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The aim of the thiX Newsletter in clinical research is to provide you with current regulatory and Ethics
related information which will be useful in doing what is right for patients and society. This does not
replace any source information for references and compliance, but serves to enhance understanding of
the changing regulatory environment and clinical trial development within India, to shape and foster
clinical research ecosystem.

Indian Society for Clinical Research:
Visit our website Indian Society for Clinical Research http://www.iscr.org. To become a member
of ISCR, contact us at info@iscr.org.
Follow us in Twitter weblink - https://twitter.com/iscrindia
Linkedin - https://www.linkedin.com/groups/2592135/

“I will give you a talisman. Whenever you are in
doubt or when the self becomes too much with you,
apply the following test;
Recall the face of the poorest and the weakest man
whom you may have seen and ask yourself if the
step you contemplate is going to be of any use to
him. Will he gain anything by it? Will it restore him to
a control over his own life and destiny? In other
words, will it lead to Swaraj for the hungry and
spiritually starving millions?
Then you will ﬁnd your doubts and yourself melting
away.”
- M.K. Gandhi

75th - Happy Independence Day!
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Doctor's Day: Our Gratitude
st

Doctor's Day in India is celebrated on 01 of
July every year in honor of Dr. Bidhan
Chandra Roy. Dr. Bidhan Chandra Roy, a
physician & West Bengal's Chief Minister for
14 years, is widely credited with making
quality health services available to common
people. Dr Roy was instrumental in setting
up two prestigious medical institutions in the
country, Indian Medical Association &
Medical Council of India. Dr Bidhan Chandra
Roy was born on 01 July 1882 and died on
the same date in 1962. This is why India
celebrates National Doctors' Day on this
date.
We take this time to thank our doctors for
their contributions to humankind over
generations. This year has been a testing
time, with global pandemic. We pay our
heartfelt gratitude to the doctors who have
braved this extra-ordinary call of duty, rising
above self, and working tirelessly to save human
lives and alleviate pain.
Our thoughts remain with the families of all
those doctors who lost their loved one on
this line of duty. The ultimate sacriﬁce,
courage in adversity and service to mankind
will continue to inspire us and generations to
come.

Celebrations: ICTD Quiz 2021
Winners
Congratulations to the Winners of ICTD
Quiz_2021 conducted on International
Clinical Trials Day, 20 May 2021!
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Name of Winner Organization

Category

Dr. Bhaskar
Krishnamurthy

Seth GSMC
and KEMH,
Mumbai

Ethics
Committee
Member

Naik Yeshaben
Ketankumar

BAPS Pramukh Investigator/
Swami Hospital Investigator
site

Ashwani Kumar

ICON

Sponsor/
CRO

Dhanashree
Jadhav

Tata Memorial
Hospital

Student

Thank You to All Participants!
Here's what Dr. Bhaskar Krishnamurthy,
winner from EC member category
shared with us
Review and monitoring
progress of ongoing studies
during the pandemic:
Multiple on-going studies
have been severely affected
due to the COVID-19
pandemic, with respect to participant
recruitment, follow-up and timelines,
transportation of samples, etc. The Ethics
Committees should realize the gravity of this
situation and consider feasible protocol
amendments or relaxation in the guidelines
on a case-by-case basis; at the same time
ensuring that the scientiﬁc validity of the
study is not being affected.

Conict of Interest
Ethics committees are entrusted with the
responsibility to protect as well as safeguard
the rights, safety and well-being of all
research participants and the human society
at large. They play an important role in
helping amplify our ethical culture.
With-in India, National Ethical Guidelines for
Biomedical and Health Research Involving
Human Participants, 2017 issued by ICMR
has laid emphasis on the requirements
related to conict of interest (COI) for
institutions, researchers as well as for ethics
committees (ECs) and their members.

Excerpts from National Ethical Guidelines
for Biomedical and Health Research
Involving Human Participants 2017,
issued by ICMR:
COI within the EC should be declared and
managed in accordance with standard
operating procedures (SOPs) of that EC.
ECs must:
 evaluate each study in light of any
disclosed COI and ensure appropriate
action is taken to mitigate this; and
 require their members to disclose their own
COI and take appropriate measures to
recuse themselves from reviewing or
decision making on protocols related to their
COI; and
 make appropriate suggestions for
management, if COI is detected at the
institutional or researchers' level.
In this edition of our
newsletter, we are sharing
expert opinion from an
interview with Dr. Ganesh
N Dakhale, M.D.
Pharmacology, PGDHHM,
LL.B. on the topic of
'Conict of Interest'
About Dr. Ganesh N Dakhale: Dr. Dakhale
is currently working as Dean and Member
Secretary of Ethics Committee at AIIMS,
Nagpur. Dr. Dakhale has vast experience
in matters of ethics committee functioning
and clinical research in India. He is a
national assessor of National Accreditation
Board for Hospitals & Healthcare Providers
(NABH) for Ethics Committee as well as
National GCP trainer of NABH and an
active member of ethics council of ISCR.
Question 1: How do you deﬁne conict of
interest for an EC member?
Response from Dr. Dakhale: According to
ICMR guidelines 2017, it is deﬁned as a set of
conditions where professional judgement
concerning a primary interest such as
participant's welfare or the validity of the
research tends to be inuenced by ﬁnancial
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or non-ﬁnancial interest. Conict of interest
plays a very important role while reviewing
any protocol during EC meeting. COI may
be ﬁnancial or non-ﬁnancial. Therefore, EC
must ensure that COI does not increase
harm or lessens beneﬁts to the participants
and the materials submitted to EC by
principle investigator should include
disclosure of interest that may affect the
research.
Question 2: What are the various types of
conict of interest that could arise in your
opinion or you may have seen come up
during your experience with EC
functioning?
Response from Dr. Dakhale: As far as
conict of interest is concerned, there are
various types of COI that may come across
while reviewing the protocol.
a. Personal COI:
i. I f t h e r e i s ﬁ r s t d e g r e e f a m i l y
relationship like spouse, parents,
child or sibling or other close
personnel relationship with the EC
member.
ii. EC member or his immediate family
member serves as contributor to
project as collaborator, consultant or
ﬁnancer.
b. Professional COI
i. If EC member or immediate family
member serves as trustee, director,
manager, scientiﬁc advisor of funding
agency. Some person may be
manager of the pharmaceutical
company and his spouse is member
of the EC then it comes under
professional COI.
c. Financial COI
i. If EC member and immediate family
member receives monetary beneﬁts
l i k e s a l a r y, e q u i t y i n t e r e s t o r
intellectual property rights like
patents, copy rights etc.
d. Academic COI
i. Sometimes it may happen that EC
member may be the Co-PI for any trial
and during publication of the article,
EC member may be given co-

authorship for the research. So, in
such cases, this will amount to
academic COI.
Question 3: What is the most frequent
type of COI that EC's may come across on
a regular basis?
Response from Dr. Dakhale: Most of the
time, it has been found that personal COI in
the form of close relationship between PI
and IEC member or sometimes academic
COI may be there.
Question 4: What are the barriers to
addressing conict of Interest in EC
functioning or set-up?
Response from Dr. Dakhale: There are so
many barriers which prevent EC member to
disclose COI like negligence, tendency to
hide relationship, personal gains etc.
Sometimes EC member deliberately does
not disclose relationship with the PI. At the
same time, it is very difﬁcult to ﬁnd out exact
COI of individual EC member for the EC.
Therefore, it is always better to ensure
proper training of all EC members regarding
what constitutes a COI for EC members.

the chairperson and that EC member should
remain absent during discussion and
decision making process of that protocol
and should not serve as reviewer for that
protocol. All the relevant details should be
mentioned in the minutes of meeting of that
protocol. In addition to this, EC should not
approve a research study proposal where a
COI is not managed or eliminated. EC
chairman has the ﬁnal authority to determine
whether a COI has been managed
appropriately for research participants
protection.

WMA Declaration of Taipei,
2016: Ethical Considerations
Regarding Health Databases
and Biobanks

Question 5: Conict of interest could also
be a one that is not actual or direct but an
apparent or a perceived one. Are there
any good practices you would like to
share with us that may enhance collecting
different type of conicts of interests and
addressing them effectively?
Response from Dr. Dakhale: There are few
ways to avoid COI which must be followed
by every EC. As far as possible, EC should
have standard operating procedure (SOP)
which should require declaration of COI and
how to mitigate it. At the same time, SOP
should be strictly implemented during
routine activity of EC functioning. Moreover,
COI should be signed by every member
before start of the meeting and if there is any
COI for any EC member, application in that
matter should be forwarded in the name of

4 | ISCR Ethics Council | EthiX Newsletter Vol. 2

Harnessing the technological prowess in
healthcare and medical research is at its fast
pace. Advancement in bio-banking facilities
as well as access to digital health data has
brought forth tremendous opportunities for
future research and advancement of science
by tapping into the already available health
data and bio-specimens.
World Medical Association (WMA)
Declaration of Helsinki 2013 requires that in

medical research using identiﬁable human
material or data, such as research on
material or data contained in biobanks or
similar repositories, physicians must seek
informed consent for its collection, storage
and/or reuse. However, it does not clearly
mention the requirements applicable to
research utilizing human material or data
collected for another purpose.
WMA adopted the Declaration of Taipei in
2016 on Ethical Considerations regarding
health databases and biobanks. It is
intended to cover the collection, storage
and use of identiﬁable data and biological
material beyond the individual care of
patients.
In concordance with the Declaration of
Helsinki, it provides additional ethical
principles for their use in Health Databases
and Biobanks. It lays down detailed ethical
considerations as well as governance
requirements that must be addressed in
such research. It stresses on the principles
that research and activities must be for the
beneﬁt of the society and public health
objectives. Respect for participants, beneﬁt
sharing as well as duty of conﬁdentiality of
all who are involved in handling data and
biological material, are some of the
important aspects to address.

The Declaration of Taipei in 2016 also lists
information that must be shared with the
participant for a voluntary consent to remain
valid when the data or biological material
are collected and stored in a Health
Database or a Biobank for multiple and
indeﬁnite uses. It lays down the speciﬁc
governance principles that must be
addressed by the health databases and
Bio-banks like; a) protection of individuals,
b) transparency and accessibility of
information to public, c) participation and
inclusion of relevant communities and
individuals, d) the accountability of the
custodians of the health databases and biobanks, to all stakeholders.
For more speciﬁc and detailed information,
WMA Declaration of Taipei on Ethical
Considerations regarding health databases
and biobanks is accessible at:
https://www.wma.net/policies-post/wma-declaration-of-taipei-on-ethical-considerations-regarding-health-databases-and-biobanks/

WMA urges relevant authorities to formulate
policies and law that protect health data and
biological material on the basis of the
principles set forth in its declaration of
Taipei. It is noteworthy to refer to section 11
of National Ethical Guidelines for
Biomedical and Health Research Involving
Human Participants 2017, issued by ICMR
in India on Biological materials, bio banking
and datasets.

Have a GCP question? Send on ISCR GCP Helpdesk at
https://www.iscr.org/clinical-research-council/

Your feedback
matter a lot. We
would like to
hear from you.
Please share
your feedback
about the
newsletter to
info@iscr.org.
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