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DESCRIPTION OF SOP CHANGES IN
CURRENT AND PRECEDING VERSIONS

Previous version Present version Describe the main change(s) in the present version
with effective date  with effective date

Version 2 Version 3 1. Introduction: changes in the composition of members,

inclusion of the RGCB IHEC organogram.
November 30, 2019 August 20, 2020

2. SOP 6 (Management of submission of study protocols):
revised the section 6.4.2, initial review applications.

3. SOP 7B (Expedited review of research study): revised
the section purpose of the SOP (7B 1) and decision
and communication to Principal Investigator and to
full committee (7B 4.7), replaced nomination form and
assessment form for the expedited review with the full
committee review forms.

4. SOP 10 (Continuing review of study proposals): revised
the review process in the SOP (10.4.5)

5. SOP 22 (Ethics review of biomedical and health research
during any emergency situations): Inclusion of new SOP
as per ICMR guidelines during Covid 19 pandemic

6. SOP6,7B,7C,9,10,11,12,13, and 14: EC review
applications forms are revised in accordance to ICMR
requirements.

7. Annexures: All the forms used by the IHEC are attached
as annexures.

Version 3 Version 4 1. Leadership changed

August 20, 2020 August 01, 2022 2. Introduction: revised organogram

3. SOP 6 (Management of submission of study protocols):
inclusion of EC clearance from the collaborating centres (6.4.2)

4. SOP7A (Initial Full committee review of new research study
protocols): revised appointment of primary reviewers (7A 4.1),
RGCB IHEC meeting (7A 4.8)

5. SOP7B (Expedited review of research study protocols): revised
distribution of the protocol package (7B 4.2)

6. SOP 13 (Review of study completion reports): revised receipt
of study completion reports (13.4.1), during the board meeting
(13.4.2)

7. Annexures: revised annexure No 1,5,11,17,25,28
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INTRODUCTION

The Rajiv Gandhi Centre for Biotechnology (RGCB) had its humble beginning on July 03, 1990, as Centre for
Development of Education, Science and Technology (C-DEST), an autonomous society registered under the
Travancore Cochin Literary, Scientific and Charitable Society Registration Act of 1955 (Reg.N0.418/90) by a
group of well-known professionals and social workers for undertaking and promoting research, field studies,
action projects, etc. The Government of Kerala took the landmark decision to restructure the institute into
a comprehensive biotechnology centre and thus was established the Rajiv Gandhi Centre for Biotechnology
(RGCB) on April 18, 1994. RGCB was the first research institute established for research and development
in the field of Biotechnology, in India. On August 2, 2007 the Union Cabinet chaired by Honourable Prime
Minister announced the decision on taking over of RGCB as a National Institute under Ministry of Science &

Technology (Department of Biotechnology) with effect from April 1, 2007.

Rajiv Gandhi Centre for Biotechnology Institutional Human Ethics Committee (RGCB IHEC) Reg. No: DCGI
(ECR/484/Inst/KL/2013), DHR (EC/NEW/INST/2020/477 & SIDCER - FERCAP recognized since November 27,
2019, is constituted by the Director, RGCB under the authority of Department of Biotechnology, Ministry of
Science and Technology and registered with Central Drugs Standard Control Organization, and Department
of Health Research, Government of India. IHEC will review and approve all types of research proposals
involving human participant with a view to safeguard the dignity, rights, safety and wellbeing of all actual
and potential research participant. The goals of research, however important, should never be permitted
to override the health and wellbeing of the research subjects/participant. RGCB IHEC will take care that
all the cardinal principles of research ethics viz. Autonomy, Beneficence, Non-malfeasance and Justice are
taken care of in planning, conduct and reporting of the proposed research. For this purpose, it will look
into the informed consent process, risk benefit ratio, distribution of burden and benefit and provisions for
appropriate compensations wherever required. It will review the proposals before start of the study as well
as monitor the research throughout the study until and after completion of the study through appropriate
well documented procedures, such as annual reports, final reports and site visits etc. The committee will also
examine compliance with all regulatory requirements, applicable guidelines and laws. The mandate of RGCB
IHECs will be to review all research projects involving human subjects including human biological materials
and human biological data to be conducted at the Institute, irrespective of the funding agency. The RGCB
Human Ethics Committee comprises a panel of distinguished luminaries in various professional and social
fields.



The complete list of RGCB Human Ethics Committee members are given below:

RGCB IHEC Members

No

1 Dr. M. Narendranathan
2 Dr. V. Ramankutty

3 Professor H.V. Easwer
4 Professor. S. Sankar
5 Dr. Bushera Beegom
6 Ms. Tigi Philip

7 Adv. Benoy T George
8 Dr. Priya Srinivas

9 Dr. Rakesh Laishram
10 Dr. Abdul Jaleel

11 Dr. S. Asha Nair

Sex

M

Affiliation Role

Senior Consultant in
Gastroenterology,GG Hospital &
Cosmopolitan Hospital,
Thiruvananthapuram

Chairperson

Research Director, Vice Chairperson /
Amala Cancer Centre, Thrissur Clinician
Neurosurgeon,
Sree Chitra Thirunal
Institute of Medical Sciences Clinician

& Technology(SCTIMST),
Thiruvananthapuram

Head,
Department of Pathology,
Government Medical College,
Kottayam.

Medical Scientist

Assistant Professor,
Department of Sociology, University Social Scientist
of Kerala.

Proprietor,
Sarwaa café, Opposite All India Radio, Lay person
Vazhuthacaud, Thiruvananthapuram

Advocate,
Nizar & George Lawyers & Solicitors, Legal Expert
Thiruvananthapuram.

Scientist,

Cancer Research, RGCB Bl e

Scientist,

Cardiovascular Disease Biology, RGCB Basic Scientist

Scientist, Alternate Member
Cardiovascular Disease & Diabetes Secretary / Basic
Biology, RGCB Scientist
Scientist,

Cancer Research, RGCB Member Secretary
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LIST OF ABBREVIATIONS

Acronym
ADR
AE
BA
BIS
CDC
CDSco
CFR
CIOMS
col
CONSORT
CRF
CRO
CRS
CTA
cv
DBT
DCaGlI
DCR
DGFT
DHHS
DSMB
DSMSC
DTAB
ELSI
FDA
FDC

FERCAP

GCP
GLP
GMP
IHEC
IB
ICF
ICH
ICIME

Full Title/Description
Adverse Drug Reaction
Adverse Event
Bio - availability
Bureau of Indian Standards
Centre for Disease Control and Prevention
Central Drugs Standard Control Organization
Code of Federal Regulations
Council for International Organizations of Medical Sciences
Conflict of Interest
Consolidated standards of reporting trials
Case Record Form
Contract Research Organization
Clinical Research Secretariat
Clinical Trial Agreement
Curriculum vitae
Department of Biotechnology
Drug Controller General of India
Drugs and Cosmetic Rules, 1945
Directorate General of Foreign Trade
Department of Health and Human Services
Data Safety Monitoring Board
Data Safety Monitoring Sub Committee
Drugs Technical Advisory Board
Ethical, Legal and Social Issues
Food and Drug Administration
Fixed Dose Combination
Forum for Ethical Review Committees in Asia and the Western Pacific
Region
Good Clinical Practice
Good Laboratory Practice
Good Manufacturing Practices
Institutional Human Ethics Committee
Investigator’s Brochure
Informed Consent Form
International Committee on Harmonization
International Committee of Medical Journal Editors
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ICMR
IND
IRB
IRC
ISI
MOU
NDA
NIH
NOC
OHRP
Pl
RCT
SAE
SOPs
IRC
WHO
WMA

Indian Council of Medical Research
Investigational New Drug
Institutional Review Board
Institutional Research Committee
Indian Standards Institute
Memorandum of Understanding
New Drug Application
National Institutes of Health
No-objection Certificate
Office for Human Research Protections
Principal Investigator
Randomized Controlled Trial
Serious Adverse Event
Standard Operating Procedures
Institutional Review Committee
World Health Organization
World Medical Assembly




GLOSSARY

Source Documents: ICMR Guidelines 2017, WHO standards and
guidance for EC 2011, Handbook of GCP, ICH E6 (R2).

ADVERSE EVENT: Any untoward medical occurrence in a patient or clinical investigation participant
administered an investigational product and which does not necessarily have a causal relationship
with this treatment. The adverse event can therefore be any unfavourable or unintended sign or
experience associated with the use of the investigational product, whether or not related to the

product.

ADVERSE EVENT: Any untoward medical occurrence in a patient or participant involved in a study which does
not necessarily have a causal relationship with the intervention. The adverse event can therefore
be any unfavourable or unintended sign or experience, whether or not related to the product under

investigation.

ACTIVE STUDY FILE: Any approved protocol, supporting documents, records containing communications
and reports that correspond to each currently approved study.

ASSENT: To agree or approve after thoughtful consideration an idea or suggestion to participate in research
by a young person below the age of 18 years who is old enough to understand the implications of
any proposed research but not legally eligible to give consent. The assent has to be corroborated
with informed consent of parent/ LAR.

AUDIT: A systematic and independent examination of research activities and documents to determine
whether the review and approval activities were conducted, data recorded and accurately reported

as per applicable guidelines and regulatory requirements.

Rajiv Gandhi Centre For Biotechnology Institutional Human Ethics Committee
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AYUSH INTERVENTION: Includes any existing/new intervention with drug, therapeutic or surgical procedure
or device in the recognized traditional systems of India as per Ministry of AYUSH, GOI (including
Ayurveda,Yoga, Naturopathy, Unani, Siddha, Homoeopathy, SOWARIGPA).

BIOMEDICAL AND HEALTH RESEARCH: Research including studies on basic, applied and operational
research designed primarily to increase the scientific knowledge about diseases and conditions
(physical or socio-behavioural), their detection, cause and evolving strategies for health promotion,

prevention, or amelioration of disease and rehabilitation including clinical research.

BENEFICENCE: To try to do good or an action which weighs the risks against benefits to prevent, reduce or
remove harm for the welfare of the research participant(s) in any type of research. It refers to the
ethical obligation to maximize benefit and to minimize harm.

CLINICAL RESEARCH: Research that directly involves a particular person or group of people to study the
effect of interventions, or uses materials/data from humans indirectly, such as their behaviour
or samples of their tissue for prevention, treatment and diagnosis of a disease condition/health
disorder.

CLINICAL TRIAL REGISTRY: An official platform for registering a clinical trial, such as Clinical Trial Registry-

India

COLLABORATIVE RESEARCH: An umbrella term for methodologies that actively engage researchers,

communities and/ or policy makers in the research process from start to finish.

COERCION: An overt or implicit threat of harm to a participant which is intentional to force compliance.

COMPENSATION: Provision of financial payment to the research participants or their legal heirs when
temporary or permanent injury or death occurs due to participation in biomedical and health

research.



CONFIDENTIALITY: Prevention of disclosure to other than authorized individuals, of information and
documents related to IHEC.

CONFLICT OF INTEREST: A conflict of interest arises when an independent surveyor holds any real or
potential financial, research, and/or professional interests that may affect the validity of the survey

findings and evaluation.

GOOD CLINICAL PRACTICE (GCP): A standard for the design, conduct, performance, monitoring, auditing,
recording, analyses, and reporting of clinical trials that provides assurance that the data and
reported results are credible and accurate, and the rights, integrity, and confidentiality of research

participants are protected.

DATA SAFETY MONITORING BOARD (DSMB): A group of individuals with pertinent expertise that reviews
on a regular basis accumulating data from one or more ongoing clinical trials. The DSMB advises the
sponsor regarding the continuing safety of current trial participants and those yet to be recruited to
the trial, as well as the continuing validity and scientific merit of the trial.

IMPARTIAL WITNESS: A literate person, who is independent of the research and would not be unfairly
influenced by people involved with the study, who attends the informed consent process if the
participant and/or their LAR cannot read, and understand the informed consent form and any other

written information supplied to the participant.

INDEPENDENT CONSULTANTS: A subject expert in a specified field who gives advice, comments and
suggestions to the EC and has no affiliation to the investigators proposing the research protocol.

This individual has no voting power for decision making.

INFORMED CONSENT DOCUMENT (ICD): Written signed and dated paper confirming a participant’s
willingness to voluntarily participate in a particular research, after having been informed of all

aspects of the research that are relevant for the participant’s decision to participate.

Rajiv Gandhi Centre For Biotechnology Institutional Human Ethics Committee
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INCLUSION/EXCLUSION CRITERIA: are the factors that allow someone to participate in a research. Exclusion
criteria are the factors that prevent someone from participating in the research. These factors may

include a person’s illness, health history, past treatment, age, sex, or where he or she lives.

INVESTIGATOR’S BROCHURE: The Investigator’s Brochure (IB) is a compilation of the clinical and non-clinical
data on the investigational product(s) that are relevant to the study of the product(s) in human
participants

LAY PERSON: A literate person who has not pursued a medical science/health related career in the last 5

years and is aware of the local language, cultural and moral values of the community.
LEGAL EXPERT: A person with a basic degree in law from a recognized university, with experience.

LEGALLY AUTHORIZED REPRESENTATIVE (LAR): A person who, under applicable law or judicial authority, can
give consent on behalf of a prospective participant who, for either legal or medical reasons, is unable
to give consent herself/himself to participate in research or to undergo a diagnostic, therapeutic or
preventive procedure as per research protocol, duly approved by the ethics committee.

LESS THAN MINIMAL RISK: Probability of harm or discomfort anticipated in the research is nil or not expected.

MINIMAL RISK: Probability of harm or discomfort anticipated in the research is not greater than that ordinarily

encountered in routine daily life activities/serious harm or an adverse event (AE) is unlikely.

MINOR INCREASE OVER MINIMAL RISK OR LOW RISK: Increment in probability of harm or discomfort is
only a little more than the minimal risk threshold. Social risks, psychological harm and discomfort

may also fall in this category.

MORE THAN MINIMAL RISK OR HIGH RISK: Probability of harm or discomfort anticipated in the research is

invasive and greater than minimal risk or interventional study.



NON-COMPLIANCE: Failure or refusal to act in accordance with approved study protocol.

PILOT STUDIES: A pilot study, project or experiment is a small-scale preliminary study conducted in order
to evaluate feasibility, time, cost, adverse events and effect size (statistical variability) in an attempt
to predict an appropriate sample size and improve upon the study design prior to performance of a

full-scale research project.

POST-MARKETING SURVEILLANCE: The practice of monitoring the safety of a pharmaceutical drug or
medical device after it has been released on the market. This is an important part of the science of

pharmacovigilance.

PRINCIPAL INVESTIGATOR: An individual or the leader of a group of individuals who initiates and takes
full responsibility for the conduct of biomedical health research; if there is more than one such
individual, they may be called co-principal investigators/ co-investigators.

PROTOCOL: A document that provides the background, rationale, and objective(s) of a biomedical research
project and describes its design, methodology, and organization, including ethical and statistical

considerations.

PROTOCOL AMENDMENT: A written description of changes to or formal clarification of a protocol.

PROTOCOL DEVIATION: Changes or alterations in the conduct of the trial which do not have a major impact
on the participant’s rights, safety or well-being, or the completeness, accuracy and reliability of the

study data.

PROTOCOL VIOLATIONS: The deviations from the original protocol that significantly affect the rights or
interests of research participants and significantly impact the scientific validity of the data. In the
case of protocol violations, research ethics committees should ensure that study participants will be
informed and provision will be made for the protection of their safety and welfare.

Rajiv Gandhi Centre For Biotechnology Institutional Human Ethics Committee
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QUORUM: Minimum number and/or kind of EC members required for decision making during a meeting.

RISK: Probability of harm or discomfort to research participants. Acceptable risk differs depending on the
conditions inherent in the conduct of research.

SERIOUS ADVERSE EVENT (SAE): An adverse event is serious when the research outcome for the participant
is death, life-threatening injury requiring hospitalization, prolongation of hospitalization, significant
disability/incapacity, congenital anomaly, or requirement of intervention to prevent permanent
impairment or damage.

SOCIAL SCIENTIST: A person who is an expert on societal and social behaviour with specialization/experience
in the area.

SOCIOBEHAVIOURAL RESEARCH: Refers to the socio-behavioural studies on response of individuals, groups,
organizations or societies to external or internal stimuli.

SOP (STANDARD OPERATING PROCEDURE) - Detailed written instructions in a certain format describing all
activities and actions to be undertaken by an organization to achieve uniformity in performance of
a specific function.

SPONSOR: An individual, institution, private company, government or nongovernmental organization from
within or outside the country who initiates the research and is responsible for its management and
funding.

VULNERABILITY: Individuals who are relatively or absolutely incapable of protecting their own interests
because of personal disability, environmental burdens or social injustice, lack of power, understanding
or ability to communicate or are in a situation that prevents them from doing so.

11



PREPARING STANDARD
OPERATING PROCEDURES (SOPS)

WRITING, REVIEWING, DISTRIBUTING, AMENDING,
CONTROL OF SOPS FOR THE
RAJIV GANDHI CENTRE FOR BIOTECHNOLOGY
INSTITUTIONAL HUMAN ETHICS COMMITTEE

SOP CODE: SOP 01/V 4 DATE: AUGUST 01, 2022
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RGCB IHEC SOP VERSION 4 Q
SOP NUMBER 01 £
RGCB
PREPARING STANDARD OPERATING PROCEDURES (SOPS) P

1.1 PURPOSE

The purpose of this Standard Operating Procedure (SOP) is to define the process for writing,
reviewing, distributing and amending SOPs of the Rajiv Gandhi Centre for Biotechnology
Institutional Ethics Committee (RGCB IHEC). The SOPs provide clear, unambiguous instructions so
that the related activities of the committee are conducted in accordance with Indian regulations
and relevant, national, and international ethical guidelines.

1.2. SCOPE

This SOP covers the procedures of writing, reviewing, distributing and amending the SOPs of the
RGCB IHEC.

1.5. RESPONSIBILITY

It is the responsibility of the Chairperson of the RGCB IHEC to appoint a SOP team to formulate
a new SOP or to revise existing SOP. The SOP team shall do this by following the standard
procedures, format and coding system as per the contents in the checklist provided earlier that
is used while drafting or editing any SOP of RGCB IHEC. All members of RGCB IHEC will review the
SOPs and approval will be given by Chairperson of RGCB IHEC. The SOPs shall then be accepted
by the Director, RGCB.

1.3.1 Secretariat of RGCB IHEC will
e  Assist Chairperson to formulate a SOP Team
e Co-ordinate activities of writing, reviewing, distributing and amending SOPs

e  Ensure that all the RGCB IHEC members and involved administrative staff have access
to the SOPs

e  Ensure that all the RGCB IHEC members and involved staff are working according to
current version of SOPs

e Maintain an up-to-date distribution list for each SOP distributed to the EC members.
e Maintain a register to record the names of investigators to whom SOPs are distributed
e  Maintain a file of all current SOPs and the list of SOPs

e  Maintain a file of all past Master SOPs of the RGCB IHEC.

Page 2 of 7
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RGCB IHEC SOP VERSION 4 N
SOP NUMBER Of g
RGCB
PREPARING STANDARD OPERATING PROCEDURES (SOPS) s

1.3.2 SOP team will

e Assess the request(s) for SOPs revision in consultation with the Secretariat, Member
Secretary and Chairperson

e  Propose new/modified SOPs as needed

e Draft the SOPs giving step by step process details in consultation with the designated
RGCB IHEC members and involved administrative staff

e Make a list of SOPs with coding reference
*  Review the draft SOPs
e  Submit the draft for approval to Chairperson
1.3.3 Chairperson of the RGCB IHEC will
e Appoint one or more SOP Teams
e Approve the SOPs
e  Sign and date the approved SOPs
1.3.4 RGCB IHEC members and involved administrative staff (if any) will
e Sign and date the approved SOPs when they receive it

e  Maintain a file of all SOPs received

1.4. DETAILED INSTRUCTIONS
1.4.1 Identify the need for new or amendment of current SOP

Any member of the RGCB IHEC or Secretariat who would feel the requirement of a revision or
notices an inconsistency/ discrepancy/ has any suggestions on how to improve the existing SOPs
or requests to design an entirely new SOP can put forth his request by writing to the RGCB IHEC
Chairperson either as an email/letter/verbal request in a meeting. The Chairperson will inform
all the RGCB IHEC members about this request at a regular full-board RGCB IHEC meeting. If the
RGCB IHEC members agree to the request, an appropriate SOP team(s) will be appointed by the
Chairperson to proceed with the revision process of the SOP. If the RGCB IHEC members do not
agree, no further action will be taken. The Chairperson will inform the member of the RGCB IHEC
or Secretariat who made the request for modification of the SOP.

Rajiv Gandhi Centre For Biotechnology Institutional Human Ethics Committee Page 3 of 7




RGCB IHEC SOP VERSION 4 Q
SOP NUMBER 01 4
RGCB
PREPARING STANDARD OPERATING PROCEDURES (SOPS) T

1.4.2 Appoint the SOP Team(s)

e  The Chairperson will constitute a SOP Team consisting of the member-secretary and
two or more members of the RGCB IHEC who have a thorough understanding of the
ethical review process.

e  The SOP writing team will carry out the subsequent steps as described in sections
1.4.3-1.4.7.

1.4.3 List all relevant procedures

e  Write down step by step all the procedures of the RGCB IHEC that are to be
standardized in the form of a SOP

e Organize, divide and name each process.

Main Text:

=

. Purpose: Summarizes and explains the objectives of the procedure.
2. Scope: States the range of activities that the SOP applies to.

Responsibility: Refers to person(s) assigned to perform the activities involved in the SOP

W

Detailed instructions: Describes procedures step by step in short and clear sentences
5. Annexure: Forms to capture information pertaining to the SOP instructions

6. Flow chart: Simplifies the procedures in step by step sequence and states clearly the
responsible person(s) or position for each activity

1.4.4 Write and review a new SOP

e Whenthe need foranew SOP has been identified and agreed upon, a draft will be written
by one or more designated members of the SOP team, appointed by the Chairperson.

e Each SOP should be given a number and a title that is self-explanatory and easily
understood. A unique code number with the format SOP xx/Vy will be assigned to each
SOP item by the Secretariat. “xx” will be a two-digit number assigned specifically to
each activity based SOP. “V” refers to version of the SOP and “y” will be a number
identifying the version, e.g. the first SOP of the current version would be SOP01/V1 i.e.

it is SOP number 01 with version 1.

e Theforms which are to be filled in by various stakeholders are included in the annexures.
[RGCB IHEC or Principal Investigator].

e  Each SOP will be prepared according to the standard template. Each section of the SOP

Page 4 of 7
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RGCB

PREPARING STANDARD OPERATING PROCEDURES (SOPS) gocomnes ot

will have Title name, number of SOP and effective date (aa/bb/cccc) i.e. the date of
approval of the SOP by the Chairperson. The header of each page of the SOP will have
RGCB and IHEC logo, title name and number of SOP and version number, whereas the
footer will bear the page number as page p of q (total) pages.

Institutional Human Ethics Committee
Title: Title which is self-explanatory and is easily understood

Code:SOPxx/Vy Effective date: DD/MM/YYYY

Page:aof b

e  The draft SOP written by one or more members of the SOP team will be reviewed by
the remaining members of the SOP team/RGCB IHEC members. After incorporating the
suggestions put forth by the SOP team members, a copy of the revised draft SOP will be
sent to the Member-Secretary, who will circulate it to all the RGCB IHEC members.

1.4.5 Write and review a revised SOP

e If a SOP supersedes a previous version, the latter will be indicated in the Document
History Form along with description of the main changes.

e The rest of the steps are as described in Section 1.4.4.
1.4.6 Prepare and submit final draft

e  The SOP Team will submit the reviewed SOP to the RGCB IHEC Members who will review
it at a meeting.

e Thesuggestionsthatare agreed upon by the RGCB IHEC members present at the meeting
will be discussed and incorporated in the revised draft SOP and it will be finalized.

e The SOP team would stand automatically dissolved once the RGCB IHEC takes final
decision regarding the SOP.

1.4.7 Approve the new / revised SOP
e The final version will be presented to the Chairperson for review and approval.

e The authors, reviewers and the Chairperson will sign and date the SOP on the first page
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of the SOP document. This date of approval will be declared as the effective date from
which the SOP will be implemented. The face page may also contain signature of Head
of the Institution as having accepted the document as per the institutional policy.

1.4.8 Implement, distribute and file SOPs
e The approved SOP will be implemented from the effective date.

e The Member Secretary will discuss the approved SOP with the administrative staff and
instruct them to implement it accordingly.

e A copy of the approved SOP (termed controlled copy) will be distributed to the RGCB
IHEC members and a log will be maintained.

Name of SOP code No. of

No. Designation N Copies

Recipients Signature Date

e One complete original set of current SOPs will be filed in the SOP Master file by the
RGCB IHEC Secretariat in the RGCB IHEC office.

e Photocopies made from the official paper versions of the SOP can be considered
current or official as controlled copies, if stamped and signed by Member Secretary or
authorized individual for distribution to RGCB IHEC members.

e  SOPs are made available to all Investigators on Institute website.

e When the revised version is distributed, all the RGCB IHEC members will be requested
to destroy their copy of earlier version.

e Only one copy of the earlier version will be clearly marked ‘Superseded’ and filed in the
file entitled ‘Past SOPs of the RGCB IHEC’ by the RGCB IHEC Secretariat in the RGCB IHEC
office.

e The process of evolution of previous SOPs of the RGCB IHEC will be documented in
defined format.

e The RGCB IHEC members and Secretariat will review the SOPs at least once in every 3
years.
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1.5. FLOW CHART

No. Activity Responsibility
1 Identify the need for new or amendment of Any member of RGCB IHEC,
current SOP secretariat or administrative staff
2 Appoint the SOP Team(s) Chairperson
3 List all relevant procedures SOP Team
4 Write a new/ revised SOP SOP Team
5 Review a revised SOP SOP Team and/RGCB IHEC members
6 Prepare and submit final draft SOP Team
7 Approve the new/revised SOP Chairperson
8 Acceptance of the new/revised SOP The Director, RGCB
9 Implement, distribute and file SOPs RGCBIHEC members and Secretariat
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2.1. PURPOSE

The purpose of this Standard Operating Procedure (SOP) is to describe the terms of reference
(TOR) of members, which provide the framework for constitution, selection, roles and
responsibilities of the Rajiv Gandhi Centre for Biotechnology Institutional Human Ethics
Committee (RGCB IHEC) and procedures for maintaining confidentiality of all activities and
documents.

2.2. SCOPE

This SOP applies to the constitution of the RGCB IHEC, selection, roles and responsibilities of
members of the RGCB IHEC and maintenance of confidentiality of all activities and documents.

2.3. RESPONSIBILITY

The selection of Chairperson, Member Secretary and RGCB IHEC members will be done by the
Director of Rajiv Gandhi Centre for Biotechnology. It is the responsibility of all the RGCB IHEC
members and the Secretariat to read, understand, follow and respect this SOP.

2.4. DETAILED INSTRUCTIONS

2.4.1 Composition of the Institutional Ethics Committee

The RGCB IHEC will be established by the Director, RGCB. The Chairperson and RGCB IHEC
members can suggest names of potential members but the final decision will remain with
the Director, RGCB.

e Its hierarchical position in the organization and authority under which it is established
will be clearly indicated in the organogram.

e The RGCB IHEC will be multidisciplinary and multi-sectorial in composition.

e The RGCB IHEC will be composed of at least 7-15 members as per the requirement
of ICMR Guidelines 2017 for National Ethical Guidelines for Biomedical and Health
Research Involving Human Participants. A minimum of 6 members should be present
to meet the quorum requirements.

e The members will

o Include a combination of medical and non-medical, scientific and non-scientific
persons including lay persons to represent the different points of view to promote
adequate review of research.
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o Having differing backgrounds to promote complete and adequate review of
research.

o Have the required qualifications as prescribed by applicable regulations and
guidelines from time to time

o Have the expertise, time and commitment to perform all functions

e The RGCB IHEC will have representation that is varied in terms of gender, age and
social background to safeguard the interests and welfare of all sections of the
community / society.

e The committee should include at least one member whose primary area of expertise
is in a non-scientific area, a clinician, legal expert, layperson and at least one member
who is independent of the institution/research -social scientist or representative of
NGO/voluntary agency/philosopher/ethicist/theologian.

e The RGCB IHEC may invite member(s) of specific patient groups or other special
interest groups for an RGCB IHEC meeting (if required, based on the requirement of
research area, e.g. HIV AIDS, genetic disorders, stem cell research etc.) for eliciting
their views. Such individuals will have to sign confidentiality agreement (refer to
SOP 05/V4) and declare in writing, conflicts of interest, if any prior to attending the
meeting. They will attend the meeting in the capacity of ‘Guest/ Observer’ and will
not have right to vote. (refer to SOP 05/V4)

The Composition shall be as follows:
o Chairperson (must not be affiliated to the institution)
o Co-Chairperson (if appointed, must not be affiliated to the institution)
o One Member Secretary (must be affiliated to institution)
o One alternate Member Secretary (if appointed, must be affiliated to institution)

o One or more Basic Medical Scientist having post graduate qualification in
medical field (after MBBS) in pharmacology (preferably clinical Pharmacologist
for reviewing proposals on drugs, devices, vaccines and others included under
the definition of new drug as per D&C Act)/ Pathology/ Microbiology/ Anatomy/
Physiology/ Biochemistry and adequate experience (may or may not be affiliated
to institution).

o One or more clinicians from various institutes (may or may not be affiliated to
institution)

Page 3 of 13
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o One legal expert or retired judge (must not be affiliated to institution)

o One social scientist/ representative of non-governmental agency/ philosopher,
ethicist or theologian, intellect, educationist (must not be affiliated to institution)

o One or more lay person (non-scientific person) from the community and should
be literate and aware of local, social and cultural norms of the particular area
(must not be affiliated to institution).

2.4.2 Composition of SAE subcommittee under IHEC

e The RGCB IHEC Chairperson will delegate SAE review to subcommittee members
constituted by some members of IHEC. Primarily clinician, basic medical scientists
(preferably pharmacologist), will be part of the sub-committee along with member
secretary. Delegation of some responsibility to any other ethics committee member
e.g. legal expert (if required) would be done at the discretion of Chairperson or
Alternate Chairperson. This subcommittee will review the SAEs submitted by Principal
Investigator (on site) and will report to the IHEC for the purpose of reimbursement
and compensation etc. which will further review and forward that information to CLA
(Central Licensing Authority).

e 2.4.3 Agreement regarding Maintenance of Confidentiality

2.4.3.1 It is the responsibility of each RGCB IHEC member to sign the agreement
contained in the confidentiality Form (Annexure 18) when accepting to be a
member for reviewing research projects.

2.4.3.2 The staff of the secretariat will also sign a confidentiality agreement. (Annexure
20).

2.4.3.3 The Secretariat will obtain the signature of the RGCB IHEC Chairperson / Member
Secretary on the Confidentiality form

2.4.3.4 Thesecretariatwill provide RGCBIHEC memberaphotocopy of the Confidentiality
Form for their records (duly signed and dated by them and IHEC Chairperson)
and acknowledge the receipt of agreement with their signature and date.

2.4.3.5 The Secretariat will keep the original copies of the signed Agreements in the
IHEC office in the file entitled ‘Confidentiality Agreement’ file for members and
photocopies of the agreement in the individual members’ files.

2.4.4 Tenure of Membership

e The tenure of RGCB IHEC will be for a term of 3 years from the date of appointment.
Chairperson and all members shall serve on the committee for a maximum of two
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terms. After serving two terms a member could be re-appointed after a break of a term.
Under exceptional circumstances, extension of membership may be considered due to
non-availability of members of similar stature, qualification and intent to contribute to
ethical human research. This may be decided as two incremental extensions for two
years at a time.

2.4.5 Appointment of New Members

2.4.5.1 The RGCB IHEC members will be appointed by the Head of the Institution
in consultation with the Chairperson of IHEC of Rajiv Gandhi Centre for
Biotechnology.

2.4.5.2 New members will be appointed under the following circumstances:
a. When aregular member completes her/his tenure.
b. If aregular member resigns before the tenure is completed.

c. Ifaregular member ceases to be a member for any reason including death
or disqualification.

2.4.5.3 New members shall be identified by the Chairperson according to the
membership requirement as stated in this SOP for fulfilling the conditions of
appointment. The RGCB IHEC members may also suggest the names of new
members to be appointed. The Director, RGCB IHEC will make the final decision
regarding the appointment.

2.4.6 Conditions to be fulfilled by a member after appointment
2.4.6.1 Members to be appointed on the RGCB IHEC will need to submit the following:
a. a recent CV signed and dated (Annexure 16)

b. Training certificates in Ethics and/ or GCP and SOP. In case training certificates are
not available at the time of induction as member in the RGCB IHEC, the member
must submit these within 6 months of appointment.

2.4.7.3 Members must be willing to
a. Publicize her/his full name, profession and affiliation.
b.Sign the Confidentiality Agreement and maintain confidentiality regarding

meeting, deliberations, applications, information on research participation and
related matters.
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c. Read, understand, accept and follow the Conflict of interest policy and sign the
Conflict of interest agreement form.

d. Be committed and understanding to the need for research and for imparting
protection to research participants in research.

2.4.7 Resignation and Disqualification of Members

2.4.7.1 Resignation: RGCB IHEC member may resign from membership by submitting
a letter of resignation to the Chairperson. The member may or may not assign
reasons for resignation. The resignation will become effective from the day it is
accepted by the Chairperson.

2.4.7.2 Disqualification for conduct unsuitable of an RGCB IHEC member:

a. RGCB IHEC Chairperson or Member-secretary will initiate the process on receipt
of a written communication provided by EC member or a member of the public
alleging misconduct by a member.

b. The Chairperson will satisfy herself/himself that a prima facie case exists before
initiating action. If, in the opinion of the Chairperson, the matter is of grave
significance where integrity of RGCB IHEC could be questioned, the Chairperson
may suspend the membership of the concerned EC member till the final decision
is taken by RGCB IHEC. During the period of suspension, the concerned individual
will not have any rights, privileges or responsibilities of an RGCB IHEC member and
will not perform any duties as EC member.

c. The Chairperson may call for a meeting of the RGCB IHEC specifically to discuss
this issue or the matter will be taken up for discussion during full committee
review meeting. The meeting convened will follow the usual rules of quorum. The
allegation will be discussed at the RGCB IHEC meeting and the member alleged of
misconduct will be provided adequate opportunity to defend herself/himself.

d.The member would stand disqualified, if members present approve of
disqualification by voting (voting by 2/3rd of the majority of members present in
the meeting). The Chairperson will convey the disqualification to the concerned
member through a written communication.

2.4.7.3 Disqualification for not attending IEC meetings:

A member may be disqualified from RGCB IHEC membership if the member fails to
attend more than 3 consecutive EC meetings without prior intimation. The process
conducted will be as follows:

a. The Member Secretary will inform Chairperson, in writing, if a member has not
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attended more than three consecutive regular meetings of the RGCB IHEC without
prior intimation.

b.The Chairperson will initiate the process of review of membership of such a
member by including the matter in the Agenda of the next RGCB IHEC meeting.

c. A written communication will be sent to the concerned EC member informing her/
him that the issue of disqualification would be discussed at the meeting, inviting
the member to be present at the meeting to clarify her/his position. Alternately,
the concerned EC member will be allowed to explain her/his uninformed absence
in a letter addressed to the Chairperson, which will be read and reviewed at the
meeting.

d. The Chairperson or Member-Secretary will inform the other EC members about
the cessation of membership of the member by written communication or during
the next meeting of RGCB IHEC.

2.4.8 Hierarchy

a. Chairperson, Vice Chairperson, Member Secretary and Alternate Member
Secretary may be appointed from amongst the members.

b.The Chairperson will head the committee. Vice Chairperson will head the
committee in the absence of chairperson.

c. The Member Secretary and the Alternate Member Secretary (whenever applicable)
will be in-charge of all documents and funds in the possession of the committee.

d. Other EC members will be regular committee members with equal ranking.
2. 4. 9 Functions of Chairperson

2.4.9.1 The Chairperson will be responsible for conducting committee meetings, leading
all discussions and deliberations pertinent to the review of research proposals
and be accountable for independent and efficient functioning of the committee

2.4.9.2 Ensure active participation of all members (particularly non-affiliated, non-
medical/ non- technical) in all discussions and deliberations.

2.4.9.3 Ratify minutes of the previous meetings

2.4.9.4 In case of anticipated absence of both Chairperson and Vice Chairperson at a
planned meeting, the Chairperson should nominate a committee member
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as Acting Chairperson or the members present may elect an Acting Chairperson
on the day of the meeting. The Acting Chairperson should be a non-affiliated
person and will have all the powers of the Chairperson for that meeting.

2.4.9.5 Seek COI declaration from members and ensure quorum and fair decision-
making.

2.4.9.6 Handle complaints against researchers, EC members, conflict of interest issues
and requests for use of EC data, etc.

2.4.10 Functions of Vice Chairperson
To actas Chairin the absence of Chairperson and to perform all functions of Chairperson.
2.4.11 Member secretary
2.4.11.1 Signs documents and communications related to RGCB IHEC functioning.
2.4.11.2 Communicates with the RGCB IHEC members and applicants/ investigators.

2.4.11.3 Notifies the Principal Investigator regarding RGCB IHEC decisions related to the
submitted research proposal.

2.4.11.4 Provides necessary administrative support for RGCB IHEC related activities to
the Chairperson.

2.4.11.5 Provides updates on relevant and contemporary issues on ethics in health
research as well as relevant contemporary literature to the committee members.

2.4.11.6 Delegates various responsibilities to appropriate and authorized individuals.
2.4.11.7 Ensures adherence of EC functioning as per SOPs.

2.4.11.8 Prepares and makes available annual reports/annual financial statements of
the RGCB IHEC, if any, for scrutiny by auditors/ inspectors.

2.4.12 Functions of the Alternate Member Secretary

The Alternate Member Secretary will perform the same functions of Member Secretary
in her/his absence

2.4.13 Functions of RGCB IHEC members

2.4.13.1 Attend RGCB IHEC Meetings and participate in discussions and deliberations so
that appropriate decisions can be arrived at.
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2.4.13.2 Filling up the review form as primary or secondary reviewer.

2.4.13.3 Submit the review form within the dedicated time.

2.4.13.4 Review, discuss and consider research proposals submitted for evaluation.
2.4.13.5 Monitor Serious Adverse Event reports and recommend appropriate action(s).
2.4.13.6 Review the progress reports and monitor ongoing studies as appropriate.

2.4.13.7 Should lead the protocol and Informed consent form discussions as primary or
secondary reviewers.

2.4.13.8 Do on-site monitoring visits whenever needed.
2.4.13.9 Evaluate final reports and outcomes.

2.4.13.10 Maintain confidentiality of the documents and deliberations of RGCB IHEC
meetings.

2.4.13.11 Declare any conflict of interest in writing to the Chairperson, if any, at each
meeting.

2.4.13.12 Participate in continuing education activities in bioethics related to biomedical
and health research and provide the training certificate to the RGCB IHEC
secretariat for filing.

2.4.13.13 Provide an updated CV when requested for by the RGCB IHEC secretariat.

2.4.13.14 Carry out work delegated by Chairperson, Member-secretary / Alternate
Member- secretary.

2.4.13.15 Assist Chairperson, Member-secretary / Alternate Member-secretary in
carrying out RGCB IHEC work as per SOPs.

2.4.13.16 Be updated on relevant laws and regulations.
2.4.14 Secretariat
2.4.14.1 The Secretariat will be composed of the administrative supporting staff

2.4.14.2 The Secretariat will support the Member Secretary and Alternate Member
Secretary (if applicable) in all their functions
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2.4.14.3 All the staff of the Secretariat will sign a confidentiality agreement which should
be filed in the IHEC office.

2.4.14.4 The IHEC Secretariat/ Administrative Staff: Working Rules

There will be employees in the RGCB IHEC secretariat to assist Member
Secretary for smooth functioning of IHEC. Administrative officers/ assistants
with support staff of attendants/helpers may be appointed as and when
deemed necessary by the RGCB IHEC. This staff will help the IHEC Chairperson
and Member-Secretary. The eligibility criteria for new staff to be appointed
will be laid down depending on the required job profile. The need for
appointment of administrative staff, job profile and qualifications, office
timing, salary structure and number of eligible leaves may be recommended
by IHEC members and discussed during regular RGCB IHEC meeting and will
be recorded in minutes. The administrative staff will report to the Chairperson
and/or Member Secretary.

2.4.14.5 Duties of RGCB IHEC Secretariat
1. Correspondence with RGCB IHEC members and external experts
2. Correspondence with the investigators
3. Preparing agenda and minutes of the RGCB IHEC meetings
4. Answering queries of the investigators
5. Filing study related documents
6. Archiving and maintaining the study files, SOPs, all correspondences

7. Maintaining electronic database of the RGCB IHEC records with access
limitation.

2.4.14.6 Duties of the attendant/s /helper/s
1. Assisting the secretariat in arranging the RGCB IHEC meetings
2. Dispatching sets of study documents to EC members and external experts

3. Receiving the study related documents from and dispatching the EC letters to
the investigators
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4. Filing study related documents

5. Archiving and maintaining the study files

6. Assisting the Secretariat during the meetings.
2.4.15 Quorum requirements

Any decision taken in the RGCB IHEC meeting either by the Chairperson/Vice Chairperson
will not be valid without fulfilment of the quorum requirements given below:

2.4.15.1 As per ICMR Guidelines

a. Minimum any five members in the meeting room including medical, non-medical
or technical and/or non-technical members

b. Presence of one non-affiliate member preferably lay person
2.4.15.2 As per CDSCO specific requirement

a. Medical basic scientist

b. Clinician

c. Legal expert

d.Social scientist or representative of non-governmental voluntary agency/
philosopher/ethicist/theologian/a similar person

e. Lay person.
2.4.16 Types of projects reviewed by IHEC

The RGCB HEC will review scientific and ethical aspects of all types of research studies
involving human participants; sponsored by pharmaceutical companies, Government
of India/ NGOs, studies in collaborations with international organizations/universities,
all dissertation projects, research projects of students carried out under the guidance
of faculty (e.g. Central Council for Research in Ayurvedic Sciences, Indian Council for
Medical research studentship or any other) and investigator initiated research studies
which are self-funded/ funded by Institutional funding bodies.
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2.4.17 Honorarium to the Members

Reimbursement of travelling expenses and /or reasonable honorarium for attending the
RGCB IHEC meetings may be given to the EC members.

2.4.18 Preparing an annual activity report of the RGCB IHEC for submission to the Head
of the Institute

The Member Secretary will make a yearly activity report for submission to the Head of
the Institute, which will include the following elements:

a. Number and dates of the RGCB IHEC meetings of full committee
b. Number of SAE subcommittees and any other subcommittee, as applicable

c. Number and type of proposals (Pharma / Government sponsored /
Dissertations / investigator initiated) reviewed in a year, status of each
study proposal whether completed/ ongoing / terminated/deferred.

d. Number of approvals for full board review/ expedited review with decisions

e. Brief details about workshops, training programs and other activities
undertaken by the RGCB IHEC and those attended by EC members

f. Any other matter
2.4.19 Training of the IHEC Members in Research Ethics

e An individual selected as a new member of the RGCB IHEC will be required to
attend at least one meeting as an ‘Observer’ before being inducted as a member
of the EC.

e Member Secretary or an RGCB IHEC member may provide introductory training in
Research Ethics and GCP to the new member.

e  Other alternative for training certificate in ethics and GCP could be by online
method or by attending workshops.

e  Training in SOP will have to be in-house by member secretary or an RGCB IHEC
member.

¢ Anewly inducted member should submit a certificate of training in 6 months.
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e All members including Chairperson and Member Secretary will be encouraged
to receive continued training by participating in a workshop, conference and/ or
re-training program related to research ethics, as a delegate, faculty or facilitator,
etc.

e The RGCB IHEC will conduct workshops on ethics in clinical research, GCP and
SOPs from time to time to impart training and update or assess the EC Members
and Institutional facultymembers.

e The RGCB IHEC may nominate and/or sponsor the expenses of (as applicable)
an EC member or prospective members for attending conference, continuing
education session workshop and/or training program etc.

2.5 REFERENCE TO OTHER APPLICABLE SOPs

SOP 03/V4 - Conflict of Interest Policy for Institutional Ethics Committee

SOP 08/V4 - Agenda Preparation, Meeting Procedures and Recording of Minutes

2.6 FLOWCHART

Sl. No. Activity Responsibility

Composition of the Institutional Ethics Com-

1. mittee Head of the Institute
2. Selection and appointment of Chairperson Head of the Institute
3. Appointment and conditions of appointment Head of the Institute
of new members
4. Initiation of the process of appointment Secretariat
5. Tenure of Membership Head of the Institute
6. Resignation and disqualification of members  Chairperson and IHEC Members
7. Quorum requirements Member Secretary and Secretariat
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3.1. PURPOSE

The purpose of this SOP is to describe the process to maintain confidentiality and to identify and
manage conflict of interest among RGCB IHEC members.

3. 2. SCOPE

This SOP covers the policy applicable to all RGCB IHEC members, which is related to maintaining
confidentiality and identification, declaration and management of conflict of interest

3.3. RESPONSIBILITY

All RGCB IHEC members (regular and alternate) are responsible for understanding definition of
conflict of interest (COI) and for self-identifying and disclosing these documents. The Chairperson
would need to ensure that COl are identified, declared and managed by all members during initial
and continuing review of research studies.

3.4. DEFINITIONS

e Confidentiality is obligation of the members/stakeholders to prevent disclosure of in
formation and documents related to RGCB IHEC to other than authorized individuals.

e Conflict of interest is a set of conditions in which professional judgment concerning a
primary interest like patient’s welfare or the validity of research tends to be or
appears to be unduly influenced by a secondary interest like financial or
non-financial (personal, academic or political) gain.

e Types of COI

o A personal COl is said to exist when -

= There is immediate family relationship (spouse, parent or parent of spouse,
child or child of a spouse, sibling or sibling of a spouse, or a dependent who
resides with a RGCB IHEC member or consultant or who receives 50% or more
support from a RGCB IHEC member, regardless of age) or other close current
personal relationship(“step” relationships included) with the investigator, or
with co-investigators;

*= RGCBIHEC member or her/hisimmediate family member serves as a contributor
to the research project as a collaborator, consultant, research staff;

= The proposed research study is submitted by a departmental colleague/senior
(may be regarded as a personal conflicting interest, if applicable).

= A professional COl means the RGCB IHEC member or her/his immediate family
member serves as trustee, director, manager, or scientific advisor of the funding
agency sponsoring the research.
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= A financial COI for RGCB IHEC members and immediate family exists when
the RGCB IHEC member or the spouse or dependent of a member receives
monetary benefits including, but not limited to, salary or payments for other
services (e.g., consulting fees or honoraria), equity interests (e.g., stock, stock
options, or any other ownership interests) and intellectual property rights (e.g.,
patents, copyrights, product or service being evaluated).

3.5. DETAILED INSTRUCTIONS

Voluntary disclosure regarding COl by RGCB IHEC member - The RGCB IHEC member should
determine whether she/he has a COIl before reviewing research and declare all certain or
potential conflicts of interest prior to engaging in any review process.

RGCB IHEC members should not participate in discussing, or decision making while reviewing
research proposal applications at any level (exempt, expedited, or full-board) if they have
conflicts of interest except to provide information requested by the RGCB IHEC.

At the time of becoming a RGCB IHEC member, she/he should sign a confidentiality (Annexure
18) and COI (Annexure 19) agreement.

If an RGCB IHEC member has a COIl with regard to a proposal, she or he should notify the RGCB
IHEC Secretariat and return the documents.

a) If an RGCB IHEC member has a COI for a study for which she or he has been assigned the

task of a primary reviewer, she or he should inform the RGCB IHEC secretariat so that the
review is reassigned to other members.

b) If an RGCB IHEC member has a COI for review of research study at a meeting, she or he

should inform the Chairperson and leave the meeting room while decision about the study
is being taken. She/he may stay in the meeting room only to answer questions about the
research. This is applicable also for RGCB IHEC meetings at which discussion on serious
adverse events, deviations/violations, amendments/ continuing review reports related to
studies are discussed.

Recusal - RGCB IHEC member who declares COIl and leaves the meeting does not count
as part of the quorum for the decision making process either by consensus/vote. The
member’s absence under these circumstances is called a recusal, not an abstention or an
absence, which should be recorded in the minutes of the meeting.

d) If a RGCB IHEC member finds that she/he has a COI during the conduct of a research project

approved by RGCB IHEC, he/she shall report the conflict to the RGCB IHEC members at the
beginning of the meeting or at the next RGCB IHEC meeting.
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e At the beginning of each meeting, the RGCB IHEC Chairperson asks the members to disclose
any COI concerning any of the items on the agenda. During the meeting, RGCB IHEC member
having conflict discloses that just before the review of the relevant item begins.

e |f the Chairperson has a conflict of interest for a particular project, this should be so declared
and handled like any other member’s conflict is handled. An acting Chair/Vice-Chair should be
appointed for discussion on such a project.

e When determination regarding existence of COI is uncertain, more information is gathered
from the respective member/declared related sources and determination is done by RGCB
IHEC member with the help of RGCB IHEC, or by RGCB IHEC Chairperson / Member Secretary
(as applicable)

e The RGCB IHEC Chairperson has the final authority to determine whether a COl has been
managed or eliminated appropriately for research participant protection.

e The RGCB IHEC shall not approve a research study proposal where a COl is not managed or
eliminated

e Management of COI,

o RGCB IHEC members will disclose the COI as discussed above

o RGCB IHEC members will not serve as reviewers

o RGCB IHEC members will not influence the discussion and decision making of the
concerned study despite staying away during the RGCB IHEC meeting.

o Experts/consultants — Proposal will not be sent if COl is declared.

e RGCB IHEC Member Secretary and the Secretariat will record the points related to
disclosure and management of COIl in the minutes of the meeting of the RGCB IHEC.

e Resolution of COI will be taken up on a case by case basis through detailed
discussion among the members.
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4.1. PURPOSE

The purpose of this Standard Operating Procedure (SOP) is to describe procedures for selecting
and engaging expertise of medical professionals as ‘Independent Consultants’ (IC) to the Rajiv
Gandhi Centre for Biotechnology Institutional Human Ethics Committee (RGCB IHEC).

4.2. SCOPE

This SOP covers the procedures for selecting, appointing ICs and getting their expert opinion
during the RGCB IHEC review process. It also defines the responsibilities of IC.

4.5. RESPONSIBILITY

Itis the responsibility of the Chairperson/ Member Secretary/ RGCB IHEC member(s) to nominate
the name of one or more IC(s). The Chairperson is responsible for endorsing the choice of
IC nominated by RGCB IHEC Member Secretary/ RGCB IHEC member(s). The administrative
procedures regarding selection, confidentiality agreement and maintenance of roster of ICs will
be carried out by RGCB IHEC secretariat.

4.4. DETAILED INSTRUCTIONS
4.4.1 Recommendation of names of ICs and making a roster of ICs for the RGCB IHEC

° Chairperson/ Member Secretary/ RGCB IHEC members will nominate the names of ICs from
different disciplines of Medicine.

o Member Secretary in consultation with Chairperson will select a panel of IC(s) for the RGCB
IHEC.

o Member Secretary will confirm their willingness through telephonic/ electronic
communication. Head of the Institute will issue an appointment letter for the IC(s).

o After receiving written confirmation from ICs, a list of speciality wise ICs will be maintained
by the secretariat in the RGCB IHEC records. The details of each IC (Name, designation,
affiliation, contact details, and updated curriculum vitae) will be maintained in the RGCB
IHEC records.

4.4.2 Consulting an IC during RGCB IHEC review process

o An RGCB IHEC member/ Member Secretary/ Chairperson may suggest that the opinion
be sought from one or more IC(s) and may suggest the name of a particular IC(s) from
the roster of ICs maintained by the RGCB IHEC or from outside the roster, if during the
review process of any given research study it is felt that the study involves procedures or
information that is not within the area of collective expertise of the RGCB IHEC members.
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The Member Secretary in consultation with Chairperson (or at full board meeting; as
deemed necessary) will identify and select the IC(s) outside the roster to be invited based
on area of expertise, independence, and availability.

Member Secretary on behalf of the RGCB IHEC will invite IC(s) in writing to assist in the
review of the research study and provide her/his independent opinion in writing. This may
be done after seeking concurrence and confirming availability of the IC through telephonic/
electronic communication.

4.5 COMMUNICATION WITH IC(s)

The Secretariat may request a copy of the updated curriculum vitae of the IC (those outside
roster) for RGCB IHEC records and future reference.

The Member Secretary will request IC to declare conflict of interest, if any, in writing and
sign confidentiality and conflict of interest agreements.

The Secretariat will forward coPrincipal Investigators of the Confidentiality Agreement and
Conflict of Interest Agreement form (Annexure 21) for careful reading, understanding, and
signing.

The Member Secretary will provide explanations/ clarifications (telephonically or in writing)
to the IC(s) if any doubts or questions are raised. Any further explanations can be provided
by the Chairperson/ Legal expert/ RGCB IHEC members.

4.6 READING, UNDERSTANDING AND SIGNING THE CONFLICT OF INTEREST
DOCUMENT AND CONFIDENTIALITY AGREEMENT

(o)

(o)

The IC(s) will sign and date the Confidentiality and Conflict of Interest Agreement.

The Secretariat will obtain the signed Confidentiality Agreement and Conflict of Interest
Agreement and forward it to Member secretary.

The Member secretary will sign and date the Confidentiality and Conflict of Interest
Agreements. The original copies of these agreements will be retained by the Secretariat
and photocopies will be sent to IC(s).

4.7 REVIEW OF RESEARCH STUDY PROPOSAL

The Secretariat will provide study protocol documents along with the Primary reviewer
form (Annexure 24) to the IC(s). The IC(s) may be provided with a copy of ‘Guidelines for
Reviewers’.

The IC(s) will be requested to complete and provide the Assessment Form (duly signed and
dated) to the Secretariat within a stipulated period or by a stipulated date.
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o The assessment report provided by the IC(s) becomes a permanent part of the study file.

o The assessment report will be reviewed by Member Secretary in the RGCB IHEC meeting
when the concerned study is being discussed.

o If deemed necessary, the Chairperson or Member-secretary may seek additional information
or clarifications from the IC in writing. Additional Information provided by the IC will be
considered as a part of the Assessment Report.

o If deemed necessary, the Chairperson or Member-secretary may invite the IC(s) to attend
an RGCB IHEC meeting for providing additional information or clarifications that may be
sought by RGCB IHEC members or Chairperson. However, the IC will not participate in the
decision making process on the research study.

o IC may be reimbursed for expenses on travel (if invited to attend the meeting), time spent
for review or any other incidental expenses, etc.

4.8 TENURE OF SERVICES OF IC

o The roster of ICs maintained at the RGCB IHEC office will be modify as membership changes
occur.

o For IC appointed for a particular study, the services of IC get automatically terminated once
the protocol receives RGCB IHEC clearance. The need for an IC will be revisited during each
progress report discussion. If required, the same IC (as far as possible) will be re-invited to
any or all of the progress report discussions. RGCB IHEC will document the invitation, re-
appoint and termination of the services of IC.

4.9 RESPONSIBILITIES OF IC

o If IC agrees to review a research proposal, she/he will comply with RGCB IHEC requirements
of signing confidentiality and conflict of interest agreements.

o IC will review the research study and complete the Assessment Form (duly signed and
dated) within a stipulated period or by a stipulated date.

o IC will attend a RGCB IHEC meeting for providing additional information or clarifications, if
invited by Member Secretary in consultation with the Chairperson. However, the IC will not
participate in the decision making process on the research study.

o IC will remain available for telephonic and email communication till the review process of
the given research proposal is complete.
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4.10. FLOW CHART

No. Activity Responsibility

Recommendation of a name

1 RGCB IHEC Member, Member Secretary or Chairperson

of one or more IC(s)

Selection and Appointment of

2 IC(s) Member Secretary in consultation with Chairperson

Invitation to IC(s) on behalf of

3 RGCB IHEC Chairperson/ Member-Secretary
Co-ordination with IC(s)

4 for fulfilling administrative RGCB IHEC Secretariat
requirements
Reading, understanding
and signing the Conflict .

> of Interest document and IC, Chairperson
Confidentiality agreement

5 UCHIEEEICHEI IR RGCB IHEC Secretariat
wise list/ roster of ICs

7 Reviewing documents IC

pertaining to research project
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5.1 PURPOSE

The purpose of this Standard Operating Procedure (SOP) is to describe procedures to be
followed by Rajiv Gandhi Centre for Biotechnology Institutional Ethics Committee (RGCB IHEC)
and the Guest/ Observer whenever he/she visits the RGCB IHEC Office or attends an RGCB
IHEC full board meeting. The SOP is needed to ensure adequate protection of confidentiality
of information related to research studies.

5.2. SCOPE

This SOP covers the procedures for allowing guest/ observer to visit the RGCB IHEC Office and
observe a meeting in progress.

5.3. RESPONSIBILITY

e It is the responsibility of Member Secretary in consultation with Chairperson to decide whether
a guest/ observer may be allowed to visit the RGCB IHEC Office or attend an RGCB IHEC meeting.

e |tisthe responsibility of the guest/observer(s) intending to attend an RGCB IHEC meeting to read,
understand, accept and sign the agreement contained in the Confidentiality form prior to visiting
RGCB IHEC/attending an RGCB IHEC meeting.

e The Secretariat will ensure that the Confidentiality Form is duly signed and dated by the guest or
observer for RGCB IHEC/RGCB IHEC meeting and will file it in RGCB IHEC records.

5.4. DETAILED INSTRUCTIONS

5.4.1 Receiving request from guest/observer to visit RGCB IHEC office or attend
RGCB IHEC meeting

e On receiving a written or verbal request the RGCB IHEC Member/Member Secretary/
Secretariat will obtain permission from Chairperson.

e The date and time of the visit will be informed to the guest/ observer in writing/
email.

¢ The request letter/email will be filed in RGCB IHEC records by the secretariat.
5.4.2 Filling up of Confidentiality Agreement and Conflict of Interest Form

e Confidentiality Agreement and Conflict of Interest Form (Annexure 22) will be
provided to the guest attendee/ observer on the day of visit/ at the time of meeting.

e Theguest/observer will read the form carefully before visit/or before commencement
of the meeting and fill the details in the form.
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5.4.3 Ask questions, if any

e If there are any doubts, the guest/observer will seek clarifications or additional
information from the Secretariat. The Member Secretary will provide explanations,
additional information and / or clarifications.

5.4.4 Signing of Confidentiality Agreement Form

e The guest /observer will sign and date the document before a member of the
Secretariat.

e She/he will return the signed form to the Secretariat.

e The Secretariat will obtain the signature of the RGCB IHEC Chairperson on the
Confidentiality / Agreement Form.

e The secretariat will provide guest or observer a photocopy of the Confidentiality
Agreement Form for their records (duly signed and dated by them and RGCB IHEC
Chairperson) and acknowledge the receipt of agreement by their signature.

e The Secretariat will keep the original copy of the signed Agreements at the RGCB
IHEC office in the files entitled ‘Confidentiality Agreement file for guests/observers,
Independent Consultants (IC)’.

e The Secretariat will store the file in a secure cabinet with controlled access.
5.4.5 Keep the Agreement in mind

The guests/observer must implement the clauses of the signed Confidentiality Agreement
Form.

5.5. FLOW CHART

No. Activity Responsibility

RGCB IHEC Secretariat/

1. Receiving request from guest/ observer Member/Member Secretary

2. Allowing a guest/ observer Chairperson

Informing guest/ observer about visit/ meeting date and

. RGCB IHEC Secretariat
time

Read the text carefully and thoroughly, sign the

. N Guest/observer
confidentiality agreement /

5. Filing of signed confidentiality form in RGCB IHEC records RGCB IHEC Secretariat
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6.1 PURPOSE

The purpose of this Standard Operating Procedure (SOP) is to describe how the Secretariat of
the Rajiv Gandhi Centre for Biotechnology Institutional Human Ethics Committee (RGCB IHEC)
should manage submitted protocol and other documents.

6.2 SCOPE

The scope of this SOP includes submission of research proposal and related documents for
Initial Review;

e Resubmission of research Proposal with corrections and amendments

e  Submissions of written communications related to continuing Review of approved
protocols.

6.5 RESPONSIBILITY

Itis the responsibility of the RGCB IHEC Secretariat to receive record and distribute the received
protocols and any other documents for review, act on the instructions given by the RGCB IHEC
authorities and ensure that the communication reaches the concerned recipient.

6.4 DETAILED INSTRUCTIONS
6.4.1 Receive study protocols/ documents

The Principal Investigator (Principal Investigator) will submit a research proposal to the
RGCB IHEC office for review and decision under any of the following sections within the
specified time period:

o New Proposals for Initial Review/ Re-submission of Protocols with Corrections/
Amended Protocols and related documents:
. Documents related to continuing review of approved protocols such as-
o Protocol progress and final reports
o Protocol completion/Termination
o Protocol deviations/violations/non-compliance

o Serious Adverse Events (SAE) initial/ follow up/ final reports

. All other documents for consideration at the full committee meeting (except those
related to participant safety, which may be submitted any time) must be submitted at
least 30 days in advance of the meeting to be considered in the next meeting agenda.
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6.4.2 Initial Review Application

The Secretariat will check the hard and soft copies to ensure the availability and full
compliance of the following items:

1. One original set of hard copy of the proposal have to be submitted at the IHEC office
and a soft copy to ihec@rgcb.res.in

2. The Secretariat will verify contents of submitted documents::

Covering letter to Member Secretary/ Chairperson duly signed by Principal
Investigator

Administrative sanction from the head of the Institution

A completely filled RGCB IHEC Project Submission Application Form for
Initial Review Annexure 1 or Annexure 1-B (for clinical trial)

Protocol summary as per the requirements of the current guidelines and
regulations (Annexure 11).

Duty Delegation Log of the Study team (Annexure 12)
Brief Curriculum Vitae of all the investigators (Annexure 10)

Informed consent document (ICD) in English (as per sample format page
50 of ICMR’s National Guidelines) (Annexure 13), assent form for children
below 18yrs old (Annexure 14) or Waiver of Consent form as per SOP15/V4
(Annexure 15)

ICD in Regional languages (if applicable)

Translation and Back translation certificates (if applicable)

Ethics Committee clearance of collaborating centres (if applicable)
Case Record Form

Recruitment procedures: advertisement, notices, letters to investigators (if
applicable)

Patient instruction card, identity card, diary etc. (if applicable)
Investigator’s Brochure (as applicable for Drug/Device trials)

Applicable Regulatory permissions/approvals DCGI (CLA) approval, FDA
marketing/manufacturing license for herbal drugs, Health Ministry
Screening Committee (HMSC) approval, Bhabha Atomic Research Centre
(BARC) approval) (as applicable).

Investigator’s Undertaking to DCGI

Memorandum of Understanding for sending the samples to laboratories
outside the Institution. (if applicable)
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e GCP training certificate (within 1 year) of principal investigator, co-
investigator/s and study coordinator/s. (if applicable)

e Research Methodology training certificate (within 5 years) of principal
investigator, co-investigator/s and study coordinator/s (if applicable)

e List of ongoing research studies undertaken by principal investigator

e Undertaking to comply with national and international ethical guidelines,
GCP protocols and relevant regulations

e Clinical Trial Agreement between the sponsors, investigators and the head
of the institution(s) if applicable

e Insurance policy (if applicable) with the insurance certificate for study
participants indicating conditions of coverage, date of commencement and
date of expiry of coverage of risk

e Indemnity policy clearly indicating the conditions of coverage, date of
commencement and date of expiry of coverage of risk.

e Institutional Stem cell Research Committee approval (if applicable)
e Documentation of clinical trial registration (if available)

e Any additional document(s), as required by RGCB IHEC

o EC Clearance from collaborating centre
e EC clearance from the clinical collaborating centre is mandatory

e |If the Principal Investigator of RGCB is collaborating with a clinical centre
without EC, either the clinical centre has to approach other hospitals for EC
approval or can request RGCB IHEC to review it on behalf of the collaborator.
Clinical collaborator would need to request for the same in a formal letter
routed through the head of the institute indicating compliance with the
decision of RGCB IHEC in this regard.

b Complete the submission process:
The Secretariat will:

o Check the documents for completeness.
o Inform the investigator of incompleteness or discrepancies.

o Keep the copies of the submitted documents with original signatures in
the protocol “submission file”.

o Number the project file as IHEC/ Month (00)/ year (0000)/Number (00)

_ Meeting number or type/Number(00)
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o Dispatch and Store the received Documents: The Secretariat will

o Prepare the soft copy of the protocol package containing completed
application form along with the protocol related documents, ICD and
other supporting documents (if any) and send to the IHEC members along
with a copy of Study Assessment Form for Initial Review (Annexure 23)
for the primary and secondary reviewers after the last day of submission
is over, ensuring at least 5 days for review before the next meeting.

o Store the appropriately labelled original protocol documents in the
designated storage area in the RGCB IHEC office.

6.4.3 Resubmission of Protocols with corrections and Amendments of protocol/related
documents

e For resubmitted protocol, the Principal Investigator will submit one soft copy and
one original hard copy of the amended Protocol and related documents (as per SOP
09/V4) with list of comments and clarifications/changes made at appropriate pages.

e The Secretariat will verify the completeness of the documents and confirm that the
copy contains the modifications highlighted with respect to the earlier submitted
protocol mentioning the justification for the amendment.

e The protocol related documents which do not require to be changed and are already
submitted to the RGCB IHEC office during initial review are not required to be
submitted again.

e The Secretariat will present the docket to the Member Secretary

e The Member Secretary (MS) will determine whether all steps of the resubmitted
protocol as for Initial review are followed.

e If the resubmitted protocol is based on query response, then it will be handled as
decided in the meeting.

6.4.4 Annual Continuing Reviews of Approved Protocols, Amended Protocols and
related documents, Progress reports Study completion/termination, SAE report,
Protocol deviations

e The RGCB IHEC will receive one soft copy and one hard copy (original) of the
Continuing Review Report, Amended Protocols and related documents, Study
completion/termination, SAE report, protocol deviations in the prescribed format as
given in the annexure.
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6.4.5 Processing Fees for RGCB IHEC Review

e The fees for reviewing various categories of research study proposals are usually
provided by the host institute. The RGCB IHEC functions as a non-profitable service
entity therefore; no fees are applied to the investigators submitting project proposals
for review.

6.5 REFERENCE TO OTHER APPLICABLE SOPs
SOP7A/Va: Full Review of Research Study Protocols
SOP09/V4: Review of Amended Protocol, Protocol-related Documents and Resubmitted protocol

SOP15/V4: Request for Waiver of Written Informed Consent and Waiver of Consent.

6.6 FLOW CHART

No. Activity Responsibility
1 Receive Submitted Packages RGCB IHEC Secretariat
2 Initial Review Application RGCB IHEC Secretariat
Resubmission of Protocols with
3 RGCB IHEC Secretariat
Corrections
4 Protocol Amendments RGCB IHEC Secretariat

Annual Continuing Review of
5 RGCB IHEC Secretariat
Approved Protocols

6 Protocol Completion RGCB IHEC Secretariat
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7.1 PURPOSE

The purpose of this SOP is to describe the procedure to categorize new research study protocols
submitted by investigators for initial review by full committee/ expedited review committee or for
exemption from review process.

7.2. SCOPE

This SOP covers the process of categorization of new research study protocols submitted to Rajiv
Gandhi Centre for Biotechnology Institutional Ethics Committee (RGCB IHEC) for initial review. It does
not cover subsequent submissions.

7.3. RESPONSIBILITY

It is the responsibility of the Member-Secretary (in consultation with Chairperson if necessary) to
categorise the research studies in one of the three types of reviews, depending on the risks involved
for prospective research participants: Full board review, expedited review and exemption from review.

7.4. DETAILED INSTRUCTIONS

7.4.1 New proposals received for initial review

® New research study proposals received on or before the date specified will be
considered for review in the next RGCB IHEC meeting.

® The Secretariat will ensure that application of the research proposal is complete
in terms of required documents (if any essential document is not available, an
explanation must be sought in writing for the RGCB IHEC to review). (As per SOP
06/V4).

7. 4. 2 New proposals forwarded to Member Secretary

® The Secretariat will forward the soft copy of the research proposal to the Member
Secretary for initial screening within 2 working days of receiving the proposal.

® The Member Secretary will screen the research proposals and categorise the
proposals as elaborated in Section 7.4.3 within 2 working days of receipt.

7.4.3 Categorisation of New proposals for review by RGCB IHEC

The Member Secretary in consultation with Chairperson (if required) will categories
the proposals into three types of review processes, which along with the criteria
to decide the type of review (www.icmr.nic.in )Ethical Guidelines for Biomedical
Research on Human Participants, Indian Council of Medical Research, 2017) are
explained below:
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® Full Committee Review: When new research proposals and other related
documents are tabled in a formally convened meeting of the Institutional Human
Ethics Committee for detailed discussion and decision, this is called Full Committee
Review.

® Allresearch proposals presenting more than minimal risk that are not covered under
exempt, emergency or expedited review should be subjected to full committee
review, some examples are;

e Research involving vulnerable populations, even if the risk is minimal;

e Research with minor increase over minimal risk (see table 2.1 of ICMR
guidelines 2017 for further details);

e Studies involving deception of participants (see section 5.11 of ICMR
guidelines 2017 for further details);

* Research proposals that have received exemption from review, or
have undergone expedited review/undergone subcommittee review
should be ratified by the full committee, which has the right to reverse/
or modify any decision taken by the subcommittee or expedited
committee;

¢ Amendments of proposals/related documents (including but not
limited to informed consent documents, investigator’s brochure,
advertisements, recruitment methods, etc.) involving an altered risk;

e Major deviations and violations in the protocol; Any new information
that emerges during the course of the research for deciding whether
or not to terminate the study in view of the altered benefit—risk
assessment;

e Research during emergencies and disasters either through an expedited
review/scheduled or unscheduled full committee meetings. This may
be decided by member secretary depending on the urgency and need;

Prior approval of research on predictable emergencies or disasters
before the actual crisis occurs for implementation later when the actual
emergency or disaster occurs.

® Expedited Review: When new research proposals and related documents undergo
a speedy review process by only two or three designated (including Chairperson
and member secretary) Institutional Human Ethics Committee members it is called
Expedited Review.

e Expedited review may be sufficient if the research study involves not
more than minimal risk as defined in the ICMR guidelines.
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e For example; Research involving non-identifiable specimen and human
tissue from sources like blood banks, tissue banks and left-over clinical
samples;

e Research involving clinical documentation materials that are non-
identifiable (data, documents, records);

e Modification or amendment to an approved protocol including
administrative changes or correction of typographical errors and
change in researcher(s);

e Revised proposals previously approved through expedited review, full
review or continuing review of approved proposals;

e Minor deviations from originally approved research causing no risk or
minimal risk;

e Progress/annual reports where there is no additional risk, for example
activity limited to data analysis.

e Expedited review of SAEs/unexpected AEs will be conducted by SAE
subcommittee; and

e For multicentre research where a designated main EC among the
participating sites has reviewed and approved the study, a local
RGCB IHEC may conduct only an expedited review for site specific
requirements in addition to the full committee common review.

e Research during emergencies and disasters covered by section 12 of
ICMR guidelines 2017 (The following are examples of documents that
will undergo expedited review but are NOT in the category of INITIAL
review)

e Revised proposal with minor modifications previously approved
through full review by the RGCB IHEC.

e Adverse Event (AE) or unexpected Adverse Drug Reaction (ADR) of
minor nature is reported.

® Exemption from review: When research fulfils the following criteria, the RGCB
IHEC may grant an exemption from review:

® Research does not involve live human participants, is on data in the public domain,
or is on anonymised data derived from participants and the research has less
than minimal risk to participants, an exemption from RGCB IHEC review may be
considered.

® Examples that may be eligible for exemption from review include:

» Research conducted on data available in the public domain for systematic
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reviews or meta-analysis;

e Observation of public behaviour when information is recorded without any
linked identifiers and disclosure would not harm the interests of the observed
person;

e Quality control and quality assurance audits in the institution;

o Comparison of instructional techniques, curricula, or classroom management
methods;

o Consumer acceptance studies related to taste and food quality; and

e Public health programmes by Government agencies such as programme
evaluation where the sole purpose of the exercise is refinement and
improvement of the programme or monitoring (where there are no individual
identifiers).

7.5 REFERENCE TO OTHER APPLICABLE SOPS:

e SOP06/V4: Management of Research Study Protocol and Study Related Documents Submitted
for Ethics Review

e SOP 7A/V4: Initial Full Board Review of New Research Study Protocols
e SOP 7B/V4: Expedited Review of New Research Study Protocols

e SOP 7C/V4: Exemption from the Ethics Review of Research Study Protocols

7.6. FLOW CHART

No. Activity Responsibility
Receiving new research study proposal and
1 related documents by a fixed date of the Secretariat

month

Verifying completeness of submitted research

2 study documents SRl
Forwarding of new proposals to Member .

3 Secretary RGCB IHEC Secretariat
Categorization of the Protocols into 3 Member-Secretary/Member

4 categories: full board, expedited review and Secretary in consultation with
exemption from review process Chairperson (if applicable)
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7A1. PURPOSE

The purpose of this Standard Operating Procedure (SOP) is to describe how the Rajiv Gandhi
Centre for Biotechnology Institutional Ethics Committee (RGCB IHEC) members will perform an
Initial full committee review of new research proposals using the Assessment Form.

7A2. SCOPE

This SOP applies to the initial review and assessment of all research study protocols submitted for
review and approval from the RGCB IHEC. All research studies presenting with more than minimal
risk and which do not qualify for exemption(See SOP7C/V4) or expedited review (See SOP7B/V4),
are covered in this SOP.

7A5. RESPONSIBILITY

7A.3.1.The Member Secretary is responsible, after categorisation of the studies (as per SOP07/
V4), to forward the studies to the Secretariat.

7A.3.2.The RGCB IHEC Secretariat is responsible for creation of a study specific file, distribution
of the packages along with study assessment forms to the RGCB IHEC members for
review (If the study is categorised for Full Board review), and communication of the
review results to the investigators.

7A.3.3. RGCB IHEC members (including Member Secretary) will be responsible for reviewing the
research proposals and related documents within the given time frames.

7A.3.4.1t is the responsibility of all the RGCB IHEC members to fill the Assessment form along
with comments and recommendation they have after reviewing each study protocol.

7A.3.5.The RGCB IHEC members are responsible for attending and participating actively in the
discussion at the full committee meeting

7A.3.6.The Member Secretary is responsible for setting up the full committee meeting (SOP0O7A/
V4)

7A.3.7.The RGCB IHEC Secretariat is responsible for recording and filing the decision, relevant
points and deliberation about a specific protocol, including the reasons for that decision.

7A.3.8. The Chairperson/Member Secretary is responsible to sign and date the decision in the
RGCB IHEC Decision letter (Annexure 25).

7A4. DETAILED INSTRUCTIONS
7A.4.1. Appointment of primary reviewers

The Member Secretary/Chairperson will appoint primary reviewer for each study
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on the basis of expertise in the related field and experience. The secondary reviewers/
non-technical person will review all the proposals.

7A.4.2. Distribute the protocol package

a. TheSecretariat will fill in the required details in the study assessment form to the RGCB
IHEC Members requesting initial review (Annexure 23) and in the study assessment
form for primary/ secondary reviewers (Annexure 24).

b. The Secretariat will send a packet (hard or soft copy) to the RGCB IHEC members.
i. Letter to RGCB IHEC Members requesting Initial Review
ii.Study Submission Application Form , protocol and related documents

iii.Study assessment form (Annexure 24) in case it is to the primary/secondary
reviewer.

7A.4.3. Receive the distributed protocol package

a. The RGCB IHEC members will receive the protocol package with the Study Submission
Application Form, by email or as hard copy (if desired so).

b. Designated primary reviewers will also receive the Study Assessment Form for Initial
Review (Annexure 24).

7A.4.4. Verify the contents of the package
a. The RGCB IHEC member will verify all the contents.

b. The RGCB IHEC member will check the meeting date to see if it is convenient to attend
the meeting.

c. The RGCB IHEC member will notify the RGCB IHEC Secretariat if any documents are
missing or if the specified date of the RGCB IHEC meeting is not convenient to attend.

7A.4.5 Review by the RGCB IHEC members
7A.4.5.1.Review of the protocol

a. The proposal will be reviewed by each member as per guidelines to review a research
proposal described in Annexure 27.

b. The RGCB IHEC member will consider the following criteria when performing the
review of the study protocol and the study related documents:

i. Scientific design and conduct of the study

ii. Risks and potential benefits
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iii.Selection of study population and recruitment of research participants
iv. Inducements, financial benefits and financial costs

v. Protection of research participants’ privacy and confidentiality

vi. Procedures for voluntary, informed consent

vii. Risk to participants

viii. Needs of dependent persons

ix. Community considerations

X. Qualifications of Investigators and assess adequacy of study sites

xi. Disclosure or declaration of potential conflicts of interest

xii. Ensuring that photographs or other information that may reveal the
individual’s identity are not published. A specific re-consent would be
required for publication, if this was not previously obtained.

xiii. Permission for access to participants from other institutions or bodies

The RGCB IHEC member will consider the following criteria when performing the review of the
Informed Consent Document (as per Annexure 27)

e Voluntary, non-coercive recruitment, participation/ withdrawal

*  Procedures for obtaining informed consent

e Contents of the patient information sheet - title, objective, study design and procedures
e Contents and language of the informed consent document.

e Translation of the informed consent document in the local languages

e Language used — plain and easy to understand by general public

e Contact persons with address and phone numbers for questions about the research
project, participants’ rights and injury

e Privacy and confidentiality
e Risks and discomforts — physical / mental / social

b Alternative treatments
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e Benefits — to participants, community, institution and society

e Compensation for participation: (Whether it will act as undue inducement)
e Involvement of vulnerable participants

e Provisions for medical/ psychosocial support

e Treatment and compensation for study related injuries

e Use of biological materials

e  Check for provision for signatures with dates of participant, person conducting informed
consent process (investigator/investigator designee and witness (if applicable)

e  Provision for audio-visual recording of consent process in case of regulatory clinical trials.

7A4.6 Use of study assessment form for reviewers

e The assessment form is designed to standardise the review process.

e Allreviewers will fill out the form (Annexure 23 - letter to RGCB IHEC members requesting
initial review with study assessment form) and write their comments related to review of
the research proposal.

e |naddition, primary reviewers will use the study assessment form (Annexure 24) to ensure
that all elements of research study are reviewed and are accordingly documented during
the discussion / meeting.

e The duly filled, signed and dated assessment forms will be returned along with the
research proposals to the Secretariat 7 days prior to the meeting.

7A4.7 Gather the assessment reports

The RGCB IHEC Secretariat will collect soft copy and hard copy of the Assessment Forms, comments
from each reviewer and file in the original study file. If the comments come as a soft copy, it will be
collated for discussion at the meeting.

7A4.8 RGCB IHEC meeting

e At the commencement of the meeting itself members having conflict of interest, if any,
on the proposals coming up for discussion shall disclose the same and be absent at the
time when the particular proposal is taken up for consideration. Such absentees shall not
be considered for the required quorum for the particular proposal. The minutes of the
meeting shall also include details of such abstention.
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During the meeting, the Primary reviewer/Principal Investigator shall brief the members
about summary of the study proposal and read out the comments and evaluation provided
on the assessment form.

Primary reviewer will read out his/her evaluation comments written on the assessment
form.

The other RGCB IHEC members shall give their comments right after the primary reviewer.

The investigator/sub-investigator shall provide clarifications on the study protocol that
she/he has submitted for review to the RGCB IHEC.

The RGCB IHEC members will discuss and clarify the comments and suggestions.

The Member secretary (assisted by the Secretarial staff) shall record the discussions

o The

finaldecisiononthestudywillberecordedas: Approved/Approved withrecommendations/

Revision with minor amendments/Revision with major amendments/Disapproved either by
broad consensus or by voting (majority considered as 50%+1). Decision in the meeting shall
be made by consensus or by majority votes and will be recorded in the RGCB IHEC Decision
Form Annexure 25 by the Member Secretary.

o The

Rajiv Gandhi Ce

following will not be eligible to participate in decision making or vote -
Absentee members who have declared conflict of interest
Member(s) of the committee who is/are listed as investigator(s) on a research proposal
An investigator or study team member invited for the meeting
An independent consultant invited for the meeting to provide opinion

Specific patient groups invited for the meeting will not vote or participate in the
decision making procedures of the committee.

In the case of decision to raise any query as a prelude to further consideration of the
proposal, the Committee will specify whether the query responses and (if applicable)
revised proposal willgoonlytothe Chairman, MemberSecretary, aspecified subcommittee,
to primary reviewers or to Full Committee before final approval. In case the sanction is
granted taking into account the response by the Chairman or Secretary the fact will be
reported to the RGCB IHEC at the next meeting.

The response and changes carried out may be considered for discussion at a future RGCB
IHEC meeting.
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e If the RGCB IHEC decision is ‘Disapproved / deferred’ or calling for further details,
clarifications or documents, the decision shall be communicated by the Secretariat to the
Principal Investigator through appropriate letter within 14 days.

e |[fthestudyisapproved, the Committee may, in appropriate cases, recommend monitoring
of a study depending on the degree of risk involved.

e The Secretariat shall prepare the minutes of the meetings of the RGCB IHEC with all
relevant details including the list of participating members, and get it approved by the
Chairman.

e The Secretariat shall implement the decisions taken by the RGCB IHEC and maintain all
required registers and records.

7A4.9 Final communication of the RGCB IHEC decision taken on the study to the Principal
Investigator

e  When the study is approved by the RGCB IHEC, the Secretariat will prepare an approval
letter (Annexure 26) in the prescribed format which is to be sent to the Principal
Investigator within 14 days of the meeting.

e Ifthe Committee disapproves a study, the Secretariatimmediately notifies the investigator
in writing about the decision and the reason/s for not approving the study within 14
working days.

e A notifying letter to the investigator should state the following:

“If you are aggrieved by this decision, you may address the Chairman pointing out specific
reasons if any, for concluding that the decision was erroneous or that it requires re-review.
This will be done within four (4) weeks of the receipt of the committee’s decision. ”

e |f the Committee has directed modifications to the scheme of research or sought for
further documents, the Secretariat will send a written request to the investigator asking
for the same. In such cases the Principal Investigator shall provide such additional details
within six weeks.

7A4.10 Storage of Documents

e Records can be maintained in hard copies as well as soft copies.

e All records must be archived for a period of at least 5 years after the completion/
termination of the study.

e Documents related to regulatory clinical trials must be archived for 5 years after the
completion/termination of the study or as per regulations.
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e Records may be archived for a longer period, if required by the sponsors/regulatory

bodies or the subject matter is involved in litigation.

7A5. FLOW CHART

No.

Activity
Receive package or research proposal and

research related documents package

Verify contents and distribute
Appointment of primary reviewers

Initial review of documents, Fill review
assessment form

RGCB IHEC board meeting, discussion and
decision

RGCB IHEC decision communicated to
Principal Investigator

Storage of study related documents with
relevant correspondence

62

Responsibility

Secretariat

Secretariat

Member Secretary/Chairperson
RGCB IHEC members

RGCB IHEC members, Member Secretary,
Chairperson

Secretariat

Secretariat
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7B1. PURPOSE

The purpose of this Standard Operating Procedure (SOP) is to describe how the Rajiv Gandhi
Centre for Biotechnology Institutional Ethics Committee (RGCB IHEC) members will perform an
expedited review of new research proposal using the assessment form and revised proposals
with minor amendments/administrative corrections using a prescribed procedure.

7B2. SCOPE

This SOP applies to the review and approval of research proposals and related documents, which
mandatorily qualify for expedited review by the RGCB IHEC as per ICMR’s Ethical Guidelines 2017.
These can be new study proposals or continuing review of on-going protocols. The proposals that
carry minimal risk fulfil the criteria for expedited review.

7B5. RESPONSIBILITY

e The Member Secretary in consultation with the Chairperson if necessary, will determine
whether the proposals qualify for expedited review.

e The RGCB IHEC Secretariat is responsible for creation of a study specific file, distribution of the
packages along with study assessment forms to the designated RGCB IHEC members for review
(if the study is categorized for expedited review) and communicate the review comments and
decisions to the investigators.

e At least one designated RGCB IHEC member (in addition to Member Secretary and/or
Chairperson) will be responsible for reviewing the research protocols and related documents
within the time frame.

e |t is the responsibility of the designated RGCB IHEC members to fill the Assessment form with
their comments and recommendations after reviewing each study protocol.

e The RGCB IHEC Secretariat is responsible for recording and filing the decision, relevant points
and deliberations about a specific protocol, including the reasons for the decision.

¢ The Chairperson/Member Secretary is the responsible signatory in the decision of the RGCB
IHEC.

7B4. DETAILED INSTRUCTIONS
7B4.1 Appointment of reviewers

After determining whether the Proposal/ Project qualify for an expedited review, the Member
Secretary (in consultation with Chairperson) will nominate one or more RGCB IHEC members
to review the protocol.
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7B4.2 Distribution of the protocol package

¢ The secretariat will fill in the required details in the nomination form to the RGCB IHEC
requesting an expedited review (Annexure 43).

e The secretariat will send the package (soft or hard copy) to the designated IHEC members.

o Expedited review form for IHEC office (Annexure 43)

o Project Submission Application Form, protocol and related documents

7B4.3 Receive the distributed protocol package:

Designated RGCB IHEC members will receive the protocol package with the Project
Application Form, in a soft and/or hard copy.

7B4.4 Verify the contents of the package

¢ The RGCB IHEC member will verify all the contents and will notify the RGCB IHEC Secretariat
if any documents are missing.

7B 4.5 Review by the RGCB IHEC members
e RGCB IHEC members will review the protocol within the five days of receiving the package.
e The comments of the RGCB IHEC members will be duly recorded.

¢ |f deemed necessary, the proposal may be sent to an expert/independent consultant for
review.

7B 4.6 Gather the assessment reports.

The RGCB IHEC Secretariat will collect the Assessment Forms with the comments