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Background

ICMR-NIRRCH Ethics Committee for Human Studies is an independent body constituted
of non-affiliated Chairperson along with varied affiliated as well as non-affiliated members
from medical, non-medical, scientific, non-scientific, legal & social-science backgrounds
whose responsibility is to ensure the protection of the rights, safety, and well-being of
human subjects involved in the research/ trial, by reviewing, approving and providing a
continuing review of the research protocols and amendments. It ensures the effective
implementation of National & International Ethical guidelines for researchers engaged in
Clinical, Biomedical, Operational & Implementation Research that involves Human Study
participants.

The Ethics Committee for Clinical Studies involving Human Participants was established
in the Institute for Research in Reproduction (formerly known as IRR) in October 1994,
In February 2022 the NIRRH Ethics Committee for Clinical Studies was renamed as ICMR-
NIRRCH Ethics Committee for Human Studies.

The first version of the IEC's standard operating procedures (SOP) was prepared in 2014.
It helped standardize procedures and lay a sound foundation for the day-to-day practices
of our institute's conduct of ethical research. The SOP is revised periodically to ensure
compliance with the evolving guidelines.

The review process ensures that the documents are submitted to the IEC secretariat at
least 3 to 4 weeks before IEC meeting. IEC Secretariat checks for the completeness of
the project proposal concerning the information, methodology, informed consent
documents, and signatures of the Principal and Co-Investigator/ Collaborators along with
the necessary scientific review/ approval. The member secretary then assigns the project
to appropriate reviewers (Expertise as per the subject of the Research Project) & the
documents are mailed to the reviewers at least 10 days before the meeting date.

The following criteria are considered while reviewing the study protocol:

e Minimize risks to participants

e Participants are selected equitably

e Risks must be reasonable concerning anticipated benefits Informed consent is
adequate, easy to understand, and properly documented

e There are adequate provisions to protect the privacy of participants and to maintain
the confidentiality of data, where appropriate;

e Appropriate safeguards are included to protect vulnerable participants.

o Informed consent is appropriate, easy to understand, and properly documented

e The research plan makes adequate provision for monitoring the data collected to
ensure the safety of participants, where appropriate;

e Ensure that the research project does not induce the participants to be lured into the
research/ clinical trials and that the researcher has a recruitment policy to ensure an
unbiased selection of an adequate number of suitable participants according to the
protocol
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Prof. Shubhada Chiplunkar

Former Director ACTREC-TMC

Preface

With immense pleasure, 1 write the preface for the revised edition (Version 7.0) of the SOPs (Standard
Operating Procedures) for IEC. The ICMR-NIRRCH Ethics Committee for Human Studies serves a great
purpose in effectively implementing Ethical guidelines for researchers engaged in Clinical, Biomedical,
Operational, and Implementation Research involving Human Study participants.

.Dr. Ragini Kulkarni, former Member Secretary, and Dr. Usha Saraiya, former Chairperson of IEC, NIRRH,
Mumbai, spearheaded the creation of the First Edition of SOPs in 2014. Subsequently, Dr. Beena Joshi,
former Member Secretary, and Dr. Padmavathy Menon, former Chairperson, led the development of the
updated edition.

This comprehensive document covers the entire mandatory requirement as per the regulatory
guidelines. Faculty and researchers at the institute found it beneficial to submit it to the IEC for approval.
The Director of ICMR-NIRRCH, Mumbai, also appreciated the effort, noting that it was well-received by
the researchers and scientists of NIRRCH over time.

The need to update the SOPs arose due to evolving global requirements and new guidelines led by
the ICMR Bioethics division. A core team consisting of a Member Secretary and two Ethics Members with
thorough knowledge of ethics was formed to draft the revised SOPs.

In-depth deliberation and inputs from the SOP team members have led to a revision of SOPs. The draft
SOPs were circulated to members of the IEC for their input. On record, I would like to sincerely thank the
core group members for drafting revised SOPs, members of IEC, and distinguished researchers & scientists
of ICMR-NIRRCH for their valuable inputs. Director, ICMR-NIRRCH, Dr. Geetanjali Sachdeva also gave
useful inputs for which she deserves appreciation. Special thanks to Dr. Vikrant Bhor, Member Secretary,
IEC, Dr. Bhakti Pathak, Jt. Member Secretary Dr. Suchitra Surve, Ex.Jt. Member Secretary, IEC, and Dr.
Beena Joshi, Ex-Member Secretary, IEC for revision of SOPs.

The document is now ready for release. The updated SOPs are user-friendly and will help researchers and
scientists at ICMR-NIRRCH submit their proposals to the IEC for approval.

{ Onpurkor
Dated: 8.11.2024 (Dr. Shubhada Chiplunkar)
Place: Mumbai Chairperson, IEC, ICMR-NIRRCH, Mumbai
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GLOSSARY

Active Study File

Any approved protocol, supporting documents, records containing
communications and reports that correspond to each currently approved
study

Administrative Documents

Documents include official minutes of IEC meetings and the Standard
Operating Procedures, both historical files and Master Files

Agenda

A list of things to be done; a program of business at a meeting

Amendment protocol

A package of the amended parts and related documents of Package, the
protocol, previously approved by the IEC. During the study, the Principal
Investigator may decide to make changes in the protocol.

Approved Protocols

Protocols that have been approved without stipulations or approved with
recommendations by the IEC may proceed. Protocols that have been
approved with stipulations by the IEC may not proceed until the
conditions set by the IEC in the decision have been met. Protocols should
be amended and submitted to the IEC within one month for re-review.

Audit

A systematic and independent examination of research trial approval
activities and documents to determine whether their view and approval
activities were conducted and data were recorded and accurately reported
according to the SOPs, GCP, Declaration of Helsinki and applicable
regulatory requirements

Clinical trial office

An institute or an office where the study takes place and where the
principal investigator and/or his/her staff may be reached

Conference

A meeting of individuals or representatives of various organizations to
discuss and/or act on topics of common interest.

Confidentiality

Prevention of disclosure, to other than authorized individuals, of
IEC/IRB’s information and documents
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Confidentiality Agreement
(Secrecy or Nondisclosure
agreements)

An agreement designed to protect, information, data and expertise from
being misused by those who have learned about them. The type of
information that can be included under the umbrella of confidential
information is virtually unlimited. Most confidentiality agreements
exclude certain types of information from the definition of confidential
information. The recipient must include these exceptions in the
confidentiality agreement. An important point that must be covered in
any confidentiality agreement is the standard by which the parties will
handle the confidential information. The agreement must establish a time
period during which disclosures will be made and the period during which
confidentiality of the information is to be maintained.

Conflict of Interest

A situation in which a person, such as a public official, an employee, or a
professional, has a private or personal interest sufficient to appear to
influence the objective exercise of his or her official duties.

Conflict of interest is present and interferes with the ability to make an
objective evaluation when ethics committee members

Have their research projects under review by the Ethics Committee, when
they are an investigator, co-investigator, or when they are in a supervisory
or mentoring relationship with a Principal Investigator.

Members whose spouse/relative is a Principal Investigator or co-
investigator, for any project under review are also considered to have a
conflict of interest.

Members may also have conflict of interest situations when they have
interpersonal or financial relationships with the researchers, or personal
or financial interests in a company, or organization that may be the
sponsor of the research project, or that may be substantially affected by
the research.

To maintain the independence and integrity of research ethics review,
members must identify, eliminate, minimize or otherwise manage real,
potential or perceived conflicts of interest.

If a member has a personal or financial conflict of interest the members
must disclose the nature of the conflict and absent themselves from any
discussion or decision regarding that research project. If a member’s
conflict of interest and necessary withdrawal from the meeting will
threaten the maintenance of quorum, the Committee can ensure that an
alternate member is in attendance to maintain quorum. There are three
key elements in this definition: financial interest; official duties;
professional and personal interest.
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Conflict of interest occurs
when

1. Anindividual’s private interest differs from his or her
professional obligations to the institute.

2. Professional actions or decisions occur that an independent
observer might reasonably question.

3. A conflict depends upon the situation and not on the character
or actions of the individual.

4. Potential conflicts of interest must be disclosed and managed as
per policy.

CRF

Case Record Form or Case Report Form is a printed, optical, or electronic
document designed to record all of the protocol-required information to
be reported to the sponsor on each trial participant.

Deviation / Non -
compliance / Violation

The IEC monitors whether investigators do not perform the study in
compliance with the approved protocol, ICH GCP, national and
international guidelines or regulations, and/or fail to respond to the IEC
request for information/action.

Document

Documents mean the following:

- Study Protocols and related documents (such as case report forms,
informed consents, diary forms, scientific documents, reports, records,
expert opinions or reviews)

- IEC documents (SOPs, meeting minutes, advice and decisions)

- Correspondence (experts, auditors, study participants, etc.) of any forms,
such as printed or written papers, hard copies, electronic mails (e-mail),
faxes, audio or video tapes, etc.

Expedited approval

An IEC approval granted only by the Chairman & assigned EC members of
the IEC (not the full Board) for minor changes to new/ current IEC
approved research activities and for research which involves not more
than minimal risk.

ICD

Informed Consent Document is a written, signed and dated paper
confirming participant’s willingness to voluntarily participate in a
particular trial, after having been informed of all aspects of the trial that
are relevant to the participant’s decision to participate
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IEC Institutional Ethics Committee is an independent body (either a review
board or committee) whose responsibility is to ensure the protection of
the rights, safety, and well-being of human participants involved in a trial
and to provide public assurance of that protection.

IEC members Individuals serving as regular and alternate members of the institute’s

Ethical Committee. These committees are constituted in accordance with
the EC membership requirements outlined in ICH GCP.

IEC representatives

Many IECs rarely find time to perform monitoring visits themselves. They
may ask outside experts or the staff of Ethics Committees to perform the
tasks on their behalf and later report their findings to IEC

Inactive Study Files

Approved and supporting documents (protocols, protocol amendments,
informed consents, advertisements, investigator and site information),
records containing communications and correspondence with the
investigator, and reports (including but not limited to Continuing Review
Reports, IND Safety Reports, reports of injuries to participants, scientific
evaluations) that correspond to each study approved by the NIRRCH Ethics
Committee for Human Studies for which a final report has been reviewed
and accepted.

IND

Investigational New Drug is a drug that has never been seen in the market
because it is under investigation for its efficacy and safety and has not yet
been approved for marketing by the local authorities. The drug is
therefore approved for use only at certain study sites

Independent Consultant

An expert who provides advice, comments and suggestions after
reviewing study protocols without any affiliation to the institutes or
investigators proposing the research.

Inspection

The act by some regulatory authorities of conducting an official review of
documents, facilities, records, and any other resources that are deemed
by the authorities to be related to the clinical trial and that may be
located at the site of the trial, at the sponsor’s and/or contract research
organizations (CRO) facilities, Office of Ethics Committees, or at other
establishments deemed appropriate by the regulatory authorities
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Legally Authorized
Representative (LAR)

A LAR is an individual or judicial or other body authorized under
applicable law to consent on behalf of a prospective participant to
participate in research or to undergo a diagnostic, therapeutic, or
preventive procedure as per research protocol.

Majority vote A Consensus procedure is carried out if one-half plus one member of the
required quorum votes in its favor.
Master file A file for storage of the originally signed and dated documents

Master SOP files

An official collection of the institute's standard operating procedures
(SOP) accessible to all staff, IEC members, auditors and government
inspectors as a paper copy with an official stamp on first and last page and
the approval signatures. Photocopies made from these official paper
versions of the SOP cannot be considered official.

Meeting Deliberations between at least three (3) persons where such deliberations
determine or result in the joint conduct or disposition of business.
Minutes An official record of the business discussed and transacted at a

meeting, conference, etc.

Monitoring visit

An action is that IEC or its representatives visit study sites to assess how
well the selected investigators and the institutes are conducting research,
taking care of participants, recording data, and reporting their
observations, especially serious adverse events found during the studies.
Normally monitoring visits will be arranged in advance with the principal
investigators.

Non-members of the IEC

Any relevant person/persons who presently is/are not a
member/members of the IEC such as authorities, monitors, auditors,
participants, etc.

Project Review Form

An official record that documents the review process for Revised &
Amendment Protocols as well as Continuing Review of approved
protocols, Completion/ Final reports & Translated versions of Informed
consent forms.

Quorum

Number of IEC members required to act on any motion presented to the
Board for action.
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Scientists

Professionals with advanced training and expertise in the medical or non-
medical areas related to the protocol being reviewed

SOP historical files

A collection of previous official versions of a SOP, table of contents,
relevant information regarding changes and all pre-planned deviations.

SOP Team

A selected committee of the members of ICMR-NIRRCH Ethics Committee
who oversee the creation, preparation, review and periodic revision of the
institute's SOPs.

SOP  (Standard
Operating Procedure)

Detailed, written instructions, in a certain format, describe all activities
and actions undertaken by an organization to achieve uniformity in the
performance of a specific function.

The aim of the SOPs and their accompanying checklists and forms is to
simplify the organization and documentation of operation, whilst
maintaining high standards of Good Clinical Practice.

Strategies to Manage
Conflict of Interest

1. Disclose conflict of interest

2. Document the conflict of interest in the attendance register and
minutes of the meeting

3. Refrain from taking part in any discussion/review/ debate about
the proposal;

4. Refrain from participating in the review process of the project
proposal by leaving the meeting room.

Study Assessment Form

An official record that documents the protocol review process.

Vulnerability

The Council for International Organizations of Medical Sciences (CIOMS)
defines vulnerability as persons who are vulnerable because they are
relatively (or absolutely) incapable of protecting their interests.

xlvi




Vulnerable (research)
participants

Vulnerable persons are those who are relatively (or absolutely) incapable
of protecting their own interests. More formally, they may have
insufficient power, intelligence, education, resources, strength, or other
needed attributes to protect their own interests. Individuals whose
willingness to volunteer in a research study may be unduly influenced by
the expectation, whether justified or not, of benefits associated with
participation, or of a retaliatory response from senior members of a
hierarchy in case of refusal to participate may also be considered
vulnerable. (WHO)

Workshop

A group of people engaged in study or work on a creative project or
subject
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