
Dr. Shariq Rashid MasoodiDr. Shariq Rashid Masoodi
MBBS, MD (Medicine), FACP, FRCP (Edinburgh) 
DM Endocrinology (PGI Chandigarh)

• Professor of Endocrinology, SKIMS Srinagar
• Founding Member, Institutional Ethics Committee, SKIMS
• Editor in Chief, Journal of Medical Sciences

Former:
• I/C Head, Department of Endocrinology, SKIMS
• Visiting Professor, University of Maryland School of Medicine,  

Baltimore, MD, USA



INTRODUCTION

►Who has written an research protocol?

►Who has gone through an ethical review 
before?

2

►Who has obtained “consent” before?

►Who works with “vulnerable groups”?



LEARNING OBJECTIVES
►Upon completion of this workshop you will be able to:

• Understand the importance of research ethics and 
“informed consent”

• List the fundamental elements of ethical principles

• Identify and prevent potential ethical issues in 
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• Identify and prevent potential ethical issues in 
biomedical research

• Describe the ethics review process



Plan of the Talk

Rudyard Kipling:

“I keep six honest serving men, (they taught 
me all I knew), their names are…..”

5W1H, whose answers are considered basic in information gathering or 
problem solving.

Saturday, September 16, 2017 4



EXERCISE 1 –
Defining Research Ethics

►What is meant by the term ‘research 
ethics’.

►create your own definition of 
research ethics to share with the 
large group.  
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WHAT IS ETHICS?

“Ethics is the disciplined study or 
morality….and morality asks the 

question…what should one’s 
behavior be”.behavior be”.

Jeff Cooper
Albany Medical Center, Ethical Decision Making, 2001, p. 1



MEANING of Ethics?

►“Greek ethos ‘character’ is the 
systematic study of value concepts 
— good, bad, right, wrong and the 
general principles that justify general principles that justify 
applying these concepts”.

Joan E. Sieber
Planning Ethically Responsible Research, p. 3



TRI-COUNCIL DEFINITION...
►Morally acceptable ‘ends’

►Morally acceptable means to those 
‘ends’

►►Translation:Translation:
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►►Translation:Translation:

You need a good reason to do research, 
and while you are doing it – you need to 
be ethical... So you can’t use the 
excuse that ‘the ends justify the means’

Tri-Council: CIHR, NSERC and SSHRC



TYPES of Ethics?

►Basically, there are two types 
of ethics, Descriptive Ethics 
which asks what does the 
culture or society believe is culture or society believe is 
morally correct?

Jeff Cooper
Albany Medical Center, Ethical Decision Making, 2001, p. 1



TYPES of Ethics? [contd.]

The other type or Prescriptive
Ethics asks:

● How should I behave as a 
researcher?researcher?

● What character traits should I 
cultivate?

Jeff Cooper
Albany Medical Center, Ethical Decision Making, 2001, p. 1





HISTORIAL OVERVIEW 

►Hippocrates ? 400 
B.C.

►No mention of 
experimentationexperimentation

►Generally prohibits 
doing harm



Sentinel events

►Nazi eugenics, racial 
hygiene, and 
experimentation 
(1934)

● Nuremberg trial 
(1948)

►Human radiation experiments, etc. 

● Declaration of Helsinki (1963)

►Tuskegee Syphilis study (1932)

● National Commission/ Belmont Report (1977)



Nazi Prisoner Research During 
World War II

►Objectives of various trials:
● Effect of cold, heat, chemicals on men, women and 

children
● “Time to death” testing in response to stressors in 

healthy “volunteers”
● Organ transplant experiments on healthy 

“volunteers”



1.Twin 
experiments 
––
They sewed 
twins!



2. Experiments with poison-
To test the potency levels of 
poisons by shooting the prisoners 
with poisonous bullets



3. Sea water experiments-
The sole food for the prisoners!



4. Mustard gas experiments-
They first burned the prisoners, 
then tried to treat their burns, and 
definitely not out of pity



5.Bone, 
muscle, nerve 
transplantation
-
They extracted They extracted 
these parts 
without 
administering 
anesthesia to 
the prisoners



6. Head injury experiments-
They hammered the heads 
of little kids



7.
High altitude 
experiments-
The prisoners The prisoners 
were rendered 
breathless in 
low-pressure 
chambers



8. Malaria experiments-
To look for Malaria cures, they first 
infected the healthy inmates by 
mosquitoes



9. Sulphonamide
(anti-microbial 
agent) experiments-
To test the 
effectiveness of 
sulphonamide, they sulphonamide, they 
wounded the 
prisoners and then 
infected those 
wounds



10. 
Sterilization 
experiments
-
Deceivingly, 
they 
sterilized as sterilized as 
many 
as 300,000 
prisoners in 
a span of 
four years!



Nuremberg, Germany
Dec. 9, 1946 to Aug. 20, 1947

►Any information 
given is 
irrelevant -
prisoners were prisoners were 
forced to 
participate

►Outcome:
● 23 German scientists 

taken to court; 7 
acquitted, 9 imprisoned, 
7 given death sentence

● Nuremberg Code of 
1947



Nuremburg Code

► Designed to 
project 
integrity of 
research 
subjects.

► Voluntary consent

► Scientific benefit

► Benefits outweigh risks

► Animal experiments first

Set of ten ethical principles

► Delineated 
conditions for 
ethical conduct 
of research 
involving 
human 
subjects.

► Avoid suffering

► No intentional death or disability

► Protection from harm

► Qualified investigator

► Subject ability to withdraw

► Stop if harm occurs.



Human 
Radiation 
Experiments

Dr. Joseph G. 
Hamilton was Hamilton was 
the primary 
researcher for 
the human 
plutonium 
experiments 
done at U.C. 
San Francisco 
(1944 – 1947)



1st revision (1975) 
Seventh revision (2013)

1964 (11 paragraphs) 37 in 



TUSKEGEE AL, USA



Tuskegee Syphilis Study
(1932 -72)



Research Done The Wrong Way
The Tuskeegee Syphilis Study *

► Longest non-therapeutic experiment on human 
beings in medical history: The progress of 
untreated syphilis (1932-72).

► 399 poor African-American sharecroppers in 
rural Macon County, Alabama, USA.

► The men were told they were being treated for ► The men were told they were being treated for 
“bad blood”.

► Even after penicillin was discovered and found 
to be a miracle cure, the men were not treated 
or even told what they had.

► US government officials went to extreme 
lengths to insure that they received no therapy 
from any source.

► Presidential apology, May 1997

* Tuskegee Syphilis Study Legacy Committee Final Report of May 20, 1996



Post- Tuskegee Events

►Tri-Council of Canada – 1970s

►National Research Act 1974

►National Commission for the Protection of 
Human Subjects of Biomedical and Behavioral 
Research

►Belmont Report
● Ethical foundation for US federal regulations on 

human subjects research



NATIONAL COMMISSION: 
The problems encountered in
research

Behavioral research

► Lack of informed 
consent

Biomedical research

►Lack of informed 
consent 

► No debriefing 
(restoration to an 
emotional state equal to 
what was experienced 
before the experiment)

► Deception was a 
standard tool 

► Invasion of privacy

consent 

►Disregard for risks 
encountered by the 
patient 

►Deception 

 Beecher (1966)
 Tuskegee

Jeff Cooper
Albany Medical Center, Ethical Decision Making, 2001, p. 7



Belmont Report – 1979

Jeff Cooper
Albany Medical Center, Belmont Principles, p. 1 & 2



Applying the Principles of 
the Belmont Report

Principle Beneficence Justice

Meaning Provide benefit, 
protect from 
harm, limit risk

Equitable 
selection of 
subjects

Practice Risk-benefit 
assessment 
made Standard 
procedures used

Includes all 
groups that 
may benefit but 
does not single 
out one group



Federal regulations (DHHS)

►1991 Federal Policy for Protection of Human 
Subjects (The Common Rule)

● Adopted by all agencies which conduct, supervise, ● Adopted by all agencies which conduct, supervise, 
regulate, fund or sponsor human research

● Two major requirements:
 Informed Consent

 IRB approval



ETHICAL PRINCIPLES:  Tri-Council 
2005

1. Respect for human dignity

2. Respect for free and informed consent

3. Respect for vulnerable persons

4. Respect  for privacy and confidentiality
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4. Respect  for privacy and confidentiality

5. Respect for justice and inclusiveness

6. Balancing harms and benefits

7. Minimizing harms

8. Maximizing benefits



Institutional 
Ethics 
Committees 
in India

WHO 
perspective ►WHO perspective



ICMR Guidelines (2006)

I. General Principles on Ethical Considerations

II. Ethical Review Procedures

III. General Ethical Issues

IV. Clinical Evaluation of Drugs/ Devices/ Diagnostics/ 

8 Chapters on Statement of Specific Principles for

IV. Clinical Evaluation of Drugs/ Devices/ Diagnostics/ 
Vaccines/ Herbal Remedies

V. Epidemiological Studies

VI. Human Genetics and Genomics Research

VII. Research in Transplantation

VIII. Assisted Reproductive Technologies



ICMR Guidelines (2006)
II. Ethical Review Procedures

►Basic Responsibilities

►Composition

►Terms of Reference

►Training

►Review Process

►Periodic review

►Continuing review 

►Interim review►Training

►Regulation

►Review procedures

►Submission of 
application

►Decision making process

►Interim review

►Monitoring

►Record keeping

►Administration and 
management 

►Special considerations



ICMR Guidelines (2006)
III. General Ethical Issues

►Informed Consent Process

►Compensation for 
Participation

►Conflict Of Interest

►Compensation for 
Accidental Injury

►Post-Trial Access

►International 
Collaboration/ Assistance ►Selection of Special Groups 

as Research Participants

►Essential Information on 
Confidentiality for 
Prospective Research 
Participants

Collaboration/ Assistance 
in Bio-Medical/ Health 
Research

►Researcher’s Relations 
with the Media and 
Publication Practices



Status of Ethical Review in 
India….
►SOP’s not written/ 

followed

►Poor infrastructure

►No. of proposals 
variable 2-60/ 
meeting

►No Legal expert

►Part time activity 

►Often Head of 
Institute is Chair

►No Legal expert

►Minutes not recorded

►Poor record keeping



Usual constraints faced by 
ECs
►No funds allocated

►No permanent staff

►No training►No training

►No separate room / space

►No or poor honorarium to members / staff

►No proper monitoring mechanisms, no 
expedited review, no ongoing review



Indian IECs
Other areas needing attention

►Expedited Review

►Continuing Review

►Conflicts of Interest

►Site visits►Site visits

►Adverse Events

Although ECs in India have evolved from being mere rubber 
stamps for approval of protocols to efficiently functioning 
accredited ECs, yet there is much to be done for and by Ethics 
Committees.

Thatte UM, Marathe PA. Perspect Clin Res. 2017 Jan-Mar;8(1):22-30



EXERCISE 2:  Protecting 
Human Rights
►Despite all of these ‘safeguards’ – we 
still see unethical research happen!

►Create a list of problems that can occur 
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►Create a list of problems that can occur 
when unethical research takes place.



COMMON PROBLEMS IN 
RESEARCH

• Patients feel coerced

• Patients are lied to

• Patients feel over researched
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• Insensitivity to Patient concerns or issues

• Benefits to Patients are minimal

• Irrelevance to community

• Poor methodology (waste of resources)



EXERCISE 3: Identifying Potential Ethical Issues



►With your group, discuss the ethical issues 
involved with your scenario.

►Then, discuss how the ethical issues could be 
handled.

EXERCISE 3: Identifying Potential Ethical Issues

handled.

►What safeguards could be put into place?

Be prepared to share your ideas with the group.
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Ethical review is a 
requirement of 

almost all funders…so 
how does this work? 

PREPARING FOR AN ETHICAL REVIEW

how does this work? 

You write a protocol
& submit it to a 
Review Board



(IRB / REC / IEC)

►The role of the IRB or IEC is to 

ETHICAL REVIEW BOARDS

Located in hospitals and universities.

►The role of the IRB or IEC is to 
determine whether the rights and 
welfare of the subjects are 
adequately protected and whether 
the study adheres to sound ethical 
and scientific principles

Jeff Cooper
Albany Medical Center, Ethical Decision Making, 2001, p. 4-5



Application Submission
► Research objectives

► Rationale

► Recent CV

► Recruitment procedures

► Inclusion /exclusion criteria

► Management of research related 

► Management of research 
related injury

► Compensation/reimbursement

► Storage/maintenance of data

► Methodology (dosages, 
duration etc)

► Plans to withdraw► Management of research related 
injury

► Compensation/reimbursement

► Storage/maintenance of data

► Methodology (dosages, duration 
etc)

► Plans to withdraw

► Statistical analysis

► Informed Consent procedure

► Plans to withdraw

► Statistical analysis

► Informed Consent procedure

► Publication plans

► Probable ethical issues

► Regulatory clearances

► Agreement to comply with

► GCP

► Funding agency



An ethically INSENSITIVE researcher 
can leave the research setting in
pandemonium

►The researcher

►The institution►The institution

►The cause that he/she seeks to 
promote

Joan E. Sieber
Planning Ethically Responsible Research, p. 3



Failure to treat subjects with 
respect can result in data that is:

►Misleading 

►Inconclusive

►Biased

Joan E. Sieber
Planning Ethically Responsible Research, p. 4



6 Norms of Scientific Research

1.Valid research design

2.Competence of researcher

3. Identification of consequences3. Identification of consequences

4.Selection of subjects

5.Voluntary informed consent

6.Compensation for injury

Jeff Cooper
Albany Medical Center, Ethical Decision Making, 2001, p. 19



Voluntary Informed
Consent



Voluntary Informed Consent 

►Voluntary 
means without threat or undue inducement. 

► Informed
means that the subject knows what a 
reasonable person in the same situation reasonable person in the same situation 
would want to know before giving consent. 

►Consent
means explicit agreement to participate. 



Informed consent

►requires clear communication, 
not complex technical 
explanations or legal jargon explanations or legal jargon 
beyond the subject’s ability to 
comprehend. 



Legal requirements of a formal 
consent statement [1]

1. An explanation of the purpose of the 
research, the expected duration of the 
subject’s participation, and a description of 
the procedure – details of design not neededthe procedure – details of design not needed

2. A description of any foreseeable risk or 
discomfort



Legal requirements of a formal 
consent statement [2]

3. A description of any benefits to subjects or 
other reasonably to be expected 

4. A description of alternatives to participation 
that aught be advantageous to the subject. 



Legal requirements of a formal 
consent statement [3]

5. A description of how confidentiality or 
anonymity will be assured and the limits to 
such assurances if warranted—especially 
in sensitive research, such AIDS research. in sensitive research, such AIDS research. 

6. For research involving more than minimal 
risk, a statement of whether compensation 
or treatment for harm or Injury is available. 



Legal requirements of a formal 
consent statement [4]

7. An explanation of whom to contact for answers to 
pertinent questions about the research and about 
subjects’ rights, and whom to contact in the event of 
research-related harm.research-related harm.

8. Indication that participation is voluntary, that refusal to 
participate will involve no penalty or loss of benefits to 
which the subject would otherwise be entitled. and 
that the subject may discontinue participation at any 
time.

9. The subject should be given a copy of the consent 
statement.





PATIENT INFORMATION SHEET
Essential points of information 

1. Identification of the 
researcher. 

2. Explanation of the purpose 
of the study. 

3. Request for participation, 
mentioning right to 

7. Mention of the subjects right of 
refusal without penalty. 

8. Mention of right to withdraw 
own data at end of session.

9. Explanation of any risks. 
10.Description of any feedback mentioning right to 

withdraw at any time with 
impunity. 

4. Explanation of research 
method. 

5. Duration of research 
participation.

6. A description of how 
confidentiality will be 
maintained. 

10.Description of any feedback 
and benefits to subjects. 

11.Information on how to contact 
the person designated to 
answer questions about 
subjects’ rights or injuries.

12.Indication that subjects may 
keep a copy of the consent 





“Exempt” From Ethical 
Approval*
Within the definition of research, the following 
are not considered to be 'research' and would 
be exempt:

► Service evaluation

►Performance reviews►Performance reviews

►Testing within normal education requirements

►Literary or artistic criticism

►Quality assurance/audit projects that do not 
involve access to or collection of private or 
sensitive data

*Doesn’t not apply to research involving vulnerable participant, particularly 
children and young people, those with a learning disability or cognitive 
impairment or individuals in a dependent or unequal relationship.





Special 
Caution: 
Vulnerable 
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Vulnerable Population





IEC Constitution and Membership

The composition may be as follows:-

1. Chairperson

2. One - two persons from basic medical 
science area

3. One - two clinicians from various Institutes3. One - two clinicians from various Institutes

4. One legal expert or retired judge

5. One social scientist/ representative of non-
governmental voluntary agency

6. One philosopher/ ethicist/ theologian

7. One lay person from the community

8. Member Secretary



IEC Constitution and Membership
►As per revised Schedule Y of Drugs & Cosmetics 

Act, 1940, amended in 2005, the IEC approving 
drug trials should have in the quorum at least 
one representative from the following groups:

1. One basic medical scientist (preferably one 
pharmacologist).pharmacologist).

2. One clinician

3. One legal expert or retired judge

4. One social scientist/ representative of NGO/ 
philosopher/ ethicist/ theologian or a similar 
person

5. One lay person from the community.



A subject of the Tuskegee syphilis 
experiment has his blood drawn, c. 1953





Research Impropriety

Multitude of Terms

Research or Scientific
Impropriety / Misconduc / Misbehavior / NoncomplianceImpropriety / Misconduc / Misbehavior / Noncompliance
Fraud

Sloppy science / research

Junk science / research

“Egregious abrogation of investigator responsibilities”

“Scientists behaving badly”



Research Impropriety -
Definition 

►“Research impropriety is any ethical 
lapse or other impropriety involving or 
occurring in connection with research occurring in connection with research 
other than research misconduct…” as 
defined in the Federal Policy on 
Research Misconduct

VHA Handbook 1058.2 “Research 
Misconduct”



Research Misconduct
IMPROPRIETY



Research Misconduct
►Research misconduct is defined as 

fabrication, falsification, or plagiarism in 
proposing, performing, or reviewing 
research, or in reporting research 
results.results.

►Research misconduct does not include 
honest error or differences of opinion.

Federal Register Notice Vol. 65, No. 235, Dec. 6, 2000



“All Other” Research 
Impropriety: Definitions

►“Examples of research impropriety 
include, but are not limited to, conflicts 
of interest, misallocation of funds, 
sexual harassment, discrimination, 
and breaches of human subjects and breaches of human subjects 
protections and animal welfare 
requirements.”



Top 10 Scientific Misbehaviors: Likely 
or Very Likely to be Sanctionable [1]

1. Falsifying or ‘cooking’ research data 0.3%

2. Ignoring major aspects of human subject 
requirements

0.3%

3. Not properly disclosing involvement in firms whose 
products are based on one’s research

0.3%

4. Relationships with students, research subjects or 
clients that may be interpreted as questionable

1.4%

5. Using another’s ideas without permission or due 
credit

1.4%



Top 10 Scientific Misbehaviors: Likely 
or Very Likely to be Sanctionable [2]

6. Unauthorized use of confidential information in 
connection with one’s own research

1.7%

7. Failing to present data contradicting one’s own 
previous research

6.0%

8. Circumventing minor aspects of human subject 7.6%8. Circumventing minor aspects of human subject 
requirements

7.6%

9. Overlooking others’ flawed data or questionable 
interpretation of data

12.5%

10. Changing the design, methodology or results of a 
study in response to pressure from a funding 
source

15.5%



EC Decision Making

►Broad consensus 
after quorum 
requirements

►Applicant may be 
invited to present 
study details

►Conflict of Interest 
management

►Negative 
decisions? Define 
reasons.

►Subject experts 
may be invited for 
views

►Minutes approved 
and signed by Chair



NATURE | COMMENT 30 January 2017
Consider drug efficacy before first-in-human trials 
J Kimmelman & C Federico 



Finding the 
Balance

Effective assurance of 
“responsible conduct 

of research”
Vs.

Suffocating oversight 
and bureaucracy

Doing
it 

Right
vs.

Not 
Doing 

it
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