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FOREWORD BY DIRECTOR, NCDIR, BANGALORE

[ am pleased to present the consolidated report of the dissemination and training programs on ICMR
National Ethical Guidelines conducted across the country during 2017-2019. Itis very encouraging to see
that 6751 participants including ethics committee members, students (medical/non-medical), nurses,
clinicians, faculty, scientists, lawyers and others from across the country covering 649 institutes
benefitted from these programs. The dissemination programs discussed all the sections in the guidelines,
resolved several queries and was able to encourage better transparency in the ethical review process.
Participants from various disciplines of health research benefitted from dissemination cum training

programs.

Dissemination programs of such comprehensive nature was planned and implemented for the first time in
the country to create awareness about ethical standards and to improve the quality of health research
outcomes. With the inclusions of clauses to govern biomedical and health research in the recently notified
New Drugs and Clinical Trials Rules 2019, all the stakeholders are required to follow the ICMR National
Ethical Guidelines for Biomedical and Health Research Involving Human Participants, 2017. Therefore,
driven by the need for greater outreach and more such programs to cover the entire population of our
country, many such programs are being planned across the country by the ICMR Bioethics Unit, NCDIR,

Bangalore.

We would encourage researchers, academicians, ethics committee members, institutional heads, funding

agencies and other key stakeholders to spread awareness on need for ethical conduct of biomedical and

health research.
January, 2020 Dr Prashant Mathur
Bangalore Director,

ICMR-NCDIR, Bangalore







MESSAGE BY CHAIRPERSON, ETHICS ADVISORY COMMITTEE

The Ethical Guidelines developed by the Indian Council of Medical Research (ICMR) for biomedical
research involving human subjects/participants in 2000/2006 are looked upon by stakeholders all over
the country, such as researchers, students (UG/PG), faculty members, ethics committees and regulators as
gold standard for protection of safety and welfare of the research participants in this country. The latest
revision of the National Ethical Guidelines for Biomedical and Health Research Involving Human
Participants was released by ICMR in October 2017 after wide national and international consultations.
Since then continued efforts are being made to disseminate the guidelines not only to the biomedical and
health researchers, butalso to NGOs, industry, and various other relevant stakeholders.

During 2017 - 2019, 12 dissemination and training programs were conducted across the country to reach
out to maximum possible stakeholders. A series of programs were held at AIIMS, New Delhi; PGIMER,
Chandigarh; Sri Ramachandra Medical College, Chennai; AIIMS, Bhubaneswar; AMCMET Medical College,
Ahmedabad; Andhra Medical College, Visakhapatnam; Amrita Institute of Medical Sciences, Kochi;
Gauhati Medical College, Guwahati; Gadag Institute of Medical Sciences (GIMS), Gadag; Kalinga Institute of
Medical Sciences (KIMS), Bhubaneswar, Jawaharlal Institute of Postgraduate Medical Education &
Research (JIPMER), Puducherry and St. John’s Medical College, Bangalore. The four programs were held in
collaboration with Clinical Development Services Agency (CDSA), Translational Health Science and
Technology Institute (THSTI), Faridabad and another four programs were supported by Department of
Health Research (DHR), New Delhi.

Overview of the ICMR National Ethical Guidelines for Biomedical and Health Research Involving Human
Participants, 2017 and National Ethical Guidelines for Biomedical Research Involving Children, 2017 and
National Guidelines for Stem Cell Research were presented in the programs followed by panel and open
house discussion. The participants got an opportunity to interact with the experts, the panel discussions
were interactive and the experts responded to the questions raised by the participants. The interaction
included real-life ethical issues and scenarios encountered during the conduct or review of the biomedical
and health research. It was overwhelming to see the enthusiasm of the participants. It was also realised
that many stakeholders are still unaware about the National Ethical Guidelines and these programs
helped to create awareness amongst them as well. These sessions were planned with the aim of spreading
awareness about ethical conduct of biomedical and health research across the country so that the dignity,
rights, safety and well-being of the human research participants are protected.

Many more such programs are needed to cover the entire biomedical and health research sector of the
country. The enthusiasm of the participants and the growing demand for more of such programs is a
welcome trend being witnessed and the effort taken by the ICMR in this regard is praiseworthy.

m -
January, 2020 M ((M,lﬂ:f

Bangalore
Dr Vasantha Muthuswamy

Chairperson,
Ethics Advisory Committee
ICMR-NCDIR, Bangalore
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1. EXECUTIVE SUMMARY

The Indian Council of Medical Research (ICMR) issued the first “Policy Statement on ethical
considerations involved in research on human Subjects” in 1980. The ethical guidelines were
prepared in 2000 and revised in 2006, with the latest revision in 2017 as ICMR “National Ethical
Guidelines for Biomedical and Health Research Involving Human Participants”. At the same time
‘National Ethical Guidelines for Biomedical Research Involving Children’ was also released.

Even though ICMR Ethical Guidelines were present way back since 1980, their wider dissemination is
required in order to create awareness about the ethical requirements for biomedical and health research.

Upon the release of the National Ethical Guidelines, ICMR planned a series of Dissemination cum Training
Programs which were held across the country. This is the largest ever initiative in the country in the area of
research ethics so far to sensitize the various stakeholders about the National Ethical Guidelines.

Participants from various medical colleges, biomedical research institutions, paramedical institutes,
universities, colleges, industry personnel, etc. were identified and contacted through email, online
advertisement, social media, brochures etc. and encouraged to participate. There was no registration fee
to attend the program. The attendees were required to e-register and were given e-Certificates of
attendance after confirming attendance during the program.

During the program, key highlights of ICMR National Ethical Guidelines were shared and an expert panel
addressed questions from the audience to clarify doubts. Details could be shared with 6751 people
including Ethics Committee members, students (medical/ non-medical), nurses, clinicians, faculty,
scientists, lawyers and other interested stakeholders. Within a period 0o 2017-2019, ICMR Bioethics Unit,
NCDIR was able to conduct 12 programs, 4 of these programs were supported by ICMR; and another 4
were supported by Clinical Development Services Agency (CDSA) during the year 2017-2018 and the last
4 dissemination and training programs were organized with funding support received from Department
of Health Research (DHR) in the year 2019. Participants from 24 States/ Union territories, covering
around 649 institutes from the country benefitted from these programs. The outreach programs were
successful as the dissemination reached to the large number of expected stakeholders involved in
biomedical and health research.




2. INTRODUCTION

The ICMR “National Ethical Guidelines for Biomedical and Health Research Involving Human Participants,
2017” have been developed after long and careful deliberations with experts and stakeholders, from
various backgrounds across the country, who have carefully dealt with difficult topics, to prepare the
document in line with National as well as International guidelines, frameworks and regulations. The
revised guidelines are not only an update of the earlier guidelines but also address emerging ethical

concerns.

The ICMR National Ethical Guidelines was released by Shri JP Nadda, Former Minister of Health and
Family Welfare and Smt. Anupriya Patel, Former Minister of State for Health and Family Welfare in the
presence of various other dignitaries, Dr. Soumya Swaminathan, Former DG ICMR and Secretary DHR, Dr.
P N Tandon, Former Chairperson, Central Ethics Committee on Human Research (CECHR) and Dr. Henk
Bekedam, Country Representative, WHO-WR on 12th October, 2017 at ICMR Headquarters, New Delhi.
ICMR National Ethical Guidelines for Research Involving Children have also been prepared and released
onthe same day and guides research on children.

There are 12 sections in the guidelines and that includes new sections such as Responsible Conduct of
Research, Informed Consent Process, Vulnerability, Public Health Research, Social and Behavioral
Sciences Research for Health, Biological materials, Biobanking and Datasets and Research during
Humanitarian Emergencies and Disasters. Many new issues have been added up as subsections e.g. sexual
minorities (LGBT), multicentric studies, research using datasets etc. The section on ethics review process
has been elaborated upon to help the ethics committees in improving their functions. The guidelines also
highlight the need for capacity building in the area of ethics in order to improve the ethical conduct of
research. "’

In spite of having ethical guidelines since 1980, it was realized that, the guidelines had not been able to
reach all the required or interested stakeholders. Understanding the need, ICMR Bioethics Unit planned
dissemination programs for National Ethical Guidelines for Biomedical and Health Research Involving
Human Participants, 2017 and National Ethical Guidelines for Biomedical Research Involving Children
and training programs for relevant stakeholders across the country.

Dissemination and training programs were organized across the country for relevant stakeholders
involved in biomedical and health research such as researchers, ethics committee members, students,
faculty, nurses, clinicians, scientists, lawyers, representatives from pharmaceutical industries,
representatives from governmental as well as nongovernmental organizations. Four of the programs
were funded by ICMR and coordinated by National Centre for Disease Informatics and Research (ICMR-
NCDIR) and another four of the dissemination programs were conducted with funding support from
Clinical Development Services Agency (CDSA), under Translational Health Science and Technology
Institute (THSTI), Faridabad during the year 2017-2018. Another 4 dissemination and training programs
were organized in 2019 with funding supportreceived from Department of Health Research (DHR).




Stakeholders from various medical colleges, biomedical research institutions, paramedical institutes,
universities, colleges, industry personnel, etc. were contacted and informed about the details of the
program via email, phone, posters, pamphlets, visits to the nearby institutions by the local organizing
team as well as using the social media platforms (Facebook, Twitter etc). An online portal was developed
for registration of the participants and the link for online registration was posted on the websites of ICMR
Headquarters, New Delhi; NCDIR, Bangalore; CDSA and local organizing institutes for wider outreach. For
CDSA, THSTI supported programs, similar web portal developed by CDSA and also posted on ICMR
website. To encourage maximum participation, the registration was made free of cost and spot
registrations were also facilitated for interested participants. The participants were provided with an
information brochure highlighting the salient features of the ICMR National Ethical Guidelines. The
attendees were given e-Certificates of participation after confirming attendance during the program.

Each dissemination event was conducted and coordinated by an eminent panel of experts from
biomedical and health research ethics background who were part of the group that drafted and reviewed
the guidelines. The sessions included overview of the ICMR National Ethical Guidelines followed by panel
discussion. Key issues related to the ICMR National Ethical Guidelines were highlighted during the
program and the expert panel addressed questions from the audience. The open house discussions
enabled interaction of participants with the experts to clarify the concerns related to various ethical
aspects of biomedical and health research. During 2017-2019, 12 dissemination/training programs were
conducted and total 6751 stakeholders were informed and briefed about ethical guidelines. This was the
largest initiative in India to reach out to the public with the goal to create awareness of the ethical
requirements for biomedical and health research and thereby to improve protection of the dignity, rights,
safety and well-being of human research participants.




Figure 1. Dissemination programs in various parts of the country
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3. AIM/ PURPOSE

In order to create awareness about the ICMR National Ethical Guidelines for Biomedical and Health
Research Involving Human Participants amongst all the stakeholders such as clinicians, researchers,
ethics committee members, students, nurses as well as faculty involved in biomedical and health research,
aseries of 12 dissemination/training programs were planned across the country.

The main purpose of the dissemination programs:
a) tosharetheinformationregarding ICMR National Ethical Guidelines with relevant stakeholders,and

b) topromote the ethical conductofbiomedical and health research in the country.

4. METHODOLOGY

A total of 12 programs (half-day/one-day/two-day) was conducted to update and sensitize the
stakeholders aboutthe ICMR National Ethical Guidelines across the country. Each dissemination program
targeted participation of approximately 500 to 1000 participants and 50-100 participants for training
programs from medical colleges, research institutions and other interested stakeholders from
surrounding areas drawing from various backgrounds including students, faculty, nurses, researchers,
pharmacy, dental and other allied para medical staff and ethics committee members who are engaged in
biomedical research or in the review of such research studies.

a. Selection of Sites:

These programs were held across the country over a period of two years (November, 2017 to Sept, 2019).
[CMR-NCDIR supported programs were held at AIIMS, New Delhi; PGIMER, Chandigarh; Sri Ramachandra
Medical College, Chennai and AIIMS, Bhubaneswar and CDSA, THSTI supported programs held at
AMCMET Medical College, Ahmedabad; Andhra Medical College, Visakhapatnam; Amrita Institute of
Medical Sciences, Kochi and Gauhati Medical College, Guwahati. DHR supported programs were held in
the year 2019 at GIMS, Gadag; KIMS, Bhubaneswar; JIPMER, Puducherry and St. John’s Medical College,
Bangalore.

b. Participants:

Allinterested stakeholders involved in biomedical and health research from the given city or nearby areas
were provided opportunity to register and attend the program, such as faculty, clinicians, researchers,
ethics committee members, students (medical/non-medical/paramedical), UG/PG/Post-
Doctoral/Senior Residents, nurses, dental, pharmacy, physiotherapy, traditional medicine, biotechnology,
social sciencesand other allied sciences, NGOs, sponsors, regulators, patient representatives etc.

c. Registration:

An online portal was developed for registration of the participants to the programs. The link to the online
registration portal was posted on relevant websites to ensure maximum participation and outreach.
Registration was made completely free of cost and also made available on-spot. Information with respect
to name, designation, affiliation, participant profile etc., was collected from the participants during




registration. Brochures and banners were designed with registration link, contact information and
complete details of the program and posted on the websites. Posters were also prepared to share contents
of ICMR National Ethical Guidelines (Annexure - a).

d. Prior arrangements:

Prior to conduct of these programs, widespread publicity was given and a brochure with details was
designed for each program. Relevant stakeholders were contacted and informed via email, phone,
posters, pamphlets, Facebook, Twitter, etc. and also by personal visit to the nearby institutions by the local
organizing team. ICMR Bioethics Unit also wrote letters to various medical colleges and research
institutions to publicize the program.

A stall to display the ICMR National Ethical Guidelines and a counter for purchase of guidelines was also
set up for interested stakeholders. Posters of ICMR National Ethical Guidelines were displayed at the
venue of the program.

The registered participants were provided with an information brochure/pamphlet highlighting the
salient features of the ICMR National Ethical Guidelines (Annexure - b). They were given e-Certificates of
participation after confirming attendance during the program.

e. Conduct:

Scientific content and conduct of program were led by the ICMR Bioethics Unit, NCDIR, Bangalore. The
local organizers played an importantrole in all local arrangements and in assisting ICMR Bioethics Unit to
reach out to a very large number of stakeholders from the local regions and in the successful conduct of
the events.

The program for Dissemination of ICMR National Ethical Guidelines was implemented as a half day
program. Dissemination cum Training programs/Training programs were organized for one day or two
day depending upon the request received from the local organizers. A panel of experts with experience in
biomedical and health research ethics coordinated and conducted the sessions at each centre. The Ethics
Advisory Committee, ICMR-NCDIR played an important role in planning, selection of venue and
implementation of these programs.

An overview of the National Ethical Guidelines for Biomedical and Health Research Involving Human
Participants and National Ethical Guidelines for Biomedical Research Involving Children was provided.
An overview of the National Guidelines for Stem Cell Research was also provided in CDSA, THSTI
supported programs.**®

An Open House Discussion was organized which enabled active discussions and Question-Answer
session in order to clear the doubts of participants on the newly published guidelines. During the training
programs, various case studies (related to EC review challenges, informed consent process, research
involving vulnerable participants, public health research and research during emergencies and disaster,
etc.) were presented and discussed in detailed with the participants. The participants got an opportunity
tointeract with the experts and receive the latest updates.




5. RESULTS

a. Geographic Coverage

The locations for the programs were selected with care to make sure that nationwide outreach is attained.
The renowned institutes in the respective areas were selected as host institutions for the conduct of these
programs. This ensured ease of access of the locations for participants to attend the program. Details of
the programs conducted at various places across the country are given in Table 1.

In order to study the pattern of topographical participation, the data was analysed for state-wise
participation which included 6751 participants. The region/state the institution of the participant
belongs to, were taken to consideration, and as per analysis, 649 institutes representing 21 states and 3
union territories attended the dissemination program. It was also observed that maximum participation
was seen from the state of Gujarat, New Delhi and Tamil Nadu. 7 programs were organized at Govt
institutions and 5 were held at private institutions.

Two international participants attended the program. The Editor in Chief of The BM]J, London, UK
attended the dissemination program held at AIIMS, New Delhi on 16th November, 2017 and one Project
Coordinator from John Hopkins University, Baltimore, USA attended the program held at Sri Ramachandra
Medical College, Chennaion 7th February, 2017.

Table 1: Details of Dissemination Programs conducted across the country

Dissemination Programs organized during 2017-2018

ICMR - NCDIR
Sl No. Date Venue Panelist No. of Participants
1. November 16, All India Institute of Medical Dr. Vasantha Muthuswamy 650
2017 Sciences (AIIMS), New Delhi Dr. Y K Gupta
Dr. N K Arora

Dr. Vijay Kumar
Dr. Roli Mathur
Dr. Urmila Thatte
Dr. Reeta Rasaily

2. December 14, ' postgraduate Institute of Dr. Nandini K Kumar 1201
2017 Medical Education and Dr. Roli Mathur
Research (PGIMER), Dr. Bikash Medhi
Chandigarh Dr. Naveen Sankhyan

Dr. Nalin Mehta
Dr. Medha Joshi
Mr. B.K. Samantaray
Dr. Suvasini Sharma
Dr. Reeta Rasaily
3. February 7 = sri Ramachandra Medical Dr. Nandini Kumar 939

2018 College, Chennai Dr. Urmila Thatte
Dr. Nalin Mehta
Dr. Bikash Medhi
Dr. P. Paul Kumaran
Dr. Geeta Jotwani
Dr. Roli Mathur

4. February 17,  All India Institute of Medical Dr. Nandini K Kumar 642
2018 Sciences (AIIMS), Dr. Sanghamitra Pati
Bhubaneswar Dr. Nalin Mehta

Dr. Bikash Medhi
Dr. M. Jeeva Sankar
Dr. Roli Mathur

Total Participants 3432




SI. No. Date
1. November 30,
2017
2. December 21,
2017

3. February 22,

2018

4. March 8,
2018

SI. No. Date

1. March 7,
2019

2. June 28-29,

2019
3. September
16-17,2019
4. September
19-20, 2019

ICMR-NCDIR & CDSA

Venue

AMCMET Medical College,
Ahmedabad

Andhra Medical College,
Visakhapatnam

Amrita Institute of Medical
Sciences, Kochi

Gauhati Medical College,
Guwahati

Panelist

Dr. Vasantha Muthuswamy
Dr. Nandini K Kumar

Dr. Alka Sharma

Dr. Roli Mathur

Dr. N K Mehra

Dr. Vasantha Muthuswamy
Dr. Nandini K Kumar

Dr. Alka Sharma

Dr. Roli Mathur

Mr. Bangarurajan

Dr. Nandini K. Kumar
Dr. Roli Mathur

Dr. Bikash Medhi

Dr. P. Paul Kumaran
Dr. R. Krishna Kumar
Dr. Nandini K. Kumar
Dr. Roli Mathur

Dr. Bikash Medhi

Dr. Suvasini Sharma
Dr. Santanu K. Tripathi
Dr. Gayatri Bezboruah

Total Participants

Dissemination Programs organized during 2019

ICMR-NCDIR & DHR

Venue

Gadag Institute of Medical
Sciences (GIMS), Gadag

Kalinga Institute of Medical
Sciences (KIMS),
Bhubaneswar

Jawaharlal Institute of
Postgraduate Medical
Education and Research
(JIPMER), Puducherry

St. John's Medical College,
Bangalore

Panelist

Dr. Vasantha Muthuswamy
Dr. Nandini K Kumar

Dr. Urmila Thatte

Dr. Padmaja Marathe

Dr. S.L. Hoti

Dr. Rajib K Hazam

Dr P. N. Ravindra

Dr. Vasantha Muthuswamy
Dr. Nandini K Kumar

Dr. Urmila Thatte

Dr. Padmaja Marathe

Dr. Vasantha Muthuswamy
Dr. Rakesh Aggarwal
Dr. Nandini K Kumar
Dr. Bikash Medhi

Dr. P Paul Kumaran

Dr. Shubha Kumar

Dr. M Jayanthi

Dr. Reba Kanungo

Dr. R. Raveendran

Dr. Narayanan P

Dr. C Suthakaran

Dr. Prasanth Penumadu
Dr. Prasanth Ganesan
Dr. Medha R

Dr. S Sandhiya

Dr. Vasantha Muthuswamy
Dr. Nandini K Kumar

Dr. Urmila Thatte

Dr. Bikash Medhi

Dr. Pratibha Pereira

Dr. Karuna Rameshkumar
Dr. Prem Pais

Dr. Johnson Pradeep

Dr. Manjulika Vaz

Dr. Arvind Kasthuri

Dr. Savitha D

Total Participants
Grand Total

No. of Participants

669

322

752

785

2528

No. of Participants
259

245

80

207

791
6751
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b. Institutes/ organizations participated in the Dissemination Programs:

The information provided by the participants regarding their profile and affiliation during registration
were used for the analysis. The participants belonged to 471 Educational institutions (72%), 37
Industries - Pharma/ CRO/ SMO/ Devices/ Others (6%), 56 Government agencies (9%), 9 NGOs (2%) and
21 other related organizations - not specified (11%). Out of 471 Educational institutes (Medical Colleges/
Hospitals/ Research Institutes/ Universities), approximately 235 institutes were public sector
organizations and 236 were from private sector. The Geographical distribution of institution wise
participation in various parts of the country are given in Figure 2. Details of the institutions represented
by the participants are given in Table 2. A pie chart demonstrating the distribution of institute’s profiles

are givenin Figure 3.

Figure 2. Geographical distribution of the institutions (of participants) in various parts of the country
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The data analysis shows that people from various backgrounds attended the dissemination and training
programs conducted across the country. Out of 6751, 590 ethics committee members (9%) such as Basic
Medical Scientist, Clinicians, Pharmacologists, Legal Experts, Social Scientists, Philosopher / ethicist /
Theologian, Lay person attended the program. 16 Chairperson/Co-chairs and 63 Member Secretaries /
Joint Secretaries of the Ethics Committees also participated in the programs conducted at various places
across the country. The Faculty / Scientist group comprised of Clinicians, Biomedical, Dental, Pharmacy,
AYUSH and Others and represented 1456 (24%) of the total participants. The student group who
participated in various programs included UG/PG/Ph.D/ Post Doc from Medical, Non-medical, Dental,
Pharmacy, AYUSH or others and constituted 42% of the total participants.

The dissemination programs could cover 6751 participants (students, faculty, scientists, ethics
committee members, etc.) from 649 Institutes (public, private, industry, govt agencies, NGO, etc.) across

the country (Tables 2, 3 & 4). The summary of the participants/institutesis given in Table 5.

Table 5: Summary of Dissemination Programs

1\?&. Pi;t;tc:t?ig:s/ ICMR-NCDIR NCDIICliVI sl} CDSA ICM?zP!lfngDIR N:z::ler
1. Participants 3432 2528 791 6751
2 EC Members 191 160 239 590
3 Faculty/Scientists 960 496 335 1791
4, Students 1650 981 179 2810
5 Institutes 268 214 167 649

Summary of the eight dissemination programs are given below:

1. AIIMS, New Delhi

The first dissemination program on ICMR National Ethical Guidelines was held at AIIMS, New Delhi on
16th November, 2017 after the release of guidelines on 12th October, 2017. The program was inaugurated
by Dr. PN Tandon in the presence of Dr Soumya Swaminathan, the Former, DG ICMR and Secretary, DHR;
Dr. Vinod Paul, Member NITI Aayog and Dr Randeep Guleria, Director AIIMS. The half day program was
attended by 650 participants from 83 institutions. 30 ethics committee members, 193 Faculty / Scientists
and 357 Students (Medical / Non-medical) as well as people from various other backgrounds such as
representatives from Industry, NGO, Govt officials, etc. attended the program.

2. AMCMET Medical College, Ahmedabad

The second dissemination program was conducted at AMC MET Medical College, Ahmedabad on 30th
November, 2017. It was attended by 669 participants from 88 various organizations representing 76 EC
members, 86 Faculty/ Scientists, 119 Students (Medical/Non-medical).

3. Post Graduate Institute of Medical Education and Research (PGIMER), Chandigarh
The third dissemination program was organized at Post Graduate Institute of Medical Education and
Research (PGIMER) Chandigarh on 14th December 2017. A total of 1201 participants from 106 institutes
attended the program. The stakeholders included 41 EC members, 270 Faculty/Scientists and 627
Students (Medical/Non-medical).

17




4. AndhraMedical College, Visakhapatnam

The fourth in the series was organized at Andhra Medical college, Visakhapatnam on 21st December, 2017
jointly by ICMR-NCDIR and CDSA. 322 participants representing 17 EC members, 99 Faculty/Scientists,
114 Students along with other stakeholders from 28 different institutions attended the dissemination

program.

5. SriRamachandraMedical College and Research Institute, Chennai

ICMR-NCDIR organized its fifth dissemination program at Sri Ramachandra Medical College and Research
Institute, Chennai on 7th February, 2018. 939 participants from 43 institutions attended the program.
Total 95 EC members, 267 Faculty/Scientists and 395 Students (Medical/Non-medical) attended the
awareness program.

6. AIIMS, Bhubaneswar

The sixth in the series was organized at AIIMS on 17th February, 2018. The dissemination program was
attended by 642 participants from 34 institutes representing 25 EC members, 230 Faculty/Scientists and
271 Students.

7. Amrita Institute of Medical Sciences (AIMS), Kochi

This was the seventh in the series for the dissemination of the ICMR National Ethical Guidelines organized
at Amrita Institute of Medical Sciences (AIMS), Kochi on 22nd February, 2018. 752 participants including
48 EC members, 176 Faculty/Scientists and 360 Students from 50 institutions attended the

dissemination.

8. The Gauhati Medical College and Hospital, Guwahati

The eighth dissemination program was organized at Guwahati in Gauhati Medical College and Hospital on
08th March, 2018 and attended by 785 participants from 48 institutes. The stakeholders included 19 EC
members, 135 Faculty/Scientists, 388 Students as well as representatives from Industry, NGO, Govt
officials, etc.

9. GadagInstitute of Medical Sciences (GIMS), Gadag:

The first DHR-supported one day dissemination cum training program was organized on 7th March, 2019
at Gadag Institute of Medical Sciences (GIMS), Gadag. The program was attended by 259 participants from
40 institutes. Total 47 EC members, 97 faculty/scientist, 108 students and others attended the program

10. Kalinga Institute of Medical Sciences (KIMS), Bhubaneswar:

One day dissemination and a half day training program was organized at Kalinga Institute of Medical
Sciences (KIMS), Bhubaneswar on 28th-29th June, 2019. The training program was attended by 245
participants from 61 institutes.

11. Jawaharlal Institute of Postgraduate Medical Education & Research (JIPMER), Puducherry:

Two-day workshop was organized on 16th-17th September, 2019 at Jawaharlal Institute of Postgraduate
Medical Education & Research (JIPMER), Puducherry. The program was directed to train EC members and
faculty from JIPMER and nearby medical colleges and research institutes. The training program was
attended by 80 participants from 18 institutes.
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12. St.John’s Medical College, Bangalore:
Half day dissemination and one day training program was organized at St. John’s Medical College,
Bangalore on 19th-20th September, 2019. The training program was attended by 45 EC members and
faculty/scientists and dissemination program was attended by 162 participants. Total 207 participants
attended by the program from 48 institutes.

19




prQEpe ] '(VEQD) A3usDy waciaseg iusasdopsasg T
nmpbusg

AR OTTNVOHO KLMIOT

usnsoGTen Linkes 50 e W A 1D

AN HOLY RORY TIOD M

. prampuy gu.i!st-;!-n_ai—o

£10Z w —
f SINTIZGINGD TVORUE TYNOUVN MWOI  [f] )
40 NOLLYNIWASSIO s

.m,. !gugsﬁgéﬂiu_ —_. .
£ 40 NOLLYNIWISSIO 2

20

UoONeUIWISSI( - NeYeMNY YN

UONRUIWISSI( - IYIOY] ‘SWIV uoneurwassi( - ureujedeyyesiy ‘YWY

R STNOLLVHLSEY 1 »

Wi WP T . y ¥
SUSLITTe-tge ) WETRRE AR IO 90 swres s wpionh ing

1) ' LHIN MIOT >
1N 1 9 IS eSS
A UL T SO0 M I I A

LINT 'SANTTAALED TVOIHLA TVNOLLYX HINOI

,
ﬁ Wvanoud NoLvxivassia i/
> RO

uoNeUNWASSIQ - Teuuay) ‘YWYS

WrrETIUIe vy SEETIMGEG
SUNIW I ) WTRSEORER 0t inos awd b g

PLETCL T TUPPHIZOL Ve TAVEISC (] e oy ST ey s s E e
SIELTT0E 16 %y WEVPREEONIMII, e peems rapl sssmb sey

L T o I R
Topgpar
Ppag] s ST LIS AL R JB S P Ty

B ) I laposw e jo Wi WIS AR T8
e
g EIGON ) R I R 08 A

A pomvelio inmer
g
e I o e
S AT S1YTS WA ]
e L ]
A e s
bieered
a....iuwx ety e, by
R0 TN VN ‘HE
fpamng ey e g

lISli.ﬁ e Qg ey gadey g l-ui-‘.m
T

WA i pauon Ase() KA eE
o o ) SO O 106
s

TSI 10] SSDI (LT IPROGRY, J6 MO I §HT
s g wewn ) Bunsjosn) aress ey

U RIS Sof SAMEPIT) [ [N 0 MaLA N FTT
) oo wnnerdeen] I 06T
ospenidag W 0T

Bapipnin] R maay EApAmOny 0] PP FORY [TURRY
e ey wemmg Sunge ) gy ey

S TSmO 0] SaTIID [T FROEEN 10 mHLIG
ey,

espror Ry
vy wewng Sw e ey qesy

PR [EAPIOR 0) ST [T U J0 S0 DI
AW

IR WD Ty Caekig sy
N 00%5 0 Id _F« :!h

YR MaK SINTTY WELaEpny By ey
SCuNeTE R SN waLopay ey TN 0E3F 01 [Vd 00°7 Famry
TN 005 9 Nl 0] oL
107 " Crenaqay g sareq

L107 'Rquasag ¢ g
L SSENITAAID TVOIHLE TVNOLLVN ¥MINOIL

LIOTTLAT g

. LHOTSANITAND TVOIHLI TYNOLLYN ¥IND1

@ NYHD0Ud NOLLYNINASSIA

=2

\n,.. 90 /U INVHDOU NOLLYNINSSIA 1“5
e

LTOT SANTTAALND TVITHLT TYNOLLVN HIWDT

o INWVHDOUd NOLLVNINASSIAQ

uoneuIwassI( - remsaueqnyg ‘SWIIY

uoneurwassiq - yredipuey) ‘YIWId Surure.y - remsaueqnyg ‘SN




SINMIAIND TYIIHLI TYNOLIYN HINDI
NO
ONINITHL I3LIININOD SIIHII

HIGSN 7

Surureuy, - axoreSueg On(s

3
Y a
0 s s - 04
T4 51 NOLLVMISIBTW.
pathy 34y o sl
o e ONRLLY s
o o S WO MO8 80 e gt 10 s
Mmoo i wrn o oy i
- BT wunyia o wn 3 4 ()
L e Tl s

SINM3AIND 439 B SINITIAIND TWIIHLI TWNOLLYN HADI

m NO =
.ﬁ\ﬂ.../.._ SHIBWIW I3LLIANINGD SHHLI nu_mu“. |- N
f..,w it s S

Surureay, - remsaueqnyg ‘SN

digoN <FEE
e I
= s

uoneuIwassI( - atofesueg YN(S

SANTTHAIND 4D

\njq SANITAQITD TVIHLA TVNOLLVN HINO1

]
ﬁrﬁ.‘.w NO WVHDOH NOLIVNIWASSI

uonRUIWISSI( - Temsaueqnyg ‘S

“fuzvaarr) 1 reueyemer
10T 42quImIdas LT w91 eq

HOHVISIY TWIIGINO0IE YO IDNVAIND TVIIHLT
NO dOHSHHOM

)
-
a
v
z

= HEg N :...ﬁ‘“

Surureay, - Lrdyonpng YIWdI(

XA S NOUYILSI DTN 1
Y “ ]
3 a
“2m s semod s 1
e Vs e 10 i Bepe
W e N WU DO BN
Dt Mot
1/

a

/e
&
{

R R R e 0
o

MR Pt ey oy
IR g ) BprIARg R 1) W) NPT Ve POy
T ] T Pt ) A AT G dety NI FUEA 1O

g e ey 10 Wy
By wim e
waw
L 3 issepey pue Lusstyidoy e
sy Asag e o S5y ) St ST
R L vev ot
e e S L3 Y Gy (e vew e
e ALY UG G P ot ev oot
anarn v ors
Lo— v ors

L107 'SANITAALD TYIIHLA TYNOLLYN HINOI
— NO ONINIVHL WD NOLLVNINASSIO

) wiasN

Sururea], wnd uoneurwASsSI( - Sepen ‘SWIH

21




Program:

1.

ICMR National Ethical Guidelines for Biomedical and Health Research Involving Human
Participants:

The participants were updated about the addition of new sections in the ICMR National Ethical
Guidelines for Biomedical and Health Research Involving Human Participants, 2017 such as
Responsible Conduct of Research, Informed Consent Process, Vulnerability, Public Health Research,
Social and Behavioural Sciences Research for Health, Biological materials, Biobanking and Datasets
and Research during Humanitarian Emergencies and Disasters. Apart from these, many new issues
have also been added up as subsections e.g. sexual minorities (LGBT), multicentric studies, research
using datasets etc.

ICMR National Ethical Guidelines for Biomedical Research Involving Children:

The overview of the ‘National Ethical Guidelines for Biomedical Research Involving Children’ was
presented during the program. The participants were informed about the importance of including
children in biomedical research and the guidelines have been specifically developed to safeguard
children, who are potentially vulnerable and carry a greater risk of harm during research at all
settings: hospital and community settings, children in emergency situations, school-based research,
internet-based research. It was explained to the participant that the benefit of research carried out in
adults cannot be applied to children, as the doses and duration of therapy, pharmacodynamics,
adverse effects of drugs in children vary from adults.

ICMR-DBT National Guidelines for Stem Cell Research:

The highlights of the ICMR-DBT National Guidelines for Stem Cell was also presented and the
participants were updated about the various requirement for conducting research on Stem Cell such
as approval from EC, Institutional Committee for Stem Cell Research (IC-SCR) and National Apex
Committee for Stem Cell Research and Therapy (NAC-SCRT). The IC-SCR should be registered with
NAC-SCRT. Clinical trials for stem cells to be undertaken at institutes with registered IC-SCR, EC and
only at GMP and GLP certified facilities.

Panel Discussions:

One of the major highlights of the dissemination programs were the Open House discussions. Open
ended questions were addressed by the Panel and a time of about one and half hours allowed ample
discussion. The session was greatly appreciated by the participants. The panelists were members of
ICMR Ethics Advisory Committee, representatives from CDSCO or its expert committees, eminent
experts, proficient in ethical and regulatory aspects of biomedical and health research and clinical
trials in India. The questions raised by the audience mainly pertained to ethics committee functions
and updates related to ethical and regulatory aspects of biomedical research as well as academic
clinical trials and those clinical trials that are regulated by CDSCO. There were questions related to
CTRI, EC accreditation, collaborative research, authorship issues, transfer of data and samples,
change of P, student research, etc. which the panel explained in detail. The participants benefitted to
agreatextent from the vast experience of the expert panel.

Limitations

As per feedback received, a number of participants indicated the need for full day program. It was also

found that there was a need to improve the participation of ethics committee members as well as

representatives from Governmentagenciesand NGOs.
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6. FUTURE STEPS

These outreach dissemination programs helped to create awareness and knowledge of relevant
stakeholders about the updated requirements as specified in the National Ethical Guidelines which would
eventually help to improve quality of biomedical and health research in India and ensure better protection
is imparted to research participants to safeguard the dignity, rights, safety and well-being. There is aneed
for similar programs in non-metropolitan cities or rural/semi-urban institutions. Needful steps will be
planned in this direction.
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8. ANNEXURES

Annexure - A : Poster of ICMR National Ethical Guidelines for Biomedical and Health Research Involving

Human Participants

NATIONAL ETHICAL GUIDELINES FOR BIOMEDICAL AND HEALTH
RESEARCH INVOLVING HUMAN PARTICIPANTS, 2017

icm?

NCDIR

RESPONSIBLE CONDUCT OF RESEARCH

- Valties of research - honesty, sccuracy, efficiency, faimess,
refiability personal

4 = tagrity, and knowladge of currant best practices.
general principles and are to be to all 2 Payment for far i 2 E . X
e ) ik o BeH i justice participation research related harm = F:HHHSP:Fnzmnwmwcmmm
human participants, their biological material and data Andillary care Conflict of interest Fﬂﬂq‘eﬁeanaﬂm > disks oy - e
T — sharing - poicis!u(hau‘lmﬂwd!mmdm
GENERAL PRINCIPLES selection d special + Completad research, irmespective of results, must be published in
‘Eroups as research participants with the guil of the (¢ of
Principla of nti Principle of professional patence. lﬂeﬁzﬂm(aﬁm& lM!E'}
o nitiniin = of risk - - Less than minimal fisk, Minimal risk, Minor = el S
finciple of i Principle imization of benefit increase over minimal risk or Low risk, More than minimal risk or there is 2 nead for Mol and MTA and communications between
Prindple of non- priniple of institutional Highrisk. _ EC's. Comman review by Designated EC in order to save time,
SR rrangements, = Host to provide effort and improve guality of the review process in multicentric
— — ﬂ:{mhrﬂa&eﬂmwulhaﬂnmhpﬂsmﬂeﬂ research.
of social Principle y and hvﬂnfcﬂm'ahh'smm corpus funds, grants. - ciinical studies on human participants should be registered
& h ,mummam prospectively with the Clinical Trial Registry - India (CTRI), This is
Principle of ensuring privacy | Principle ity of Wherever mandatory for regulatory triaks.
and ¢
principla of risk principle of environmental NFORMED CONSENT PROCESS
minimization protection,
3 main C [+ i i
= Elements of an ICD Jements {opti m " y
ETHICAL REVIEW PROCEDURES 1.5t That it & 1 = s have: an equal right to be induded in
. ressarch so that banefits sccruing from the ressarch apply to tham
= All types of biomedical and health research must be reviewed by 2. Purpose and 2. as well.
an EC before it is conducted. 3. Benefits i 3. Possible =i = Researchers must justify the inclusion/exchesion and take additional
= EC should be mult-disciplinary, multi-sectoral, competent and it/ oth conditi precaution to avoid exploitation.
independent in its functioning, — L = = = - PRessarch on sensitive issues such as mental health, sexual
= EC is responsible for prior scientific and ethical review as well as 4. Anticipated risksf 4. Biological material and data, practices/ HIV/AIDS, abuse, stc, may present
m'%- discomfort/inconvenience lndufﬁlg:)mnduf!may!, spedial risks to research particpants.
v jng an Ethics: ittee [EC) = Tality of records Sharingof  data, - Full hould do initial and review af
and pmnding lug!snul support and protected time for the oy m Right to p involving vuinerable populations.
Member Secretary to run the EC functions. ke dogiied use of Post- - EC may include 3 representative of the zroup as a spedal
= EC members have a defined role and responsibifity. EC membars. 7. Freedom to resaarch plan/ benefit sharing , inwit 1o participate in th of
should be trained in protection of human research participants, i i plans. . passible, ancillary care may be provided .

S0P and Good Clinical Practice (GCP) guidelines, and be

conversant with relevant ethical guidelines and regulations.

m]mnnmmmmﬁmm
ions may utifize the ices of other institutions under an

Mol

» The EC monitors progress of ongping proposals, reviews SAEs,

‘protocol deviats newi and final reports,

- ECs should be registered with the relevant authority and should
e efforts to seek or

Researchers should only use the EC approved version of the consent
form and its translation in local languages.

In case of research involving children, in addition to parental
consent, verbal {7-12 years) or simplified written [>12 — 1B years)
asmslmldahhe‘tzbmlmmﬂupamclpam

= Research involving cognitively impaired individuals or those with
mentzl iliness must be done carefully, especially if there is risk w
themselves, to others or suicidal ideation.

= The EC should carry out the benafit—risk analysis and examine risk
minimzation strategies.

The use of copsent

research invoiving sensitive data.

Researchers ﬁnapp}[mmeﬁtlwamnlmﬂm
research involves less than minimal risk to ints,

HUMAN GENETICS TESTING AND RESEARCH

-Mbmmﬁpmmmﬁnhaﬂm
is common and ethical, legal and sodal

ICAL TRIALS OF DRUGS AND OTHER
INTERVENTIONS

- clinical trials must be conducted in accordance with the Indian
GCP puidelines, Declaration of Helsinki, National Ethical
Guidelines for Siomedical and Health Research Involving Human
Participants [2017), amendments to the Drugs & Cosmetics Act
{1040}, and Aules {1945] and other applicable reguiations and
guidalines,

+ ECs should ragister and foliow the quorum requirements specified
by COSCO before reviewing dinical triaks on ‘new drugs’ as per
Schedule ¥ and its amendments.

+ For investigator initiated clinical trials the investigator has the dual
responsibility of being an investigator as wefl as the sponsor.

« For student conducting dinical trials as part of their academic
thesis, the puide and the academic institution should take up the
responsibilities of the sponsor.

PUBLIC HEAITH RESEARCH & SOCIAL AND

BEHAVIOURAL SCIENCES RESEARCH FOR HEALT]

- Benefits and risks in public health research may not be fimited to an
individual, but may influence communities, populations and the
environment.

- Sbeial and behavioura! studies must ensure social equity and inter
sectionality. Ethical relativism applies to moral diversity among
different cultures and societies.

1m{ﬁ&ﬂlmmmﬁdm
= Genstic test results have i i
mam'lammg cnnﬁllemninty and pmmﬁng pre- and post-test non-

. Gmmmmsmmw ive, with I: Ppr
for

= Quality of the o avoid mis of
genetic results or misdisgnosis to avaid psychological harm, and
l"'- L L S
+ Information about 2 patient’s disease and investigations may not be
shared to swoid misuse of genetic technology,
- EC reviewing penetic resesrch should have necessary expertise to

-+ Andilary care may be provided to clinical trial
non-study/trial refated illnesses arising during the period nfme
trial,

« Therapeutic misconception is high in oncology triaks; therefore,
due care should be taken to address this issue.
« Any product using new technology should be GLP [Good
Laborstory Practices), GMP [Good Manufacturing Practices) and
GoP compliant, which should be duly approved by appropriate
authorities.

- Based on specific research, appropriate consent processes may be the ethical provide
considered by the EC, such as verbal/oral consent; broad consent; ~ ion of pictures, or other ifyis
group consent; waiver of consent and raconsent. mmmmmmwmm
- Engagement with all staksholders {researchers, public hesith 2 must b ias ks
sponsors, Govt. agencies, parti Ecs, i {cMma), whole ssome seqwu‘rg, whole
institutions, NGOs and others). genome saquancing, Stc.
-Etsﬂlmﬂmmm!mhasﬂmbl&!asxm
of i issions and stated
appropriate use of the accessed data.

- The researchers, research team and EC must recognize the cultural
context and assodiated harm related to dignity as well as sodal and
informational harm.

RESEARCH DURING HUMANITARIAN EMERGENCIES |
AND DISASTERS

- Pre i ch be done much in advance of

= Suppart systems such as i ntres,
police protection, mmhmmhrmmmﬂu

OGICAL MATERIALS, BIOBANKING AND
DATASETS

- Emnlxsmmasmnufsanmjuwm transfer of

Y use, return of results, etc.
are important.
2 ples/ may be
{oded: itily or or'i

- The participant owns the biological sample and deta collected.
informed  consent should provide information about the
commercial value of samples or data, if applicable, with clarity
about benefit sharing,

- Material transfer agreement [MTA) should be executed if the
biospecimens are fikely to be shipped to collaborators within or
outside the country,

- Privacy and confidentiality should be ansured when databases are
maintzined in electronicfdigital formats which are linked by

= : i e =i would help in o thie s diichnles o Siekbece and ICMR Complex, Poojanhalli Road, OFf NH-7, Adjacent to
ntenet, cloud computing are associated with dats
: SEE 2 i e thereby imparting protection to patients as well 2s volunteers who Trumpet Flyover of BIAL Kannamangala, Bangalore, 562110
become part of research, E mail: jomr.bioath) iLgom, Contact: +31-80-22176319

The prindples of sacial and
have been added in arder to stress the need for protecting socil
and cultural y ing our fimited

- Risk categorisstion added to help sthics committees {EC) conduct 2
more abjective benefit-risk assessment.

« Mewsr sections on responsible conduct of ressarch (inciuding
publication sthics], public heslth research, sac

a future itari by and sponsors.
Meticuleus documentation and archiving are required to enable
future application in similar situations.

- Efforts should be made to protect the identifying information
about individual and communities to prevent stgmatization,
‘ostracization and expioitation by the print and visual media,

= Research during humanitarian emergencies and disasters can be
reviewed through an expedited review fscheduled or unscheduled
meetings and decided on 2 case-to-case basis.

-lnmdinmﬂdmm mnllm:lred

use of and
[MEURI] may be approved with dose monitoring.

- EC could review proposals prior o the occurence of the

ies, disasters and determine who could be

research, and research during n  disasters and
emergendies added.

= For the first time in india, the guidelines have proposed that a
‘common EC may be identified from the participating sites to act as

an acceptable LAR.
- If an expedited review is done, full ethical review should fallow
along with careful monitaring by the EC.

the main EC for review of i it research,

» i that any i must make prior
provisions to create a corpus fund, insurance coverage, grants
for payment of compensation.

CONTACT DETAILS: ICMR- Bioethics unit National Centre for
Disease Informatics and Research Il Floor of Mirmal Bhawan,
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Annexure - b): Pamphlet with Salient features of ICMR National Ethical Guidelines for Biomedical and
Health Research Involving Human Participants & National Ethical Guidelines for Biomedical Research
Involving Children

THICAL GUIDELINES FOR National
R TicioANTS Ethical
Guidelines
for
Biomedical
and Health
Research
Involving
Human
Participants,

" 101 INDIAM COUNCIL OF MEDICAL RESEARCH 2017
b 2017

National Ethical National Etliical Guidelines for
Guidelines for gt Mt
Biomedical B 1
Research
Involving
Children

Indian Council of
Medical Resaarch
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National Ethical Guidelines for Biomedical and Health Research

Salient features

ICMR has prepared two national Guidelines ‘Mational Ethical Eui:[ﬂﬁlﬁ._
for Biomedical and Health Research involving Human Fnrhdpnﬂiﬂs 15]1}“'-'
and ‘MNational Ethical Guidelines for Biomedical H‘emmth hum_
Children’ to guide biomedical and health research and to ensure

protection of the common man in the conduct-of biomedical and health
research.

The guidelines were released by Shri JP Nadda, Hon Minister of Health
and Family Welfare and Smt Anupriva Patel, Hon'Minister of State for
Health & Family Welfare on 12th Oct at ICMR headquarters, New Defhi_

In order to create awareness amongst all the stakeholders such as
clinicians, researchers, ethics committee member, students, nurses as well
as faculty. involved in biomedical research, a series of dissemination
programs are being planned.

ICMR being the apex body for biomedical and health research not only
promotes and funds research but also would like 1o ensure adeguate
protection of human being who participate in this research to make sure
there is no explomation and the rights, weifare and safety of individuals is

protected.

Ethics is mot part of regular teaching curriculum in most of the medical
calleges or university courses and therefore the medical as well as non
medical students as well as researchers are not aware of the
requirements. ICMR has taken a lead in this area and prepared guidelines
for the country right from 1980 and revised them from time to time.
Wﬁh the evolving ethical concerns, there was a felt need to prepare @
detailed guidance and Mational Ethical Guidelines for Biomedical and
Heid'ﬂ'i research o be conducted both on general populations and also on

ﬁﬁﬂnﬁmﬁﬁt to children were prepared.

J

26




= The guidelines are applicable to all types of biomedical and health
research conducted across the country whether it 5 clinical research,
basic sciences, epidemiological, socio-behavioural, public health mse.iﬂh
or that which involves data or samples. The gu:ltilﬂmﬁ wm:l:l really h#i!

upholding the principles of bioethics and thereby Impilrlirq]m:ttcﬁun 1o
patients as well as volunteers who become part of research.

* The guidelines have been updated and harmonised with national and
international reguirements and is a landmark document for being
comprehensive and user friendly while covering a range of topics. ]

= The preparation of guidelines was a participatory process involving large
number of stakeholders from wvarious backgrounds. A & member Core
Advisory Commitiese prepared an outline and 48 members in 12 Sub
committees prepared the initial Draft of the 12 sections of the Guidelines:
Additional suggestions were sought from subject experts - and the
-guidelines were harmonized with national International reguiremeants and
thoroughly reviewed by the Core Group. They were posied on ICMR
website for 10 weeks for public Consultation and >9000 comments were
received from stakeholders across the country and internationatly too:
Thereafter face to face Regional Consultation MNational Consuitation
meetings with about 75 stakeholders each was held in Bangalore and New
Delhi to consult not only with researchers, scentists, clinicians, ethics
“committee members but to also know the perspectives of the sponsors,
lawvers, social scentists, patient representative groups, non-
governmental organizations, regulators, representatives from relevant
Ministries and Departments.

= Researchers as well as ethics committees (ECs) play an important role in
the conduct of research and its prior review. The guidelines have
-suggested that institutions should set up ethics committees and provide
: d:dimmfiﬂppmt to run the ethics committee as so far in most medical
- colleges and research institutes there is no allocated space, infrastructure
~or manpower for ethics committee office.
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where there is s-:;ﬂntlr guidance available such as rupﬂnﬂ]t: E-unr.luthﬁ:

research, public health research, socic-behavioral research, conducting.
research during humanitarian emergencies or disasters, dealing with

vulnerable populations or conducting collaborative rE'marm, mﬂ-

samples, biological materials, bicbanking and datasets.

There are societal concerns that humans are used as guinea pigs in
research. The sections on informed consent @nd ethics review process:
have been elaborated and ECs and researchers have been guided about

how to safeguard the interests, rights, satety, well being, privacy apﬂ.

confidentiality of the participants/samples/data. The guidelines explain
the processes of benefit risk assessment, protecting ' privacy and
confidentiality, prevention against stigmatization or discrimination,
community engagement and benefit sharing with the research
participants or communities or population. Informed consent process
section elaborates the various ways of ensuring better understanding and
voluntariness of participants.

The guidelines provide detsiled guidance on collaborative research as
well as International collsboration and describe the requirements of
ethical approval, ownership of samples and data, its analysis, publication
-as well as dissemination. |t also describes the need to communicate the
findings of the research with the providers {participants/communities).

For the first time, the guidelines have discussed about common ethical
review of multicentric research by a designated main Ethics committee
mstEad of review by separate ethics committee for studies which invoive
low risk. This will not only reduce duplication of efforts and save time but
also create networking and communication channels between ethics
‘Committess 1o conduct more meaningful research.

* Payment of compensation in case of injury is a difficulty area and for the

ﬁst time it has been suggested that any institution that engages in
.hmﬁ-ﬂni and health research must make prior provisions such as to
Create & corpus fund in the institution, or To seek insSurance coverage, or
m_ﬂ:t:h gﬁr&tﬁﬂmﬂmrﬁuﬂs agencies who sponsor research.
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The guidelines discuss procedures for dedaration  and management of
conflicts of interests in research that exists at the level of researchers as
well as ethics commitiese members.

The ethical issues related to research involving new tﬂdﬂmlﬂ.gies si:l:h a5
genetic studies, CRISPR technology etc The specific guidance hﬁi hzm:
provided to address the various ethical issues-related to Public hE&Hh
research, Social and behavioural scences research as there is lack of
awareness about the requirements of research which pertains to public
health. Also it discusses research using traditional medicine.

Vulnerability has been clearly defined since there was no darity on the
subject. The additional safeguards that are required and also the
oblisations of the researchers, ethics committee members and sponsors
have been explained.

Vulnerable populations such as economically and socially disadvantaged
individuats, orphans, abandoned individuals, children, women in special
situations, individuals with neurological or mental disabilities, sexual
minorities (LGBT), individuals/communities in humanitarian emergencies
and disaster, etc. are incapable of protecting their own rights and interest.
The revised guidelines pive specfic directions and guidance to researchers
while planning and mn'l:tuc'l:ing research on such spedal populations with
utmost ethical standards.

The "Mational Ethical Guidelines for Biomedical Research Involving
Children® highlights the importance of including children in biomedical
research. Benefit of research carried out in adults cannot be applied 1
children, as the doses and duration of therapy, pharmacodynamics,

adverse effects of drugs in children vary from adults.

The guidelines have been specifically developed to safeguard children,
who are potentially vulnerable and carry a greater risk of harm during
ren:arﬂ'l at all settings: hospital and community settings, children in

mgmcy Siuations, school based research, internet based research.

“These puidelines were prepared following extensive literature review and
mpn:t-::mseﬁnﬁ to cover important ethical and fegal 1ssues which will be
-of immense help to researchers and ethics committees reviewing and

-
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