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PREAMBLE

INTRODUCTION

In 2019, the INSTITUTIONAL ETHICS COMMITTEE FOR BIOMEDICAL AND HEALTH
RESEARCH-INSTITUTE OF CHILD HEALTH was established by the ICH Governing Body
resolution and subsequent policy statement issued by the Director of ICH.

The IECBMHR -ICH is composed of medical/scientific professionals and non-medical/ non-
scientific members working together in a committee that safeguards the rights, safety, and
well-being and confidentiality of all participants involved in biomedical research, thereby
providing public assurance of that protection.

The IECBMHR -ICH is committed towards providing the best possible ethical reviewing of
all research proposal submitted under its scope.

It is now registered with the Department of Health Research, Ministry of Health and Family
Welfare, Government of India vide provisional certificate No. File No. -
EC/NEW/INST/2019/316 dated 30.11.2021(Ref.: https:/naitik.gov.in).

SCOPE

The IECBMHR-ICH reviews biomedical (clinical) research protocols following local, national
and international ethics guidelines in biomedical research.

The scope of research is biomedical research on human participants between 0-18 years of
age carried out in the premises of Institute of Child Health, situated at 11, Dr. Biresh Guha
Street, Kolkata — 700017, under the supervision of a senior researcher (called the principal
investigator) with experience and training in conducting clinical research and knowledge of
Good Clinical practice and Biomedical ethics or in collaboration with researchers in institutes
of eminence.

The Standard Operating Procedures (SOPs) written in this booklet describe the procedures
for the ethical review of biomedical research protocols established by the IECBMHR-ICH,
and intends to demonstrate compliance of the procedures to the requirement of guidelines
put forth in the National Ethical Guidelines for Biomedical and Health Research Involving
Human Participants, 2017 by ICMR; and applicable standards mentioned in the New Drugs
and Clinical Trial Rules, 2019, CDSCO, Government of India.

The booklet describes the procedures established for operating and maintaining all
components of the standards for ethical reviewing with the aim of achieving and continually
improving on the desired quality level in every activity and service of the committee.

The document control system of the committee has a provision to update the booklet
through amendments to various sections, and amendments are documented for the
amendment sheet provided in the SOP for SOPs.

MANDATE OF THE COMMITTEE

All academic research projects or studies on human subjects that will be conducted in this
Institution (ICH, Kolkata) must be approved by this committee prior to study initiation The
IECBMHR shall also review and monitor ongoing projects from time to time.
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Dissertation or thesis, research work of faculty, students (medical, nursing, paramedical,
&allied sciences) of this Institute will be reviewed and monitored by this committee.

It will provide ethics consultation to investigators proposing to embark on clinical research
and to physicians involved in patient care but not necessarily conducting research who
request for such service.

In evaluating protocols and ethical issues, the IECBMHR is aware of the diversity
of laws, culture and practices governing research and medical practices in India and
various countries around the world.

It attempts to inform itself where possible of the requirements and conditions of the
various localities where proposed research is being considered.

The IECBMHR is guided in its reflection, advice and decision by the ethical principles
expressed in Declaration of Helsinki (Adopted by the 18th World Medical Assembly,
Helsinki, Finland, June 1964, and its amendments at 64" WMA general Assembly,
Fortaleza, Brazil, October 2013).

The IECBMHR will work according to its current established Standard Operating
Procedures based on, International Conference on Harmonization - Good
Clinical Practices (ICH-GCP) Guidelines,1996; New Drugs and Clinical Trial Rules,
2019; ICMR National Ethical Guidelines for Biomedical and Health Research Involving
Human Participants,2017; ICMR National Ethical Guidelines for Biomedical Research
Involving Children, 2017 and other international, national and local guidelines and their
amendments as applicable from time to time.

RESPONSIBILITIES OF THE INSTITUTIONAL ETHICS COMMITTEE

The Committee’s primary responsibilities will be protection of safety, rights and
confidentiality of the research participants.

The Committee will keep all information submitted to them confidential specially the
proprietary information.

The Committee will maintain concise but clear documentations of its views on the scientific
and ethical aspects of the research proposal.

The Committee will review the progress of each research project at appropriate
and specified intervals, but not less than once a year and will also review the final report
of the studies approved by them.

The Committee will participate in activities that promote ethical research in the institution
and community

The Committee will participate in and organize programs aimed at educating
and training community members, members of the public, investigators, IEC members in
ethical research.

The vicarious responsibility of the committee towards compliance with guidelines lies with

the Chairperson. Each member is accountable for ensuring that protocols reviewed meet
regulatory compliance in all essential aspects.

JURISDICTION OF IECBMHR



IECBMHR shall receive, review, approve (or otherwise) and monitor research proposals
involving human study volunteers in the following Institutions: Institute of Child Health, 11,
Dr. Biresh Guha Street, Kolkata. This includes both intramural and extramural research by
faculty and students.

Administrative Requirements: All proposals originating from ICH or other institutions must
be routed to the IECBMHR through the Director, ICH after obtaining an NOC from his office

Jurisdiction: Approval given to studies

The validity of approval of the IECBMHR —ICH is restricted for studies to be carried out
« within the physical premises of ICH and/or

* in settings expressly approved by the IECBMHR

Approval given by ethics committee of another institution to carry out a study shall not be
valid for carrying out the same study at ICH, Kolkata

Validity of approval given to multi-centric studies by the IECBMHR —ICH
For centres other than ICH, Kolkata, investigators need to obtain approval from their own
centres also.

Jurisdiction and validity of approval
Research proposals submitted to the IECBMHR -ICH by researchers from Institutions other
than ICH, Kolkata, above will be considered on a case-by-case basis.

In such cases, researchers must adhere to the following conditions:

a. For research involving data collection from ICH, Kolkata, by researchers other than
those from ICH, Kolkata,

I. Letter of introduction from their respective Head of the institution

ii. Letter of consent from research guide

iii. Letter from Head of the institution and / or Guide describing the need for collecting data
from ICH, Kolkata,

iv. Approval letter from the researcher’s institutional ethics committee (if there is no ethics
committee functioning in the researcher’s institution, approval from any institutional ethics
committee from the researcher’s city of work / approval from an independent ethics
committee) and

v. All other documents required for scrutiny by IECBMHR —-ICH

b. For researchers from ICH, Kolkata, involving data collection from outside
institutions

i. Letter from Head of the institution and / or Guide describing the need for collecting data
outside ICH, Kolkata,

ii. Approval letter from the researcher’s collaborative institutional ethics committee (if there is
no ethics committee functioning in the researcher’s institution, approval from any institutional
ethics committee from the researcher’s city of work / approval from an independent ethics
committee)

iii. All other documents required for scrutiny by IECBMHR -ICH for scrutiny of study
protocols

iv. Samples from participant for research projects approved by IECBMHR —ICH shall be
collected from ICH, Kolkata, or its approved sites only

c. For multicentric studies, where ICH, Kolkata is one of the centres

i Letter of invitation from Principal investigator of nodal/ coordinating center inviting
investigator at ICH to participate in the study

ii Approval letter from the institutional ethics committee of nodal/ coordinating center or any
centre



iii All other documents required for scrutiny by IECBMHR —ICH for scrutiny of study protocols
including site specific protocols

BUSINESS ADDRESS OF ETHICS COMMITTEE
Room 122, Ground Floor, Main Building,

v Phone: +91-033-22905686

Fax: +91-033-22893242

E mail: iecbmhrich@gmail.com

Mon-Fri: 11.00 - 15.00, Sat: 10.00-12.00

Flowchart: Jurisdiction and Independence of IECBMHR-ICH

The Ethics Committee is functionally autonomous. Its activities (as listed in
-~ this SOP) lie outside the administrative jurisdiction of the Director, ICH,
Kolkata

IECBMHR- ICH

Academic Biomedical Research
Activities conducted at Institute of
Child Health, Kolkata
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1. OBJECTIVE

The purpose of this Standard Operating Procedure (SOP) is to define the process for writing,
reviewing, circulating, amending and storing SOPs of the Institutional Ethics Committee for
Biomedical and Health Research (IECBMHR) of Institute of Child Health Hospital, Kolkata. The
SOPs should provide clear, unambiguous instructions so that the related activities of the
committee are conducted in accordance with Indian laws and relevant national and
international guidelines.

2. SCOPE
This SOP applies to any item in the IECBMHR-ICH SOP and their amended versions as
published and distributed by the IECBMHR-ICH.

3. RESPOSIBILITY

The IECBMHR-ICH Chair is responsible for ascertaining the need for new SOPs and
amendments to existing ones based on changes in international and national guidelines and
policies or requests from various stakeholders including IECBMHR-ICH Members.

The IECBMHR-ICH Chair is responsible for designing an SOP Team, which drafts new SOPs
and amends them as needed. The team is responsible for proposing design and format as well
as the substantial contents of the SOP. The Chair will review and approve the SOPs. He/ She
signs and dates the approved SOPs.

IECBMHR-ICH members are responsible for consensus action on the proposed SOP, the
outcome of which is approved by the IECBMHR-ICH Chair. The IECBMHR members will
receive and sign and date the new approved SOPs. They will maintain a file of all SOPs
received. They will return the obsolete SOPs to the IECBMHR Secretariat.

The IECBMHR-ICH Secretariat Staff is responsible for storing and distribution. The Member
Secretary shall ensure that all approved SOPs are distributed to all members of the IECBMHR
and to the administrative head of the Institute within 30 calendar days of its approval for their
records.

* Maintain on file all current SOPs and the list of SOPs

» Maintain an up-to-date distribution list for each SOP distributed to the IECBMHR
members

* Maintain a record of the investigators to whom SOPs are distributed

* Ensure that all the IECBMHR members and involved administrative staff have
access to the SOPs

* Ensure that all the IECBMHR members and involved staff are working according
to current versions of the SOP

* Maintain on file all past SOPs of the IECBMHR

* Assist in the formulation of the SOP procedure

Prepared by: SOP team Version: 02 Page 3 of 9
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DETAILED INSTRUCTIONS

4. IDENTIFY THE NEED FOR NEW OR AMENDING SOP
Any member of the IECBMHR/ Secretariat/ administrative staff/ or investigators who would like
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
using the request form IECBMHR — ICH 1-F for revision of an SOP. Revision of an SOP
made as a formal request will be submitted to the IECBMHR Chairperson.

The Chairperson will inform all the IECBMHR members about this request in a regular full-
board IECBMHR meeting. If the IECBMHR members agree to the request, an appropriate
member/ consultant will be appointed by the Chairperson and designated the task to proceed
with the revision process/ formulation process of the SOP,

If the IECBMHR members do not agree, no further action will be taken. The Chairperson will
inform the person/IECBMHR member who made their request for modification of the SOP.

Minor one line revisions will be recorded by hand in the relevant SOP (only in the copy of SOP
with the Secretariat) when any change is necessary as perceived by the IECBMHR members
with the approval of the Chairperson. This will be logged in IECBMHR - ICH 1-D, Amendment
Sheet. If the changes are more than 10 lines per page, printed amendments will be
incorporated and a revision number and date will be given before print. Otherwise, printed
amendments will be done during the annual revision of the collective SOPs.

DESIGN, FORMAT AND LAYOUT
5. COMPILED SOPs

a. Cover Page: The first page of the compiled SOP document will be in “Arial” font with font
size of 18 bearing the name of the IECBMHR, registration number with designated
authority, address and logo of the Institute of Child Health in font size 18. It will have the
version number, effective date and copy number followed with the signatures
of the Chairperson in Font 18(Form IECBMHR - ICH 1-A, Template of first page of
the compiled SOP document set).

Second page: This will carry the list of all individual SOPs and their respective codes

c. Third — Sixth Page: This will bear a brief introduction of the Institutional Ethics Committee
for Biomedical and Health Research and its Scope, Mandate and Responsibilities

d. Seventh Page: SOP Amendment Page which will log all the minor revisions of the SOPs {ill
the next version is printed (Form IECBMHR — ICH 1-D, Amendment Sheet Format).

e. Eight Page: This will document the History of the SOPs with the list of Superseded SOPs
(IECBMHR - ICH 1-E, Document History of SOP)

Prepared by: SOP team Version: 02 Page 4 of 9

Approved by: Chairperson Revision No:00 Revision Date: Nil
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f. The Appendices will include the following: Glossary, References, List of Acronyms

L ]

Glossary, which is an alphabetical list, with meanings, of the technical terms in the
SOP

References, which lists the instruments use to draft the Guideline such as other
SOPs, guidelines, or policies

6. INDIVIDUAL SOP
a. Each SOP will be prepared according to the standard template

b. First Page: The SOP is introduced by a cover page (IECBMHR-ICH Form 1-B: SOP Cover
Page) laid out as:

i.

ii.
iii.
iv.

vi.
Vii.
Viii.

iX.

Title with SOP Code

Name of Reviewers with signature: Reviewed, and Approved by

Table of contents with page numbers

Number and Date of the previous version: if not applicable, the date of previous
issue is indicated by “N/A” (not applicable)

Number and date of Current version

Name of the authors/editors

Approval information such as approving authorities and offices and date

Institutional contact details (address, telephone numbers, facsimile number, email
address) with logo, version number and effective date in present as header of every
page of the SOP

Footer with details including revision number and date, and page number

c. An SOP follows the format:

Number and version, which follows the SOP on coding SOPs. 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. The current version of the SOPs would be the fifth one; hence it will be
denoted as‘v5”. The first SOP of the current version would be ICH IECBMHR
SOPO01/1i.e. itis SOP number 01 of version 01.

. Title, which is descriptive of contents and self explanatory (present in header)

Objectives, which defines the purpose and intended outcome

. Scope, which defines the extent of coverage of the SOP and its limitations
V. Responsibilities, which delineates tasking and accountabilities for SOP
implementation
vi. Detailed instructions, which elaborates the steps outlines in the workflow
vii. Workflow, when necessary, which provides a graphic representation of the essential
steps to implement the SOP
viii. Forms, which are documents to be filled out or accomplished by different parties as
required by the SOP, with a list of forms
Prepared by: SOP team Version: 02 Page 5 of 9
Epproved by: Chairperson Revision No:00 Revision Date: Nil
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ix. References, which lists the instruments use to draft the Guideline such as other
SOPs, guidelines, or policies

x. Appendices, which provide elaborations or clarifications of specific sections
including glossary and list of abbreviations

d. The text matter of all SOP documents will be “Arial” font with font size of 11. The margins of
each page of the body of the document shall be “moderate”. The alignment of the text of the
document will be “Left” with single line paragraph spacing.

€. Each page of the SOP will bear a header and footer in the same font of “Arial” with font size
of 11.The SOP number with version will be on the right hand corner of the header. The left
hand corner will bear the Institute’s logo. The title of the SOP will be in the centre subtended
by the name of the Ethics Committee and name of the Institute. The footer will bear the
author name and approving authority’s name. In the centre will be the Revision Number and
Revision Date (if any). The right hand corner will bear the version number of the SOP and
page number as “Page number M-of total N”.

7.  WRITING AND REVIEW OF NEW SOP
a. SOPs are issued by the IECBMHR-ICH in order to facilitate transparent, clear, and
systematic implementation of its functions.

b. New SOPs may be issued in not less than three-year intervals; unless regulations on which
these documents are based have significantly changes in the interim.

c. Existing SOPs are reviewed every three (3) years; unless situations or circumstances dictate
more frequent review and revision or when the regulations on which these documents are
based have significantly changed in the interim.

d. Any amendment or revision must be written and submitted to the IECBMHR-ICH Chair for
compilation and processing by respective parties, such as IECBMHR-ICH Members, in
preparation for the next round of SOP review.

e. A request for amendment or revision is accomplished by filling out Form IECBMHR - ICH 1-
F: Request for Revision of an SOP. The IECBMHR-ICH Chair is responsible for initial review
of the request, procurement of relevant information, recommendation of further action as
follows:

0 Confirm need for amendment or revision, forward to SOP Team

0 Request further information

0 Forward to content expert for opinion

f. When the need for a new SOP has been identified and agreed on, the IECBMHR-ICH Chair
will organize the writing process whereby a draft will be written by SOP Team designated by
himself/ herself. The draft is regarded as a consensus issuance by the SOP Team, and may be
a result of consultation with other stakeholders prior to completion.

Fepared by: SOP team Version: 02 Page 6 of 9
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Note: Minor one line revisions, which may arise out of discussions held during meetings or
when any change is necessary as perceived by the IECBMHR members, will be recorded by
hand in the relevant SOP (only in the copy of SOP with the Secretariat), with the approval of
the Chairperson. This will be logged in IECBMHR ~ ICH 1-D, SOP Amendment Sheet. If the
changes are more than 10 lines per page, printed amendments will be incorporated and a
revision number and date will be given before print. Otherwise, printed amendments will be
done during the bi-annual revision of the collective SOPs.

8. APPOINT THE SOP TEAM
The Chairperson will constitute an SOP team consisting of the Member-Secretary and two or

more members of the IECBMHR who have a thorough understanding of the ethical review
process. The SOP writing team will carry out the subsequent steps

9. LIST THE RELEVANT SOPs
0  Write down step by step all the procedures of the IECBMHR
O  Organize, devise and, name each process
0 Make a list of SOPs with coding reference

10. PRESENTATION OF NEW/REVISED SOP TO THE IECBMHR-ICH
a. The draft version is submitted by the SOP Team to the IECBMHR-ICH Chair

b. The IECBMHR-ICH Chair presents the new/revised SOP to the IECBMHR during its regular
meeting and presides over deliberation.

11. DECISION OF IECBMHR-ICH ACTION ON NEW/REVISED SOP
a. The IECBMHR-ICH members will deliberate on the proposed draft and arrive at a consensus
action.

b. If a consensus cannot be achieved, the matter is put to a vote. Favourable action by voting
requires a vote of two-thirds plus one of the members present in the meeting

c. Action can be deferred if recommendations for further amendments or revisions are lodged, in
which case, the IECBMHR-ICH Chair will supervise the documentation of requested
amendments or revisions and call for a subsequent meeting, no more than thirty (30) days
from the date of this meeting.

12.  APPROVAL OF NEW/REVISED SOP FOR IMPLEMENTATION
a. Upon favourable action by IECBMHR-ICH, the SOP is approved by the IECBMHR-ICH Chair.

b. The approval is indicated by the dated signature of the Chairperson, IECBMHR-ICH on the
cover page of the document.

Prepared by: SOP team Version: 02 Page 7 of 9

Approved by: Chairperson Revision No:00 Revision Date: Nil
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c. The effective date of the document is reckoned as the date when the Chair signs the
document. The approved SOPs will be implemented from the effective date

d. The printed copy of the approved SOPs will be distributed to IECBMHR-ICH Members and
ICH authorities (Hospital Director, Chief Administrative Officer) within thirty (30) days of
approval by the IECBMHR-ICH Chair. This will be recorded in the Form IECBMHR-ICH 1C:
Log of SOP Recipients

e. An electronic copy of the SOP will be published as soon as possible in the ICH website.

13. MAINTAINING CONFIDENTIALITY WORKFLOW

a. One (1) complete originally signed set of current SOPs is maintained by the IECBMHR-ICH
Secretariat Staff, which can be reproduced as needed. The Member Secretary will discuss the
approved SOPs with the administrative staff and instruct them to implement it accordingly.

b. In case of amended or revised SOP documents, the old version will undergo archiving
procedure by the Secretariat Staff. The word "OBSOLETE" is stamped on all pages of one
complete set of the old version, after which it is stored separately from the current version.

¢. Superseded versions are indicated in the IECBMHR — ICH 1-E: Document History of SOP
of the new version by the Secretariat Staff prior to storage.

14. PREPARING STANDARD OPERATING PROCEDURES (SOPS) FLOWCHART

ACTIVITY RESPONSIBILITY
Identify the need for new/revised SOP IECBMHR-ICH Chair on the
! request of any IECBMHR
member/ Stakeholder
Design SOP format, coding and layout SOP Team
!
Write new/review existing SOP SOP Team
'
Present new/revised SOP to the IECBMHR-ICH Chair
IECBMHR-ICH
Decide on IECBMHR-ICH action IECBMHR-ICH Members
!
Approved new/revised SOP IECBMHR-ICH Chair
L
Accepted new/revised SOP Director, ICH
!
Distribute and store new SOP Secretariat Staff
!
{Trepared by: SOP team Version: 02 Page 8 of 9 ]
j Approved by: Chairperson Revision No:00 Revision Date: Nil J




sSTIT
o™ Ury

Preparation of Standard Operating Procedures | SOP 01 V2

Yi1none?

Effective Date:

INSTITUTIONAL ETHICS COMMITTEE FOR BIOMEDICAL AND HEALTH | 05 12 2022

RESEARCH — INSTITUTE OF CHILD HEALTH
. 11, Dr. Biresh Guha Street, Kolkata 700017,

%4 ggque® Telephone No. 033 2290 5686, 9073687755
Email: iecbmhrich@gmail.com Website: www.ichcal.org
Stamp old version as OBSOLETE and Secretariat Staff
document in Document History of SOP
15. LIST OF FORMS

[ECBMHR — ICH 1-A

Template of first page of the compiled SOP document set

IECBMHR = ICH 1-B

Template cover page of each SOP

IECBMHR - ICH 1-C

Log of SOP recipients

IECBMHR - ICH 1-D

SOP Amendment Sheet format

IECBMHR — ICH 1-E

Document History of SOP/ Details of Superseded SOPs

IECBMHR - ICH 1-F

Request for Revision of an SOP
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ICH-IECBMHR Form 1-A, 2022

INSTITUTIONAL ETHICS COMMITTEE FOR
BIOMEDICAL AND HEALTH RESEARCH -
INSTITUTE OF CHILD HEALTH

IECBMHR Registration Number: XXXXXXXXXX

11, Dr. Biresh Guha Street, Kolkata — 700017
Phone: 033-2290—5686/09073687795;
Email: instecich@agmail.com

STANDARD OPERATING PROCEDURES (SOP)
VERSION aa

EFFECTIVE DATE: XX/YY/ZZZZ

COPY NUMBER: bb

Approved by
Signature of Chairperson, IECBMHR ICH:

Accepted by
Signature of Director, ICH:



ICH-IECBMHR 1-B, 2022

Template cover page of each SOP

Title:  XXXXX
SOP Code: XX/VY

Reviewed By
Name and Position in IECBMHR Signature
XXXXXXXXXX ) 9.9,0.9.9.0.0.0.0.¢
XXXXXXXXXX XXXXXXXXXX
XXXXXXXXXX ) 9.0.9.9.9.9.0.0.0.¢
XXXKXXXXXX XXXKKXXXXX
XXXXXXXXXX ) 9.9.0.0.9.0.0.0.0.4
XXXXXXXXXX XXXKXXXXXX
XXXXXXXXXX XOOOOOXXXX
) 9.0.0.9.0.0.9.0.0¢ XXX KKXXXXX
XHXXXXXKXXXX XXX XXXXKXX
XXXXXXXXXX ) 9.9.0.0.9.0.0.0.0¢
XXX XXXXXXX XXXKXXXXXX
Approved By
Name and Position in IECBMHR Signature
XXXXXXXXXX XXXXXXXXXX
Accepted By
Name and Position in ICH Signature

XXX KXXKKXXX

XXXXXXXXXX




ICH-IECBMHR 1-C, 2022: Log of SOP Recipients

LOG OF SOP RECIPIENTS

Name of
recipients

Designation

SOP Copy
No.

Date of receipt

10

1

12

13

14

15

16




ICH-IECBMHR 1-D, 2022: Amendment Sheet

AMENDMENT SHEET

(SOPs of ICH IECBMHR)

S| | Page | Section | Date of Reasons for amendment Signature | Approved
No. amend of by
ment Member Chair




ICH-IECBMHR 1-E, 2022: Document History of the SOP

DOCUMENT HISTORY
OF THE SOP

Author Version Effective Date

dd/mmlyyyy

DETAILS OF SUPERSEDED SOPs

Name of Version Effective Date| Date of becoming Major Changes
Authorized Obsolete
Signatories
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INSTITUTIONAL ETHICS COMMITTEE

RESEARCH — INSTITUTE OF CHILD HEALTH
11, Dr. Biresh Guha Street, Kolkata 700017,
Telephone No. 033 2290 5686, 9830897576

Email: iecomhrich@gmail.com Website: www.ichcal.org

FOR BIOMEDICAL AND HEALTH

Effective Date:
05.12.2022

Constitution, Composition, Terms of Appointment, functions, role
and responsibility of IECBMHR Members
SOP Code: SOP 02/V2

Name and Position in IECBMHR Signature
Dr. Phalguni Dutta [
Chairperson )WJM\

Dr. Surupa Basu
Member Secretary

A0

Dr. Arunaloke Bhattacharya
Clinician (Pediatrician)

Prof. Jaydeep Choudhury
Clinician (Pediatrician)

8‘%,,::5--%; C“'-‘-"‘\_‘{:[,

Dr. Supriyo Choudhury
Basic Medical Scientist; Clinical Pharmacologist

W&Wm/

Mr. Tamal Chatterjee
Legal expert

el CAp

Ms. Anasuya Basu
Layperson

':}\Y\Q%qu (b Az

Ms. Kaberi Mukherjee
Theologian

Wl st

Reviewed By:

Approved By:

Name and Position in IECBMHR

Signature

Dr. Phalguni Dutta
Chairperson

P

Accepted By:

Name and Position in ICH Signature  , »
Prof. Apurba Ghosh ﬂé\/ﬁf
Director N

Prepared by: SOP team Version: 02 Page 1 of 18

Approved by: Chairperson
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ICH-IECBMHR 1-F, 2022: REQUEST FOR REVISION OF AN SOP

Request for Revision of an SOP

Please complete this form whenever a problem or a deficiency in an SOP is identified and
submit to the IECBMHR-ICH Chair for processing.

SOP Code SOP Title

Reason for request (citing details of problems or deficiency in current document):

Description of requested changes

Revision Requested by: Date: (dd/mml/yyyy)
(Name and signature)

Recommendations by IECBMHR-ICH

[0 Revision requirement confirmed, forward to SOP Team
[0 Request further information (state)
[0 Forward to content expert for opinion

Name of IECBMHR-ICH Chair Dr Phalguni Dutta

Signature

Date
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1. OBJECTIVES

The SOP describes the organizational framework for the structure and composition of the Institute of
Child Health- Institutional Ethics Committee for Biomedical and Health Research (ICH- IECBMHR). This
Standard Operating Procedure (SOP) describes the Terms of References (TOR), which provide the
framework for constitution, responsibilities, and activities of the IECBMHR. This SOP also describes
and provides the procedures, templates, and forms that are related to the nomination, appointment,
training, and compensation of members of the Committee, as well as identifying the persons who
should read, agree to, sign and date these forms. Privacy and confidentiality documentation is likewise
decided. The SOP also describes the collective responsibility of the committee to carry out periodic self
assessments and financial audit,

2. SCOPE

The SOP applies to the stated functions of the ICH-IECBMHR, as it carries out its task of providing an
independent review of research protocols involving human participants that are submitted to the
IECBMHR by consultant-physicians, biomedical scientists, resident and fellow-trainees, students,
hospital staff and employees of the ICH for all academic biomedical and health research done within
the hospital/ institution or in approved sites or as multi-centric research activities. The committee will
review research protocols that fall in the ambit of academic clinical and biomedical health research
funded by various agencies.

Studies which are categorized as academic studies either sponsored by pharmaceutical entities or
others, including investigator initiated academic studies, will be reviewed by the Institute of Child Health
- Institutional Ethics Committee for Biomedical and Health Research (ICH- IECBMHR).

This SOP describes the basic ethical principles and values on which the ICH-IECBMHR is based, the
composition and appointment of the IECBMHR members and the duties and responsibilities of
IECBMHR personnel, including attendance, training and disclosure of conflict of interest. It also outlines
the collective function of the committee in periodic self assessment and financial audit review. The
Head of the Institute who is the appointing authority of the IECBMHR members and staff shall also
abide by this SOP.

3. RESPONSIBILITIES
IECBMHR has responsibility within the institution with the following objectives:

To ensure the competent review and evaluation of all ethical aspects of research projects received,
to ensure compliance with the appropriate laws and safeguard welfare of subjects.

Clinical ethics consultation

Education of professional, administrative, and support staff about ethical issues

Creation, developing revising and implementing ethical guidelines (SOPs)

Initiate studies in ethics

Self assessment and improvement in services

Prepared by: SOP team Version: 02 Page 3 of 18
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The Institution's Governing Body is responsible for constituting and establishing the ICH-IECBMHR
under the authority of the Director. The Director is responsible for appointing the IECBMHR Chair, its
Members and Secretariat Staff, and providing the terms of reference for these appointments in
accordance with prevailing hospital policies, guidelines, and regulations.

It is the responsibility of the ICH-IECBMHR Chair, Members and Secretariat Staff to study,
comprehend, comply with, and respect the procedures and guidelines set forth by the ICH-IECBMHR.

It is the responsibility of all newly appointed ICH-IECBMHR Chair and Members (including the Chair) to
read, understand, accept, and sign the required appointment forms at the start of their appointment or
reappointment to the IECBMHR. Refusal of any member to sign such agreement may be a ground for

his/her disqualification from the Committee.

It is the responsibility of new IECBMHR to undergo training during the course of his/her appointment.
Likewise, existing IECBMHR personnel have to continuously update themselves and be trained on
relevant knowledge and skills. To this end, the ICH administration is responsible for allocating an
annual budget for specific training and other educational activities for the IECBMHR Members.

It is the responsibility of the Chair and IECBMHR members and the Secretariat to read, understand,
follow and respect the SOP set by this Ethics Committee.

4. CONSTITUTION AND FUNCTIONS

a. Organizational Structure of the IEC-ICH

Invite Member to the IECBMHR Chair

Send members the following forms: Secretariat Staff
0 IECBMHR Form 2A: Member Notification and

Appointment;

0 IECBMHR Form 2B: Non-Medical Member
Notification and Appointment;

0 IECBMHR Form 2-C:Curriculum Vitae;

O IECBMHR Form 2-D: Confidentiality
Agreement and Conflict of Interest Disclosure
and

E IECBMHR Form 2-E: Training Record

Return accomplished and signed forms Member
Recommend members with signed conforme Chair
Appoints member of the IECBMHR Director
Prepared by: SOP team Version: 02 Page 4 of 18
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i The Director appoints the IECBMHR Chair and all members. The Chairperson will be the head of
the committee. All other members will be of equal ranking.

ii. Only the Director has the authority to dissolve the IECBMHR after due process.
ii. Appointment terms for a member

1 The Chairperson and IECBMHR members can suggest names of potential members but the
final decision will remain with the Director of the Institute.

Ll Members must disclose in writing any interest or involvement-financial, professional or
otherwise- in a project or proposal under consideration.

0 The IECBMHR will decide the extent to which members that might have a conflict of interest
may participate in bringing out an advice/decision. Members will be required to sign a
confidentiality agreement at the start of their term.

iv. Conditions of appointment

Members and Independent consultants will be appointed to the IECBMHR if they accept the
following conditions.

0 Willingness to publicize his/her full name, profession and affiliation.

[0 Willingness to record reimbursement received for work and expenses incurred, related to
the IECBMHR assignment and make these records available to ECBMHR and or general public on
request

{1 Willingness to sign the Confidentiality and Conflict of Interest Agreements regarding meeting,

deliberations, applications, information on research participation and related matters.

b. Composition of ICH-IECBMHR

i. The composition of this IECBMHR will be as per the ICMR guidelines for
Biomedical research involving human participants, 2017 and relevant sections of the New
Drugs and Academic studies Rules, 2019.

ii. The IECBMHR shall have at least 7 and a maximum of 15 members. To the end that a
quorum will be met during regular IECBMHR meetings it is highly encouraged that there should be
five (5) other members serving at any one time in the Board. The voting rights shall dwell with such
members.

Chairperson (who will be a member not affiliated to the Institution)

Member Secretary (who is affiliated to the institution)

One or more persons from basic medical science area (preferably one clinical pharmacologist)
One or more clinicians from various Institutes (pediatricians and neonatologists)

Legal expert

Social scientist/ representative of non-governmental agency/ philosopher/ ethicist/ theologian

2 S

Prepared by: SOP team Version: 02 Page 5 of 18
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7. One or more lay person from community

iii. The IECBMHR is a multidisciplinary and multi-sectoral in composition. The members should
be a mix of medical and non-medical, scientific and non-scientific persons including one layperson
and one woman member at least to represent the different points of view. The IECBMHR will have
representation that is varied in terms of age, gender and social background.

iv. Members are selected according to their personal capacities; based on their interest,
background, ethical, and/or scientific knowledge and expertise, as well as on their commitment and
willingness to volunteer the necessary time and effort for the work of ICH-IECBMHR. The members
representing biomedical scientists and clinicians should have postgraduate qualification
and adequate training in their respective fields and aware of their role and responsibilities
as committee members,

V. All members are appointed for a fixed term of three (3) years, with no prejudice to the
possibility of reappointment. Reappointment for another term may be given by the Director in
consultation with the Chairperson and the Member Secretary.

vi. The Director has the responsibility of appointing the Chair and the Members of the IECBMHR.
vii.  To ensure continuity of policy structures of the Committee, it is encouraged that after the initial
appointment of three years, at least one-fourth of the membership of the Committee should be
reappointed.

vii. The IECBMHR members, in its first meeting, choose among themselves the Member
Secretary. A Vice-Chair may be appointed in the absence of a Chair.

i, The IECBMHR may be supported in its deliberation of specific protocols by Independent
Consultants (see ICH SOP 02-7, Selection of Independent Consultants). They will attend the
meeting in the capacity of ‘Observer’ and will not have right to vote.

c. Resignation, Disqualification, and Replacement of Members

i. A member may resign his/her position by submitting a letter of resignation to Director at least

30 calendar days prior to the next scheduled meeting. The member may or may not assign reasons

for resignation. The resignation will become effective from the day it is approved by the Chairperson

in a formal meeting. It has to bé accepted by the Director, ICH.

ii. A member may not be reappointed if found non-compliant to assigned duties and
responsibilities herein stated.

il. A member who has resigned or members who will not be reappointed will be replaced by new
members upon recommendation by the Director.

iv. Should the Member Secretary résign or be disqualified, the IECBMHR members will elect

a replacement for another term in consultation with the Director.

Prepared by: SOP team Version: 02 Page 6 of 18
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d. General Duties and Responsibilities of ICH-IECBMHR Members and Staff

i. ICH-IECBMHR members and personnel should submit their properly signed and updated
Curriculum Vitae [Form 2-C], which will be filed at the ICH-IECBMHR Membership File (which the CV,
the Terms of Appointment, and copies of Training Certificate of each member)

i, Members are required to sign ICH-IECBMHR Form 2-D: Confidentiality Agreement and Conflict
of Interest Disclosure at the start of their term. The confidentiality agreement protects the privacy and
confidentiality of all parties whose information may be disclosed to the IECBMHR in the course of its
work

if. Members should be willing to publish their full name, profession, and affiliation to the ICH-

IECBMHR upon request.

iv. Members must commit to record and make available, upon request or demand, all financial
relationships, and any conflict of interest within or related to the IECBMHR

V. Members must attend IECBMHR Meetings and participate in discussions and deliberations so

that appropriate decisions can be arrived at.

e. Specific Duties and Functions of ICH-IECBMHR Personnel
i. ICH-IECBMHR Chair
1 Oversee the whole operations of the ICH-IECBMHR
[l Preside over monthly meetings
[ Oversee the IECBMHR protocols reviewed by Members and assign primary reviewers to review
protocols submitted to the IECBMHR
I Prepare the budget and propose membership
[l Represent ICHBMHR in national and international ethics fora
1 Ensure IECBMHR compliance with international, national, and institutional policies governing
human subject research and human subject protection.
[l Recommend updates in IECBMHR policies and procedures in accordance with emerging
national and international policy trends
[0 Recommend policy amendments and changes
[1  Prepare new IECBMHR documents as needed
7 Maintain and update IECBMHR manual of policies and standard operating procedures
[ Supervise the issuance of all [IECBMHR communication in respect of IECBMHR decisions and
actions
[0 The Chairperson will sign documents and communications related to IECBMHR functioning.
1 During IECBMHR meetings, declare any conflict of interest in general and for specific protocols

for review

Prepared by: SOP team Version: 02 Page 7 of 18
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0 Recommend to the appointing body any new Member of the IECBMHR in case of vacancy
0 Initiate and schedule site visits as needed
7 Act on suggestions, complaints, and queries from stakeholders
00 The Chairperson will delegate his/ her responsibilities to appropriate individuals in accordance
with IECBMHR SOPs.
[ In case of anticipated absence, the Chairperson will nominate a committee member as

Acting Chairperson. The Acting Chairperson will have all the powers of the Chairperson

for that meeting.

ii. ICH-IECBMHR Secretary

Assist the IECBMHR Chair in overseeing the review of protocols by IECBMHR Members and
may, in the absence, on unavailability, of the Chair, assign primary reviewer/s for a submitted
protocol

Oversee preparation and accuracy of the agenda and minutes of the meeting

Supervise the preparation of communication pertinent to protocol review-related actions to the
Principal Investigator

Perform other IECBMHR-related tasks that may be assigned to him/her by the IECBMHR Chair
Recommend the development, implementation, and monitoring of IECBMHR policies and
procedures to the IECBMHR Chair

Manage the IECBMHR office under the supervision of the IECBMHR Chair

Ensure the basic training, orientation, and continuing education of IECBMHR members and
staff

Inform research investigators regarding IECBMHR application processes

Assist the IECBMHR Chair in budget planning and the preparation and submission of midyear
and annual reports to be submitted to the Hospital Director

Upon directive from the IECBMHR Chair, schedule and lead the IECBMHR in Site Visits or
similar activities .

During IECBMHR meetings, declare any conflict of interest in general and for specific protocols
for review

Participate in Site Visits and similar activities as needed

Perform other IECBMHR-related tasks that may be assigned to him/her by the IECBMHR Chair

iii. ICH-IECBMHR Member

[ Make timely and thorough review and decision regarding protocols given to him/her for
evaluation (See SOP 03: Protocol Review for timelines)

[1 Familiarize him/herself with the SOPs of the IECBMHR, his/her terms of reference, and the
international and national guidelines on research ethics

Prepared by: SOP team Version: 02 Page 8 of 18

Approved by: Chairperson Revision No:00 Revision Date: Nil















































































































































































































































































































































































































































































































































































