentally challenged
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2. Principle of voluntariness and Informed Consent:

• The concept of voluntariness and informed shall apply to the community as a

whole and to each individual member who is subjected for research.

• The right of the participant to agree or not to agree to participate in research,

or to withdraw from research at any time, is paramount.

• The informed consent process ensures that participants rights are

safeguarded.
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Informed Consent

i. Purpose of research

ii. Identity of the researchers

iii. Identity of others associated with the research

iv. Why selected:

v. Harms and benefits:

vi. Privacy, anonymity and confidentiality:

vii. Future use of information:

viii. Right not to participate and withdraw:

ix. Right to get help:
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3. Principle of Non-Exploitation:

• Irrespective of the socio-economic status and educational levels, research

subject should be fully appraised of all risks arising as a result of research.

• The research participants are equitably selected so that the benefits and

burdens of the research are distributed fairly and without discrimination.

• Sufficient safeguards to protect vulnerable groups are to be ensured.
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4. Principle of Privacy and Confidentiality:

• Privacy is the right of an individual to control or influence the

information that can be collected and stored and by whom and to

whom that the information may be disclosed or shared.

• Confidentiality is the obligation of the researcher to the participants

to safeguard the entrusted information.

• Privacy of the participant, his / her identity and records are to be kept

confidential and access limited to only those authorized.
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• The identity of records of human subjects should be kept confidential

and should not be disclosed without valid scientific and legal reasons.

• However, under certain circumstances privacy of the information can

be breached in consultation with EC for valid scientific or legal

reasons as the right to life of individual supersedes the right to

privacy of the research participant.
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5. Principle of Precautions and Risks Minimisation:

• Due care and caution has to be taken by all stake holders at all stages of the

research to ensure that the risks are minimized and appropriate care and

compensation is given if any harm occurs.
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6. Principle of Professional Competence

• The research is conducted at all times by the competent and qualified persons

with relevant training or experience.
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7. Principle of Accountability and Transparency:

The research is committed in a fair, honest, impartial and transparent

manner and records and data are maintained for a reasonable period.

The stake holders involved in research should disclose any existing

conflict of interest and manage it appropriately.

The outcomes of research must be brought in to public domain

through registries, reports and scientific and other publications while

safeguarding the right to privacy of the participants.
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8. Principle of Maximization of Public Interest

The research is conducted to benefit all human kind and not just

socially better off.
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9. Principle of Institutional Arrangements:

Institution must have policies for appropriate research

governance and take the responsibility to facilitate research by

providing infrastructure, manpower, funds and training opportunities.
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10. Principle of Public Domain:

After due experimentation and due evaluation are brought in to 

public domain through scientific and other publications under the law 

in force at that time.
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11. Principle of Totality and Responsibility:

It is the responsibility of all directly and indirectly involved with 

the research to monitor, review constantly and take remedial action at 

all stages of research.
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12. Principle of Environmental protection:

All researchers are accountable for ensuring protection of the 

environment and resources at all stages of the research, in compliance 

with existing guidelines and regulations. 
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Introduction:
“Ethics Guidelines for Biomedical Research on Human Subjects-2000”

“Ethical Guidelines for Biomedical Research on Human Participants-2006”

“National Ethical Guidelines for Biomedical and Health Research Involving 
Human Participants-2017”

{In line with the “Council for International Organizations of Medical Sciences (CIOMS)}

“National Ethical Guidelines for Biomedical Research Involving Children-
2017”

Training Program in SOPs of ICMR-NIE Ethics Committee, Bio-ethics and GCP. March 2022
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Traditional Ethical Theory

Rule of reciprocity:

Do unto others as you would have 
them do unto you 

Reflects “concern for others” 

Ethical sensitivity leads to professional commitment
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