INSTITUTE OF CHILD HEALTH
INSTITUTIONAL ETHICS COMMITTEE (IEC)

LD
gl H"‘l
l|:|l1 -i'-_‘
P o
ot r

- -
z ]
-

'y
t‘
l:l|g'|ll'|"'ﬂ

IEC Registration Number: ECR/359/Inst\WB/2013/RR-19

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

STANDARD OPERATING PROCEDURES (SOP)
VERSION 6.0

EFFECTIVE DATE: 05" DECEMBER 2022

COPY NUMBER: 01

Approved by /Bﬂ;
Signature of Chairperson, IEC ICH:

Accepted by
Signature of Director, ICH:




CONTENTS

Intraduction
Amendment Shaat
" Details of Superseded SOPs

SOP 01 v6 Preparation of Standard Operating Procedures

I—

1-16
S0P 02 v6 (Constitution, Composition, Terms of
Appointment, functions, role and
responsibility of IEC Members

1-28

S0P 03 v Submission & Proposal Review with Preparation
Agenda and Conduct of IEC Meetings

1-24

1-16
S0P 05 vB Documentation and Archiving
| Glossary 1-16

IReferences
List of abbreviations

S0P 04 vE L'ust Approval Review




INTRODUCTION

In 2018, the INSTITUTIONAL ETHICS COMMITTEE-INSTITUTE OF CHILD HEALTH
evolved from the Ethice Commitiee (established in 2008) by virtue of ICH Governing Body
Order letter no. ICH/Sys-5/1068/2018 dated 27 February 2018 and subsequent policy
statement issued by the Director of ICH.

The |IEC-ICH is composed of medical/scientific professionals and non-medicall non-scientific
members working together in a commities that safeguards the rights, safety, and well-being
and confidentiality of all participants involved in a clinical trial and biomedical research,
thereby providing public assurance of that prodection.

Registered with the Central Drugs Standard Control Organization (CDSCO) en May 31,
2013 (Registration No.ECR/359/Mnst\WBY2013),

Re-registered on February, 02, 2017 (Registration No. ECR/A5%/Inst\WB/2013); further re-
registered on November 11, 2019 {Re-registration No, ECRf‘SEBJInMEﬂiﬂuHH-WJ fill
30.05.2024.

The IEC-ICH is committed towards praviding the best possible athical reviewing of all
research proposal submitted under its scope.

It has been accredited for Clinical Trials (Ethics Committee) by Mational Accreditation Board
for Hospitals & Healthcare Providers (NABH), a constituent board of Quality Council of India,
Accredited with NABH on18.05, 2020:valid till 1 7.05.2023.

SCOPE

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

The scope of research is blomedical research on participants between 0-18 years of age and
adults (trials involving mothers elc.jearried out in the premises of Institute of Child Health,
stuated at 11, Dr. Biresh Guha Street, Kolkata — 00017, under the supervision of a seniar
researcher (called the principal investigator) with experience and training in conducting
clinical research and knowledge of Good Clinical practice and Biomedical ethics. For clinical
trials, the principal investigator should be a registered medical practitioner with the Medical
Council of India having adequate expefience in the medical practice of pediatric medicine/
surgery and should be preferably affiliated to Institute of Child Health, Kolkata.

The Standard Operating Procedures (S0Pg) written in this booklet describa the pracedures
for the ethical review of biomedical research protocols established by the IEC-ICH, and
intends to demonstrate compliance of the procedures to the requirement of standards put
forth in, in the Drugs and Cosmetics Act, 1940 and Rules. 1945 (As amended up to the 31st
December, 2017) and standards of National Accreditation for Hospitals & Healthcare
Providers (NABH), 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
impraving on the desired quality bevel in every activity and service of the commitiees.

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



MANDATE OF THE COMMITTEE

All 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 IEC shall
also review and monitor ongoing projects from time o time.

it will provide ethics consultation to investigators proposing to embark on clinical research
and o physicians involved in patient care but not necessarly conducting research who
request for such senice.

In evalualing protocols and ethical issues, the |EC is aware of the diversity of
laws, culture and practices governing research and medical practices in India and
vanous counfries around the world,

It attempts to inform itsell where possible of the requirements and conditions of the
various localities where proposed research i baing considered.

The [EC 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,
Fintand, June 1964, and its amendments at 64 WMA general Assembly, Fortaleza,
Brazil, October 2013).

The IEC will work according to s current established Standard Operating
Procedures based on, Infernaticnal Conference on Harmonization - Good
Clinical Practices (ICH-GCP} Guidelines, 1988: NDCT rule 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
inlemational, national and local guidelines and thelr amendmenis as applicable from time to
time.



RESPONSIBILITIES OF THE INSTITUTIONAL ETHICS COMMITTEE

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

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

proprietary information.

| The Committes will maintain concise but clear documentations of its views on the scientific

and ethical aspects of the research proposal,

The Commitiee will review the progress of each research project at appropriate
and specified inlervals, but not less than once a year and will also review the final report
of the studies appraved by them,

The Commiltee will participate in activities thal promote ethical research in the institution
and commaunity

The Committee will parlicipate in  and organize programs aimed al educating
and Iraining community members, members of the public, investigators, IEC members in
ethical research,
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DETAILS OF SUPERSEDED SOPs

ersionEffective Date of Major Changes
Date |becomin
A . - Obsolete
r. PhalguniVersion 5" Dec NA See attached summary of changes

.0 2022
Dr. Phalguni\Version 207 Apr 4" Dec | Fifteen SOPs of version 4.0 have been reformalied 1o fve
Dutta 0 2018 [2022 (5} major SOPs In version 5.0 distributing all the existing

elements in a logical sequence and adding new elements

as required by NABH standards.

= SOP1 v4 is rewritten as S0P 1v5 (Preparation of SOPs)

and has no major changes.

» S0OP2v4, SOP13v4 and SOP14v4 are merged under

separate seclions as SOP2v5 (Constitution, Composition,

Terms of Appointment, Funclions, Role and

= Responsibility of IEC members). Additionally, section 10

on Periodic Self Assessment and Root Cause analysis

has been added,

= SOPs3; 4; 5a-5d; 6 - v4, and SOP12v4 are merged

under separate sections as SOP3v5 (Submission of

Froposals for IEC approval)

= SO0OPs Se; Ta; 7b,8; 9; 11 v4, are merged under saparale

sections as SOP4vE (Post approval review)

= Part of SOP4 v4 (section 5.4 "After the IEC meeting’),

SOP 10 v4, and SOP15v4 are merged under separate

sections as SOP5v5 (Documentation & Archiving)

= List of Acronyms (& Glossary) has been added in v5 as

an Appendix

= List of References have been clubbed together and

presented as an Appendix. Website references are

provided in v5

Forms have been majorly revised and a list added at the
=]

Dutta

Dr. Fhamuniufmhn 13" Apr

0 2016

20" Apr

end of each SO
Introduction of four new SOPs on review Amended protocol |
rotocol related documents, Review of study completion
ports, Management of Premature Termination, Suspension
r Discontinuation of Study, Reviewing Research Studies
nvolving Vulnerable Participants and minor changes in the
xisting SOPs. Introduction of SOPs on Financial Policies
Procedures{S0OP13}, separate SOP on Training for
ommittee Members (SOP14), and on Communication with
ifferent stakeholders (SOP15)

Cir. Samiran
Fanda

Mersion 28 Mar
3.0 015

13" Apr
2016

ajor restructuring in SOP presentation — split info 11

parate S0OPs with detailing of all essential information and
rocedures, introduction of routine and for - cause audits of
linscal trials and audic visual recording of informed consent

Lr. Dipka

Version 21"

Sur 2.0 h'lan:h

2013

28" May

[201 =

OCess
niroduction of Conditions of appointment-
ewalResignation/Termination, Terms of Reference of
hair person and members , Policies to monitor / prevent
Ol, Elements of Review, SOP on Vulnerable population as
search participants, policy on training




Fm. KrishnalVersion Naow FF March NA
W]

1.0 8

013

mima

SL.NO.

Intreduction
page

V5.0

V6.0

Para-4,

Re-registered new details
Registered with the Central Drugs
Standard Control  Organization
(CDSCO) on May 31, 2013
{Registration

Mo ECR/359MnstWB2013)

Para-4

Re-registered on  February, 02,
2017 {Registration Me.
ECRMA58/InstWB/2013/RR-18;
WValidity from 31.05.2016 to 30.05.19
and 30.05.2019 t030.05.2024)

Introduction
page

Fara-6

it is now committed o achieve
accreditation of Clinical Trials
(Ethics Committee) by MNational
Accraditation Board for Hospitals
& Healthcare Providars (NABH), a
consfituent beoard of Quality
Council of India,

It has been accredited for Chinical
Trigls  (Ethics Committea) by
Mational Accreditation Board for
Hospitals & Healthcare Providers
(NABH), a constituent board of
Quality Council of India, Accredited
with MABH on18.05.2020 valid fill
17.05.2023

Introduction
page

Para-8

The scope of research is
biomedical ragearch on
participanis between 0-18 years
of age carried out in the premises
of Institule of Child Health

Fara-&

The scope of research is biomedical
research on Padicipants between 0-
18 years of age and adults (trials
involving mothers etc.)

Intreduction

Para-8, Schedule ¥

Para-9, omitted Schedule Y

Intreduction
page

Para-11, 2" line omit word Tor

Para-11, 2* line add word “in°

Mandate page

Point-2

Dissertation or thesis, research
work  of  faculty, studenis
{medical, nursing, paramedical,
&allied sciences) of this Institute
will be reviewed and monitored by
this commities

ﬁ_nlnl-i

Dizsertation or thesis, research
work of faculty, studenis (medical,
nursing, paramedical, & allied
sciences) of this Institute will be
reviewed and monitored by this
committee-shifl [+]
IECBMHR{added)

Mandate page

Point-7.third line
Schedule Y

Paint-7 third line
Remove Schedule Y

SOP-1

Page-6, i
rowi{under 7.c)

Existing SOPs are reviewed every
two (2) years: unless situations or
circumsiances  diclate  more
frequent review and revision or
when the regulations on which
these documenis are based have
significantty changed In the
intermm

isti Ps are
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

Page-7. &"

A request for amendment or

A request for amendment or |




=

row{under 7.e) | revision Is accomplished by filling | revision is accomplished by filling
oul Form IEC - ICH 1-F: Request | out Form IEC = ICH 1-G:
for Revision of an SOP. The | for Revision of an SOP. The IEC-
IEC-ICH Chair is responsible for | ICH Chair is responsible for initial
intial review of the request, | review of the request, procurement
procurement of relevant | of relevant information,
information, recommendation of | recommendation of further action as
. further acticn as follows follows
10 Page-8, point | IEC = ICH 1-E, Document History | IEC = ICH 1-E, Document History of
15, listof forms | of SOP, 1-F- Details of | S0P, Detaiis of superseded SOPs,
superseded SOPs merged IEC-ICH 1-F-Request for revision of
IEC-ICH 1-G-Request for revision | SOP —form no revised
of SOF —Form no changed N
11 SOP-2 Schedule ¥ Feplaced by NDCT rule
Page-54.b.i
12 SOP-2 The fee of independent consultant | The fee of independent consultant
Page-12.8.8vi |will be a fixed(Rs-1500/-) amount | will be a fixed amount that covers
that covers initial review and | Initial review and subsequent review
subsequent review of submitied | of submitted documents for approval
documents for approval by the | by the Committes
—— Committes
13 S0p-2 Correction action Corrective aclion
Page-15,10.b.i
14 SOP-2,  form | Major revisions and change of | Revised the whole
2A & 2B formats-Medical'Scientific Member
Motification and Appointment,
Maon-Medical/Lay Member
Motification and Appointment =—
15 SOP-2,  form | Earlier obsolete- Non-MedicallLay | Revised the whole
2C Membear Notification and
Appoirfment
16 SOP-3page- | clinical trials and researches * and researches™-omitted, refer to
3,para-2,1" line IECEBMHR SOP version 1.0 dated
18.11.2019
17 SOP-3.page- | Or research studies by training | Omitted the entire
Ebp-ararz. & | residents, fellows or consultanis
8" line
18 SOP-3,page- | Assign primary reviewers, IEC | Omil the entire
3.point 4, 5| chair
mx-
19 SOP-3.page- | Present review findings during full | Omit the entire
4,point 4, 61" | committee meeting
box
20 S0P-3 page- Research protocols by lraining | Omit the entire
Spara 9, 2" |residents and fellows, and
point academic studies conducted by in
house researchers for review by
the IEC will be exempled from
paymenl of the prescrnbad
institutional fee
21 SOP-3page- | Initial Review Application for | Omit the entire
Spara 10, 2™ | Thesis/ Dissertation
point




S0P-3.page-
G.below  para
4 point e 1
box

initial Study Protocol review for
Thesis! Dissariation

Initia! Study Protocel review —refer
to BMHR SOP version 1.0 dated
18.11.2019

23

SOP-3.page-
G.below  para
4. under point c

Under section c-1, il, [ii, iv exists
Student's research project for
thesis/ dissenation received by
the Secrefariat Staffl twenty (20)
calendar days before the full
Committee meating are included
in the agenda along with IEC-ICH
Form 3H Thesis! Dissertation
Submission Form and Checklist
. Reviewer is given ten (10)
calendar days before the next
scheduled meeting within which
time he/she must review make
commeants on and avaluate the
study.

it. Tha review of the study
protocol and informed consent
documents musl ba in accordance
with  the  Mational Ethical
Guidelines for Biomedical and
Health Research involving Human
Participants, ICMR 2017: and
Mational Ethical Guidelines for
Biomedical Research invalving
Children, ICMR 2017 and other
local, national, and international
guidelines applicable,

iwv. Rewview of elements s as
entalled in the next page

Initial Study Protocol review —refer
to BMHR S0P wversion 1.0 dated
18.11.2019.

SOP-3,page-
Tunder point
d=v

In addition to the review elements
described above, the reviewers
should ensure sludy protocol
complignce  with  the National
Ethical Guidelines for Biomedical
and Health Research invalving
Human Participants, ICMR 2017;
Mational Ethical Guidelines for
Biomedical Research involving
Children. [ICMR 2017 and
Schedule ¥, CDSCO regarding
the following matters

in addition to the review elements
described above, the reviewers
should ensure study protocol
compliance with the National Ethical
Guidelines for Biomedical and
Heaith Research involving Human
Participants, ICMR 2017; National
Ethical Guidelines for Biomedical
Research involving Children, ICMR
2017 and NDCT rules 2018
regarding the following matters

25

S0P-3 page-
S.under point
O

Researcher must obtain voluntary
written informed consent from the
prospectiva participant for any
biomedical and health research
invelving human participants

Researcher must oblain voluntary
written informed consent from the
prospective participant

26

SOP-3,page-
Sunder point
D-vii

The ICD has two parts -
patient/participant information
shaet (PI5)

The ICD has two parts - participant
information sheel (PIS)

27

S0P-3 page-22

Mo procedural details regarding

Details added




agenda of online meeting
| 28 S0P-3,page- Mo procedural detsils regarding | Details added
23, point & agenda of online meeting H
29 S0P-3 page- For studies which require the | For studies which requirea  the
22, point e-i approval of CDSCO, quorum is | approval of CDSCO, quorum is
defined as the presence of at | defined as the presence of at least 5
le@st 5 members with the | members with the following
following representation as per representation as per the NDCT rule
the Schedule ¥ of the Drugs and | 2019
Cosmetics (Third Amendment)
| 2013 Rules
30 ' S0P-3 page- Determination of quorum Determination of quorum as per
22, point e-i NDCT rule
N SOP-3page- | Mo procedural details regarding | Details added
24, point g-iil | declaration of online details COI
a2 All SOPs{1-5) | “Research” Replaced by "Trial®
33 All SOPs(1-5) | "Subjecis” Replaced by “Participants”
34 SOP  4.page | The Secretarial Staff ensures that | The Secretariat Staff ensures that
5,2para, point | sufficient copies for the IEC |sufficient copies for the IEC
5 Members have been submitted by | Members have been submitted by
the P for full board submissions | the Pl for full board submissions-
online process mentioned
a5 SOP  4.page | Study protocol  amendment | Study protocol amendment
5,7"para, point | packages subject to full board including  soft  copy
ii-2 review received within the cut-off | subject to full board review received
period of twenty (20) days before | within the cut-off period of twenty
the /EC meeling are senl lo | (20) days before the IEC meeting
members ten (10) days before the | are sent to members ten (10) days
fEC maeting before the IEC meeling
| 36 S0P 4 page | The Reviewers accomplsh the | The Reviewers accomplish  the
5.9"para, point | review and retumn the signed IEC- | review and return the signed |EC-
fii-4 ICH Form 4-A: Study Protocol | ICH Form 4-A: Study Protocol
Amendment Submission Form! | Amendment Submission Forml
IEC-ICH Form 4-K: Additional | |EC-/ICH Form 4-K: Additional
Material for Study Use for| Material for Study Use for
Approval Form on the day of the | Approval Form on the day of the
IEC meeting together with the | IEC meeting together with the Study
Study  Protocal  Amendment | Protocol Amendment Package-For
Package. oniine meetings opinion of members
are faken and a final decision is
recorded by member secretary on
form 444K,
37 SOP 4 page | Thesis / Dissertation projecis are | Refer to IECEMHR SOP
7,10"para, exempted from Annual Review by
point-10 IEC
38 SOP  4,page | Initial and Final Report (Interim [ Initial and Final Report (Interm
181"  para, | Repori, if any) as per Appendix | Report, if any) as per NDCT rules
peint-10 XIl of Schedule ¥ 2019
39 30F 4page | The IEC communicates is | The IEC communicates itz declision
19, point e-ii decision on the SAE to the DCGI | on the SAE o the DCGI office
office within 30 days of SAE | within 30 days of SAE cccurrence in
| occurrence in prescribed format | prescribed format-through SUGAM




portal

40 SOP  4page | IEC Chairperson  Within 30 | IEC Chairperson Within 30 calendar
20, box calendar days will send the | days will send the Analysis report of
Analysis report of the SAE to|the SAE to CDSCO, through
CDSCO, Head of Institution SUGAM portal & DCGl email. A
separate  communication should
L. send to the HOI
a1 SOF 4, form 41, | Form Major revisions and new format
Audit checklist | -
42 SOFP 5, Form | Earlier format modified Major revisions and new format
2B
43 S0P 5§, Form | IEC-ICH Secretariat at 033 2250 | IEC-ICH Secretarial at 80736887795
50 5686, 0830897578
44 SOP 5, Form | Protocol amendment letter Format modified
SE
45 S0P 5, Form “e-mail notification *added to format
SF-Submission
log L s
47 S0P 1-5(all | Dr, Sankar Sengupta, Or. | Dr. Sankar Sengupta, Dr. Supama
cover page-1) | Supama Chatterjee, Ms. Mamata | Chatterjee, Ms. Mamata Sarkar, Mr.
Sarkar, Mr. Chinmoy Guha | Chinmoy Guha Thakurta -names
Thakurta - resigned omitted.
Dr. Sabnam Ara Begum, ODr
Supriva Choudhury- names
_ addeded( new appointad)
48 S0P-5. form Format revised
SM-submission
log
49 SOP-5, form 5L | "the Schedule Y (Drugs and | Replaced by" NDCT rules, 2019°
Cosmetics Act, 1840 and Rules,
18945; As amended up o the 31st
Decembser”
50 Reference | Point Mo. 1- Point No 12 Point No.3a-h omitted
51 SOP-4, Form | Audit checklist Format revised
4|
52 SOP-4. page | SAE flowchart "DCGI-omitted
20
53 S0P-4 page 17 | "As per Appendix XIl of Schedule | Replaced by “NDGT rule, 2019°
'lTl'H
54 SOP-3.page 22 | Not in earlier version iv. IEC meetings will be conducted

on an electronic meeting platform
such as Zoom, \Webex, Google
meat elc. |EC Secretariat  will
organize the e-meeting. Members
will be briefed about the
lechnodogical requirements
necessary. Meeting will be held for
a maximum of 90 minutes duration.
Agenda will be short and circulated
by mail prior 1o meeting. The
frequency of meeling may be
ncreased on a need basks. Meeting
ID and password wil be
communicated to the members 1




hour before the meeting. E- |
attendance will be recorded by
Member secretary and once
quorum is fulfiled discussions will
ensue

(] =0P-3,page 23 | Not in earlier version A conflict of interes! arises when a
member(s] of fthe I[EC holds
interests with respect lo specific
applicalions for review thal may
Jjecpardize histher ability to provide
free and independant evaluation of
the research focused on the
protection  of the  research
participants, Conflict of interesis
may arise when an |[EC member
has financial, material, instifutional

_ or social ties fo the research.

58 S0P-3, Form | Thesis disseration form Refer fo SOP, BMHR

3-H

57 S50P-2, form- | Old format is obsolete Entira format is changed

2h.28

58 SOP- The fee of independent consultant | The fee of independent consultant

2,pagel2 point- | will be a fixed amount (Rs.1,500) | will be a fixed amount that covers
vi that covers Initial review initial review and subsequent review
subsequent review of submitted | of submilted documents for
documents for approval by the | approval by the Committes.
Committes. -
59 SOP- The composition of this IEC will | The composition of this [EC wil
2,paged,point- | be as per the ICMR guidelines | ba as per the NDCT rules 2019

for Biomedical

involving human participants,
2017, and the Schedule Y of
the Drugs and Cosmetics Act

1940 and Rules,
amended up to
December, 2016

of the Drugs and Cosmetics Act
1940 and Rules and ICMR

guidelines  for Biomedical
research invalving human
participants, 2017
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o Preparation of Standard Operating Procedures | SOP 01 V6
£ %
£ & Effective Date:
5 5 | INSTITUTIONAL ETHICS COMMITTEE- INSTITUTE OF CHILD HEALTH 05.12.2022
3 & 11, Dv. Birgsh Guha Street, Kolkata 700017,

% b Telephone No. 033 2200 5686, 0830847578

" gagnt® Email: instecich@gmail com Website: www.icheal.org
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 (IEC)
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 IEC-ICH SOP and their amendad versions as published

and distributed by the IEC-ICH.

3. RESPOSIBILITY

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

The |EC-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.

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

The IEC-ICH Secretariat Slaff is responsible for storing and distribution. The Member
secretary shall ensure that all approved SOPs are distributed to all members of the IEC and to
the administrative head of the Institute within 14 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 IEC
members

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

» Ensure that all the IEC members and involved administrative staff have access to
the S0OPs

= Ensure that all the IEC members and involved staff are working according to
current versions of the S0P

= Maintain on file all past SOPs of the IEC

= Assist in the formulation of the SOP procedure

DETAILED INSTRUCTIONS
4. IDENTIFY THE NEED FOR NEW OR AMENDING SOP

Prepared by: S0P Team Version: 06 Page 3 of 9
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Any member of the IEC/ Secretariat! administrative stafff 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 IEC — ICH 1-F for revision of an SOP. Revision of an SOP made as a formal
request will be submitted to the IEC Chairperson,

The Chairperson will inform all the IEC members about this request in a regular full-board |IEC
meeting. If the IEC 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 IEC members do not agree, no further action will be taken. The Chairperson will inform
the person/IEC 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 IEC members with
the approval of the Chairperson. This will be logged in IEC - 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 ba
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 IEC, CDSCO registration number, 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 and
Head of Institute in Font 18(Form IEC - ICH 1-A, Template of first page of the
compiled SOP document set).

b, Second page: This will carry the fist of all individual SOPs and their respective codes

¢. Third — Sixth Page: This will bear a brief introduction of the Institutional Ethics Committee
and its Scope, Mandate and Responsibilities

d. Seventh Page: SOP Amendment Page which will log all the minor revisions of the SOPs till
the next version is printed (Form IEC - ICH 1-D, Amendment Sheat Format),

e. Eight Page: This will document the History of the SOPs with the list of Superseded SOPs
{IEC — ICH 1-E, Document Histery of SOP)

. The Appendices will include the following: Glossary, References, List of Acronyms
= Glossary, which is an alphabetical list, with meanings, of the technical terms in the
S0P
« References, which lists the instruments use to draft the Guideline such as other
S0Ps, guidelines, or policies

Prepared by: S0P Team Version: 06 Page 4 of 9

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




A TIFy e

_‘-
4y

R Preparation of Standard Operating Procedures | SCF 01 /V6
S

L]
¥ -
T=-| Effective Date:
3 INSTITUTIONAL ETHICE COMMITTEE= INSTITUTE OF CHILD HEALTH 05 12 20292
£ 11, Ov. Biresh Guha Sireel, Kolkata 700017,

e Talaphone No. 033 2200 5686, G830897576

" ppamt® Email: instecichg@gmail.com Website: www, icheal org

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

B. First Page: The SOF is introduced by a cover page {IEC-ICH Form 1-B: SOP Cover Page)
laid out as:;

i. Title with SOP Code

. Name of Reviewers with signature; Reviewed, Approved, and Accepted by

iil. Table of contents with page numbers
. Number and Date of the previous version: if not applicable, the date of previous
Issua is indicated by “N/A” (not applicable)
v. Number and date of Current version
vi. Name of the authors/editors
vil. Approval information such as approving authorities and offices and date
viii. Institutional contact details (address, telephone numbers, facsimile number, email
address} with logo, version number and effective date in present as header of avery
page of the SOP
ix. Footer with details including revision number and date, and page number
c. An SOP follows the format:

l. 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
Secrefarial. " 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 sixth one; hence it will be
denoled as"vB", The first SOP of the current version would be ICH IEC SOP0O1AE
i.e itis SOP number 01 of version 06.

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

ili. Objectives, which defines the purpose and intended cutcome
iv. Scope, which defines the extent of coverage of the SOP and its limitations
v. Responsibilities, which delineates tasking and accountabilties 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 cut or accomplished by different parties as
required by the SOP, with a list of forms
ix. References, which lists the instruments use to draft the Guideline such as other
S0Ps, guidelines, or policies

x. Appendices, which provide elaborations or clarifications of specific sections

including glossary and list of abbreviations

Prepared by: SOP Team Version: 06 Page 5 of 9
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d. The text matter of all SOP documents will be “Arial” font with font size of 11. Tha 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.

e. 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 cormner of the header. The left
hand comer 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 IEC-ICH in order to facilitate transparent, clear, and systematic
impleamentation of its funclions.

b. New SOPs may be issued in not less than two-year intervals; uniess 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 IEC-ICH Chair for
compilation and processing by respective parties, such as IEC-ICH Members, in preparation for
the next round of SOP review.

e. A request for amendment or revision is accomplished by filling out Form IEC - ICH 1-F:
Request for Revisien of an SOP. The IEC-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
[ 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 |IEC-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 lo completion.

Mote: Minor one line revisions, which may arise out of discussions held during meetings or
when any change is necessary as perceived by the IEC 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 IEC - ICH 1-D, SOP Amendment Sheet. If the changes

Prepared by: SOP Team Version: 06 Page 6 of 9
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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,

B. APPOINT THE SOP TEAM

The Chairperson will constitute an SOP team consisting of the Member-Secretary and two or
more members of the IEC who have a thorough understanding of the ethical review process.
The SOP writing team will carry out the subsequent steps

8. LIST THE RELEVANT SOPs
0 Write down step by step all the procedures of the IEC
0 Organize, devise and, name each process
0 Make a list of S0OPs with coding reference

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

b. The IEC-ICH Chair crganizes an IEC forum, which is expected to be attended by majority of
the |IEC members.

¢. The IEC-ICH Chair presents the new/revised SOP to the IEC during this forum and presides
over deliberation,

11. DECISION OF IEC-ICH ACTION ON NEW/REVISED SOP
a. The |EC-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, Favorable 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
during the forum, in which case, the IEC-ICH Chair will supervise the documentation of
requested amendments or revisions and call for a subsequent meeting, no more than thirty
{20} days from the date of this forum,

12. APPROVAL OF NEW/REVISED SOP FOR IMPLEMENTATION
a. Upon favourable action by IEC-ICH, the SOP is approved by the IEC-ICH Chair and is
endorsed to the Director, ICH for final acceptance.

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

Prepared by: SOP Team Version: 06 Page 7 of 9
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c. The effective date of the document is reckoned as the date when the Director, ICH signs the
document. However, in the interast of continuity of IEC work, SOP documents may be regarded
as functionally approved as of the date of favorable action by the IEC-ICH. The approved SOPs
will be implemented from the effective date

d. The printed copy of the approved SOPs will be distributed to IEC-ICH Members and ICH
authorities (Hospital Director, Chief Administrative Officer) within thirty (30) days of approval
by the Director, ICH. This will be recorded in the Form IEC-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 IEC-ICH
Secretarial 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.

c. Superseded versions are indicated in the IEC - ICH 1-E: Document History of SOP of the
new version by the Secretariat Staff prior o storage.

| Prepared by: SOP Team T Version: 06 Page & of 9
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14. PREPARING STANDARD OPERATING PROCEDURES (SOPS)
FLOWCHART
CACTIVITY RESPONSIBILITY |

ldentify the need for new/revised SOP
!

IEC-ICH Chair on the request
of any IEC member/

document in Document History of SOP

Stakeholder

Design SOP format, coding and layout SOP Team
_#Nrft& newlreview existing SOP ‘SOP Team

_é'rﬂant newfrevised SOP to the IEC-ICH | IEC-ICH Chair Bl
Ilh:u'da on IEC-ICH action IEC-ICH Members

ipprn'-red newlrevised SOP IEC-ICH Chair

il:l:ﬂ'ﬂtﬂd new/revised SOP Director, ICH

Distribute and store new SOF Secretariat Staff

émnp old version as OBSOLETE and Secretariat Staff

15. LIST OF FORMS

Tempiate of first

e of the compiled SOP document set
Template cover page of each SOP

Log of S0P recipients

S0P Amendment Sheet format

| Document History of SOP, Details of Superseded SOPs
| Request for revision of SOP
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IEC— ICH 1-8, 2022 SOP Cover Page

Template cover page of each SOP

Title: 300K
SOP Code: XXNY

Reviewed By

Name and Position in IEC Signature
KOOKOCCKKHK XXX,
XIOONNXK, OO0,
OOURIORNX, HRHHHHHX KKK
| XOOO0R00C KK
HRKKXKKHAKX KOO
RN OO0
OO HXK, X IO
KRKIFFIRIA OO,
IO, XTI,
KK IR, HOCOOOCKRR
KIHIIHHHXK, XXX,
Approved By

Name and Position in IEC | Signature
FOOURRIIANX, KKK,
Accepted By
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LOG OF SOP RECIPIENTS

8. Name of Designation SOP Copy Date of receipt
No. recipients No.
1 JOOOK KRN,
(2 KR HK, KHHKXX
3 HHOOK AN,
4| 00K XIOCKX,
5 HHHHEK HHXHHK
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9 OO0CK XHHKKK
10 [ 20000 XHKHKX
11 | 00D6K 30O00CK
12 | 200000 HHOCKN
13 | 00000 WX,
14 | X0 XIOOK,
15 | XXX OO
18 [ X000 FEV S
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AMENDMENT SHEET
(SOPs of ICH IEC)
Sl | Page | Section | Dateof |  Reasons for amendment | Signature | Approved
No. amend of by
ment Member Chair




IECACH 1-F, Hi2E: S0P Revivion Requos! Form

Fiease complete this form whenever a problem or a deficiency in an SOP is identified
and maintained with the SOP until an authorized replacement is in place.

SOP/ /_(White the SOP number)

Title:

Details of problems or deficiency in the SOP:

Identified by: | Date (D/MFY):

Discussed with:

" SOP revision required: [ ] Yes | |No

"

If yes, to be carried out by whom

If no, why not?

Date SOP re-finalized:

Date SOP approved:

Date SOP becomes
effective:
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Reviewed By
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Signature
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Chairperson

b B S

Dr. Surupa Basu
| Member Secratary

Dr. Arunaloke Bhattacharyya
Clinician
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Prof. Jaydeep Choudhury
Clinician
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Dr. Supriyo Choudhury
Basic Medical Scientist; Clinical Pharmacologist

poge O

Dr. Sabnam Ara Begum
Basic Medical Scientist; Clinical Pharmacologist

i —

Mr. Tamal Chatterjee
_Legal expert

= ol -

Ms. Anasuya Basu
Layperson

Ancs Wi o

Ms. Kaberi Mukherjee
| Theologian

Approved By
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Name and Position in IEC

Dr. Phalguni Dutta
Chalrperson

Accepted By

and Fositl

| Prof. Apurba Ghosh
I Executive Director
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1. OBJECTIVES

The SOF describes the organizational framework for the structure and composition of the
instituticnal Ethics Committee — Institute of Child Health (IEC-ICH). This Standard Operating
Procedure (SOP) describes the Terms of References (TOR), which provide the framework
for constitution, responsibilities, and activities of the IEC. This SOP also describes and
pravides the procedures, templates, and forms that are related fo the nomination,
appointment, fraining, and compensation of members of the Committee, as well a5 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 cary out periodic self assessments and financial audit.

2, BCOPE

The SOP applies to the stated functions of the ICH-IEC. as it carries oul its task of providing
an independent review of research profocols involving human participants that are submitted
o the IEC by consultant-physicians, resident and fellow-trainees, students. hospital staff and
employees of the ICH for clinical trials or researches done within the hospital or institution
alone,

This SOF describes the basic ethical principles and values on which the ICH-IEC is basad,
the composition and appaintment of the IEC members and the duties and responsibilities of
IEC personnel, including attendance, fraining 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 IEC members and
staff shall also abide by this SOP.

3. RESPONSIBILITIES

IEC has responsibility within the institution with the following objectives:

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

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

The Institutien’s Governing Body is responsible for constiluting and establishing the ICH-IEC
under the authority of the Director. The Director is respansible for appointing the IEC 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-IEC Chair, Members and Secretarial Staff io study,
comprehend, comply with, and respect the procedures and guidelines set forth by the ICH-
IEC.

It is the responsibility of all newly appointed ICH-IEC Chair and Members {inciuding the Chair)
to read, understand, accepl, and sign the required appointment forms at the start of their
appaintment or reappointment to the IEC. Refusal of any member to sign such agreement
may be a ground for his/her disqualification from the Committee.

=
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It ks the respensibility of new |EC to underg

o training during the course of hisher appoinimeant,

O

Likewize, existing IEC personnel have to continuously update themsaives 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 IEC: Members.

It is the responsibility of tha Chair and |EC members and the Secretariat fo read,
understand, follow and respect the SOP set by the Institutional Ethics Committes.

4. CONSTITUTION AND FUNCTIONS

a. Organizational Structure of the IEC-ICH
Tvﬂe Member to the IEC-ICH

|[EC-ICH Chair

Send members the following forms; Secrelariat Staff

0 IEC-ICH Form 2A: Member Notification and
Appointment;

0 IEC-ICH Form 28: Non-Medical Member
Notification and Appointment;

0 IEC-ICH Form 2-C:Curriculum Vitae:

1 IEC-ICH Form 2-D; Confidentiality
Agreement and Conflict of Interest Disclosure
and

EI IEC-ICH Form 2-E: Training Record

Teium accomplished and signed forms Member

Recommend members with signed conforme Chair, IEC

E

Appoints member of the IEC-ICH

Chrector

The Director appoints the |IEC Chair and all members. Tha Chairparson will ba the head of
the committee. All other members will be of equal ranking.
Only the Director has the authority to dissolve the IEC after due process,
Appointment terms for @ member
The Chairperson and IEC members can suggest names of potential members but the
final decision will remain with the Director of the Institute.
Members must disclose in writing any interest or involvement-financial, professional
or otherwise- in a project or proposal under consideration.
The IEC will decide the exient 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.

Conditions of appointment
Members and Independent consultants will be appointed to the IEC If they accept the
following conditions.

U Willingness to publicize his/er full name, profession and affiliation,

0 Wilingness to record reimbursement received for work and expenses incurred,
related to the IEC assignment and make these records available to IEC and/ or general public

on request.
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O Willingness to sign the Confidentiality and Conflict of Interest Agreemants regarding
meeting, deliberations, applications, information on research participation and related matters.

b. Composition of ICH-IEC

i. The composition of this IEC will be as per the NDCT rules 2019 of the Drugs
and Cosmetics Act ,1940 and Rules and ICMR guidelines for Biomedical research
involving human participants, 2017.

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

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

2. Member Secretary

3. One or more persons from basic medical science area

4. One or more clinicians from various Institutes

5. Legal expert

6. Social scientist/ representative of non-governmental agency/philosopherfethicist

7. One or more lay person from community

Hi. The IEC is a mulidisciplinary and multi-sectoral in compesition. The members should be
a mix of medical and non-medical, scientific and non-scientific persons including laypersons
to represent the different points of view. The IEC 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 intersst,
background, ethical, andior scientific knowledge and expertise, as well as on their
commitrnent and willingness to volunteer the necessary time and effort for the work of ICH-
IEC. The members representing medical scienlists and clinicians should have
postgraduate qualification and adequate training in their respective fields and aware of
their role and responsibilities as commitiee members.

v. All members are appointed for a fixed term of three (3) years, with no prejudice fo 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 appeinting the Chair and the Members of the |EC.

vii. To ensure continuity of policy structures of the Committee, it s encouraged that after the
initial appointment of three years, at least one-fourth of the membership of the Commities
should be reappointed.

vili. The |IEC members, in its first meeting, choose among themselves the Vice-Chair and
Member Sacretary.

ix. The |[EC may be supported in its deliberation of specific protocols by Independent
Consulants (see ICH SOP I1-7, Selection of Independent Consultants). They will attend the
meeling in the capacity of ‘Observer’ and will not have right to vote,

¢. Resignation, Disqualification, and Replacement of Membaers

i. A member may resign hisfer position by submitting a letter of resignation 1o Director
aHeast-30 days at least 30 calendar days prior to the next scheduled meeting. The member
may or may not assign reasens for resignation. The resignation will become effective from
the day it is approved by the Chairperson in a formal meeting and accepted by the Director,
ICH
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ii. A member may not be

responsibilities herein stated.

i, A member who has resigned and members who will not

pon recommandation by the Director.
Secrelary resign or be disqualified, the IEC members will

her term in consultation with the Director,

d. General Duties and Responsibilities of ICHJEC Members and Staff
i ICH-IEC members and personnel should submit their
Curriculum Vitae [IEC-ICH Form 2-C], which will be filed

replaced by new members u
v, Should the Member
elect a replacement for anot

reappointed if found non-compliant to assigned duties and
be reappointed will be

properly signed and updated
at the ICHIEC Membership File

(which the CV, the Terms of Appointment, and coples of Training Cerlificate of each member)
i, Members are required to sign ICH-IEC Form 2-0v

Conflict of Interest Disclosure at the start of their term. The co
the privacy and confidentiality of all parties whose information

the coursa of ils work

Hl. Members should be willin

ICH-IEC upon request. .

iv. Members must commit fo

e. Specific Duties and Functions of ICHEC Personnel

i. ICH-IEC Chair

Oversee the whole operations of the ICH-IEC
Preside over monthly meetings
COversee the IEC protocols reviewed
protocols submitted (o the 1IEC
Prepare the budget and propose membership

Represent ICH in national and international ethics fora

Ensure IEC compliance with international, national, and institutional

subject research and human subject protection.

Recommend updates in IEC
and international policy trends
Recommend policy amendments and changes
Prepare new |IEC documents as nesded

Confidentiality Agreement and
nfidentiality agreement protects
may be disclosed fo the IEC in

g 1o publish their full name, profession, and affiliation to the

record and make available, upon request or demand. all
financial relationships, and any conflict of interest within or related to the IEC

V. Members must atiend IEC Meetings and participate
s0 that appropriate decisions can be arrived at.

in discussions and deliberations

by Members and assign primary reviewers o review

policies governing human
policies and procedures in accordance with emerging national

Maintain and update IEC manual of palicies and standard operaling procedures
Supervise the issuance of all IEC communication in respect of IEC decisions and actions

The Chairperson will sign documents and communications refated to
During IEC meetings, declare any conflict of interest in general

FEVEER

Recommend to the appointing body any new Member af tha |
Initiate and schedule site visils as neaded
Act on suggestions, complaints, and quenes from stakehalders

IEC: functioning.
and for specific protecols for

EC in case of vacancy

The Chairperson will delegate his/ her responsibilities to appropriale individuals in accordance

with IEC SOPs.
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0 In case of anticipated absence, the Chairperson will nominate a commities member as
Acting Chairperson. The Acting Chairperson will have all the powers of the Chairperson
for that meeting,
ii. ICH-IEC Secretary
Assist the IEC Chair in overseeing the review of pratocels by IEC Members and may, in the
absence, on unavailability, of the Chair, assign primary reviewer's for a submitted protocal
L Oversee praparation and accuracy of the agenda and minutes of the meeting
0 Supervise the preparation of communication pertinent to profocol review-related actions to the
Principal Investigator
O Perform other IEC-related tasks that may be assigned to him'her by the |IEC Chair
U Recommend the development, implementation. and monitoring of |EC policies and
procedures ta the IEC Chair
Manage the IEC office under the supervision of the IEC Chair
0 Ensure the basic training, orientation, and continuing education of IEC members and staff
L Inform research investigators regarding IEC application processes
0 Assist the IEC Chair in budget planning and the preparation and submission of midyear and
annual reports to be submitted {o the Hospital Director
L Upon directive from the IEC Chair, schedule and lead the IEC in Site Visits or similar activities
0O During IEC meetings, declare any conflict of interest in general and for specific protocoks for
review
0 Participate in Site Visits and similar activilies as needed
0 Perform other IEC-related tasks that may be assigned to him/her by the |EC Chair
iil. ICH-IEC Member
1 Make timely and thorough review and decision regarding protocole given to himmher for
evaluation (See SOP ll: Protocol Review for timelines)
0 Familiarize him/hersell with the SOPs of the IEC, histher lerms of referance, and the
international and national guidelines on research athics
Participate actively in the monthly meetings and other IEC meetings. It is expected that a
member will have at least 75% attendance during the period of appoiniment because
attendance is vital and integral to the effectiveness of the IEC as a review Committea.
0 Participate actively in the review of the progress reparts, final reports, and other amendments
presented during the IEC meeting.
[ Participate in Site Visits and similar activities as needed.
0 Maintain confidentiality of the documents and deliberations of IEC maatings.
O During |IEC meetings, declare any conflict of interest in general and for specific protocols for
rewviemw.
0 Participate in required fraining as stipulated in SOP Il - &: Training of IEC Members and

m

Personnel with proof of attendance in such training activity submitted to the Secretariat.
Submit updated and signed curriculum vitae at the start of each calendar year,
Refer to the IEC Chair any suggestion, complaint, or grievance of research participants, Pis,

and/for sponsors for appropriate discussion during the monthly IEC maating
Do other IEC-related duties that may be requested of him/her by the Chair,

iv. ICH-IEC Secretariat Staff
Manage protocol submissions
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Organize an effective and efficient tracking procedure for each protocol received
Prapare and distribute protocol files for review
Maintain the ICH-IEC Active Files and Archives, Submission Log [IEC <ICH FORM 5-N].
References and other dacument files, especially their security and confidentiality
Organize IEC meetings (see SOP IIl-5: Conduct of Full Committee Meetings)
With the IEC Secretary, prepare and maintain meeting agenda and minutes
Facilitate requisition and procurement of office supplies and materials
Inform the IEC members and personnel about training workshops and arrange for the latter's
participation in such workshops
Qrganize the preparation, review, revision, and distribution of SOPs and guidelines
Te perform any other functions as instructed by Member Secretary/ Chairperson.
The administrative staff of the Secretariat will be appointed by the [EC and they wil
be supervised by the Member Secretary.

5. CONFIDENTIALITY/CONFLICT OF INTEREST AGREEMENT WORKELOW
ACTIVITY RESPONSIBILITY
Prepare |EC -ICH Form 2-D: Confidentiality Secretariat Staff
Agreement and Conflict of Interest Disclosure
I

Accomplish [EC -ICH Form 2-0; Confidentiality Chair,

Agreement and Conflict of Inferest Disclosure Secretary, Members,
l Secretariat Staff
Stare Documents Secretariat Staff

a. DETAILED INSTRUCTIONS:

Preparation of Confidentiality Agreement (CA} and Conflict of Interest (CON disclosure forms
of the ICH-IEC for Panel Mermbers: The ICH-IEC Secretariat provides a copy of IEC-ICH Form
2-0: Confidentiality Agreement and Conflict of Interest Disciosure to new members of the ICH-
IEC panel as soon as they are appointed: these are renewed annually,

b. Accomplishment of Forms

L A copy of IEC-ICH Form 2-D: Confidenfiality Agreement and Confiict of Intarast
Lisclosure must be filled out and signed by all ICH-IEC personnel. A COl does not n
disqualify a person from becoming a member of the ICH-IEC for as fang as he/she declares it
beforehand, understands his/her responsibility as a ICH-IEC member (that is, to provide an
unbiased review of a protocol for the protection of resaarch participants), and declines from
participaling in protocol defiberations when histher COl could affect the result of board
decisions

ii. The ICH-IEC personnel reads, signs the forms, and dates his/her signature on the
forms then submits them to the ICH-IEC Secretariat Staff

il The ICH-IEC Secretariat Staff accepls the signediunsigned form, makes duplicate
coples of each, and files the originals together with the letter from the Director about the
member's appointment, his'her CV and terms of refereance, in the ICH-IEC Membership Files,
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- iv.  The Secretariat Stafl gives a copy of each signed and daied form o the ICH-IEC
Member who must keep them in hisiher own persanal files

c. Storage of Signed Form in the ICH-IEC Membership Files

I, The Secretariat Staff keeps one (1) copy of the signed and dated IECACH Form 2-D:
= Confidentiality Agreement and Conflict of Interest Disclosure in the ICH-IEC Membership
File

ii. This form is required to be updated when appoiniment is renewed,

6. TRAINING OF ICH-IEC MEMBERS AND PERSONNEL WORKFLOW
ACTIVITY RESPONSIBILITY
' Set training requirements Chair
l
Find available training, seminars, lectures, | Members/Secretaral Siaff
workshops [ Conduct in-house fraining
l
Signify intention to attend training or the Members/Secretariat Staff
ICH-IEC Chair instructs member/s to attend

l
Attend training and keep the training record | Members/Secretariat Staff

L
Stere training record in ICH-IEC Secretarial Staff
Membership Files under Training of ICH-
IEC Members

a. DETAILED INSTRUCTIONS;
Identification of Required Trainings, Seminars, and Workshops
i The IEC Member Secretary periodically reviews compliance with training requirements
for ICH-IEC Chair, Secretary, Members, and Secretarial Staff
i  is the responsibility of the IEC Chairperson with the assistance of Member
Secrelary to ensure that there is adequate initial and continued training of the IEC membears
and the Secretariat. The Chairperson is responsible for assessment of all [EC members and
to complete a self-assessment exercise at prescribed intervals.
The 2 basic required courses are;

* Basic Research Ethics & Good Clinical Practice

* |CH-IEC Standard Operating Procedures

b. Attendance in the Training
i. The IEC Member Secretary, member, Chairperson will be encouraged to
receive continued ftraining by participating in a workshop, conference and/ or retraining
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program related to research ethics, as a delegate, facully, facilitator, etc. af leasi once gvery

year.
i, The |IEC will conduct worksheps on ethics in clinical research and good clinical

research practices from time to time to impart training to the IEC Members to the institutional
faculty members.

i, The Member or Sacretariat Staff attends the training and submits proof of attendance
to the Coordinator, such as certificate of participation or completion.

. The Secretariat verifies validity of submilted documents

¥, Allendees are encouraged to echa their experience and disseminate new knowledge
and information to the ICH-IEC.

¢. Training of new IEC Mambears

i Every time a new committee is constituted, the members must undergo initial training
on ethics in clinical research and good clinical research and SOPs. One iraining every year at
the minimum should be provided.

i An individual selected as a new member of the |EC will be required to atlend
al least one meeting as an ‘Observer before being inducted as a member of the |EC,
Member Secretary or an IEC member will provide an introductary training to the new member.
The new IEC members would be encouraged to undergo cnline EC training programme too,

d. Training of the Secretariat

iL The IEC Member Secretary along with other members will train the Secretariat on
SOPs. There will be initial training and at least one training session per year on SOPs. The
compelency of staff in computers and communication skills will be evaluated and ensurad
nitially a1 the time of appoiniment by the Member Secretary and Chairperson,

@. Storage and Filing

i The IEC members’ performance is evaluated once a year using IECACH Form 2-E:
Training Record to document the training'workshop/conference activities in chronological
order. The Chairperson should does self-assessment once g year

i The Secretariat Staff makes a copy of the form and files the copy in the ICH-IEC
Membership File.

7. SELECTION OF INDEPENDENT CONSULTANTS WORKFLOW

ACTIVITY RESPONSIBILITY
Invite Independent Consultants to the ICH-IEC ICHEC Chair

|
Sign  conforme and IECICH Form 2-D: | Independent Consultant

Confidentiality Agreement and Conflict of
Interest Disclosure

|
Appoint the roster of Independent ICH-IEC Chalr | Ghief, Medical Professional

Consultants Staff
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Store roster of Independent Consultants in the | Secrelarial Staff
Independent Consultants File |

=

a. The invitation includes the responsibilities and functions of the Independent
Consultant as follows:
i Accomplish the following forms whan requested:
UIEC —ICH Form 2-F: Service Agresment for independent Consultants
CIEC-ICH Form 2-D: Confidentiality Agreement and Conflict of interest
Disclosure
i, Review assigned protocols that concern histher speciality using the IEC-ICH Form
3-C: Study Protocol Assessment Form
i Aftend the ICH-IEC meeting when invited where deliberations on said profocols will ba
made or alteratively, submit results of review to the ICH-IEC Secretariat Staff, if unable to
attend the meeting.
iv. Return all protocol-related materials fo the ICH-IEC Secretariat Staff after review
v, Submit an updated and signed CV annually.

b. Confirmation of Invitation

. The Independent Consultant signifies agreement 1o the invitation by signing the
conforme attached fo the letter of invitation

i, The signed conforme is submitted to the ICH-IEC

c. Appointment of Independent Consultants

i. Any member of the ICH-IEC recommends to the IEC Chair a roster of Independent
Consultants who have been invited and wha have accepled the invitation

i, The Direclor is informed of the appointment of an Indepandent Consuitant, The
Director is regularly updated on the current roster of Independent Consultants.

i, The appointment is for three (3) years

iv. Appointment may be terminated by either resignation of the consultant, or by the ICH-
IEC Chair

d. Storage of Roster of Independent Consultants

i The ICH-IEC Secretariat Staff files the appointment-related documents in the
Independent Consultants File

il The Independent Consultant’s File contains the appointee’s CV and the originally
signed conforme representing the terms of reference of appaintment

8, COMPENSATING MEMBERS AND CONSULTANTS WORKFLOW

| ACTIVITY RESPONSIBILITY
Recommend Honorarium ICH-IEC Chair
!
Approved Honorarium Director

!
Communicate Honorarium Information | Secretarial Staff

o Parsonnel and Independent
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| Consultants

a. Recommendation of Honorarium
ICH-IEC Chair initiates the recommendation of honorarium, or increase thereof,

L The

after a dialogue with ICH-IEC Members and

il The
fil, T

. Only the |IEC members who actua
the deBberalion towards Its ultimate

subsequent approval by the Hospital Director

compensation for IEC members covers a fixed amount for review of protocols,
hencaforth referred to as “Reviewers’ Fee”
it amount of reviewers' fee is determined and fixed by an existing memorandum
Issued and approved by the Hospétal director

reviewers' fee.
compensation may or may not include a fixed amount for attending maatings and
other ICH-IEC related-activities
vi. The fee of independent consultant will be a fixed amount that covers initial review and

V. The

subsequent
Wii, The
Consultanis

review of submitted documents for approval by the Committee.

iy reviewed a submitted protocol and participated in
approval or disapproval will receive a share of the

recommendation for the honorarium of IEC members and Indapendeni
will be submitted to the Director through submission of the IEC budget.

b. Approval of Honorarium

i, The

i, Approval or digapproval will be indicated in the a

amendment

Director may approve or disapprove the recommendation

theraofl

¢. Communication of Honorarium Information
ICH-IEC Members are informed of the honorarium package both upon

i, The

appointment and whenever there are changes subject to the governing rules
v, ICH-IEC personnel and Independent Consultants acknowledge the
recaipl of notification

pproval of the |IEC budget or

and regulations,
information upon

9. Financial Policies and Procedures
| ACTIVITY RESPONSIBILITY
Recommend Honorarium ICH-IEC Chair
i —
Approved Honorarium Director
l
Communicate Honorarium Information | Secralarial Staff
to Personnel and Independent
Consultanis l

a.  Purpose: The obligation of IEC is to comply with the financial management for athics
committee funclioning as well as internal financial policies, procedures and processes that
have been established to execute effective EC operations. The SOP shall enable the
committee to maintain financial transparency regarding its activities and functioning.

b. Scope: This S0P covers the procedures for receiving payments and disbursement,
maintaining financial records, audit reports and declarations, and IEC budget allocation. It also
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defines the responsibilities of accounts manager and the head of the institute in the financial
manageiment of IEC.

. Responsibility: It is the responsibility of the Member Secretary (o coordinate with the
Accounts Manager of the Institute to inform regarding the financial requirements of the IEC.
The IEC secretariat will receive payments for services offerad and keep a record, which will be
promptly handed over fo the accounts department. The Accounts manager or his designes
will parform and maintain the records of the financial transactions with the approval of the
Head of the institule. In addition, it will maintain the accounts of the IEC and generate audit
reports as and when necessary and will participate in budget allocation. Al financial decisions
regarding revenue and expenditure will be approved by the Head of the Institute, in
consultation with the Chief Accountant.

d. Budget Planning and Preparation

i A budgel is prepared at the beginning of a financial year (April month of each year)
and represents the best estimation by the IEC office of what is needed to carry out the
proposed activities of the EC.

ii. A complete budget includes direct and indirect costs.

. Direct costs that are paid in cash include meeting refreshments, purchasing stationary
and supplies and local travel, Direct costs that are paid in kind include salary for existing staff
professional membership fees, honcrarium to members, and purchase of office furniture and
equipmeanis.

. Indirect or overhead costs include the ongoing expenses of operaling an office (e.q.
costs associated with facilities and basic utilities), repair of office equipment, administration
fees, and basic communication devices,

. The complete budget details all direct and indirect cosls associated with the EC {cash
and in kind), classified in such a way that all stakeholders understand what costs will be
covered and by whom,

Wi, The EC budget is an integral par of the hospital's financial management and must be
developed with ICH accounts department and the head of the Institute. The HOI must provide
written approval of an expenditure plan and related budget for internal and external funding
opporiunities.

e, Expenditures: |[EC practice regarding specific expenses that is commaonly made is outlined

below. Expenses not listed balow will be managed on a case =by —case basis.

i Salarles: Employees may be directly compensated for their time spent working on
administrative jobs refated to IEC office functioning,

i, Professional Membership Fees: All members will receive professional fees towards

travel and other expenses in every EC meeting. The HOI will take a decision regarding the fee

structure in consultation with the Chief Accountant.

il Eguipment: Funding to purchase equipment and the costs associated long term

storage and maintenance costs, will be discussed and managed cn a case —by -case basis,

. Consulting fees: Where possible, the expertise needed to complele a particular

assignment of EC may be hired against agreed consulting fees,

V. Travel: Reasonable local travel costs shall be reimbursed on actual.

wi. Conference allendance & travel Travel and registration costs for attending

conferences, workshops and training will be funded at the sole discretion of the HOI.
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wil, IEC Registration and Accredilation Expenditures: Necessary registration and
accreditation related expenditures of IEC will be drawn from IEC account with the approval of
HOI.

f. Procedures:

L All financial EC transactions will be assigned a unique account number for racking
expenses by the accounts depariment. All expenses must be charged directly to the EC
accoun! wherever possible,

i All bills for payment in cash {minor) must be forwarded with filled in voucher o the
accounts manager only after it is approved by the member sacretary.

. All direct expenses made in cash {miner) must be forwarded for reimbursement with
filled in voucher to the accounts manager only after it is approved by the member secratary.

v, All bills generated for payment of consultation fees/ honorarium / purchase of
equipment and other major expenses must be forwarded to the accounts manager only after it
is approved by the Director of the Instiute.

v, Out of pocket expenses towards attending a training programme’ conference in ethics
can be reimbursed on providing valid receipt of payment and proof of attendance. Travel costs
must be approved in advance,

Wi, To order supplies! equipments/ furniture for the IEC office, the member secrefary or a
designate must forward lo accounts manager either 1) an invoice/guote from the suppliar or 2)
detailed information about the specific item to be purchased. It is the responsibility of the
member secretary to ensure thal all details regarding the materials and suppbes to be
purchased are comect and fo get the matter approved by the Head of Institute.

0. Revenue: The IEC receives revenue in cheque or bank transfer for the services offered
from the sponsors of the research study,

i The IEC Secretariat will receive the IEC fees as cheque in the name of the designated
account or bank transfer, with a letter in duplicate from the Pl to the Member Secretary
outlining the details and mode of payment.

ii. The IEC Secretariat will immediately transfer the cheque with the original letter to the
Accounts manager or his designate. The accounts manager will receive the same with hiz
initials signed and dated on the duplicate letter. The Secretariat will refain the same for
records. In case of bank transfer. the Accounis rmanager will sign on the duplicate letter as an
acknowledgement of the transfer of IEC fees to the Institute's account.

i, The Accounts manager will keep copies of all such transactions and maintain the
account for revenue of IEC,

h. Audit Reports: An audit report of IEC account will be obtained by the Head of the Institute,
with a copy forwarded to the |EC secretariat for reconds.

10. Periodic Self Assessment, Root Cause Analysis and IEC Annual Report

ACTIMITY RESPONSIBILITY

Periodic Self Assessment Secretarial Staff

{Twice a year)

i

Reviewed in Full Board Meeting ICH-IEC Chair

|

System failures addressed, RCA and | Primary Members ==
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CAPA done; documented |
]

Follow up and Improvements ICH-IEC Chair
discussed in Full Board Meeting

4

Annual report published (end of Secretarial Staff
calendar year)

| Copy to Direclor, ICH =

a. Periodic Self Assessment
i ICH IEC conducts self evaluation twice a year. Evaluation is done by the IEC
Secratariat under the supervision of the Member Secratary
i. The evaluation is done using three broad approaches: Evaluation of Structure,
Process and Outcome with the help of Checklist (Form 2J: Checklist for Pericdic Self
Assessment)
i, Statistical analyses of the checklist parameters are performed 1o review the
performance of the |EC.
iv. The self assessment review is discussed in the full board IEC meeting and system
failures are identified
V. The Chair after discussion with members suggests means of correclions and
improvement if necessary, This is recorded in the minutes of the meeting.
b. Root Cause Analysis
E System failures identified through periodic selfl assessments are subject to comective
action following root cause analyses (RCA). Preventive actions are taken when applicable.
The Chair appoints ane or two primary members for the purpose,
i Members perform CAPA (Comective action and Preventive Action) which are
documented in the Non-Compliance (NC) log (Form 2K: NC with RCA and CAPA),
i, The log is sent to the Chair for review and approval,
. CAPA may be discussed in the next IEC meeting under the instruction of the Chair,
V. Steps for improvement may be undertaken to reduce recurment system failures and
increasing efficiency of the IEC as suggested by members. These shall be recorded in the
minutes of the meeting.
©. Publication of Annual Report
i IEC Secretarial will prepare an annual activity report of the IEC for submission to the
Director of the Institute.
i, The Annual Report is placed for review at the first meeting of the calendar year.
i, It includes the following elements:

0 A guantitative evaluation of the activities of the committes in a year

1 The list of the proposals reviewed in a year

0 Status of each study proposal

11. LIST OF FORMS

Medical | Scientific Member Notification and
| Appointment

Hon Medical / Lay Member Notification and
Appaintment

Curriculurn Vitae

Prepared by: SOF Team Version: 06 Page 15 0f 16
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| Confidentiality Agreement and Gonflict of Interest

Disclosure

Training Record

r;r_-_i._:—" *

Service Agreement for Independent Consultants

IEC Budget (Financial Year)

Records of Income (Financial Year)

Records of Expense (Financial Year)

Checklist for Periodic Self Assessmant

| NC/ CAPA Record
Renewal of Appointment
Frepared by: SOF Team Version; 06 Page 16 of 16
Approved by: Chairperson Revision No; (0 Revision Date: Nil
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Mo ICH! 7 . b RS Date
Mame, Qualification,
Designation
Address
Subject: raf En ortheposgtol .. . ...
(17T

As per our discussions we are pleased 1o issue your letter of engagement as ............... ,
Institutional Ethics Committee -Institute of Child Health, Kolkata with effect
Brief term & conditions are as mentioned ballow:

SCOPE: The Institutional Ethics Committee -Institute of Child Health is engaged in to protect
potental participants in research, taking into account potential risks and beanefils for the
community in which the research will be camied out and fo promofle high ethical standards
in research for health, In order to achieve the above objective, the Institutional Ethics
Committee -Institute of Child Health is engagingyouas ...

NATURE:

* Youshallbeengagedas ..o,

* You shall be attending all the meetings of Institutional Ethics Committee -Institule of
Chilkd Health, Kolkata,

+ The date of the meeting will be intimated 1o you through electronic mall from the
office of the Secretarial, Ethics Commitiee,

* In case of any urgeni requirement of Ethics Committee you are expecled to co-
operate with all the other members of the Commillee,

= You shall well versed with the System of Procedure (SOP) of Institutional Ethics
Committea -Institute of Child Health,

RESPONSIBILITY:
+ Be accountable for detsiled review of the protocol and other study-related

documents, in reference to-
1. Scientific aspects, considering particularly the study rationale, objectives, research
design, the nature of intervention, the statistics proposed, and
2. Ethical aspects- benefit-risk analysis, protocol specified SAE reporting and
management strategy, medical management of SAE and compensation for study-
related injury, and disclosure in informed consent document
» Ensure through continuous review thal the study is conducted as per the protocol,
ethics guidelines and regulatory provisions, as applicable.
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TENURE: Your engagement shall be with us as ... for & period of 3{Three) Years,
with effact from ..o 10
EMOLUMENTS: In consideration of the services rendered by you, you shall be paid a

consolidated fees of Rupees 3,000/~ {Rupees Three Thousand Only) per Meeling, which will
be subjected to tax deduction at source as applicable. You shall be responsible for any
applicable tax on all your personal income and shall indemnify and hold harmiess the Ethics
Committee for any liability in this connection.

PLACE OF MEETING:; Place of Meeting shall be at Seminar Hall- Institute of Child Health,
Kolkata, However, you may be required to go anywhere within the country as and when
needed if the Ethics Committee so desire based on the requirement. Short term relocation
will also be applicable o you.

REPORTING: You will report to Member Secretary of Institutional Ethics Committee-|nstitule
of Child Health, Kolkata or any other Supervisor duly authorized by competent authority as
and when required,

Confidentiality of Information: You will not, during the continuance of this engagemeant and

thereafter, disclose, divulge or communicate to any interested or other parsons, whatsoever
any information relating to the committea's technical knowhow, practice or any other
information of a confidential character. You will treat information obtained by you during the
course of your engagement with the Commitiee, either directly or form the other associates
of the Committee, as strictly confidential. Such information may include without limitation, the
Committee’s finances, mode of operation, information relating to research, development,
saecret, contact names, address, phone numbers, email ids etc.

You shall not divulge/share any administrative fOrganizational matter of the committea with
any outsiders which may be your personal privilege to know by virtue of being an associate
of this commitiee or any such other information, the disclosure of which in the opinion of the
organization, is likely to be prejudicial to the interests of the commities.

Further you shall not divulge to anyone else any information relating to hardware, software,
database, siralegies, finance, methodologies. future plans, drawings and diagrams of
Institutional Ethics Committee for Biomedical and Health Research-Institute of Child Health,
Kolkata,

REGISTRATION OF DEGREE;

(8l  Your engagement is being done keeping in view your express representation to the
Hospital and validation of qualification, experience and registration documents that you
have valid registration of the basic medical degree with the concerned State Medical
Council.

(b}  You shall maintain the validity of the aforesaid registration(s) during the entire Term of
your engagement and renew the same from time fo fime at your cosl, expense and
sole responsibilty. In the event, you fall to maintain the validity andlor renew the
registraticn (s) within stipulated periods as prescribed under any applicable regulation
the engagement will cease to be valid and the Ethics Committes at its sole discretion
would be [iberty to forthwith terminate this engagement without notice.
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{c) I you hold or subsequently acquire any post-graduation or higher degree/diploma
andfor super specialization you will ensure ils registration thereof in terms of specific
legislation/ regulation as applicable and keep the Hospital duly informed and shall
submit all supporting documents in relation therelo within 30 days of obtaining
requisite degrea/ diploma /ceriificate.

EXCLUSIVITY: Your engagement with Institutional Ethics Committee asa ... s on
the condition that you will be working ONLY and EXCLUSIVELY with Institutional Ethics
Commiltee, no way with the Institute of Child Health, Kolkata and any Breach of Confract in
this regard may lead to legal action,

MISCONDUCT: At any time during this engagement if you found guilty of misconduct or any
wilful breach or continuous negligence of the terms of this engagement or dereliction of the
duties and/or instruction given to you from time to time by the Member Secretary andfor
Chairman, the Chairman may without prejudice to any other action as may be called for,
without any notice or payment in lieu of any notice, pul an end to and determine the
engagement of you with the Ethics Commitiee, without prejudice to above, You shall be
deemed to have brought about such a situation by your misconduct compeliing the Ethics
Committee to put an end o your engagement and you shall, therefore, continue to be liable
for all losses andior damages to the Ethics Committes.

Further the Hospital authority shall have the right to seek such remedies at law or in equity
against you including but not limited to terminate this association forthwith without any
nolice. In this case, the cost of such loss of the Organtzation will also be recaovered from you.

ERMINATION:

(@)  This engagement can be terminated by giving 1 (One) month of notice.
(b}  This engagement shall be terminated with immediate effect upon the occurrence of
any of the following:

|. death of the concemed;

2. providing false, inaccurale or incomplete information to the Ethics Committes
regarding your educational background, registration.

3. your conduct s considered by the Ethics Commitiee as detrimental to its interest or in
violation of one or more terms of this engagement letter, code of conduct of the Ethics
Committee or you fail or refuse to carmy out your obligations herein;

4. expiry of Registration cerfificate issued by Medical Council of India andlor WB Siate
Medical Council as the case maybe and the same baing not renewed within stipulated
persod as prescribed in terms of any specific regulation or stherwise:

5. commit any act of gross misconduct

6. commit any serious breach or repeat or continue to commit a material breach of the
terms of your association with the Ethics Committes:

7. are guilty of conduct lending to bring yourself or the Ethics Committes into disrepute;

8. are convicted of a criminal offence, other than a road traffic offence for which you are
not convicted to a term of impriscnment whether immediate or suspended

9. are found in an act of moral turpitude or to have indulged in violations of any laws, rule
or regulations as applicable generally or in respect of the Ethics Commitlee.

10. refuse or fail to camy out your duty and/ or obligations; commit or be guilty of sexual
harassment.

11. refuse or fail to carry out your obligations without reasonable cause.

We take this opportunity to congratulate you on your engagement with the Institutional Ethics
Commitiee for Blomedical and Health Research-Institute of Child Health, Kolkata and ook
forward o a long term mutually beneficial relationship. You are requested to sign and retum
the duplicate copy of this letter as token of your acceptance and collect your Hard Copy aof



IC-ICH Form 2-&, 1022, MedicalySchentific Mrmber Modificariss and Appoinresms

engagement letter from the office of the Member Secretary, of Institutional Ethics Commitiee
-Institute of Child Health, Kolkata.

Your previous agreement with us will be declared null and void after acceplance of this
lettar.

You are required to submit the following documents time of joining & eollect your latter:

8) Your Graduate, pest graduate and Other degrees and other Academic & Work
Related Testimonials

b) 2 recent Photographs with MCI Registration.

c) List your professional attachment

d} Your Date of Birth Certificate/Passport Copy

&) Your PAN card copy & Voter's ID card

fi Your professional indemnity Insurance cerlificate and other documents you may
want to submit.

Thanking You,
Yours faithfully,

For Institutional Ethics Commitiee - Institute of Child Health, Kolkaia,

Director, ICH

Accepted
| have read all the terms and conditions of this letter of engagement on contract and confirm
my acceptance of the same.
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Mame, Cualificalion,
Designation
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Subject; Letter of E ent for th of oo R
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As per our discussions we are pleased o issue your letler of engagement as ... ,
Institutional Ethics Committee -Institute of Child Health, Kolkata with effect

Briaf term & conditions are as mentioned bellow:

SCOPE: The Institutional Ethics Committee -institute of Child Health is engaged in fo protect
polential participants in research, taking into account potential risks and benefits for the
community in which the research will be carried out and 1o promote high ethical standards
in research for health. In order to achieve the above objactive, the Institutional Ethics
Committee -Institute of Child Health is engaging youas ...

NATURE:
= You shall be engagedas ... ..

* You shall be attending all the meetings of Institutional Ethics Commillee -Institule of
Child Health, Kolkata.

» The date of the mesting will be intimated 1o you through electronic mail from the
office of the Secretariat, Ethics Committea.

= In case of any urgent requirement of Ethics Committee you are expaected 1o co-
operate with all the other members of the Commitiee.

= You shall well versed with the System of Procedure (S0P) of Instituticnal Ethics
Committee -Institule of Child Health.

RESPONSIBILITY:

= Be accouniable for detailed review of the prolocol and other study-related
documents, in reference to-
1. Scientific aspects, considering particularly the study rationale, objectives, research
design, the nature of intervention, the statistics proposed, and
2. Ethical aspects- benefit-risk analysis, protocol specified SAE reporting and
managament strategy, medical management of SAE and compensation for study-
related injury, and disclosure in informed consent document
* Ensure through continuous review that the study is conducted as per the protocal,
ethics guidelines and regulatory provisions, as applicable.

TENURE: Your engagement shall be with us as ..........._....... for a period of 3({Thres)
Years, with effect from ................... & ...
EMOLUMENTS: In consideration of the services rendered by you, you shall be paid a

consolidated fees of Rupees 3,000/- (Rupees Three Thousand Only) per Meating, which will
be subjected to tax deduction at source as applicable. You shall be responsible for any
applicable tax on all your personal income and shall indemnify and hold harmless the Ethics
Committes for any liability in this connection.

PLACE OF MEETING: Place of Meeting shall be at Seminar Hall- Institute of Child Haalth,
Kolkata. However, you may be required to go anywhere within the country ag and when
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needed if the Ethics Committee so desire based on the requirement. Short term relocation
will also be applicable to you.

REPORTING: You will repart to Member Secretary of Institutional Ethics Committee -
Institute of Child Health, Kolkata or any other Supervisor duly authorized by compatent
authority as and when required.

Confidentiality of Information: You will not, during the continuance of this engagement
and thereafter, disclose, divulge or communicate to any interested or other persons,
whatscever any information relating to the committee’s technical knowhow, practice or any
other information of a confidential character. You will treal Information obtagined by you
during the course of your engagement with the Committee, either directly or form the other
associates of the Committee, as strictly confidential, Such information may include without
limitation, the Committee's finances, mode of operation, information relating to research,
developmenl, secrel, contact names, address, phone numbers, email ids etc.

You shall not divulge/share any administrative /Organizational matter of the committee with
any oulsiders which may be your persenal privilege to know by virue of being an associate
of this committes or any such other information, the disclosure of which in the opinion of the
organization, s likely to be prejudicial to the interests of the committes.

Further you shall not divulge to anyone else any information relating to hardware, software,
database, siralegies, finance, methodologies, fulure plans, drawings and diagrams of
Institutional Ethics Committee -Institute of Child Health, Kolkata.

REGISTRATION OF DEGREE:

(a) Your engagement is being done keaping in view your express representation 1o the
Hospital and validation of qualification, experience and registration documents that you
have valid registration of the basic medical degree with the concerned State Medical
Council.

(b}  You shall maintain the validity of the aforesaid registration(s) during the entire Term of
your engagement and renew the same from time to time at your cost, expense and
sole responsibility. In the event, you faill to maintain the validity andior renew the
registration (s) within stipulated periods as prescribed under any applicable regulation
the engagement will cease to be valid and the Ethics Committee at its sole discretion
would be fiberty to forthwith terminate this engagement without notice.

(e} If you hold or subsequently acquire any post-graduation or higher degree/diploma
and/or super specialization you will ensure ils registration thereof in terms of specific
legisiation/ regulation as applicable and keep the Hospital duly informed and shall
submil all supporting documents in relation thereto within 30 days of cbiaining
requisile degree/ diploma /cerlificate.

EXCLUSIVITY: Your engagement with Institutional Ethics Committee asa .. is on the
condition that you will be working ONLY and EXCLUSIVELY with Institutional Ethics
Committee, no way with the Institute of Child Health, Kolkata and any Breach of Contract in
this regard may lead to legal action,

MISCONDUCT: At any time during this engagement If you found guilty of misconduct or any
wilful breach or continuous negligence of the terms of this engagement or dereliction of the
duties andlor instruction given to you from time to time by the Member Secretary andior
Chairman, the Chairman may without prejudice to any other action as may ba called for,
without any nolice or payment in lieu of any notice, put an end to and determine the
engagement of you with the Ethics Committee, without prejudice to above. You shall be
deemed fo have brought about such a situation by your misconduct compelling the Ethics
Committee to put an end to your engagement and you shall, therefore, continue to be liable
for all losses andfor damages to the Ethics Commitiee.
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Further the Hospital authority shall have the right to seek such remedies al law or in equity
against you including but not limited to terminate this association forthwith without any
notice. In this case, the cost of such loss of the Organization will also be recovered from YOLL

TERMI ON:

(@}  This engagement can be terminated by giving 1 {One) month of notice.
()  This engagement shall be terminated with immediate effect upon the occumence of
any of the following:

1. death of the concerned:

2. providing false, inaccurate or incomplete Information 1o the Ethics Committes
regarding your educational background, registration.

3. your conduct is considered by the Ethics Committee as defrimental to its interest or in
violation of one or more terms of this engagement letter, code of conduct of the Ethics
Committee or you fail or refuse to carry oul your obligations herein:

4. expiry of Registration certificate issued by Medical Council of India andior WE State
Medical Council as the case maybe and the same being not renewed within stipulated
period as prescribed in terms of any specific regulation or otherwise:

3. commit any act of gross misconduct

6. commit any serious breach or repeat or continue 1o commit a material braach of the
terms of your association with the Ethics Committes;

7. are guilty of conduct tending to bring yourself or the Ethics Committes into disrepute;

8 are convicted of a criminal offence, other than a road traffic offence for which you are
not convicted to a term of imprisonment whether immediate or suspended

4. are found in an act of moral turpitude or to have indulged in violations of any laws, rule
or regulations as applicable generally or in respect of the Ethics Commities.

10. refuse or fail te carry out your duty and/ or obligaticns, commit or be guilty of sexual
harassmeant.

1. refuse or fai to carry out your obligations without reasonable cause.

We take this opportunity to congratulate you on your engagement with the institutional Ethics
Committee -Institute of Child Health, Kolkata and look forward to a long term mutually
beneficial relationship. You are requested to sign and retumn the duplicate copy of this latter
as token of your acceptance and collect your Hard Copy of engagement letter from the office
of the Member Secretary, of Institutional Ethics Commiittee -Institute of Child Health, Kolkata.

Your previous agreement with us will be declared null and void after acceptance of this
8r,

You are required to submit the following documents time of joining & collect your
letter:
a} Your Graduate, post graduate and Other degrees and other Academic & Work
Related Testimonials
b) 2 recent Photographs
c) List your professional attachment
d) Your Date of Birth Certificate/Passport Copy
@) Your PAN card copy & Voter's ID card
f) Your professional indemnity Insurance certificate and other documents you may
want 1o submit.

Thanking You,
Yours faithfully,

For Institutional Ethics Committee -Instilute of Child Health, Kolkata.



Director, ICH

Accopted
| have read all the terms and conditions of this letter of e & i
o il ngagament on conlfract and confirm

Mame:
Date;



Date of Birth

CURRICULUM VITAE

Memberships & Awards:

IEC-ICH Form 2-C., 2022, Curriewiem Vites
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INSTITUTIONAL ETHICS COMMITTEE-
INSTITUTE OF CHILD HEALTH
11, Dr. Biresh Guha Streef, Kolkata 700017
Telephone No: 033 2290 5686, 0073687795

CONFIDENTIALITY AGREEMENT AND
CONFLICT OF INTEREST DISCLOSURE

The following terms and conditions covering Confidentiality and Conflict of Inferest arising in
the discharge of a ICH-Institutional Ethics Committee Member's functions are hereby
stipulated in this Agreement for purpose of enswing the same high standards of ethical
behaviour necessary for the |EC to carry oul its mandate. This agreement binds the
Undersigned to assess research studies and protocols nvolving human subjects in order to
ensure that the same are conducted in a humane and ethical manner, with the highest
standards of care according to the applied national and local laws and regulations,
Institutional policies and guidelines.

CONFIDENTIALITY

The undersigned as a member of the IEC is based on individual merits and not as an
advocate or representative of a lerritory or community nor as a delegate of any
organization or private interest:

Whereas, the fundamental duty of an IEC member is to indepandently review both
scientific and ethical aspects of research protocols involving human subjects and make a
determination and the best possible objective recommendations, based on the merits of
the submissions under review:

Whereas, the IEC must meet the highest ethical standards in order to merit the trust and
confidence of the communities in the protection of the nghts and well-being of research
participants;

The undersigned, as a member of the IEC, is expected to meat the same high standards
of ethical behaviour to carry out its mandate.

This Agreement thus encompasses any information deemed Confidential or Proprietary
provided fo the Undersigned in conjunction with the duties as 3 member of the IEC, Any
written information provided 1o the undersigned that is of a Confidential, Proprietary,
or Privileged nature shall be identified accordingty,

As such, the undersigned agrees to hold all Confidential or Proprietary trade secrets
(“information”) in trust or confidence and agrees that it shall be used only for contemplated
purposes and shall not be used for any other purpose or disclosed to any third
party. Written Confidential information provided for review shall not be copied or retained.
All Confidential information (and any copies and notes thereof) shall remain the sole
property of the IEC.

The Undersigned agrees nol to disclose or utilize, directly or indirectly, any
Confidential or Proprietary information belonging to a third party in fulfiling this
agreement. Furthermore, the Undersigned confimms that histher performance of this
agreament is consistent with the Institute’s policies and any contractual obligations they
may have {o third parties
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CONFLICT OF INTEREST

= It is recognized that the potential for confiict of interest will ahvays exisl. There is
Concomitant faith, however, in the abiity of the ICH-IEC to rmanage these conflict issues,
in such a way that the ultimate cutcome of the pratection of human subjects remains.

= It is the policy of the IEC that no member may participate in the review, comment or
approval of any activity in which he/she has a conflict of interest excapt to provide

information as requested by the ICH-IEC

= The Undersigned will immediately disclose to the ICH-IEC Chair any actual or potential
conflict of interest that he/she may have in relation o any parficular proposal submitted
for review by the Board, and to abstain from any participation in discussion or
recommendations in respect of such proposals

+ If an applicant submitting a protocol believes that a ICH-IEC Member has a potential
conflict, the investigator may request that the member be excluded from the raview of tha
pratecol

* The request must be In wriling and addressed 1o the Chalr. The request must contain
evidence that substantiates the claim that a conflict of interes! exists with the ICH-IEC
Member(s) in question. The Board may elect lo investigate the applicant’s claim of the
potential conflict

+ When a member has a conflict of interest, the member should nolify the Chair and may
not participate in the ICH-IEC review or approval except o provide information requested
by the Board.

AGREEMENT ON CONFIDENTIALITY AND CONFLICT OF INTEREST

In the course of my activities as a member of the ICH-IEC. | will be provided with confidential
information and decumentation referred fo as the "Confidential information”®, | shall take
reasonable measures fo protect the Confidential Information, subject o applicable
legisiation, not to disclose the Confidential Information for any purpose outside the Board's
mandate, and in particular, in @ manner which would result in a benefit to mysalf or any third
party, and to return all Confidential Information (including any minutes or notes | have made
as pan of my Board duties) to the Chair upon termination of my functions as a member.

Whenever | have a conflict of interest, | shall immediately inform the Chair not to count me
toward a quorum for voting.

| have read and accept the aforementioned terms and conditions as explained in this
Agreement,

(Printed name & signature)
Date:

MNoted by:

Dr.Phalguni Dutta
Chair, ICH-Institutional Ethice Committes
Date:
Paga 2 of 2
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INSTITUTIONAL ETHICS COMMITTEE-

INSTITUTE OF CHILD HEALTH

11, Dr. Biresh Guha Street, Kolkata 700017
Telephone No: (033 2250 5686, B073687795)

TRAINING RECORD
Sumamae: First Name: Middle Name:
BAS RS I VENUE DATE 1EC
PROVIDER (ddimmiyyyy) FUNDED
{Yes/No)
1 | GCP Training
2 | Research Ethics
3 | Standard Operating
Procedures (SOP)
VENUE DATE [EC
EDUCATION: PROVIDER FUNDED
Research Ethics (Yes/Ma)
Woerkshops, Conferences,
Meetings, Leclures
1
2
3
4
5
| AS RESOURCE PERSON|  TRAINING VENUE DATE IEC
PROVIDER FUNDED
[Yes/No)
1
2
3
Cartified Cormee!:
Secrelaral Staff Mama:
Date: Signature:
(dd/mmbnyy)
] r MName;
Date: Signature:

{ddimm/yyyy)
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Date (ddimmdyyyy)
Titte, Mams

Dear

The ICH-IEC would like 1o invite you to be an Independent Consullant, in your capacity as a
{area of experfise), to provide expert review of study protocols which require scientific or
medical expertise not represented in the current composition of the board or those which
board has ascertained to require additional expert view.

The responsibilities of an Independent Consultant are as follows:

1. Submission or accomplishment of the following documents
a. Copy of IEC - ICH Form 2-C, 2022. Curriculum Vitao
b. Signed IEC- ICH 2-D, 2022. Confidentiality Agreement and Conflict of
Interest Disclosure
2. Provision of the following consultation services
a. Participation during the full board meeting when the study protocol will be
discussed, though without decision privileges

Should you agree lo this request, please sign the conforme below and submit the documents
indicated in 1.a and 1.b above to the |EC office to faciiitate processing of your appointment.

Please be informed that the term of office of an Independent Consultant is for a period of
three years from the date of appointment.

Thank you and our best regards.

Very truly yours,

Director, ICH

CONFORME:

{ Title, Name, Surname) & Signature
Date {dd/mmiyyyy)
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RECORD OF INCOME (FINANCIAL YEAR)

Date of | Project | Short | PI Sponsor | Cheque | Date Amt Type of | Remarks

Receipt No Title/ Name No of INR Meeting/ if any
Code Issue Submi
ssion Type




IEC-CH Form 241, 2022, Record of Exponses

RECORD OF EXPENSES (FINANCIAL YEAR)

Date of
expenditure

Head of expenses

Amt
INR

Approved
By

Remarks if




BLH IEC Foum 2:0:203F. Perioaic Seif Assmiament CheckBiz

REVIEW CHECKLIST FOR
PERIODIC SELF ASSESSMENT OF IEC

A1. Evaluation of structure - IEC composition and qualifications

' IEC MEMBER CHARACTERISTICS

Number of IEC Members

TOTAL

L‘FWTM
ICH Staff (Academic/ Non-Academic)

Non- Affiliated fo ICH

Physiclan (MD)

Schentist

| Social Scientist/ Ethicist Theologian

Mean (Min-Max)
Reviewers of Protocol

protocols/idocuments reviewed

Mesatings Date

Regular/Special

| o]l sl =

Regulatory Study
(Pharma Sponsored! lIT)

Non Regulatory Study |
{(Pharma Sponsored/
lIT! AcademiciThesis

Convened | Expedited

Convened Expadited

Mew Study

Resubmitted St

Amendment Study

Continuing Study

Study reporting deviation

Study Reporting AE/SAE

Discontinued/
Terminated Study

Closed Study

IIT= Investigator Initiated (Clinical) Trial



FCH IEC Form 2-0-2012. Perodic Self Acsessment Checkiiss

REVIEW CHECKLIST FOR
PERIODIC SELF ASSESSMENT OF IEC
Year Ky
Total no of projects reviewed by IEC
Type of Study Phase |
Phase ||
Phase Il
Phase IV
“Phase IU1i]
Observationall Others
B1. Evaluation of Process - Timelines of protocols review
" New Non-Exempt Study
Days from Protocol Submission | Xx days Average Median
to Investigator Notification (SD) (min-manx)
Convened Review
—- Expedited Review
Total Days From Submission (o | Xx days
Final Approval
Convenad Review
“Expediled Review
Number of Times a New Study | None N{%)
is Amendment
1 N(%)
2 M{%)
>2 Ni%)
Amended Study
m From Submission to | Xx days
Final Approval =k
Convened Review
Expedited Review

C1. Evaluation of Outcome — Ethical Issues notified to researcher



B0H I0C Form 242022, Beriodic Seif Assissment Cheokiap

REVIEW CHECKLIST FOR
PERIODIC SELF ASSESSMENT OF IEC

Number of New Non-Exempt Studies with Issues Requested for Revisions
[Note: A study may have more than cne issue (as shown on IRB initial review & meeting)]

Research Question
tivas

| Objectiv
Risk & Benefit

Study Design

Research Meth

Sample Size

Inclusion/ Exclusion Critena

Recruitment Process

_Specimen Data Collection (Amount/Procedura)

olatislical & data a i

Privacy and Confidentiality

Informed Consent (Document +Process]
Participant Information Sheet

Informed Consent Form

Assent Form

AV Consent Form

Study Documents

Related study documents (IB, Advertisement etc)

Case Record Form

Research facilties

| Trial Agreement

Budgeting

|Insurance

Compensation

C2. Evaluation of Outcome - Decision on projects submitted at the end of Year xxxx

Linder
Procass

Year w0 Projects

Reviewed

Approvad

Approved
after Dafar

Deferrad

Disapproved

Pharmaceutical
qunsnmd

project
| (regulatory)
Pharmaceutical
sponsored
project
| (non-regulatony)

IIT (Investigatos
Initiated Study)

Academic

Thesis




ICH BC Form 2-1-20022. Pevindic Self Ausxement Checkii

REVIEW CHECKLIST FOR
PERIODIC SELF ASSESSMENT OF IEC




IEC- BCH Form 2-K, 2032 NCY CAPA Record

INSTITUTIONAL ETHICS COMMITTEE-
INSTITUTE OF CHILD HEALTH
11, Dr. Biresh Guha Street, Kolkata 700017
Telephone No.: (033 2290 5686, 9073687795)

Instructions;
s Person observing non-conformity shall fill-in sections 1, 2, 3.
2. Assigned Reviewer (Internal EC Auditor) shall fill-in sections 4, 5, § and will be
appraved by Chair,
) Chair shall fil-in sections 7. 8 and @

NG Ne Non-conformity/Corrective & Preventive Action | Date NG Found.
NC- nnn/ yy Report (NCICAPA R)

Section where NC is found: |

1. DETAILS: Nonconformity raised as a result of:
O Internal audit O Customer complaint O Incident__ o
L] Process non-conformity | 0 Suggestion (improvement) | O Others

2. REFERENCES: Documnents used or refermed-io (e.0. manuals, procedures, flowcharts,
standards, records .. )

3. NON-CONFORMITY: Description of nonconformity. suggestion, complaint or incident.

| Detected or Observed by: | Affiliation:
4. IMMEDIATE ACTION: Immediate remedial action

Proposed by: Date: Implementation date:

5. INVESTIGATION: Cause of nonconfarmity:

Investigated by: Date investigation started:
Date investigation finished:

6. CORRECTIVE/PREVENTIVE ACTION: (Preventive action is only required for potential
non-conformities). Fill ONLY EITHER "Corrective Action” OR “Preventive Action”

Corrective Action: Preventive Action:




IEC- ICH Form 2.5, 2022, NCf CAPA Record

[ ]
Fl'ﬂpl;taf;& by: Date: o
Proposed implementation date:
7. VERIFICATION OF VALIDITY OF CORRECTIVE “or" PREVENTIVE ACTION:
[] Addresses the root cause? Addresses the root cause?
L] Prevents recurrenca? Prevents ocourrence?
[] Valid ] Valid
] Invalid. issue new NC CAPA R L] Invalid. Issue new NC CAPA R
Remarks: Remarks:
Signature: Date: Signature: Date;
(Internal Auditor) (Intemal Auditor)
8. FOLLOW-UP OF IMLEMENTATION CORRECTIVE/PREVENTIVE ACTION TAKEN:
Implementation of comrective action is: Implementation of preventive action is:
O Implemented O Imptemented

L Notimplemented. Issue new NC CAPA R

O Mot implemented. |ssue new NC CAPA

Remarks: Remarks:
Signature: Cate: Signature: Date:
l {Chair) {Chair)
8. VERIFICATION OF EFFECTIVENESS OF IMPLEMENTED CORRECTIVE/PREVENTIVE
ACTION:
Cormrectivia action is: Preventive Action:
O Effective 0O Effective
O Mot effective. [ssue new NC CAPA R O Not effective. Issue new NC CAPA R
Remarks: Remarks:
Signature: Dater Signature: Date:
{Chair) (Chair)




RENEWAL OF APPOINTMENT

=<dd-mm-yyyys>
<name and designation>

Dear <name and designation>

Dear Sir/ Madam,

We are pleased to inform you that your membership for the post of Chairman / Member
Secretary / Member of IEC has been further renewed for a period of three years effective
Lo 2 R e Kindly accept.

Thank you and our best regards.
Respectfully yours,

Director, ICH

CONFORME:

—

(Title, Name, Surname) & Signature

Date {ddmmiyyyy)
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11, Dv. Biresh Guha Street, Koikata 700017 Telephone Mo, 033 2200 5688,

BE30NBATATE
Emnail: ingtecich@igmail.com Website: wiww, ichcal org

Submission & Proposal Review with Preparation of SOP 03/V6
Agenda and Conduct of IEC Meetings L =—
r Effective Date:
INSTITUTIONAL ETHICS COMMITTEE- INSTITUTE OF CHILD HEALTH 05.12.2022

Submission & Proposal Review with Preparation of Agenda

And Conduct of IEC Meetings
SOP Code: SOP 03/Ve

Reviewed By

Name and Position in |IEC Signature

Dr. Phalguni Dutta —
 Chairperson Yot

Dr. Surupa Basu :

Member Secreta ) M '

Dr. Arunaloke Bhattacharyya m/
| Clinician i

Prof. Jaydeep Choudhury g A Y

Dr. Supriyo Choudhury
Basic Medical Scientist; Clinical Pharmacologist

e Ol

Dr. Sabnam Ara Begum

Basic Medical Scientist: Clinical Pharmacologist

Mr. Tamal Chatteriee AL

Logal expert : ~Tara Gt

Ms. A Bas

e Arosugo o
Ms. Kaberi Mukherjee T B
| Theolagian [Lolorr i
Approved By

Name and Position in IEC

Signature

 Dr. Phalguni Dutta
Chairperson

Accepted By

Prof.

Apurba Ghosh
Executive Director

Prepared by: SOP Team

Version: 06 ] Page | of 28

Approved by: Chatrperson

Revisign Mo-00 Revision Date: Wil
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Agenda and Conduct of IEC Meetings

Submission & Proposal Review with Preparation of | S0P 03/V8

11, Dr. Biresh Guha Streel, Kolkata 700017, Telephone No. 033 2290 5686,

Email: instecich@gmal com Website: www.ichcal org

% Effective Date:
3 | INSTITUTIONAL ETHICS COMMITTEE- INSTITUTE OF CHILD HEALTH 05.12.2022
&

TABLE OF CONTENTS

"NO

CONTENTS

_#

PURPOSE

SCOPE

RESPONSIBILITY

1
2
3
4

INITIAL REVIEW WORKFLOW

a. RECEIPT & MANAGEMENT OF STUDY PROTOCOL SUBMISSION

b. CLASSIFICATION OF SUBMISSION

c. INITIAL STUDY PROTOCOL REVIEW OF THESIS & DISSERTATION

d. STUDY PROTOCOL REVIEW

e. REVIEW WORKFLOW FOR RESUBMISSION ACTIVITY

FULL COMMITTEE MEETING WORKFLOW

R B~ o oo w e e

a. REGULAR MEETING SCHEDULE

PREPARATION &DISTRBUTION OF MEETING AGENDA

RECEIPT OF STUDY DUCUMENTS

PREPARATION OF MEMBERS MEETING FOLDERS, PROTOCOLS

DETERMINATION OF QUORUM

CALLING THE MEETING TO ORDER & COMPLETE PROCEDURES

INITIAL STUDY PROTOCOL SUBMISSION & RESUBMISSION

I B I - -

CONDUCT OF CLARIFICATORY INTERVIEW

DISCUSSION OF POST APPROVAL SUBMISSION

i REVIEW OF RESULTS OF EXPEDITED REVIEW

k. DISCUSSION OF OTHER MATTERS

| MEETING ADJOURNMENT

m. COLLECTION & STORAGE OR DISPOSAL OF MEETING MATERIALS

SPECIAL MEETINGS

- @

LIST OF FORMS

— To5
N 06

SOP Team

| 17 September 2022
Dr. Phalguni Dutta
05 Dacember 2022

-

Prepared by: SOP Team Version: 06 Page 2 of 28

Approved by; Chairperson

Revision No-00 Revision Date: Nil
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Submission & Proposal Review with Preparation of | S0P 037V N
Agenda and Conduct of IEC Meetings |
Effective Date:
INSTITUTIONAL ETHICS COMMITTEE- INSTITUTE OF CHILD HEALTH 05.12.2022
11, Dr. Biresh Guha Streal, Kolkata 700017, Telephone No. 033 2260 G088,
BB30BETSTE
Email: instecichifigmail com Website: www.ichcal.ong

1. OBJECTIVE
The purpose of this Standard Operating Procedure (SOP) is to describe how the Secretariat of
the Institutional Ethics Committee (IEC) manages protocol submissions to the IEC.

2, SCOPE

= The ICH-IEC reviews global or local clinical trials conducted on participants 0 — 18 years of age
by institution’s physicians or other employees. The ICH-IEC, at the present time. does not
accept protocols for ethics review if the Study Principal Investigator is not affiliated to ICH. The
IEC will also not accept protocols for ethics review if the study is to be done oulside the ICH
premises even if the Principal Investigator is ICH affiliated. Except in cerain cases
(coliaborative research) deemed appropriate by the Chair and expressly approved by the
Committee (e.g. community-based clinical trials the above conditions may be relaxed.
The SOP applies to IEC actions from the time of initial submission to the filing of the original
study protocol package in the Active Study File cabinet and the preparation of copies of the
package for distribution to the reviewers and deliberations during Committee meeting.

3. RESPONSIBILITIES

It is the responsibility of the Secretariat Staff to manage study protocol package submission and
process the submission.

It is the responsibility of the IEC Chair to decide whethar the study protocol is for full Committee
{convened) or expedited review.

It is the responsibility of the assigned reviewers to check the completeness of the study protocol
package delivered to them, systematically review the study protocol, write their comments after
each item listed in the study protocel assessment forms and informed consent checklist, include
consideration of relevant guidelines when doing the review, and present findings in the full
Committee meeting (for full review study protocol).

The Principal Investigator (PI) is responsible for submitting a complete set of documents to the

ICH-IEC.

4. INITIAL REVIEW WORKFLOW

ACTIVITY RESPONSIBILITY
Receive and manage study protocol submissions IEC Secretariat Staff

l
Receive the proof of payment of institutional fee (deposited in the ICH | IEC Secretariat Staff

Trust Fund} with the submitted protocol

l
Classify submission as expediled or full Committes review IEC Chair

l

Send study protocol package to members with IEC Secretariat Staff
IEC- ICH Form 3-A1;: Review Checklist for Initial Trial Application;
IEC - ICH Form 3-B: Registration and Application Form;

IEC- ICH Form 3-C: Study Protocol Assessment Form; and

IEC- ICH Form 3-D: informed Consent Assessment Form

Prepared by: S0P Team Version: 06 Page 3 of 28

Approved by: Chairperson Revision No:0D Rewizion Date: Nil
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Submission & Proposal Review with Preparation of | S0P 03/VE
Agenda and Conduct of IEC Meetings

$830887578

Email: instecich@gmall com Wabslie: www.ichcal.org

Effective Date:

INSTITUTIONAL ETHICS COMMITTEE= INSTITUTE OF CHILD HEALTH 05.12.2022
11, Dr. Biresh Guha Street, Kolkata 700017, Telephone Mo. 033 2290 5886,

Review the protocol and return accomplished
IEC- ICH Form 3-C: Study Protocol Assessment Form and
IEC - ICH Form 3-D: Informed Consent Assessment Form

to the Secretariat Staff
:

FULL COMMITTEE REVIEW

EXPEDITED REVIEW

Membars
{ Reviewers)

Inciude the protocol in the agenda of
the next full Committee meeting

L

Deliberates on Committee action on
the protocol
I

Secretariat Staff

IEC Members

1) if approved: send approval letter to Pl

2) If minor modification/s: send nofification with recommendation to
P.l., then process resubmission by expedited review

3) if major modification/s: send notification with recommendation to
F.l., then process resubmission by full Committee review

4) If disapproved: send notificaticn of decision with justification to P

Secretariat Staff

L
Include in the agenda of the next | Secretariat Staff
IEC meeting under the Expedited
Review
l
Present review findings during full | Chair
Committee meeting

DETAILED INSTRUCTIONS:

a. Receipt and Management of Study Protocol Submission

i. A study protocol is the developed study plan for conducting a clinical trial, It is created to
protect the well-being of the participants and to establish the intent of the clinical trial to answer
specific questions or needs. It defines the nature of study pardicipants, the tests to be

Prepared byv; SOP Team

[ Version: 06

Page 4 of 28

Approved bv: Chairperson

Revision Ma:00

Hevision Daie: Mil
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11, Dr, Biresh Guha Street, Kolkata 700017, Telephone Mo, 033 2200 5685,

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

Effective Date:

conducted, the procedures to be used, the time frame of the study and the medications and

dosages to be given to participants.

ii. A study protocol package for initial review must be received together with duly signed and
accomplished forms and documents (as applicable) as enumerated in IEC- ICH Form 3-A:

Raview Checklist,

iii. The Secretariat Staff ensures compleleness of submitted forms an
above checklist, All research proposal documents including necessa
are to be submitted to the official email ID of IEC-ICH in proper format
copies need to be submitted for office records. which can be submitt
need to be submitted at least 10 days prior to the scheduled meeting

d documents using the
ry forms, annexures etc.
. If possible one (2) hard
ed at a later date. These

. The Secretariat Staff receiving the study protocol assigns a Study No. to the package and

stamps in onto all the forms and documents submitted.

v. The Secretariat Staff signs IEC- ICH Form 3-A: Review Checklist to document the recsipt of
study protocol package and gives one copy of duly signed form to the P.I. or designated
representative submitting the package, and attaches anather duly signed form to the study

protocol package.

vi. The Secretarial Staff logs the submission numbers as IEC/nnnlyyyy using IEC-ICH Form 5-

N: Submission Log.

vii. Payment of the institutional fee must be made before the protocol package is submitted.
Review of protocol will be done only on presentation (by the Principal Investigator or a
representative of the clinical trial) to the IEC Secretariat of an official receipt from the ICH

Accounts Section showing full payment of the institutional fee.

1. The payment will be made in the name of ICH Trust Fund, for the sole purpose of the money
received being used for research purposes of the institution and the maintenance of the daily

operational expenses and training activities of the ICH-IEC.

b. Classification of Submission

i. The Principal Investigator can submil research proposal to the Institutional Ethics
Committee office for review and approval under any of the 5 sections mentioned below:

O Initial Review Application

0 Resubmission of Protocols with corrections
0 Protocol Amendment

8| Continuing Review of Approved Protocols
| Protocol Termination

il. The ICH-IEC Chair classifies the study protocol review pathway as either Expedited Review
or Full Committee Review filtered through the following criteria for Expedited Review:

0 The research poses no more than minimal risk.

I Prepared by: SOP Team Version: 06

Page 5 of 28

| Approved by: Chairperson Revision Mo:00

Revision Date: Ml
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OoOoo

The study does not involve vulnerable populations.

The study does not involve the collection of stigmatizing information,

The study uses anonymized or archived samples,

Continuing review of clinical trials that do not involve further recrultment of participants,
Continuing review of studies previously classified under expedited review

Study protocol amendments that are administrative in nature and do not affect the study
protocol.

il Study pretocols that do not meet the criteria for expedited review are classified under full
Committee review,

c. Initial Study Protocol review _]

1. Studies that de not qualify for expedited review and received by the Secretariat Staff twenty
(20} calendar days before the full Committee meetlings are included in the agenda.

i. Reviewers accomplish IEC- ICH Form 3-C: Study Protocol Assessment Form and IEC-
ICH Form 3-D: Informed Consent Assessment Form completely and comprehensively, and
check for completeness of the documentation and information abaut the Pl, study site, and other
documents (Basic and Study Specific) as required by the study protocol under review such
those listed in SOP ll4.a: Receipt and Management of Study Protocol Submissions
applicable to the study

ii. Reviewer is given ten (10) calendar days before the next scheduled meeting within which
time he/she must review make comments on and evaluate the study.

w. The review of the study protocol and informed consent documents must be in accordance
with the assessment points and elements detailed in IEC- ICH Form 3-C: Study Protocol
Assessment Form and IECICH Form 3-D- Informed Assessment Form

v. In addition to the review elements described above, the reviewers should ensure study
protocol compliance with the National Ethical Guidelines for Biomedical and Health Research
involving Human Participants, ICMR 2017: National Ethical Guidelines for Biomedical Research
invelving Children, ICMR 2017 and NDCT rule 2019 regarding the following matters:

[ d. Study Protocol Review

1. It is acknowledged that some populations require special protection because of
characteristics or situations that render them vulnerable. Research on children falls in the
category of research in vulnerable groups. Children should not be included in research unless:
(a) the research is necessary to promote the haalth of the population represented and

(b) the research cannot be performed on legally competent persons

2. The following elements are essentially reviewed:

A. Scientific design and conduct of the study

Prepared by: SOP Team Version: 06 | Page 6 of 28

Approved by: Chairperson Revision No:00 Revision Date: Nil
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0 Is the project original and innovative? Does the project challenge existing paradigms or
clinical practice; address an innovative hypothesis or eritical barier to progress in the
field? Does the project develop or employ novel concepts, approaches. methodologies,
tools or technologies for this area?

0 Is this an attempt to validate, prove or disapprove the validity of existing knowledge?

0 Appropriateness of sludy design, work plan and structure to achieve the stated
objectives: Are the conceptual or elinical framework, design, methods and analyses
adequately developed, well integrated, well reascned and appropriate to the aims of the
project?

0 Relevance of the work in the context of contempaorary translation or clinical research:

0 Does this study address an important research question or is it a predominantly servica
proposal?

O If the aims of the application are achieved, how will sclentific knowledge or clinical
practice be advanced?

O What will be effect of these studies on the concepts, methods, technologies, treatments,
services, or preventive interventions that drive this fisld?

U Appropriatenass of the study design in relation to the objectives of the study:;

0 The statistical methodology {including sample size calculation), and the patential for

reaching sound conclusions with the smallest number of research paricipants:

The justification of predictable risks and inconveniences weighed against the anticipated

benefits for the research participants and the cancerned communities:

The justification for the use of control amms:

Potential of the work that would be conducted to lead into a larger and high impact study;

Criteria for prematurely withdrawing research participants, and criteria for suspending or

terminating the research as a whole:

The adequacy of provisions made for monitoring and auditing the conduct of the

research, including the constitution of 2 Data Safety Monitoring Board:

2 Investigator's capability, availability of infrastructure and scientific environment to conduct
the study within the time frame and carry it forward;

[ The adequacy of the site, including the support staff, available facilities, and emergency

procedures;

Study Reporting and publication of the research.

OoocQo O

0O

i

Risk Benefit Analysis

Is there a balance between benefit and risk in the study?

Is the participant exposed to risk or harm as a direct or indirect consequence of the
research procedure?

Are the procedures over and above the routine standard of care for the patient?

Is the harm occurring from participation physical (pain due to procedurs), psychological
(fear of separation from parents) or social (missing going to school)?

O Is there a direct benefit to the child participant such as possibility of recovery,
amefioration of pain, reduction in disease severity?

DO

=

U Is the benefit indirect such as understanding about a disease process etc. 7
U Payments for participation should not be considered benefit

Prepared by: SOP Team | Version: 06 Page 7 of 28

Approved by: Chairperson Revision No:00 Revision Date: Nil
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D.
Re

Risk assessment needs to be done for procedures that are over and above those
procedures that the child would any way undergo during normal care and may hence
vary from situation to situation and child to child

Determinants of risk are age and developmental status, underlying medical condition,
and cumulative risks during research (e.g. single Xray vis a vis multiple Xrays in a short
span)

Risks may be classified as Less than minimal risk, minimal risk, low risk (minor increase
ever minimal risk), and high risk (risk over and above law risk)

Review plans for risk management including withdrawal criteria with rescue medication
or procedures.

Advice regarding minimization of risk/ discomfort wherever applicable.

Are there adequate provisions must be made for manitoring and auditing the conduct of
the research, including the constitution of a Data and Safety Monitoring Board (DSME) if
applicable {for example in clinical trials)

. Care and Protection of Research Participants

Required qualifications and experience of the investigators' for the proposed study:

Any plans to withdraw or withhold standard therapies for the purpose of the research,
and the justification for such action:

Plans to withdraw participants from the study by the investigator

Medical care to be provided to research participants during and after the course of the
research;

Adequacy of medical supervision and psycho-social suppart for the research participants;
Steps 1o be taken if research participants voluntarily withdraw during the course of the
research;

Criteria for extended access to, the emergency use of, and/or the compassionate use of
study products:

Arrangements, if appropriate, for informing the research participant's general practitioner
or family doctor, including procedures for seeking the participant's consent to do so;
Description of any plans to make the study product available to the ressarch participants
following the research and description of any financial costs to research participants
Rewards and compensations for research participants (including money, services, and/or
gifts);

Provisions for compensation/treatment in the case of the injury/disability/death of a
research parficipant atiributable to participation in the research [as per institutional
policyICMR guidelinesiexisting naticnal legislation (CDSCO)).

Insurance and indemnity arrangements.

Informed Consent
searcher must obtain voluntary written informed consent from the prospective participant.

Requisites

0

O

The participant must have the capacity to understand the proposed research, be able to
make an informed decision on whether or not to be enralled and convey herthis decision
to the researcher in order to give consent.

The consent should be given valuntarily and not be obtained under duress or coercion of
any sort or by offering any undue inducemeants.

' Effective Data:

| Prepared by: SOP Team Version: 06 |' Page 8 of 28

Approved by: Chairperson Revision Mo:00
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1 In the case of an individual who is not capable of giving voluntary informed consent, the
consent of Legally Acceptable Representative (LAR) must be obtained,

L Itis mandatory for a researcher to administer consent before initiating any study related
procedures involving the participant

_ It is necessary to maintain privacy and confidentiality of participants at all stages.

ntial information for prospective research participants

U Before requesting an individual's consent to participate in research, the researcher must
provide the individual with detailed information and discuss her/his queries about the
research in the language she/he is able to understand. The language should not only be
scientifically accurate and simple, but should alsa be sansitive to the social and cultural
cantext of the participant.

[ The ICD has two parts — participant information sheet {PIS) and the informed consent
form (ICF). Information on known facts about the regearch, which has relevance to
participation, is included in the PIS. This is fallawed by the ICF in which the participant
acknowledges that she/he has understood the information given in the PIS and is
volunteering to be included in that research,

0 Adequate time should be given to the participant to read the consent form, if necessary
discuss it with family and friends, and seek clarification of her/his doubts from the
researchers/research team before deciding to enroll in the research.

Essential Elements of PIS:

0 Statement that the study involves research and explanation of the purpose of the
research

[l Statement that the study is approved by IEC

0 Expected duration of the Subject's participation and total number of participants that will
be accrued on the study.

L Description of the procedures to be foliowed, including all invasive procedures

L' Description of any reasonably foreseeable risks or discomforts to the subject

0 Description of any benefits to the Subject or others reascnably expected from research. If
no benefit is expected, subject should be made aware of this.

0 Disclosure of specific appropriate alternative procedures or therapies available to the
Subject.

0 Statement describing the extent to which confidentiality of records identifying the Subject
will be maintained and who will have access to Subject’s medical records

0 Trial treatment schedule(s) and the probability for random assignment to each treatment
(for randomized trials)

0 Statement describing the financial compensation and medical management as under:

o In case of any injury occurring to the subject during the clinical trigl, free medical
management shall be given as long as required or till such time it is established that the
injury is not related to the clinical trial; whichever is earlier

@ In the event of a tral related injury or death, the Sponsor or his representative,
whosoever has obtained permission from the licensing authority for conduct of the clinical
trial, shall provide financial compensation for the injury or death

0 An expianation about whom to contact for trial related queries in the event of any injury
and rights of Particlpants.

0 The anticipated prorated payment, if any, to the Subject for paricipating in the trial, In
particular |EC review payments to determine that:
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o The amount of payment and the proposed methed and timing of disbursement
neither is coercive nor presents undue influence.

@ In case any amount paid as a bonus for completion is reasonable and not so
large as to unduly induce participants to stay in the study when they would
otherwize have withdrawn.

o A description of acceptable and unacceptable payment arrangements for the
Sponsor, organization, researcher, and those referring research participants, if
applicable:

o Address the acceptability of payments in exchange for referrals of prospective
participants (*finder's fees” or “raferral feas").

© Address payments designed to accelerate recruitment that are tied to the rate or
timing of enrolment {*bonus payments”).

Subject's responsibilities on participation in the trial

Statement that participation is voluntary, that the subject can withdraw from the study at
any time and that refusal to participate will not involve any penalty or loss of benefits to
which the Subject is otherwise entitled

Statement that there is a possibility of failure of investigational product to provide the
intendad therapeutic effect

The identity of the research team and contact persons with addresses and phone
numbers (for example, PliCo Pl for queries related to the research and Chairperson/
Member Secretary/ or helpline for appeal against violations of ethical principles and
human rights)

Any other pertinent information

onal elements, which may be required

Statement of foreseeable circumstances under which the Subject's participation may be
terminated by the Investigator without the Subject’'s consent.

Additional costs to the Subject that may result from participation in the study.

The consequences of a Subject's decision to withdraw from the research and proceduras
for orderly termination of participation by Subject.

Statement that the Subject or Subject's representative will be notified in a timely manner
if significant new findings develop during the course of the research which may affect the
Subject’s willingness to continue participation will be provided.

A Statement that the particular treatment or procedure may involve risks to the subject
(or embryo or fetus, if the subject may become pregnant), which are currently
unforeseesable

Approximate number of Participants enrolled in the study

A full description of the process for obtaining informed consent, including the
identification of those responsible for obtaining consent

Adequacy, completeness and comprehension of written and oral information to be given
to the research participant's parant, and, when appropriate, their LARs

Clear justification for the intention to include research participants who cannot consent,
and a full account of arrangements made to obtain their consent fauthorization/consent
of LAR;

Assurances that research participants will receive information that becomes available
during the course of the research relevant to their participation including their rights,
safely, and well-baing;
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Provisions made for receiving and responding to queries and complaints from research
participants or their representatives during the course of a research project.

If test for genetics/ stem cell research and HIV is {0 be done, counseling for consent for
testing must be given as per naticnal guidelines.

Storage period of biological sample and related data with choice offered to participant
regarding future use of sample, refusal for storage and receipt of its results.

When the written consent is not possible because the parentlegal guardian is iliterate,
thumb impression of parent/LAR can be taken after ensuring its documentation by an
unrelated witness. Audio-visual documentation is needed for the procedure in the
presence of the witness.

Fresh or re-consent is taken in following conditions:

0
0

Availability of new infermation which would necessitate deviation of protocol.

When a research participant regains consciousness from unconscious state or is
mentally competent to understand the study. If such an event is expected, then
procedures to address it should be spelt out in the informed consent farm.

When long term follow-up or study extension is planned later.

When there is a change in treatment modality, procedures, site visits, data collection
methods or tenure of participation which may impact the paricipant's decision to
continue in the research:

If the child is now above18 years of age, or the LAR has changed,

Before publication if there is possibility of disclosure of identity through data presentation
or pholographs,

For use of stored biclogical samples if not anonymized.

In emergency situations when no surrogates consent can be taken. Examples include
research involving neonatal resuscitation, fife threatening emergencies etc. In such
situations, the parents/ care givers may not be in a situation to give consant. However,
once the child has been stabilized, a deferred consent must be taken.

Waiver of consent

research cannot practically be carried out without the waiver and the waiver is
scientifically justified

retrospective studies, where the participants are de-identified or cannot be contacted:
research on anonymized biological samples/data:

certain types of public health studies/surveillance programmes/ programme evaluation
studies;

research on data available in the public domain; or

research during humanitarian emergencies and disasters, when the participant may not
be in a position to give consent. Atternpt should be made to obtain the participant's
consent at the earliest

Procedures after the consent process
[ After consent is obtained, the paricipant should be given a copy of the PIS and signed

E.

ICF unless the participant is unwilling to take these documents. Such reluctance should
be recorded,

Audio Visual Consent
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A\ consent is mandatory only in cases of vulnerabla populations and with research on
new chemical entities (CDSCO; July 31, 2015 [G. S R. 611(E)]). However, IEC will have
the discretionary power to exercise A-V cansenting in trials where participants are
vulnerable and exposed to high risk.
All the elements of A-V consent documentation and process are enlisted in the websites
www. cdsco.nic.in and www.cdsaindia in
0 If the participant is unable to give consent for medical or legal reasons, the A-V consent
should be taken from the legally acceptable representative (LAR) and the process
recorded.
If the participant/LAR is illiterate then an impartial witness is needed. This person should
also be in the frame for the entire duration of the consent process.
AV recording should be done of assent process wheraver applicable
Separate recordings one for assent and one for consent process should be done.
Good quality infrastructure (designated room, Camera, Laptop) should be available
Participant/ LAR (where applicable) should be made to sign the A-V consent bafore
recording the informed consent process
Entire consenting should be caplured in the frame mncluding the signing process.
One CD for each participant should be stored in locked cabinets; hard disk should be
password protected.

L]

oDoOoo

iy

F. Assent

Assent means a minor's affirmative agreement to participate in research. Mere failure to object
should not be interpreted as assent. A child's refusal must be respected. The earliest age at
which assent is recommended is set at 7 years. However, the assent process should be
developmentally appropriate depending on a child's age, malurity and experience with a
disease or condition, The child must agree whether the research as he or she understands it is
an activity which he or she wants to take part in. Researchers must be sansitive to a child's non-
verbal cues reflecting his or her willingness or unwillingness to take part. The older the minor,
the more an assent form will mirror a parental coansent form.

Considerations for assent:
There is no need to document assent for children below 7 yaars of age.

0 For children between 7 and 12 years, verbalioral assant must be obtained in the
presence of the parents/LAR and should be recorded. If a child becomes 13 years old
during the course of the study, then written assent must be obtained in addition to
parent/LAR consent.

O For children between 12 and 18 years, written assent must be obtained. This assent
form also has to be signed by the parents/LAR.

[0 Adolescents may have the capacity to give consent like adults. However, as they have
not attained the legal age to provide consent, it is termed as assent and the consent of
the parents/LAR should be cbtained. If the latter will affect the validity of the study,
waiver of consent from the relevant adult should be taken and recorded with the
approval of the EC, for example, in behavioural studies in IV drug users where parental
consant may not be possibla,

0 Re-assent must be taken in all the same situations as re-consent as mentioned above.

0 Refusal of child to participate must always be respected. The child must also be
explained thal he/she may withdraw his/her assent any time during the study.
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Waiver of assent

0 Waiver of assent may be provided by the ethics committees in the following situations:

0 If the research has the polential of directly benefitting the child and this benefit Is
available only in the research context. In such situation child's dissent is overruled.

Ll Walver of assent may also be considered if the research involves children with mantal
retardation and other developmental disabilities, where the children may not have the
developmental level and intellectual capability of giving assent.

O Waiver of assent may be considered in community-based research if in socio-cultural-
educational context, the children are considered to be immature and not capable of
giving assent.

[1 Assent may also be waived under the same conditions in which adult's informed
cansenl maybe waived.

Desirable elements in Assent Forms

The type and amount of information presented should be adapled to the child's cognitive and
emotional status and experiences, The information shauld be simple, and age-appropriate.

The basic information which needs to be provided includes:

1) What the study is about and whether it might help?

2) What will happen and when?

3) What discomfort there might be and what will be done to minimize it?

4) Who will answer the child's questions during the study?

5) Whether an option to say "no” exists?

G. Soclal value
The basic requirement for health research to be ethically permissible is that it must have
anticipated social value. The outcome of the research should be ralevant to the health problems
of society. All stakeholders, including sponsors, researchers and ECs must ensure that the
planned research has social value,

H. Community Considerations
It applicable, community involvement and impact/benefit of the study to community and/or the
institution are examined and if relevant, nating the following:

0 the impact and relevance of the research on the local community and on the concemed

communities from which the research participants are drawn;

L an explicit assurance that no undue influence on the community is exerted in the
informed consent taking process. The proposed research should not lead to any stigma
or discrimination. Harm, if any, should be minimized
invalvement of local researchers and institutions in the study protocol design,
analysis and publication of the results;
contribution to development of local capacity for research and treatment;
benefit to local communities:
availability of study results,
banefit sharing.

DOOoOooOo

Recruitment of Research Participants
Recruitment should be voluntary and non-coercive,

=
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The characteristics of the population from which the research participants will be drawn
{including gender, age. literacy, cullure, aconcmic status, and ethnicity)
Vulnerable groups may be recruited after proper justification ts provided

0 Participants should be fairly selected as per inclusion and exclusion criteria. However,
selection of participants should be distributive such that a particular population or tribe or
BCONOMIC group is not coerced to participate or benefit.

L students or staff recruitment in research

U recruitment of healthy volunteers,

0 Participants should be able to opt out at any time without their routine care being
affacted.

0 No individual or group of persons must bear the burden of participation in research
without accruing any direct or indirect benefits.

2 the means by which initial contact and recruitment is 1o be conducted;

0 the means by which full information is to be conveyed to potential research participants
ar their represantatives:

1 Information contained in the advertisement and mode of its communication.

0 final copy of printed advertisements.,

0 final audio or video taped advertisemeanis.

J. Advertisements

The |EC reviews advertising to ensure that advertisements da not:

0 State or imply a cerainty of favourable outcome or other benefits beyond what is
outlined in the consent document and the protocal,

0 Exclude exculpatory language.

4 Emphasize the payment or the amount to be paid, by such means as larger or bold
type.

L Promise “free treatment” when the intent is anly to say participants will not be charged
for taking part in the investigation.

0 Advertisements are limited to the information prospective particlpants need to determine
their eligibllity and interest, such as:

4 The name and address of the researcher or research facility.

(1 The purpose of the research or the condition under study.

0 In summary form, the criteria that will be used 1o determine eligibility for the study.

0 A brief list of benefits to participants, if any.

O The time or other commitment required of the participants,

[ The location of the research and the person or office to contact for further information.

K. Compensation for participation

[0 Parents and children should not be asked to bear the expenses of research
participation.

0 Children involved in research may also receive free medical services

0 The Committee will ensure that the protocol to be reviewed has explicit statement's
regarding compensation for research participants. Compensation given o participants
for lost earnings, transportation, and other expenses incurred in taking part in the
study, and compensation for the inconvenience and time spent by those who do not
have direct benefit from the research.
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0 There is a need to determine thal payments are not =o large as to encourage
prospeclive participants to participate in the research without dua consideration of the
risks or against their better judgement. No undue inducement must be offared,

1 Protocols should provide IECs with details about the type, level, and timing of
payments to participants at the time of initial review and the details should also be
included in the informed consent form.

0 A minimum amount of Rs 100.00 and a maximum of Rs 500.00 have been decided as
limits of payment. These may be revised in special conditions by the |EC.

1 IEC will approve the type, level, and timing of payments made by the researchers,

0 Full details of payments to be given to parents/child and other benefits of participation
(e.g. free medical care) should be clearly mentioned in the protocol and parent/patient
information sheat.

U When children are enrolled into drug trials which come under the ambit of DCGI, all
rules/guidelines pertaining to regulatory trials apply.

0 Assessment of potential for undue influence, especially if such payments are proposed
for studies that focus on low income populations should be done.

[ When a guardian is asked to give consent on behalf of an incompetent person, no
remuneration should be offered except a refund of out of pocket expenses.

- Protection of research participants’ privacy and confidentiality

ECs should examine the processes that are put in place to safeguard participants'
privacy and confidentiality.

0 Research records to be filed separately than routine clinical records such as in a
hospital setting.

o Ir

M. Plans for medical management and compensation for study related injury
U The proposed plan for tackling any medical injuries or emergencies should be reviewed.
U Seurce and means for compensation for study related injury should be ascertained

N. Post trial access

0 There must be a statement in the protocol stating that the population in which the
research is carried out will likely benefit from the research results. Likewise, the standard
of care and other medical interventions must be offered to participants after their study
participation.

0 Post-trial access must be available to all study participants, i.e., the standard medical
care, adequale medical advice and consultation including prescription of appropriate
post-study medications and other medical intervention must be available and offered to
participants after their study participation,

O. Rights & Responsibilities of a Clinical Study Participants
The informed consent process focuses on the study parficipant’s rights and protections.
Documented in a charter on display for study participants are:
You have the right:
0 To safe, considerate and respectful care, provided in @ manner consistent with your
baliefs;
0 To expect that all communications and records pertaining to your participation in the
research project will be treated as confidential to the extent permitted by law,
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To know the physician res

Clinical Research Center];

0 To receive complete information about diagnosis,
physician, in terms that are easily understood. If it
information to you, it will be given to a legally a

— 0 To receive information necessary for you o

ponsible for coordinating your care at the hospital [Institute’s

treatment, and prognosis from the
is medically inadvisable to give such
uthorized representative;

give informed consent prior to any

procedure or treatment, including a description of the procedure or treatment, any

polential risks or benefits, the probable duration of
alternatives. Exceptions will be made in
0 To receive routine services when hospitalized at the
protocol. Complicating chronic conditions will
necessary without the assumption of long

any incapacitation, and any
the case of an emergency;

Institute in connection with your
be noted, reported to you, and treated as
-term responsibility for their management:

0 Toknow in advance what appointmant times and physicians are available and where to
) go for continuity of care provided by the hospital;
0 To receive appropriate assessment of ,and treatment for, pain;

O To refuse to participate in research, to refuse treatment to
and to be informed of the medical consequences of thes
dismissal from the study and discharge from the Clinical
would jeopardize your health, you have the right to

Center care until discharge or transfer is medically advisable:
0 To be transferred to another facility when your participation in the Clinical Research
Center study is terminated:
0 To expect that a medical summary from the Clinical Research Center will be sent to your
referring physician:
0 To designate additional physicians or organizations at any time to receive medical

updatas.

Your Patient Rights Before Enrollment:

Know all the information about potential benefits and risks of the trial.
Know the plan for the study, such as how lon
Know whal is expected of you during the study.
Ask any questions or voice any concerns you may have about the study.

Your Patient Rights After Enroliment:

the extent permitted by law,
e actions, including possible
Research Center. If discharge
remain under Clinical Research

g it will last, where it will be conducted, etc.

+ Decline participation or withdraw from the trial at any time without prejudice or loss of
future treatment. (Participation is totally voluntary, However, you should intend on
completing the trial before enrolling.)

Ask questions at any time concerning the study drug.

» Be kept informed of any significant new finding(s)

continue participation.

However, for a clinical study to be successful. stud
documented in a charter:

As a research study participant, the following are my rasponsibiliies:

that may affect your willingness to

¥ participants must also do their part, which is
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Informed Consent. | have read the informed consent form, discussed its contents with
the study team, and believe | understand the study well enough to participate in it.

0 My Information. | will provide full and truthful information about my health and anything
else the study team should know about.

U Contact information. | will keep the study team's contact information with me at all
times. | will make sure the study team always knows how to find me. If they try to contact
me, | will respond as soon as | can.

[ Questions and Problems. If | ever have a question about the study, | will ask the study
team about it and keep asking until | am satisfied with their answer. If | forget something
I want to know, | will ask the study team to explain it to ma again. If | have a problem
with the study, | will tell the study team about that too. If my problem is with the study
team itself, | will call the IRB/Ethics Committes at the telephone number in the consent
form,

[ Visits, Medications and Records. To the best of my ability, Iwill keep all visit
appointments, take all medications, record all information. and follow any other
instructions the study team gives me. If | cannot —or forget to — do any of these things
— | will tell the study team as soon as possible.

0 Health Problems. If, for any reason, | have any health problem at all during the study, |
will tell the study team right away. Also, if | sea a doctor for any reason, | will tell the
study team about that, too.

0 Medications, Devices and Paperwork. | will take good care of any medications,
devices and paperwork entrusted to me by the study team.

I Information Sharing. | will not share information on sacial media that could interfere
with the success of the study. For example, | will not coach other people on how to get
into the study or help other study participants figure out whether they are getting the
active medication or the placeba.

[ Dropping Out of the Study. If | decide to drop out of the study, | will tell the study team
right away. To the extent | am comfortable, | will tell them why | am dropping out and
answer their questions.

End of Study. After the study ends for me, | will return all medications, devices and
paperwork to the study team right away.

0 Talk to the Study Team. If | am unwilling or unable to meet the abave responsibilities, |
will discuss the situation with the study team.

vi. Special considerations in the review process:

Special situations - research in neonates, in HIV positive children, in adolescents: in
emergency situations, internetitelephonic surveys, school based- and community based-
research

vil. For full Committee study protocols, the reviewers accomplishes the aferementionad forms
and returns them fo the Secretariat Staff after the meeating.

vill. The reviewers signify their decision by marking the appropriate section of the
aforementioned of the aforementioned forms and affixing their signature in the space provided.

Decislons points are; Approval, Minor Modifications, Major Modifications, or Disapproval
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1. Minor modification is one where a proposed change in research related activities does not
significantly affect an assessment of the risks and benefits of the study and does not
substantially change the specific aims or design of the study.

2. Major modification is one where a proposed change in research related activities significantly
affects an assessment of the risks and benefits of the study or substantially changes the specific
aims or design of the study.

ix. Expedited study prolocols that are disapproved by the reviewers are referred for full
Commiltee review. The full Committee review will be done on the next scheduled meeting and
will take into consideration the assessment of the rest of the IEC members who have been
provided with the submission package.

%. The reviewers of full Committee study protocols discuss their findings in the meeting whare
Committee action is deliberated

xi. For decisions on resubmission and post approval submissions, the Commitiee may request
information or clarificatory intarview from P, as the need arises

=i. In the event that a Pl or the Sponsor decides not to continue the application for ethics
review, the Pl must write a letter requesting for withdrawal of study protocol from the ICH-IEC.

All requests for withdrawal will be discussed during full Committee meetings regardiess of initial
review classification. Upon approval of request, study protocol will be archived as stipulated in
SOP V-8: Archived (Inactive/Completed/ Terminated) Files

xiii. In the event that a Pl does not send any communication to the IEC Secretariat regarding
start of a clinical trial which has been approved by the IEC for more than one year, the study will
be marked Inactive and the study protocol will be archived as stipulated in SOP V-8: Archived
(Inactive/Completed/Terminated) Files.

xiv. In the event that a Pl or the Sponsor decides not to continue the conduct of a clinical trial
which has been approved by the IEC, the Pl must write a latter stating the reason for the
decision and submission of accomplished IEC- ICH Ferm 4-F: Early Study Termination
Application Form. All information regarding approval protocol not being conducted will be
discussed during the full Committee meetings regardless of initial review classification,
Committee action to the non-continuation of a clinical trial with an already approved protocol will
be based on the reason provided by the Pl and will be relayed to him/her at the earliest time
possible. Upon approval of request, study protocol will be archived as stipulated in SOP V-8;
Archived (Inactive/ Completed/ Terminated) files.

xv. In the event that Pl has to resubmit, the following workflow is performed:

e. REVIEW WORKFLOW FOR RESUBMISSION ACTIVITY 'RESPONSIBILITY |

Receive and manage study protocol resubmissions IEC Secretariat Staff

l =
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Classify submission as expedited or full Commitiee review IEC Chair
i £
FULL COMMITTEE REVIEW EXPEDITED REVIEW
Send study protocol resubmission to | Send study protocol resubmission to | IEC Secretariat Staff
Members with Chair with
CLUIEC- ICH Form 3-A.2: Review | O0IEC - ICH Form 3-A.2: Review
Checklist for Resubmission and | Checklist for Resubmission and
Amendment Amendmeont
QOIEC- ICH Form 3-F: Review of | UDIECACH Form 3-F: Review of
Resubmitted Protocol Form Resubmitted Protocol Form
L4 |
Review the protocol and retumn Reviewers/
accomplished Chair
IEC -ICH Form 3-F: Review of
Resubmitted Protocol Form to the
Secretariat Staff
l
Include the protocol in the agenda of Secretariat Staff
the next full Committee meeting
A =d s
Discuss review findings during full IEC Members
Committee meeting
| ==
Deliberates on Committee action on IEC Members
the protocol
. =
1) If approved: send approval letter to P.I. Secretariat Staff
2) If minor modification/s: send notification with recommendation to F.l,
then process resubmission by expedited review
3) if major modification/s: send notification with recommendation to P.I.,
then process resubmission by full Committee review
4) If disapproved: send notification of decision with justification to P.|.
Include in the agenda of the next IEC | Secretariat Staff
meeting under the Expedited Review
|
Present review findings during full | Chair

5. FULL COMMITTEE MEETING WORKFLOW

i

ACTIVITY 'RESPONSIBILITY
Sel regular meeting schedule |IEC Chair and Members/ Secretariat Staff
Distribute meeting agenda IEC Secretariat Staff ]
Prepared by: SOP Team Version: 06 ] Page 10 of 28
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i
Prepare meeting materials IEC Secretariat Staff
1
Datarmine quorum IEC Secretary
4 —
Call the meeting to order IEC Chair
4 =
Confirm/Certify quorum IEC Secrelary
1
Declare confiict of interest IEC ChairflIEC Secretary/ IEC Members
| LI s s
Read and approve the minutes IEC ChairlEC Secretary! |IEC Members

1

resubmissions

Review initial study protocol submissions  and

IEC Chair/|IEC Secretary/ IEC Members

e
Conduct clarificatory interview
.

IEC Chair/IEC Secretary! IEC Members

l

Review post-approval submissions (including SAEs)

IEC ChairfIEC Secretary/ IEC Members

Review report of resulls of expedited review
|

IEC Chair/lEC Secretary/ IEC Members

Adjourn meeting

IEC Chair

L4
Collect, store and dispose meeting materials

IEC Secretariat Staff

5. DETAILED INSTRUCTIONS FOR MEETING SCHEDULE

a. Regular Meeting Schedule

| The ICH-IEC will have its regular meeting once every two months. The meeting, however, for
the last two (2) months of the year could be consolidated into only one meeting, depending on

the number of items in the agenda that are to be
year L.e. once in 2 months are planned. However,

discussed. As a general rule, & meefings per
frequency of meetings maybe altered at the

discretion of Chairperson andlor Member Secretary. Emergency meetings may be conducted
when there is urgency in reviewing (fast track reviews), or in the event of any SAE.

. The Secretariat Staff confirms the scheduled meeting date, time and venue at jegst three (3)

days before the meeting.

iii. The Secretariat staff ensures that the venue, equipment and facilities are made available and

in good working condition prior to the meeting

day to allow ample time for equipment

replacement or purchase of necessary supplies. The meeting will be held in the Seminar room

at ICH premises, unless otherwise specified

b. Preparation and Distribution of the Meeting Agenda

Prepared by: SOP Team
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I Schedule studies on the agenda on first come first serve basis. Mo limit is placed on the

number of items on the agenda. The number of items is based on available expertise (members
and consultants), urgency, order of submission to the IEC and IEC workload,

ii. In addition, the IEC administrator will check the agenda prior to the meeting to identify IEC
members who may have a conflict of interest due to their participation as key personnel on a
current or proposed research project. If a conflict of interest is identified, the sludy is assigned to
another member who does not have a conflict of interest. An |EC member who has a conflict of
interest with regard to a research project that will be reviewed at a convened |IEC meeting must
notify the IEC office of the conflict prior to the meeting. Once the IEC office receives notice of
recuse, the |IEC Member Secretary will seek an alternate IEC member to Join the meeting for the
review of that project if necessary to meet quorum.

in. The Secretariat Staff distributes (through email or messenger service) tha IEC — ICH Form
3-E: Meeting Agenda together with the related study documents that may be available to
meeting atendees (members, invited Pls, independent consultants, and others) at least seven
(7) days before the meeting.

. Member should confirm their attendance within three (3) days of the meeting.

v. The Secretariat Staff sends meeting reminders to all persons who will be in attendance,
through mobile phone, email, or regular telephone the day before the meeting. Nen-members
who will be attending only specific portions of the meeting should be informed accordingly, as
specified in formal invitation issued to them to attend the meeting.

vi. The Secretanat informs the meeting date and time to the principal investigators through
mobile phone, email, or regular telephone

c. Receipt of Study Documents

i. Receipt copies of the protocols/documents are distributed to the IEC members by hand or by
courier of hard copies and CD/ e-dossier (soft copy) preferably fourteen (14) days in advance of
the scheduled meeting [at least seven (7) days)

li. Verify (verbally or by e-mail) with the members whether the protocol packages are received

Hi. It is the responsibility of the IEC member ta verify items of the parced on receipt and in case of
any missing items, intimate the IEC office immediately so that the relevant documents could be
made available to the members before the meeting

iv. It is the responsibility of the IEC member to identify any conflict of interest and notify the IEC
office of the conflict prior to the meeting.

d. Preparation of Members’ Meeting Folders, Study Protocols, and Study Protocol-
Related Submission Scheduled for Review

Effective Data:
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i

.. The Secretariat Staff e-mails of the approved Minutes (IECACH Form 5-A: Format of the
Minutes of the Meeting) of the previous meefing, for all members attending the meeting. For
delails regarding preparation of the Minutes, refer to SOP V-4: Minutes of the Meeting

. The Secretariat Staff distributes the folders containing meeting materials (such as agenda of
previous meeting) at the start of the meeting. The folders are collected afterwards.

lii. During the actual meeting the IEC Members must bring all meeting-related materials sent to
them to serve as their reference during the review,

iv. IEC meetings will be conducted on an electronic meeting platform such as Zoom, Webex,
Google meet etc. IEC Secretariat will crganize the g-meeting. Members will be briefed about the
technological requirements necessary. Meeting will be held for a maximum of 90 minutes
duration. Agenda will be short and circulated by mail prier to meeting. The frequency of meeting
may be increased on a need basis. Meeting ID and password will be communicated to the
members 1 hour before the meeting. E-attendance will be recorded by Member secretary and
once quorum is fulfilled discussions will ensue.

e, Determination of Quorum

I. For studies which require the approval of CDSCO, quorum is defined as the presence of at
least 7 members with the following representation as per NDCT rule 2019 from medical, non-
medical, scientific and non-scientific areas with at least-.

One Lay person from the community

One woman member

One Legal Expert

One independent member from any other field such as social scientist or representative of non-
governmental voluntary agency or philosopher or ethcist or theologian

Clinician

Social scientist/ representatives of NGO/ Philosopher/ Ethicist/ Theologian or similar person
Basic medical scientist (preferably pharamocologist)

ii. In case of anticipated lack of quorum, the ICH-IEC Chair will reschedule or cancel the
meeting

iii. On the appointed meeting time, the IEC Secretary determines quorum viability and informs
the IEC Chair to indicate readiness to call the meeting to arder

f. Calling the Meeting to Order and Complete Required Procedures prier to Review
Proper

L The IEC Chair, or a designated |IEC member in the Chair's absence, calls the meeting to order
upen confirmation of quorum by the IEC Secretary. E-Meeting may be digitally recorded with the
permission of members. Opening and closing time will be noted.

=
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ii. The ICH-IEC also allows, at the discretion of the IEC Chair, guests (such as auditors or
Surveyors) or observers (such as students or trainees) to observe IEC meetings. Non-members
(who are nol Pls) aftending any ICH-IEC Meeting are required lo sign a Confidentiality
Agreement for Guests/Observers (IEC-ICH 3-G)

ili. The Sacretary documents tha proceedings of the meeting, as soon as the meeting is called
to order by the IEC Chair, noting the time of the meeting start. The Secretary documents the
development of the agenda, specifically all Committee opinicns and actions with respective
reasons, for inclusion in the meeting minutes, and subsequent communication with the principal
investigator. For details regarding preparation of the Minutes of the Meetings, refer to SOP V-4:
Minutes of the Meeting.

v. The IEC Chair calls upon the Secretary to formally confirm quorum by citing the attendancs
reguirements.

v. The IEC Chair calls for declaration of Conflict of Interest (COl) with respect to any study
protocol or submission scheduled for review. Members declaring COI are documented by the
Secretary. The IEC Chair instructs the members who declared COl to inhibit themselves from
the deliberation of the respective study protocol for which the COI declaration was made.

A confiict of inferest arises when a memberi(s) of the IEC holds interests with respect to specific
applicalions for review that may jecpardize hisfer ability lo provide free and independent
evalualion of the research focused on the protection of the research participants. Conflict of
interests may arise when an IEC member has financial, material, institutional or social ties to the
research,

If the unanticipated declaration of COI affects quorum, the particular item will not be discussed
and deferred to the next meeting.

vi. The |EC Chair presides over the raview of the Minutes of the previous meeting. Any member
can declare a motion for approval, which any member can second. The IEC Chair then declares
approval of the Minutes of the previous meeting.

vii. The IEC Chair proceeds to facilitate discussion of matters ariging from the minutes, the
results of which are noted by the Secretariat Staff for inclusion in the Minutes of the current
meeting.

g. Discussion of Initial Study Protocol Submission and Resubmission
i Full Committee review of study protocol and study protocol-related submissions typically
includes review of the following in sequence:

[0 Initial Study Protocol Submissions

[ Resubmission or Study Protocals for Maodification

U Request for Clarificatory Interview

0 Withdrawal of Study Protocol Applications

0 Study Protocol Amendment Applications

[0 Continuing Review Application

[0 Final Reports

0 Serious Adverse Event Reports

0 Site Visit Reports
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= [ Study Protocol Non-Compliance (Deviation or Violation) Reports
U Early Study Termination Applications
0 Queries from Various Stakeholders

i. The IEC Chair may allow some modification of the sequence of review in exigent
circumstances, For example, if a clarificatory interview is included in the agenda, the Committee
may opt to move this up in the review sequence.

ii. The IEC Chair instructs the member who had previously declared conflict of interest (COI) to
inhibit himselffherself from ensuing study protocol deliberation by leaving the room just before
the respective study protocol is presented for deliberation. In some instances, such members
may be called in by the Committee to answer questions to assist in armriving at a Committee
action. Under no circumstances will IEC members who have declared COl be allowed to
participate in the decision. For e-meeting-they will deciare COI on e-mail which will be kept as
record.

iv. For initial review, the IEC Chair calls the reviewers to discuss findings on respective study
protocols based on study protocol assessment points specified in IEC - ICH Form 3-C: Study
Protocol Assessment Form and elements detailed IEC- ICH Form 3-D: Informed Consent
Assessment Form. The scientific, ethical & legal issues are also used. For oniine maetings
opinions of members are taken and a final decision is recorded by member secretary on form
IEC - ICH Form 3-C: Study Profocol Assessment Form & IEC- ICH Form 3-D: Informed
Consent Assessment Form.

v. Any IEC Member may offer his/her opinion on the soundness of either the technical or ethical
aspects of a clinical protocol under deliberation. All IEC Members prasant in the meating then
deliberate on the study assessment points and informed consent elements as detailed in the
aforementioned forms.

vi. For review of resubmissions, the IEC Chair discuss with members on the response of the Pi
to the previous recommendations of the Committee summarized in the IEC-ICH Form 3-F:
Review of Resubmitted Study Protocol.

vii. For decision on either initial study protocol submission or resubmission, the IEC Chair calls
for any of the following actions after due consideration of the assessments made by the IEC
members and which are arrived at through consensus or through majority after a process of
actual voting:

[ Approval

Records will be maintained electronically in the time period

[l Major Madification, which require full Committee deliberation

O Minor Modification, which can be expedited at the level of the Chair
[1 Disapproval

viii. If the Chair feels that the present IEC composition does not have the expertise to proceed
with the review, the discussion of the study protocol may be deferred till the next meeting. Also,
the IEC may request comments or clarificatory interview from the Pl at another meeting.
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. The ICH-IEC may allow investigators and other resaurce persaons (such as an independent
consultant commissioned by the IEC) of highly specialized areas to attend the part of the IEC
meeting related to specific studies for purpose of clarifying issues related to the study protocol
only, but not fo present the study protacol to the Committes.

Communication of decision and maintaining records: All communications with Head of
Institute, Regulatery bodies, Investigators, Participants etc. will be made through teleghone
and/or e-mail. Decision letters will be scanned and mailed to the designated Pls’ email Id. E-
signatures will be used wherever neadad,

h. Conduct of Clarificatory Interview

I If needed, the IEC conducts clarificatory interviews with Pls andior study team members
whose submissions raise ethical or technical issues that are betier addressed by the PI
himsalffherself.

li. The Secretariat Staff sends IEC - ICH Form 5-D: Letfer for Clarificatory Interview to Pls
calied for interview. Pls may also request a clarificatory interview with the Committee by formally
exprassing their intention in writing.

iii. Pls or study team members to be interviewed by the IEC must sign IECHICH Form 3-G:

Confidentiality Agreement for Guests/Observers prior 1o the interview. They are allowed
inside the meeting room only during the actual interview, after which they will be requested to

leave,

w. The |EC Chair calls for action depending on the type of submission (see SOP ll-4b)
Decisions are based on the IEC's assessment of the Pl's response to their queries,

I. Discussion of Post-Approval Submissions

I The IEC Chair presents, if any, Study Protocol Amendment Submission Form (IEC-ICH
Form 4-A) that entail major amendments substantially affecting previous risk-benefit
assessment on the study protocol. For details on classification of amendments and subsequent
processing requirements, refer to SOP IV-4: Study Protocol Amendment The |EC Chair calls
for any of the following actions:

O Approval
0 Major Modification to the study protocol, subject to full Committee review
00 Minor Modification to the study protocel, subject to expedited review at the level of the Chair

[0 Disapproval

ii. The IEC Chair presents, if any, submissions for Continuing Review of study protocols
previously approved through full Committee and any Continuing Review Applications Forms
(IEC-ICH Form 4-C) or Progress Report (IEC-ICH Form 4-B) ascerfained to have altered
previous risk-benefit assessment on the study protocol. For details on how continuing review
applications are processed, refer to SOP IV-4- Continuing Review Application. The IEC Chair
calls for any of the following actions:

| Prepared by: SOP Team Version: 06 Page 25 of 28

‘ Approved by: Chairperson Revision MNo:(d) Revision Date: Nil




s e, | Submission & Proposal Review with Preparation of | SOP 03/VE
W . Agenda and Conduct of IEC Meetings
= % Effective Date:
- : | INSTITUTIONAL ETHICS COMMITTEE- INSTITUTE OF CHILD HEALTH | g5 1 22022
x ¥ 11, Dr. Biresh Guha Street, Kolkata 700017, Talaphone No, 033 2200 5686,
%, " HA308975TE
: | Email: instecich@gmail com Website: waw,ichcal org |

0 Uphold onginal approval with no further action
[ Request information
0 Recommend further action

iil. The IEC Chair presents, if any, Final Report Forms (IEC-ICH 4-D) of completed studies. For
details on how Final Reports are processed, refer to SOP IV-4: Final Reports. The IEC Chair
calls on the Members to deliberate on the summary of findings and related ethical issues,
including post-study management of study participants, and decide on Commitiee action such
as:

0 Approved
I Request information
[ Recommend further action

iv. The IEC presents, if any, report on Serious Adverse Events (FAEs) submitted by Pl's. If
there are serious issues related to the report of the adverse events in studies involving already
marketed drugs, such reports will be transmitted to obtain experts opinion for information and
appropriate action. The details on how Serious Adverse Events Reports are processed are
detailed in SOP IV-4: Serious Adverse Event Reports. The |IEC Chair then calls on the IEC
members to deliberate on the matter and decide on appropriate action such as:

0 Uphold original approval with no further action
0 Recommend further action
0 Forward to obtain experts’ opinion

v. The IEC Chair, presents, if any, reporis on Site Visits (IEC —ICH Form 4-G: Checklist for
Site Visif). For details on how Site Visits are conducted and reported, refer to SOP IV-6: Site
Visit. The IEC Chair calls on the IEC Members to recommend any of the following action:

0 Uphold original approval with no further action
[ Request infermation
0 Recommend further action

vi. The IEC Chair presents, if any, Study Protocol Deviation or Non-Compiiance Report (IEC
=ICH 4-E) of study protocols previcusly approved through full Committee. Noncompliance may
be in the form of noncompliance with post-approval requirements, For details on how Study
Protocol Non-Compliance (Deviation or Viclation) Records are processed, refar to SOP V-4:
Study Protocol Non-Compliance (Deviation or Violation) Report. The IEC Chair calls on the
IEC Members to recommend any of the following actions:

[ Uphold original approval with no further action
0 Request information
00 Recommend further action

vil. The IEC Chair presents, if any, Early Study Termination Application Forms (IEC -ICH
Form 4-F) of study protocols previously approved through full Committee. For details on how
Early Study Termination Applications are processed. refer to SOP IV-4: Early Study
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Termination Application. The IEC Chair calls on the IEC Members to recommend any of the
following actions:
O Approval

[0 Request information
[ Recommend further action

viil. The |IEC Chair presents, if any, Study Participant Queries or Complaints (IECACH 4-J).
For details on how queries are processed, refer to SOP [V-4: Study Participant Queries or
Complaints. The |IEC Chair calls on the IEC Members to recommend any of the following
actions:

U Uphold original approval with no further action
0 Request information
[0 Recommend further action

|- Review of Results of Expedited Review

.. The IEC Chair reports all the study protocols and study protocol-related submissions that
were processed under expedited review.

H. The submissicns are reported in the same sequence as full Commitiee review with similar
corresponding actions (see SOP Hl1-4).

k. Discussion of Other Matters: Before closing the meeting, the IEC Chair calls for any non-
study protocol matters that need attention or action, as the nead arises.

l. Meeting Adjournment: With no other matters for discussion, the IEC Chair formally adjourns
the meeting, with the time noted by the Secretariat Staff who is documenting the meeting.

m. Collections and Storage or Disposal of Meeting Materials

I. The Secretariat Staff collects all meeting materials, including the documentation collected for
the Minutes of the meeting, mindful that these materials are confidential and must be handied in
accordance with SOP V-9: Maintenance of Confidentiality of Study Files and ICH-IEC

Documents.

il. The Secretarial Staff files all meeting materials that must be stored in the relevant study files
in a manner prescribed by instruction found in SOP V-T: Active Files and SOP V-8: Archived

(Inactive/’CompletedTerminated) Files.

6. SPECIAL MEETINGS

a. Preparation for Conduct of Special Meeting

i. A special meeting may be called by the |IEC Chair as he determines the need for such or as it
may be proposed by majority of the IEC members.

. The decision to call a special meeting is based on the:
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[ Urgency of issues at hand such that, if delayed, it may have a negalive impact on pubiic
benefit

0 Occurrence of unexpected serious adverse events

[l Life and death situations

[0 Other similar situations or occumrences

. The Secretariat informs the IEC members, and invited persons, whose presence is
determined as vital that the special meeting will be called.

. Quorum is defined as given earlier. If needed, a member/or invited guest with expertise on
the item to be discussed

v. The meeling conducted in the same sequence as full Committee review with similar
corresponding actions (see SOP 1i-4)

vi. The collection and storage or disposal of special meeting materials follows the procedures
described for the regular meeting

7. LIST OF FORMS

Review Checklist for Initial Review Application
Review Checklist for Resubmission and Amendment
Registration and Application Form

Protocol Assessment Form
Informed Consent Assessment Form
Meeting Agenda
Review of Resubmitted Study Protocol Form
Confidentiality Agreement for Guests or Observers
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IEC-ICH Form 3-A1, 20211 eview Cheekliat for inftiat Trial Asplication
REVIEW CHECKLIST FOR INITIAL TRIAL APPLICATION

TO THE PRINCIPAL INVESTIGATOR: OBTAIN AN ELECTRONIC COPY OF THIS FORM AND
ENCODE ALL INFORMATION REGUIRED IN THE SPACE PROVIDED. PRINT NAME, DATE AND
SIGN THIS FORM BEFORE SUBMISSION.

STUDY PROTOCOL INFORMATION -
IEC-ICH Shudy Mo, (By [EC Secreitanai]

Study Profocal Title
Study Prolocol Code
Principal Investigator | Signature:
Date of Submission
| Verified Complete By

TO THE IEC SECRETARIAT: CHECK FOR COMPLETENESS UPON SUBMISSION INDICATE
WITH (%) MARK ON THE TICK BOXES, IF APPLICABLE

Basic Documents (mus! submi)
No. of Copies | Document Submitted

Appiication Leter to Chairperson-|EC
Review Checklist {IEC- ICH Form 3-A.1}
Printed Registration and Application Form (IEC-ICH Form 3-8)

leted Protocol Assessment Form (IEC-CH Form 3-C

Completed | Consent Assessment Form (IEC-ICH Form 3-D)
finclude delalled procedure of obiaining informed consant (who, wien, wheng
& how)]
Study Prolocol with Synopsis
Liabdlity insurance for clinical trial protocols

DCGI approval or application’ FESAI ai;-mlf Any Other

Investigater Lindertaking, Currcubum and photocopy Chindcal
Practice certificate of Principal Investigator and study team members
tudy-Specific Documents (submit a5 needed)
2 Investigator's Brochure (Tor ciinical tials phase I, 11, 1ll) or Basic Produdt
Information Document (for clinical trials phase 1V}

2 Informed consent form in English (for studies with human participants)

2 Infarmed consent form in local language (for studies with human participants)
OHindi CiBangali

2 Audio Visual consent form in English (for studies involving new drug as per
Rule 12204 of the Drugs and Cosmetic Rules, 1945}

2 mmﬁwmmmmhmm:Mmmmmmgn
per Rule 12204 of the Drugs and Cosmetic Rules, 1845)

CIHindi li

) Assent mlish (for shudies invahing minors and relevant populations
__| deemed incom to sign an informed consant form)
2 Assent form in local language (for studies involving minors and relevant
populations deemed incompelent to sign an informed consent formj)
OHindi DiBengali o
Data collection forms (including CRFs)
Recruiiment es & advertisaments (as needed by the

informabion or documents for pants (such a3 diaries,
guastionnaires, atc.)
Authorization fram Director, ICH il accessing ICH medical records
Clinical Trial Agreement (Tripartite) .
Laboratory Name, Address, Certificates, SOPs and Reference Matenal
| Any other study reiated material to be used in the conduct of clinical trial

| M| Baf B b

O |[Ooojo| o (ojojglo
Podd | o3| P3| P

0|0 |[agjo

OOooojooio] o |ao|l o

B R Ral 3| BRI RD

of ChaquasNEFT defads (Insitutional fee payment)
Kindly provide CD or send a soft copy of the Protocol and other related documents attached (e.g.
IEC Forms, Informed Consent. Case Report Form and Investigator's Brochure or Journal Repors,
Lierature Rewiew for Trainees, Cover Letter etc.) 1o 5 mar
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EC - [CH Farm J-AZ, 2033 Reviow Checkisr for Resubmission and Amendments

REVIEW CHECKLIST FOR RESUBMISSION AND AMENDMENTS

TO THE PRINCIPAL INVESTIGATOR: OBTAIN AN ELECTRONIC COPY OF THIS FORM
AND ENCODE ALL INFORMATION REQUIRED IN THE SPACE PROVIDED. PRINT
NAME, DATE AND SIGN THIS FORM BEFORE SUBMISSION

STUDY PROTOCOL INFORMATION

IEC-ICH Study Mo,

| Study Protocol Title

| Protocol No.

Frincipal
Investigator

Signature of PI:

Date of lnitial

Approval (for
amendment)

O Resubrnission
O Amendment

Date of Submission

By

Verified Complete

TO THE IEC SECRETARIAT: CHECK FOR COMPLETENESS UPON SUBMISSION.
INDICATE WITH (v} MARK ON THE TICK BOXES. IF APPLICABLE

"Notes:

MO, OF
.J COFIES DOCUMENT SUBMITTED
For resubmission:

0 11 Review Checklist for Resubmission or Amendment (IECICH 3-A2) - for
resubmission o

0 11 Completed Registration and Application Form (IEC-ICH Form 3-B) — for
resubmission N
Completed Review of Resubmitted Study Protocol Form (IEC-ICH Form

O 1 3-F) - for resubmission of new clinical trial or amendment to study
protocol, ICF, Patient materials elc. =

O 11 Resubmitted Documents (Study Protocol, Informed Consent Forms, eic)
Highlight the changes made (Letters in bold andior underfine

For submission of Amendment{s)
O 1 Completed Study Profocol Amendment Form (IECICH Form 4-A) — for
= amendment o

Completed Additional Study Materials for Approval Form (IECACH Form

O 11 |

] inderingd] = for

amendment o
Protocol Amendments (Study Protocel, Informed Consent Forms, Patient

O 1" Materials, elc.)
Highlight the changes made {Leters in boid a ariing

[ o GDTEmeﬂallmﬂentsma hed or send a soft copy through
emai

| Phatocapy of Cheque (institutional fee payment)

1) "Note: Please fill out this form electronically before printing.
2) Make sure thal the changes or amendments are ighiighted (letters in bold or underinad)



FEC-ICH Farm 3-8, 2023: Megistration and Aapleation Eorm

REGISTRATION AND APPLICATION FORM

_SECTION I: Application Information

1. Study No.

IECY

2. Study Protocol
Title

3. Type of 0O 2.1. Initial Review

Submission [ 2.2. Resubmission (responses lo initial review recommendations or
submission of studies with investigator-initiatad changes prior to
ethics approval).

NOTE: version and date of version must be inserted as a document
u footer for all resubmissions
4. Date of
submission

5. Type of Study

O 5.1. Clinical Trial

0O 5.1.1. Drug/ Vaccines
0O 51.2. Device

0O 523 Others

00 5.2. Non-clinical trial, Specify:
(diagnostics, herbal research, review of medical records, epidemiologic
research, health informatics, etc)
O 52.1. Diagnostics
0 5.2.2. Herbal research
0 523 Complementary and alternative medicine research
O 524 Review of medical records
5.2.5. Epidemiology study
526. Socio-behavioural research

O

=

0O 527, Genelic studies, Recombinant/ Gene therapy
O 5.2.8. Bio-banking

0 528 G&tem Cell research

0 35.2.10. Research with body fluids/ organs/ tissue

O 5.3. Pre-clinical Research

Others (specify):

0 5.3. Clinical Trial Phase {drug or pharmaceutical trials, diagnostic
trials, frials on devices, and other therapy trials) intended for
marketing registration

(Indicate Phase : )

Is it placebo controfled trial? Yes No

O 54. Academic Investigator Initiated Clinical Trial (drug or
pharmaceutical trials, diagnostic trials, trials on devices, and other
therapy frials) NOT intended for marketing registration

(Indicate Phase : )

0 5.5, Post Marketing Surveillance

6. Category of
Investigator

0 6.1. ICH Physician, Full-time
00 6.2, ICH Physician, Part-time or Visiting

00 6.3, ICH Training Feliow or Resident J




AEC-ACH Form 3-8, 2022: Registretion and Appiication Form

REGISTRATION AND APPLICATION FORM

] 6.4. Other ICH Empl_nyuaa, please specify

O7.1. Academic requirement (Thesis, Dissertation, Training Requirement)

O7.3. Multi-institutional or multi-country collaboration

7. Purpose of
study 0O7.2. Sponsored dlinical trial
(17 .4.0Others (indicate):
8. Study Protocol
Synopsis

Flease write synopsis (maximum 500 words) of the study in the space |
provided below based on the specific components, and indicate page
where such components may be found in the full study protocol or in
annexes/ appendices. If items are not applicable, indicate by NiA.
Attach the full study protocol to this application.

9. Study Duration

10. Study Site Single centre:
Multicentre:
Collaboration with other institute:
11. Approvals ODCGI (Clinical Trial, Samples to be tested abroad)

O FSSAI (Probiotics/ Mulraceuticals efc)

O GEAC {Genetic Engineering, Recombinant DNA etc)

O DBT (Genetic Engineering, Recombinant DNA etc)

0O BARC (lonizing radiations, Radioactive isotopes ete)

0O HMSC (Foreign Collaborations)

0 NOC from HEAD OF INSTITUTE (access to medical records,
infrastructure of host institute)

O MOU/MNOC with HEAD of COLLABORATIVE INSTITUTES (for work in
collaboration with other canters)

12. Use of special
populations or
vulnerable

groups

Recruitment from ICH:
O YEES O NO

If NO: specify site:

Number of participants with age range (study):

Number of participants with age range (recruited at site):
11.1.  Children {under 18)

11.2. Neonates

11.3. Adolescents

11.4. Children with HI\

11.5. Children from low socic-ecanomic background
11.6. Patients in emergency/ ICU care

11.7.  Children = Homeless/ in Orphanages/ Juvenile Remand
11.8. Children of Refugees or displaced persons

11.9. Pabents with incurable diseases

11.10. Others (indicate)

11.11. Healthy controls {volunteers)

OO0DO0O0oOoOgooDoon

13. Funding Agency

Mame:

Type of Funding Agency:
sponsorf CRO Information




WEC-ICH Foren 3-8, 10221 Regésiration and Apphsation Farm

REGISTRATION AND APPLICATION FORM

Total Budget:
Pl fees:
Institutional Fees:

14. Investigational
Product

O 13.1,Drug
O 13.2.Vaccines

O 13.3.Device

0O 13.4.Others (specify):

Is it approved and marketed:

O 13.5.In India

O 13.6.EU

0O 13.7.USA

0O 13.8.0ther countries (specify):

Is it a New Drug? (Rule 122DA)

O Yes O No

Does it involve a change in indication, dose, dosage form,
route of administration?

O Yes OO Ne

15. Principal
In

16. Pl Business
Address

17. Pl Telephone/Fax
MNaos.

18. Pl Mobile No.
19. Pl Email
Address
20. Declaration on [018.1. | have no conflict of interest in an i ropriet
s ¥y form (financial, ary,
ﬁ‘?:rﬂ::tt f":':_ i professional) with sponsaor, the study, Co-lnvestigator, or ;ﬂ site i
O18.2. jI have personalfamily financial interest in the results of the study
Naiure: B ]
018.3. | have proprietary interest in the research atent, tra
e i (patent, trademark,
| Nature: |
21. Other Mame Contact Nos. “E-mail
investigators Co-Investigator: =it
with £
corresponding Co-Investigator:
task description
add additional,
‘r:“"""*"'_ aE{ Study Coordinator:
applicable)
22. Submitted by
Study
designation
23. Pl Signature

"‘Note: Please fill out this form electronically before printing.
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STUDY PROTOCOL ASSESSMENT FORM

STUDY PROTOCOL INFORMATION
Study No, ]
Study Protocal
Titha

Principal
Investigator
Date of
| Submission

INSTRUCTIONS:

To the OBTAIN AN ELECTRONIC COPY OF THIS FORM AND ENCODE ALL

PRINCIPAL INFORMATION REQUIRED IN THE SPACE PROVIDED. PRINT NAME,

INVESTIGATOR: DATE AND SIGN THIS FORM BEFORE SUBMISSION. Please indicate in
the space provided below whether or not the specified assessment paint is
addressed by your study profocol. Indicate also if such assessment point is
nol applicable or is included in other documents submitted. To facilitate the
avaluation of the assessment point, indicate the page and paragraph where
this information can be found.

To the IEC Please evaluate how the assessment points outlined below have been

REVIEWER: appropriately addressed by the study profocol, as applicabile, by confirming
the submilted information and putting your comments in the space provided
under "REVIEWER COMMENTS". Please finalize your review/evaluation by
indicating your conclusions under "RECOMMENDED ACTION and signing
in the space provided for the reviewer,

To be filled out by the
ASSESSMENT POINTS PRINCIPAL To be filled out by the
INVESTIGATOR IEC REVIEWER

Mark (V) | Indicate
comdains the |  page

specifiad and
assessment | paragra
|___point ph ——
YES | N/A | where it |YES NOIN/A COMMENT(S)
is found
1. SCIENTIFIC DESIGM I
a. Objectives
Review of viabiity of expected
output
b. Literature Review
Rewviaw of results of previous
animal’ human studies showing
knaown risks and benelits of

infervention, including known
adverse drug effects, in case of
drug trials

c. Research Design
Review of appropriateness of
design in view of objechives |
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Need for human parficipants
Need for piacebo (if any)

d. Sampling Design
Rewview of appropriateness of
sampling methods and lechnigues

e. Sample Size
E_:awuw of computalion of sample
&ire

f. Statistical Analysis Plan (SAP)
Reaview of appropriatensss of
stalistical methods to be used and
howe parlicipant dala will be

Summanzed

g. Data Analysis Plan
Review of appropriateness of
statistical and non-statistical
methods of dala analysis

h. Inclusion Criteria
Review of precision of crileria both
far scientific mert and safety
concarns, &nd of eguitable
salactian

i. Exclusion Criteria
Review of criteria both for scientific
maeril and safely concems

j- Withdrawal Criteria
Reaview of critenia both far scientific
ment and safely concems

2, CONDUCT OF STUDY

a. Specimen Handling

Review of specimean storage,
access, disposal and terms of use

b. Pl Qualifications
Raview of Curricwium Vilae and
relevant certificalions o ascerain
capabiity fo manage study rolated
nisks
Disclosura of any COI
Investigator Underaking given
Investigator conducting more than
three active inals al site

€. Sultability of Site
Presence of adequate qualified
staff and infrastructures

d. Laboratory facilities
Prasence of adequale resources or
faciities outsourced and whether

samples sent abroad for festing

e. Duration
Review of length/extent of human
participant involvemnent in the siudy

f. Data monitoring safety board
Frovigion of monilaring of data to

ensure safely of participants
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3. ETHICAL CONSIDERATIONS

a. Conflict of Interest
Reviaw of management of confiict
arising from financial, familial, or
propnetary considerations of the P,
sponsor, of the study site

b. Privacy and Confidentiality
Review of measwres or graraniees
o profect privacy and
confidentiality of participant
information as indicated by data
collection methods including data
roleclion

¢. Informed Consent Process
Reviaw of application of the
principle of respect for persons,
who may solicift consent, how and
when it will be done; who may give
consent especially in case of
special populations ltke minors and
those who are not legally
competant lo give consent, or
indigenous peaple which require
additional clearances
Procedures, content, language of
nformed consent farm
Whather ICF is as per template
Contact persons mentioned

d. Vulnerability
Rewview of involvement of
vulnerable siudy populations and
impact on informed consent.
Vilnerable groups include children,
the eldery, ethnic and racial
minarity groups, the hameless,
prisoners, cancer patients,
terminally & pafients, people who
are politically powerless, or junior
members of a hierarchical group

. Recruitment
Rewview of manner of recruitment

including appropristeness of

ideniified recruiting parties
f. Assent

Review of feasibility of abtaining
assent vis & vis incompelence o
consant, Review af applicabilfty of
the assent age brackels in children:
0 - urnder 7! No assen!
7 - under 12: Verbal assent
12 - under 15: Simplified assant
form

15 - under 18: Co-sign informed
cansent form with parents
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. Risks | |
Review of leve! of risk and measures
to mitigate these risks (inciuding
physical, psychologieal, social
ecanomic), including plans for
adverse evenl management; Review
of justification for allowable use of
placebo as detalled in Declaration of
Helsinki (as applicable)

h. Benefits
Review of potential direct benefit o
participants; the potential to yield
generalizable knowledge abou! the
participants’ condition/ problem; non-
malenial compensation to participant
(health education or other creative
benefits), where no clear, direct
benefit from the project will be
recaned by the participant

i. Incentives or compensation
Review of amount and method of
compensations, financial incentives,
or reimbursement of study-related
EXpENsSes
Inducement for participation likely or

j. Post trial access

Proviston for post trial benefits
Study results! findings shared

k. Study related injuriesideath and
compensation
Provigion of free medical treatment
in cases of study related injuries or
desth and appropriate
compeansation

|. Community Considerations
Rewview of impact of the research
an the community where the
reseanch occurs andor to whamn
findings can be linked, including
tssues like sligma or draining of
local capacty; sensitivity to cultural
traditions, and fnvolvemen! of the
communily in decisions about the
conduct of the sfudy

m. Collaborative Study
Terms of Reference
Review of terms of collaboralive
study especially in case of mulli-
country/mutli-institutional studies,
inciuding infeflectual propery
rights, publication rights,
information and responsibilily
sharing, transparency, and capacify
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NAME OF REVIEWER;: SIGNATURE:

P i U iy @i JLIUY S LR RY SUKHER TR Py

MNAME OF PRINCIFAL SIGNATURE.
INVESTIGATOR:

nm?fﬂﬂrmmmm"T‘

“*Note: Please fill out this form electronically befors printing

OTHER COMMENTS:

RECOMMENDED ACTION
[ A) APPROVAL
O B) MINOR MODIFICATIONS, subject to Expedited Review at the level of the Chair

L €} MAJOR MODIFICATIONS, subject to Full Board Review
O D} DISAPPROVAL

JUSTIFICATION FOR RECOMMENDATION OF B, C. or D:

l

Date:(ddimmmiyyyy)




To be filled out by the REVIEWER

FERLAT FRE T Sy @0 USRS Y LS P TR L FRA

| [Note: Put a tick

Number of Issues Requested for Revisions

agains! elements that may have an issue during review]

Research Question

Objectives

Risk & Benefit

Study Design

Research Methodology

Sample Size

Inclusion/ Exclusion Criteria

Recruiiment Process

00 |l | 0 P e f B

Specimen Data Collection

Statistical & data analysis
Privacy and Confidentiality

Informed Consent (Document +Frocess]

Participant Information Sheet

Informed Consent Form

Assenl Form

AV Consent Form

Study Documents

Related B-t‘!.ﬂ!__ dmmentsTlB: Advartisement atc)

Case Record Form

Research facilities

Trial Agreement

Budgeting

Insurance

Compensation

Any other




IECACH Form 3-0, HIEE: Informed Cansent Asseuiment Foem

INFORMED CONSENT ASSESSMENT FORM

STUDY PROTOCOL INFORMATION

Study No.

Study Protocol Title

Principal
_Investigator

Date of Submission

INSTRUCTIONS:

To the PRINCIPAL OBTAIN AN ELECTRONIC COPY OF THIS FORM AND ENCODE ALL

INVESTIGATOR:

Tothe |[EC
REVIEWER:

INFORMATION REQUWIRED IN THE SPACE PROVIDED. BRINT NAME,
DATE AND SIGN THIS FORM BEFORE SUBMISSION.

Please indicate in the space provided below whether or not the specified
element is addressad by the informed consent form (ICF). To facilitale the
evaluation of the assessment point, indicate page and paragraph where this
information can be found,

Please evaluate how the elements outlined by the principal investigator have
been addressed by the informed consent form (ICF}, confirm the submitted
information and put your comments in the space provided under “|[EC
REVIEWER COMMENTS". Please finalize your reviewlevaluation by
indicating your conclusions under “RECOMMENDED ACTION® and signing
in the space provided for the primary raviewer,

To be filled out by the

ESSENTIAL ELEMENTS PRINCIPAL To be filled out by the

INVESTIGATOR IEC REVIEWER
Mark {v) Indicat
contains the | e page

specified and
assessment | paragr
paint aph —=
YES | N/A | where | YES[NO IN/A COMMENT(S)
itis
found

Does the informed consent form

_have a statement on the following?
1. _the sludy being a research

2. the purpose of the study

3. study-related treatments and the
for random nment

| 4. sludy procedures including all
invasive procedures are defined

5. the responsibilities of the
participants are outlined

6. expected duration of participation
in the study

7. the approximate number of
parlicipants in the study




IEC-ICH Foren 3-8, P2 T; dformed Conprat dssessmes! Form

8. the study aspects that are
experimantal

8. foresseable risks to participant/
embryo/fetus! nursing infant;
including pain, discomfort, or
inconvenience associated with
participation including risks to

| Spouse or partner;

10. risks from allowable use of

___placebo (as applicable)

11. reasonably expected benefits: or
absence of direct benefit to

participants, as applicable
12. expected banefits to the
community or to society, or
contributions to scientific
knowledge

13, description of post-study access
to the study product or
intervention that have been

safe and effective

14. alternative procedures or
treatment available to parlicipant

15. compensation or insurance or
treatment antfitlements of the
participant in case of study-
refated injuny

16. anticipated payment, if any, to the
participant in the course of the
study; whether money or other
forms of malerial goods, and if so,
the kind and amount

17, compensation (or no plans of
compensation) for the participant
or the participant's family or
dependents in case of disability or
death resulting from study-related
injuries

18. anticipated expenses, if any, to
the participant in the course of the

sludy

18. that participation is voluntary, and
that participant may withdraw
amylime withoul penalty or loss of
benefil to which the paricipant s
entitied

20. that the study monitor(s),
auditor(s), the IEC-ICH, and
regulatory authorities will be
granted direct access to
participant's medical records for
purposes ONLY of verification of
clinical trial procedures and data

21. that the records identifying the
L paricipant will be kept




S

IEC-ICH Foem 3-0, 253: Infarmeg Convet disrrnmest Fopm

| confidential and will not be made
publicly available, io (he extent
permitted by law; and that the
identity of the participant will
remain eonfidential in the event
the study results are published;
including imitations o the
investigator's ability to guarantee
confidantizl;

22, description of policy regarding the
use of genetic tests and familial
genelic information, and
precautions in place io prevent
disclosure of results to immediate
family relative or to others without
consent of the participant

23. possible direct or secondary use
of participant's medical records
and biclogical specimens taken in
the course of clinical care or in

the course of this Study
24. plans to destroy collected
biological specimens at the end of
the study; if not, detaits about
storage (duration, type of storage
facility, location, access
) and possible future

use, affirming participant's right to
refuse future use, refuse

or have the materials destroved
zﬁmmdmuhpmmm_

26. that the participant or participant's
legally acceptable representative
will be informed in a timely
manner if information becomes
available that may be relevant to
willingness of the participant 1o
confinue partici

27. describing access of participant to
the result of the study

28, Statement deseribing extent of
participant’s right to access
hisfher records (or lack thereof ¥is
4 vis pending request for approval

of non or partial disclosura)

29, foreseeable circumstances and
reasons under which participation
in the study may be terminated

30. sponsor, institutional affifiation of
the investigators, and nature angd
L sources of funds




IECAEH Form 3.0, 2033 inflormed Connst Assersmand Famy

31. whether the investigator is |
serving only as an investigator or
as both investigator and the
paricipant's healthcare provider

32, person{s) to contact in the study
team for further information
regarding the study and whom to
contact in the event of study-
related injury

33 that the IEC-ICH has approved
the study, and may be reached
through the following contact for
information regarding rights of
study participants, including
grievances and complaints;

Contact Person: Name of Chair, IEC
Address: IEC ICH, 11, Dr.Biresh

Guha Street, Kolkata- 700017
Tel. No.: <=mobile no of chair>>

NAME OF PRINCIPAL INVESTIGATOR: SIGNATURE: Date:
{dd/mmmiyyyy)

“Note: Please fill oul this form electronically before printing.
To be filled out by the REVIEWER:

OTHER COMMENTS:(Pleass include comments on risk benafil assessment)

RECOMMENDED ACTION
0 A) APPROVAL
0 B) MINOR MODIFICATIONS, subject to Expedited Review at the level of the Chair
0 C) MAJOR MODIFICATIONS, subject to Full Board Review
O D) DISAPPROVAL = )
JUSTIFICATION FOR RECOMMENDATION OF B, G, or D:

NAME OF REVIEWER SIGNATURE. Date{dd/mmmiyyyy)




MEETING AGENDA

Date: =ddmmiyyyy=
NOTICE OF MEETING

TO;

<Name of IEC-ICH> Members:

Mame 1
Marmie 2
MName 3
Mamea 4
Name 5
Name 6
Mame 7
MName &

Date of Meeting
Time of Meeting
Venue of Meeting

AGENDA:

R R T S

Call to order
Determination of quorum and presence of non-institutional members
Conflict of interest disclosure
Reading and approval of the Minutes of the last raeting
Business arising from the Minutes
Protocol review

6.1. FULL REVIEW

6.1.1. Study Protocols for Initial Review

IEC-ICH Foem 3-E, 2022 Mewling Apwnca

Ll:nntml Mo,

Study Protocol Submission
Cate

<ddimmiyyyy>

Title

Name of Pl

<]

| S PONSoT
Type of Review

Primary Reviewars

B.1.2. Resubmission or Study

Contral No.

Protocols for Modification

Study Protocol Submissian
| Date

<dd/mmiyyyy>

Title

| Name of Pi

| Sponsor

| Type of Review

Primary Reviewers

Control Mo,

6.1.3. Study Protocols for Clarificatory Interview

Sludy Protocol Submission

<dd/mmiyyyy>

Date




AEC=ICH Form 2-E, B2l Merting Aprmda

Title

| Name of P

|

Sponsar

| Type of Review
Primary Reviawers

Contnol No,

6.1.4. Application for Protocol Withdrawsl

Study Protoeol Submission
Date

=dd/mmiyyyy=

Withdrawal Application
Date

=dd'mmiyyyy=

Title

Name of P

LSpenss.
Type of Review

Primary Reviewers

6.1.5. Study Protocol Amendments Applications

Control No.

Study Protocol Approval
Date

=dd/mmiyyyy>

Amendment Submission
Date

<ddimmiyyyy>

Title

Mame of Pl

 Sponsor

Type of Review

Frimary Reviewears

6.1.6. Conlinuing Review A

pplications

Control No.

Study Protocol Approval

<ddimmiyyyy>

Date

=dd/mmiyyyy=>

| Application Date
Title

| Name of PI

| Sponsor

Type of Review

| Primary Reviewers

6.1.7. Final Reports

| Control No.

5 Protocol
g

<ddimmiyyyy>

Report Date

Title

| Name of PI

Sponsor

_Type of Review

Primary Reviewers

6.1.8. SAE and Similar Reports (e.g. SUSAR)

Contral No.

Study Protocol Approval

=ddimmiyyyy=

Date




TECCH Farm 2-£, 2022 Mreting Agenda

Report Date <dd/mmvyyyy=> (Organize SAEs under one protocol

. by date)

| Name of Pl

| Sponsor

Type of Review

Primary Reviewers

6.1.9. Sile Visit Reports:

| Contral No.

Study Protocol Approval =dd/mmiyyyy
Date 4

| Site Visil Date <ddimmiyyyy=

Title

MName 2 of Pl
Sponsor

Type of Review

Primary Reviewers

6.1.10. Protocol Non-Compliance i i
1. 10. Prot omp (Deviation or Viclation Reports)

gﬂnﬁy Profocol Approval | <ddimmiyyyy>

Tﬁﬁgﬁ Date <ddimmiyyyy>

Name of P|

Sponsor
Type of Review

Primary Reviewers

6.1.11. Early Termination Application

Control Ne.
g:uy Protacol Approval =ddimmiyyyy=
=}

Application Date Sgdimmiyyyy>

Title

MName of PI

| Sponsor

| Type of Review
Primary Reviewers

6.1.12. Study Queries, Complaints, or Gri eports

Conlrol No. rerance =

gﬁaﬁf Protocol Approval <dd/mmiyyyy=>

Datle
_%ﬂﬂ <ddimmiyyyy>

Mame of Pl
Sponsar
Type of Review
Primary Reviewars

6.2. REPORT OF PROTOCOL SUBMISS
i 3 IONS FOR EXPEDITED REVIEW




IEC-ICH Form I-E, 2022 fbrwfing dgends

| Contral No,

Study Protocol Approval
Date

“dd/mmiyyyy>

Study Protocol Submission
Date

=ddimmdyyyy>

| Study Protocal Title

Principal Investigator
of Review

Primary Reviewers

20r

ACTION

6.2.3. Study Prolocols for Mod

fication {or Resubmissions)

Control No.

Study Protocol Submission

<dd/mmdyyyy=

ACTION

6.2.4  Study Protocol Amendments

Controf No.

Study Profocol Approval
Date

=ddimmiyyyy=

Amendment Submission
Date

<dd/mm/yyyy=>

Title

| Name of Pi

Sponsor

Type of Raview

Frimary Reviewars

ACTION

6.2.5. Continuing Review Appilication

Contral Mo,

Study Protocol Approval
Date

“dd/mmiyyyy=>

_Application Date

=ddimmiyyyy=

Title

Mame of Pl

| Sponsor




BEC-BCH Ferm 3-E, BUEY. Maeeting Agenda

B

[ACTION

6.2.6. Final Reporis

Control No,

gﬁ:ﬁr Frotocol Approval =<ddimmyyyy=

| Report Date
Title

_Nama of PI

| Sponsor

Type of Review

Primary Reviewers

ACTION

6.2.7. Protocol Deviation/Non-Complianca/Violation Reports

Control No.

my Protocol Approval <dd/mmiyynyy=

Report Date <ddimmiyyyy>
Titla

MName of P|

| Sponsor

Type of Review
Primary Reviewers =

ACTION

6.2.8. Early Study Termination Applications

Caontrol No,

Study Protocol i
DH:J Approva =ddimm/yyyy=>

_%%‘gﬂnn Date <ddimm/yyyy>
Name of Pi

Sponsor

| Type of Review

Reviewers

ACTICN
—

7. (Chher Matters
8. Adjournment

=TITLE, NAME, SURNAME> and SIGNATURE
Chair, IEC-ICH
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Review of Resubmitted Study Protocol Form

INSTRUCTIONS:
To the OBTAIN AN ELECTRONIC COPY OF THIS FORM AND ENCODE ALL
PRINCIPAL INFORMATION REQUNRED IN THE SPACE FROVIDED, PRINT NAME,
INVESTIGATOR [DATE AND SiGN THIS FORM BEFORE SUBMISSION Please indicate
{PI): in the space provided for Principal Investigator the IEC-ICH query and
your RESPONSE to the comment.
To the IEC Please evaluate if the recommendations by the IEC-ICH were
REVIEWER: appropriately addressed by confirming the submitted information and
putting your comments In the space provided for |EC REVIEWER.
Flease finalize your reviewlevaluation by indicating your conclusions
under "RECOMMENDED ACTION® and signing in the space provided for
the primary reviewer,
STUDY PROTOCOL INFORMATION
Study No.
Study Protocol
Title
Principal || Signature:
Investigator
Date of
Resubmission al -
initial Review Date: | 2ND Review Date: LAST Review Dale:
To be filled out by the To be filled out by the
PRINCIPAL INVESTIGATOR IEC REVIEWER
= = o Were the recommendations met? |
Recommendations from last review of IEC | Indicale [YES NO COMMENT
' and Fﬂi;rg?]
Response from Principal Investigator (PI) E;:gmg 8
un

A. On the technical aspects of the study

protocol:

1. <IEC-ICH query 1>

<Response from Pl:>

2. <IEC-ICH query 2>

<Response from P|:>

3. =IEC-ICH query 3>

=Response from Pl;>

8. On the ethical aspects of the study
profocol
1. <IEC-ICH query 1:>
<Response from Pl
2. <IEC-ICH query 2>
<Response from P[>

C. On the informed consent form:;
1. <IEC-ICH query 1>
*Response from Pl:>
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2. <IEC-ICH query 2= i
<“Respoensa from Pl:> } J
“Note: Please fill out this form electronically before printing.
To be filled out by the PRIMARY REVIEWER
' RECOMMENDED ACTION

0 A) APPROVAL

L B) MINOR MODIFICATIONS, subject to Expedited Review at the level of the
Chair

O C) MAJOR MODIFICATIONS, subject to Full Board Review
U D) DISAPPROVAL

JUSTIFICATION FOR RECOMMENDATION OF B, C. orD:

'NAME OF PRIMARY REVIEWER SIGNATURE: Date:{ddimmmiyyyy)
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Confidentiality Agreement for Guests/Observers

I, » understand that | am
allowed to attend the IEC-ICH maating and to have supervised access o the |IEC-ICH files
as alan (Guest/Observer) . In the course of the
meeting of the IEC-ICH and opening of its files, some confidential information may be
disclosed or discussed. Upon signing this form, | agree lo take reasonable measures to keep
all information confidential.

Date of IEC-ICH Meeting
Purpose of attendance/access

IEC SECRETARY | Name & Signaiure

Date

IEC CHAIR Name & Signature

Date
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1. OBJECTIVES

This SOP describes how the ICH-IEC processes post approval submissions by the
Principal Investigators. Depending on the nature of the submissions, they may be
processed by either “expedited” or *full board” review. This chapter describes submission
procedures, required forms, documentation of committeg, communication of commitiee
to the Pl, and filing of results.

SCOPE

This SOF applies to all study protocol-related submissions after initial approval has bean
Issued for the study protocol-related documents, These submissions include request far
amendments, continuing review applications, final reports, adverse evenl reporis,
deviation/non-compliancefviolation reports, study parficipant queries. and site visit /

manitoring reports.

RESPONSIBILITIES

it s Ihe responsiblity of the Principal Investigator to comply with post-approval
requirements such as submission of amendment applications if there are changes in the
study protocel or informed consent form, continuing review reports within the prescribad
pefiod, serious adverse evenis reporls, study protocol  non-compliance
(deviation/vialation) or early study lermination reports, and final repaorting.

The Secretariat Staff is responsible for recefving and processing all submissions,
including questions, queries andfor complaints from trial participants. IEC members are
responsible for reviewing these post-approval submissions related to study prolocols for
which they are members.

In the event that a Site Visit (Monitoring/Audit) becomes necessary, it is the responsibility
of the Chair to form a Site Visit Team, the responsibility of the assigned members o
conduct the Site Visit and issue a report for presentation in the IEC meeting, and
responsibility of the Secretariat Staff to organize the Site Visit,

STUDY PROTOCOL AMENDMENTS, CONTINUING REVIEW APPLICATIONS, FINAL
REPORTS, NONCOMPLIANCE REPORTS, EARLY STUDY TERMINATION
APPLICATION, AND PARTICIPANTT QUERIES OR COMPLAINTS WORKFLOW

Frepared by: SOF Team

Wersion: 06 Page 3 of 4 J
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F ACTIVITY ESPONSIBILITY
receive and manage documents submission pertaining to shudy scratariat Staff
- protocol amendmentsicontinuing review applications/final
reports/noncompliance reports/early study termination
=1 applications/participant queries or complaints
' I
Submit documents o the IEC Chair to determine classification of Secretarat Staff
= Feview as expedited or full board
l
= JEC Chair, Members reviews submissions classified as expediled EC Chair AND
review (Expediled Review at the level of the Chair) embers Secretary
viewers
eview full board study protocols in IEC meeting f-lembms
ommunicate results o Principal Investigator Becretariat Stafl
anage sludy protocal files Secratarial Staff
DETAILED INSTRUCTIONS:

a. Study Protocol Amendment

i Receipt and mansgemen! of Study Protocol Amendment package upon
Submigsian

1.

A study protocol amandment is a written description of a change to a
protocol, informed consent document or any other study related material,
Favorable opinion or approval should be obtained fram the ICH-IEC
before an amendment can be implemented in the conduct of a study.

A study protocol amendment is facilitated through the submission of IEC-
ICH Form 4-A: Study Protocol Amendment Submission FormAEC-
ICH Farm 4-K: Additional Study Material for Approval Form with the
amended study protocol andfor protocol-related documents by the
principal Investigator to the ICH-IEC, which issued the Initial athical
clearance or approval 1o the study protocol. This comprises the Study
Protocol Amendment Package.

Upon receipt of the Study protocol amendment package, the Secretariat
Staff logs the date of submission on the Submission Database {IEC-
{CH Form 5-N).

The Secrelariat Staff checks the submission for completenass and gives
a receiving copy of IEC-ICH Form 4-A: Study Protocol Amendment

|| Prepered by: SOP Team | Version: 06 Page 4 of 24
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Submission FormAEC-ICH Form 4-K: Additional Study Materials for

Approval Form to the Pl or his/her reprasentative.

5. The Secretarial Staff ensures that sufficient copies (including CD/ e-
dossier) for the IEC Members have been submitted by the Pl for full

board submissions.
i Classification of Review by the IEC Chair

1. The Secretariat Staff sends the Study Protocol Submission Package o
the IEC Chair immediately for classification of review as expadited or full

board,

2. A full board review is necessary if the proposed study protocol
amendment increases risk to study participants, as assessed by the I[EC
Chair, such as a change in study design, which may include bat is not

limited to:

L Additional reatments or the deletion of treatments

0 Any changes in inclusionfexclusion criteria

0 Change in method of dosage formulation, {e.g. oral
changes to intravencous)

0 Significant change in the number of participants

O Significant decrease or increase in dosage amounts

. Rewiew by IEC Chair

1. For submission under expedited review. action is finalized at the lavel of

the IEC Chair within fifteen (15) calendar days.

2. Study protocol amendment packages/including soft copy participant o
full board review received within the cut-off period of twenty (20) days
before the IEC meeting are sent 1o members len (10) days before the

IEC meeting.

3. The Secratarial Staff places the study protocol amandment request on

the aganda for the next [EC meeting,

4. The Reviewers accompiish the review and return the signed IEC-ICH
Form 4-A: Study Protocol Amendment Submission Formi IEC-ICH
Form 4-K: Additional Material for Study Use for Approval Form on
the day of the /EC meeting together with the Study Protocol Amendment
Package. For online meetings opinions of members are taken and a final
decision is recorded by member secrétary on form IEC-ICH Form 4-A:
Study Protocol Amendment Submission Formi IEC-ICH Form 4-K:

Additional Material for Study Use for Approval Form.

Prepared by: SOP Team Version: 06 J Poge 5 of 24
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Additional Material for Study Use for Approval Form on the day of the
IEC meeting together with the Study Protocol Amendment Package.

. Full board review of Study Protocol Amendment Submission Package

1. The Secretariat Staff distributes the following Study Protocol Amendment
Package to /EC Members along with the meeting agenda:

O IEC-ICH Form 4-A: Study Protocol Amendment Submission

FarmllEC-ICH Form 4-K: Additional Study Materials for Approval

Fairm

0 Amended study protocol or protocol-related documents  with
amended section clearly indicated
O Other documents that have been affectad by the revision

2. The documents are presented to (EC Members when amendments are
deliberated on. For detailed information on the conduct of full board
review of study protocol amendments, see SOP I, section 5.0

¥.  Commoncetion of resulis

1. The Pl is nolified of the ICHJEC decision noling which amended
documenis are approved for use thraugh an action letter.

2. The Pl may be required to modify or clarify the amendment, provide
additional information, or submit additional documeants.

3. If the amendment is approved, the Pl is requested to submit an amended
study protocol or protocol-related document with a new version number
and dale, il such has not been included in the Study Protocol
Amendment Package yet

vi.  Files managemeant

1. The Secretariat Staff receives the amended study protocol or protocol-
related documents with a new version number and date and marks it as
“approved"”, then affixes the approval date.

2. The newly approved documents will supersede previous versions of tha
study protocol or protocol related document.

3. The IEC Secretary and /EC Chair sign IEC-ICH Form 4-A:Study
Protocol Amendment Submission Formi IEC-ICH Form 4-K:
Adﬂﬂmﬂﬂaﬁﬂfnrﬁtudyl&lfw.ﬂppmafﬁm

4. The Secretarial Staff stores the signed and approved documents in the
study protocol folderbinder.

b. Continuing Review Application/Progress Report

Frepored by: SOP Team

Version: 6 f Page 6 of 24
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. Receipt and management of the Continuing Review Application/Progress
Raport package upon submission

1. Ethical clearanca or approval is granted for a pericd of one year. After

approval, continuing review is required to be done at least once a yaar,

depending on the risk assessment of the study protocol. The continuing

review process is faciitated through the submission of IEC-ICH Form 4-

C:Continuing Review Application Farm ar IEC-ICH Form 4-B:

Progress Report Form

2. The expiration of approval granted to a protocol and the frequency of
continuing review are indicated in IEC-ICH Form 5-B: Approval Letter
fo the Study Protocol, which is provided to the Pl upon approval of the
study.

3. For ethical clearance or approval approaching the one-year expiry date
and requiring a renewal or extension, it is advisable to submit |EC-ICH
Form 4-C: Continuing Review Application Form 45 days prior fo
Expiry date.

4, The Secretariat Staff looks through the Study Protocol Database for the
titles of study protocols that are due for centinuing review at the end of

the manth.

9. The Secretariat Stafl informs the respective Pls at least 30 days in
advance of the due date of submission by fax, e-mail or letier and by
sending the IEC-ICH Form 5-0: Reminder Letter for Progress Report
or Continuing Review Application.

6. The continuing review of a study protocol is initiated by the submission
by the P.I. of the IEC-ICH Form 4-C: Continuing Review Application
Form, together with the synopsis of the study protocol and current
informed consent documents. This comprises the continuing review
application package.

7. The Secretariat Staff checks the application package for completeness
and gives a receiving copy of the IEC-ICH 4-C: Continuing Review
Application Form to the Pl or his/her representative.

8. The Secretariat Staff logs the date of submission on the Submissions
Database (IEC-ICH Form 5-N).

9. The Secretariat Staff ensures that sufficient copies for the JEC Members
have been submitted by the PI for full board submissions.

| Prepared by: SOF Team Version: 06 Page 7 of 24
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W Classification of Review by the IEC Chair

1. The IEC Chair classifies the submission as aither full board or expedited
review,

2. Unless otherwise dictated by circumstances in and specifics of the
submitted information, the classification of continuing review as
expedited or full board s based on the initial review classification (i.e.
continuing review of full board study protocals is done through full board
review).

. Rewview by IEC Chair and Members

1. The continuing review application package is sent together with a copy of
the study protocol to the [EC Chair for expadited review study protocols
and lo the Members and all other /EC members. In Full Board Review,
the cther IEC members {who are not members) are provided with the
sludy protocols, too; their opinions are considered during the delibaration
process in the IEC meeling.

2. For submissions under expedited reniew, ncllnn; is finalized at the level of
the IEC Chair within fifteen (15) catendar days.

3. Continuing review application packages participant to full board review
received within the cut-off period of twenty (20) days before the IEC
mesting are sent to Reviewers as soon as they are received by the IEC
or at least ten (10} calendar days before the meeting.

4. The Secretariat Staff places the continuing review application on the
agenda for the next IEC meeting.

5. The Members accomplish the review and return the signed IEC-ICH
Form 4-C: Continuing Review Application Form on the day of the IEC
maeting logether with review application packags.

iv.  Full Board Review of Continuing Review Application

1. The Secretariat Stafi distributes the foliowing continuing  review
application package lo /EC Members along with the meeting agenda:
' IEC-ICH Form 4-C: Continuing Review Application Form
0 Study protocol synopsis
0 Current infermed consent documents

2. The decuments are presented to IEC Members when conlinuing review
applications are deliberated on. For detailed information on the conduct
of full board review of continuing review application, see S0P |l

Prepared by: SOP Team | Version: 06 Page & of 74
|
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¥, Commurnication of Rasulfs

¥

The Pl is notified of the decision noting board action on the continuing
review application through a letter,

2. The Pl may be requested to provide additional information or submit
additional documents. The Board may also recommend further action on
the conlinuing review application.

Wi Fitas management
1 The IEC Chair and /EC Secretary sign IEC-ICH Form 4-C: Continuing
Review Application Form.
Z2.  The Secretarat Staff stores the signed continuing review application

documents in the study protocol file folder.

¢. Final Report

i

A,

Management of the Final Report Package Upon Submission

1.

Upan completion of the study, the investigator should provide the ICH-
IEC with a summary of the cutcome of the study, especially of the human
participants who were involved, in a form of an end of study report

The end of study reporting is facilitated through the submission of IEC-
ICH Form 4-D: Final Report Form, together with the documents
deemed relevant by the investigator to elarify information indicated in the
final repor. This comprises the final report package.

The Secretariat Staff checks the submission for completeness and gives
8 receiving copy of IEC-ICH Form 4-D: Final Report Form, 1o Pl or
his/her representative.

The Secretariat Staff logs the date of submission on the Submissions
Database (IEC -ICH Form 5-N).

Classification of Review by the IEC Chair

5

The |EC Chair classifies the submission as either full board or expedited
reviaw,

Generally, classification of review of final report as expedited or full board
is based on the initial review classification (lLe. final report of full board
study prolocols is done through full board review); unless otherwise
indicated by the specifics or details of the submitted information.

Review by Members

[ Prepared by: SOF Team Version: 06 i Page % of 24
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1. The Secretariat Staff sends the final report package together with a copy
of the study protocol to the Members.

2. For submission under expedited review, action Is finalized at the level of
the Members within seven (7} calendar days.

3. Final Report packages participant to full board review recelved within the
cut-off period of two (2) weeks or fourlean {14) calendar days before the
[EC meeting are sent fo Members tan {10 to tweive (12) calendar days
before the meeting.

4. The Secretarial Staff places the final report submission on the agenda
for the next IEC mesting.

5. The Members accomplish the review and retumn the signed IEC-ICH
Form 4-D: Final Report Form 1o the Secretariat Staff on the day of the
IEC Meeting together with the final repon package.

.  Full Board Review of Final Reaport

1. The Secretariat Staff distributes the fellowing final report package fo IEC
Members along with the meeting agenda:

0 IEC-ICH Form 4-D: Final Report Form
U Relevant documents ar attachments

2. The documents are presented to IEC Members when final reports are
deliberated on. For detailed information on the conduct of full board
review repors, see SOF 1.

v. Communication of Resulls

1. The Pl is notified of the IEC decision, noting /EC action on the final report
through an action letter.

2. The Pl may be requested fo provide additional information or submit
additional documents, in which case the final reporl may be accepied,
but action regarding archiving may be deferred pending submission of
results of the study.

3. Ifthe final report is approved, the P is informed of the following:

L The study protocol is now classified as inactive.
0 Ethical clearance is deemed expired effective on the day of
the IEC meeting,
0 Study Protocol records will be made avaitable for five {3) years
in the archives afier the expiration date.
[_I"::pan:d by: SOP Team Version; (4 ] Page 10 of 24
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vi.  Files Managemeant

1. The IEC Secretary and IEC Chair sign IEC-ICH Form 4-D:Final Reporf
Form

2. The Secretarial Staff stores the signed final report documents in the
study protocol file folder, upon approval of the final report, when no
further action is expected from the P1

3. The Secretariat Staff enters relevant study protocol data inte the Study
Frotecol Database o signify the end of study.

4. The Secretariat Staff transfers the study protocol folder to the inactive
fles. See SOP V-8: Archived ﬂmcﬂvﬂﬂnmphtadfnminltmﬂ Files
for managemeant of inactive files.

d.  Study Protocol Deviation and Noncompliance Report
I Management of the Study Protocal Noncompliance Reports Upon Submission

1. The investigalor should document. explain, and report to the ICH-IEC
any noncompliance from the approved protocal, whether minor or major,
on a quarterly basis_

2. The investigator may implement a deviation from the protocol to
eliminate an immediate hazard(s) to study participants without pricr ICH-
IEL approval, but must submit as soon as possible, a report of deviation
or change, the reasons for it. and, if appropriate, an appropriate study
protocol amendment(s).

3. Any protocol deviation which results in a serious adverse event shouid
be reported to the JEC within 24 hours (following the timelines of
reporting on SAE),

4. Reporting of protocol noncompliance is facilitated by the submission af
IEC-ICH 4-E: Study Protocaof Deviation or Nen-Compliance Report,
tegether with a document deemead relevant by the investigator to clarify
information indicated in the reporl. This comprised the study protocol
noncompliance repor package.

5. The Secretariat Staff checks the submission for completeness and gives
a recaiving copy of IEC-ICH 4-E: Study Protocol Deviation or Non-
Compliance Report 1o the P.I. or his'her representative.

6. The Secretariat Staff logs the date of submission on the Submissions
Database (IEC-ICH 5-N),

Prepared by: SOP Team ' ‘| Version: 06 Page 11 of 24 _|
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W Classification of Review by the IEC Chair
1. The IEC Chair classifies the submission as elther full board or expediled
rEiey,

2. Minor or administrative deviations that do not affect the sclentific
soundness of the study protocol nor compromise the rights, safety, or
welfare of human participants in the study are classified under expedited
reviaw,

4. Major deviations or protocol violations that consist of parsistent protocol
noncompliance with potentially serious consequences that could put
patients’ safety at risk or could critically affect data analysis are classified
under full board review,

W Review by IEC Chair And Members

1. For submissions under expedited review, action i finalized at the level of
the EC Chair within seven (7) calendar days.

2. Study Prolocol noncompliance report packages participant to full board
review receivad within the cut-off pariod of two (2) weeks or fourteen (14)
calendar days before the JEC meeling are sent to Members ten (10)
calendar days before the IEC meeting.

3. The Secretariat Staff places the study protocol noncompliance report on
the agenda for the next IEC meeting.

4. The Members accomplish the review and retumn the signed IEC-ICH 4-E:
Study Protocol Deviation or Non-Compliance Report to the
Secrelariat on the day of the [EC meeting logether with the study
protecol noncompliance report package.

. Full Board Review of Study Protocol Noncompliance Report

1. The Secretariat Staff distributes the following Study Protocol
Noncompliance Report package to /IEC Mambars along with the meeting

agenda;
0 IEC-ICH 4-E: Study Protocol Deviation or Non-Compliance
Report

[ Documents related to the deviation

2. The documents are presented to /EC members when study protocol
noncompliance reporis are deliberated on. The committee deliberates an
both the type and degree of noncompliance and takes the appropriate
action.

|' Prepared by: SOP Team | Version: 06 Page 12 of 24
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Tha IEC Panel can suspend ethical clearance or participant recruitment

until nencompliance issues are addressed
The JEC Panel may opt to withdraw ethical approval under following
circumstances:

Fraud

Iﬁ Unresolved serious safety issues

For detalled information on full board review of study protocol
noncompliance, see SOP (1.

v.  Communication of Resulls

1.

2.

The Pl is notified of the /EC decision. noting appropriate action on the
study protocol noncompliance report through an action letter,

The Pl may be requested to provide additional information, submit
additional documents, or implement corrective action.

vl Filas Management

1:

The IEC Secretary and IEC Chair sign the IEC-ICH 4-E: Study Protocol
Deviation or Non-Compliance Report.

The Secretarial Staff slores the signed sludy protocol noncompliance
report documents in the study protocol file folder.

e. Early Study Termination Application

L Management of Early Study Termination Application Upon Submission

1.

An application for early study termination is submitted when a study
approved by the ICH-/EC is being recommended for termination before
its scheduled completion. This is done when the safety of the study
participant is doubtful or at risk and alsg upon the request of the Pl or the
Sponsor owing to the existence of un resolvabie but valid complaints or
circumstances,

Early study termination is facilitated through the submission of IEC-ICH
4-F: Early Study Termination Application Form, together with
documents deemed relevant by the investigator 1o support or clarify
information indicated in the application. This comprises the early study
lermination application package.

The Secretariat Staff checks the submission for completeness and gives
a receiving copy of IEC-ICH 4-F; Early Study Termination Application
Form to the Pl or his/her representative.

Prepared by: SOP Team | Version: (4 Page 13 of 24
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4. The Secretariat Staff logs the date of submission on the Submissions
Database ([EC-ICH 5-N).

i Classification of Review by the IEC Chair

1. The IEC Chair classifies the submission as either full board or expadiled
review,

2. Generally, classification of review early termination applications as
expedited or full board is based on the initial review classification (i.e.
final report of full board study protocols is done through full baard
review), unless otherwise indicated by the specifics of the submitied
informatian,

.  Review by IEC Chair and Members

1. For submissions under expedited review. action s finalized at the level of
IEC Chair within seven (7} calendar days,

2. Early study termination application packages participant to full board
review received within the cut off period of 2 weeks or fourteen (14) days
before the IEC meeting are sent to Members at laast ten {10) calendar

days before the meeting,

3. The Secretarial Staff places the early study lermination application on
the next JEC mesling.

4. The Members accomplish the review and return the signed [EC-ICH 4-F;
Early Study Termination Application Form to the Secretariat on the
day of the /EC meeting together with the early study termination
application package.

.  Full Board Review of Early Termination Application

1. The Secretariat Staff distributes the following early study termination
application package lo IEC Members along with the meeling agenda:
U IEC-ICH 4-F: Early Study Termination Application Form
0 Documents related to the early study termination

2. The IEC deliberates on the implications of the application on the righits,
safety, and welfare of the study participants, including adapting specific
provisions for continued protection and dissemination of specific
information to the study participante.

3. The IEC may request information from the Pl or invite the PI1 for
clarificatory interview.

4. For detailed Information on full board review of early study termination
application see SOP (Il
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v.  Commurication of Resulls
1. The Pl is notified of the IEC decision, naoting Board action on the early
study termination application through an action letter.
2. The Pl may be requested to provide additional information or submit
additional documents.
3. If the application is approved, the P| is requested to accomplish the IEC-
ICH Form 4-D: Final Report Form.
v. Files Management
1. The IEC Secretary and IEC Chair sign the IEG-ICH 4-F: Early Study
Termination Application Form.
2, The Secretariat Stalf stores the early tarmination application documents

f.

in the study protocol file foider,

Study Participant Queries or Complaints

Management of Submitted quenies or complaints

1

Participant queries and complaints are major considerations because
they provide mechanisms that contribute 1o study pardicipant
empoweanmeant,

The /EC persannel can receive a query or complaints form a participant.
Participant queries or complaints  are managed through the
documentation of queries and complaints using the IEC-ICH Form 4-J:
Study Participant Queries or Complaints, which has to be
accomplished by IEC personnel.

The above form has to be accompanied by a written disposition from the
complainant,

Each query or complaint received will be individually entered into IEC-

ICH Form 4-J: Study Participant Queries or Compiaints, by
respective /EC personnel, and then forwarded fo the Secretarial for

processing.

The Secrelariat Staff logs the query or complaint into the Submissions
Database (IEC-ICH 5-N).

i, Classification of Review by IEC Chair
1. The [EC Chair classifies queries as either full board or expedited review
depending on the nature of query and response needed.
| Prepared by: SOP Team Version; (6 Page 15 of 24
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2.  Complaints are always classified undar full board review,
i Rewview by IEC Chair and Members.

1. For submission under expedited review, action is finalized at the level of
the JEC Chair within seven (7) calendar days.

2. Quernes and complaints participant to full board review recetved within
the cut-off period of 2 weeks or fourteen (14) days before the [EC
maating

3. The Secretariat Staff places the query or complaint in the agenda of the
next [EC meeting

4. The IEC Chair or Members review the information enfered in IEC-ICH
Form 4-J: Study Participant Queries or Complaints.

3. If necessary, the Pl will be comacied io provide information that will
address the query or complain.

fe.  Full Board Review of Study Participant Query or Complaint
1. The Secretariat Staff distributes the completed IEC-ICH Form 4-J:
Study Participant Queries or Complaints to [EC members along with
the meeting agenda.

2. The IEC deliberates on how best to address the study participant’s
concerns and recommend a course of action.

3. The JEC may request information from the P, invite the PI for
clarificatory interview, or require comective action.

4. For detailed information on full board review of study parficipant queries
or complaints, see SOP 1.

v. Communicalion of Resulls

1. The IEC responds to the study participant in writing after a course of
action of appropriate response is identified whether through expedited or
full board review.

2. The Pl may be requested to provide additional information or submit
additional documents in order to fulfill the study participant's concemns.

vi.  Files Management

1. The IEC Secretary and IEC Chair sign the IEC-/CH Form 4-J: Study
Participants Queries or Complaints

Prepared by SOP Team | Version: 06 | Page 16 of 24
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2. The Secretariat Staff stores the early termination application documents
n the study protocol file folder.
5. SERIOUS ADVERSE EVENT REPORTS WORKFLOW
ACTIVITY ONSIBILITY
Receive and manage serious adverse avents report package tariat Staff

[ Prepored by: SOP Team

l

ubmil serious adverse event report package to the JEC Chairand  [Secretarial Siaff

embers for review

ISCuss serious adverse event report/s in IEC meeling VEC Membaers

ommunicate resulis of discussion and deliberation to Pi Secretariat Staff

anage SAE report/s and related files Secretarial Stafl
DETAILED INSTRUCTIONS:

iii.

Management of the SAE report upon submission

Serious adverse evenis are events temporally assoclated with the
participant’s participation in trial that meets any of the fallowing criteria:

0 Resulls in death

0 Is life-threatening (places the participant at immediate risk of death from
the event as it occurrad)

0 Requires inpatienl hospitalization or prolongation of axisting
hospitalization
Results in a persistent or significant disability/incapacity

i o |

Results in a congenital anomalyibirth defect

Any other adverse event that, based upon appropriate medical judgment,
may jeopardize the participant'’s health and may require medical or
surgical intervention to prevent one of the oufcomes listed in this
definition

The P.1. must report sericus adverse event occuTing in @ patient enrolled in a
study approved by the ICH within 24 hours of its occurrence or the knowledge
of the Pl or any team member of the same.

The SAEs thal must be reported to the IEC within 24 hours are those which
occur in a patient enrolled in a study being conducted in the ICH. A collated
report of SAE's which happen in other (national, international) sites should be
reported {o the |EC every three months.
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" w. If warranted by concems of patient safely, the IEC reserves the right to
obligate the P.I. to make more frequent reporting of SAEs that occur outside

the ICH site.

¥.  Reporting of SAEs is facilitated through the submission of IEC-/CH Eorm 4-H:
o Serlous Adverse Event's Report, logether with a8 documenis deemed
relevant by the investigator to clarify information indicated in the reporl. This

comprises the study protocol serious adverse event/'s report package,

Fackage:

initial and Final Repart (Interim Repod, if any) as per CT rule 2019

Reimbursement delails

B

*  Sponsor's Report

L]

« Pi's opinion on refatedness of IP o SAE

vi. The Secretarial Stalf checks Ihe submission for
receiving copy of IEC-ICH Form 4-H: Serious A

the Pl or his/her representative,

completenass and gives a
dverse Event's Report lo

vii,  The Secretariat Staff logs the date of submission on the Submissions Log

(IEC-ICH Form 5-N).

vil.  The Secretariat Staff collates all the serious adverse eventis
encodes data in the Serious Adverse Events Database.

b. Review by Reviewers

report and

I Serious adverse event's report packages received within the cut-off period of
2 weeks or fourleen (14) days before the IEC meeting are sent to the Member

Clinician (s) ten (10) calendar days before the IEC meeting.

ii.  The Secretariat Staff places the serious adverse event

for the next IEC meeting.

report on the agenda

.  The Members Clinician accomplish the review and retumn the signed IEC-ICH
Form4-H: Serious Adverse Event's Report 1o the Secretariat on the day of
the IEC meeting together with the sericus adverse event's report package
and Clinical report along with hisfher opinion an relatedness of SAE to IP.

€. Full Board Meeting

L. The Secretariat Staff distributes the following serious adverse event/s report

package to JEC Members along with the meeting agenda:
- IEC-ICH Form 4-H: Serious Adverse Event's Report

00 Refevant documents or attachment

| Prepared by: S0P Teim |_i'mi:m1.' 0
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The documents are presented o /EC Members when sefious adverse avent's
report are discussed and deliberated on. For detailed infarmation on the conduci
= of full board review of serious adverse event's reports, see SOP 1,
d. The IEC may recommend any of the following actions:
i Study to continue, with no other action reguired

. Modification of the protocol to mitigate the newly identified risks; informed consent
to be modified to include a description of newly recognized risks;

.  Recommend implementation of additional procedures for protecting/safeguarding
participants

.  If there are sericus issues refated to the report of the adverse events in studies
invalving already marketed drugs, such repons will be transmitted for expert
opinion for information and appropriate action.

v.  Temporary suspension of enralment of new participants
vi.  Recommend suspension of the entire study
1. In cases where the /EC recommendation is for the study to be suspended,

the malter should be brought to the attention of the Director,
ICH.

2. The P.Lior sponsor will be given ample time resolve the problem of SAE's
before any further action (after the suspension) on the study can be made,

e. Communication of Results

. The Pl is notified of the IEC decision, noting IEC action on the Serious Adverse
Event's Report through a letter.

i. ~The Pl may be requested to provide additional infermation, submit additional
documents, or implement corrective action.

. The IEC communicates its decision on the SAE to the DCGI office within 30 days
of SAE occurrence in prescribed format-via SUGAM portal,

f.  Files Management

| The IEC Secretary and JEC Chair sign the IEC-ICH Form 4-H: Serfous Adverse

Event's Report.
ii.  The Secretariat Staff stores the signed serious adverse event/s report in the study
pratocal file fakder,

| Prepared by: SOP Team J Version: 06 Page 19 0f 24
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Flow Chart of handling, review and analysis of SAE reports in participants of
Ongoing Regulatory Clinical Trial

SAE in a trial subject in an ongoing clinical trial

v

Principal Investigator within 24 hours of
occurrence of SAE o submit
Initial written report to
Sponsor, CDSCO, Chairperson of IEC with a
copy o the Member Secretary of IEC

-

Principal Investigator within 14 calendar days of
occumence of SAE to submit detailed follow Lip and
outcome reports to IEC, Sponsor, CDSCO, head of

Institution

.

IEC Chairperson to convene meeting at the
earest
1) Review in details the SAE and its trealment
2) Redress any grievance of the clinical trial
participant or his'her legal representative
Decision regarding the following:

1) SAE relatedness (2) Whether i is a Clinical
trial refated injury (3) Whether appropriate free
medical management was given

(4] Whether financial compensation is payable

.

|EC Chairperson

Within 30 calendar days will send the
Analysis report of the SAE {o:
CDSCO, Head of Institution through SUGAM
poral & e-mail

.

Archival of all SAE reports and correspondence
in SAE file

|1_]"|q1urr.-«:l by SOF Team 1..-'-|:I|'3i.nn; o5
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6. SITE VISIT WORKFLOW (STUDY

MONITORING)

INSTITUTIOMNAL ETHICS COMMITTEE- INSTITUTE OF CHILD HEALTH
11, Dr. Biresh Guha Street, Kolkata 700017,
5686, 9830807576

Effective Date:
05.12 2022

RESPONSIBILITY

rEE Chair and Members

olify P| of date of audi
i

reale Sie Visit Team

onduct Site Visd
l

Chalr and JEC.

ihe Vigit Team

resent findings duning IEC meeting G Chair
municate Results of Site Visit and subsequent IEC achion 1o Pl Bacretarial Staff
anage Site Visit documents ecratarial Staff
DETAILED INSTRUCTIONS:
a.  Selection of Study Sites
I Each study is audited at least onee a year (routine monitoring)

Study sites may be selected for Site Visits based on the fallowing criteria (For
cause Audit.
0 A study considered a high-risk one.
0 Frequent non-submission or failure 1o submit confinuing review
requirements
Reports of major protocod noncompliance or deviations
Significant number of serious adverse avents
Reports of complaints from study participants
Reports of non compliance following external audit e.g. DCGI Inspection

= |

=R

A decision for Site Visit is deliberated on during a full board meeting of the [EC

b.  Notification of Pl of Date of Site Visit
L. The /EC Chair, through the Secretariat, informs the P| at least one (1) week
before the scheduled visit through a letter (Form 4-1),
il.  The letter provides Site Visht schedule details and instructions on what the Py
needs lo prepare such as documents and files that will be used for the Site
Visit, as well as orderly preparation of the site.
rﬁqmm by: SOP Team | Version: 06 Page 21 of 24
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¢. Creation of a Site Visit Team

i
ii.
fii.
i,
L

A Site Visit Team is organized for each site visit,

The members of this team are assigned by the IEC Chair.

The Site Visit Team should be composed of at least two (2) IEC members
Each member of the Site Visit Team are informed of their assignment

The Secrelariat Staff prepares a Study Visit Package for each members of the
Site Visit Team, inclusive of the IEC-ICH Form 4-G:Site Visit Report Form
and IEC-ICH Form 4-L: Audit Checklist

The Site Visit Team prepares for the activity by reviewing the contents of

the study file and the requirements of IEC-ICH Form 4-G: Site Visit Report
Form and IEC-ICH Form 4-L: Audit Checklist

d. Conduct of Site Visit

L. Upon amival in the study site, the Site Visit Team uses IEC-ICH Form 4-
L:Audit Check List to do the following:

=

d

=

=

a0

Review the study protocol

Review the informed consent documents and verify If the site is using the
mast recently approved version

Ask the Pl or staff to explain the informed consent process

Review the post-approval documents and verify If the site is using the
most recently approved version, or that these have been approved

Verify security, privacy, and confidentiality of the documents at the study site
Observe facilities in the study site

Make an overall determination of the protection of the rights, safaty,

and welfare of human participants in the shudy

Reguiatory Documentation

Site Operations

Protocal Compllance

Informed Consent Documentation

Participant Records

Safety Monitoring

Drug/ Device/ Test Article Accountability

. Al the end of the visit, the Sile Visit Team issues Form 4G: Site Visit Report Form
to IEC-ICH Form 4-L: Audit Check List record with observes. It will

o
O

Discuss the findings with the trial team
Solicit feedback (written compliance report from P1)

I Prepared by: SOP Team Version: 06 I Page 22 of 24
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. Presentation of Findings at IEC meeating
L. One of the members of Site Visit Team completes IEC-ICH Form 4-G: Site Wisii
Report Form which should reflect the consensus opinion of tha Site \Visit Team
members, and submits it to the Secretariat not Later than Ten {10) calendar days
after the Site Visit,

i The Secretariat Staff logs the date of submission on the Submissions Log (IEC-
ICH Form 5-N).

i, The Secretariat Staff places the Site Visil Repor in the agenda of the next IEC
meeting.

. During the meeting, the Secretariat Staff distributes the completed IEC-ICH
Form4- G: Site Visit Report Form to IEC members along with the meeting

agenda.
The IEC deliberates on the implications of results of the Site Visit on the rights,
salety, and welfare of the study participants; and makes an overall determination
of protocol compliance in the study site.

v.  For detailed information on full board review of Site Visit Reports, see SOP I,

f. Communication of Results
L The Pl is notified of the IEC aclion or recommendations through a latter

i. The Pl may be requested to provide additional information, submit additional
docurments, or implement corrective action.

g. Site Visit Files Management
L. The IEC Secretary and /EC Chair sign the IEC-ICH Form4-G: Site Vislt Report
Form.

i The Secretariat Staff stores the Site Visit documents in the study protocol file
falder,
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T. LIST OF FORMS

Progress Report Form il

Continuing Review Application Form

Final Report Form

| Study Protocol Deviation or Nun—Cmnplhnna Report
arly Study Termination Application Form

| Serious Adverse Evenifs) Repor
] Nofice of St Vi

Prepared by: SOF Team i Version: 06 Page 24 of 24

Approved by: Chairperson | Revision No:D Revision Dace: Nil




IEC=ICH Farmy 4-4, 2023 5eudy Profocol Amesdmeni Suibmiznion Form

STUDY PROTOCOL AMENDMENT
SUBMISSION FORM

WEERNE study protocol amendment is a writien aezcripfion of changa(s) fo or formal
" fication of a protocol andior informed consent documents. Favorable apinion or approval
shoild be ubtafr._lﬂﬂ' from the IEC-ICH that issued the ethical clearance or a-p.pmy&.f prior o

Study No.E
Study Protocol Titla:

B Initial Approval Date:Click here (o cnter 3 date
Principal Investigator: | Signature:
5 _ E-mail; | Telephone: | Mobile:
Study Site:
Study Site Address:

: Sponsor: =
Sponsor Contact Person: |
E-mail: | Telephone: | Mobile:
Amendment Submission Date:{lo be filed oul by IEC-ICH)
1 No. of Amendmentis:
2 State Nature of Study Protocol Amendment(cie study profocol sechion and page
whers amendment is found)
3 Type of Review:for IEC-ICH use ONLY)
3 CEXPEDITE Ditiskily

i

i
3 [FULL BOARD REVIEW oy,
"Nofe: Flease fildstbrm electronically before primting.

_To be filled out by the IEC REVIEWER
]

O

iﬁ

i !%i




AEC-ACH Form 4<B, 2022 Progress Repast Forme

PROGRESS REPORT FORM
INSTRUCTIONS TO THE PRINCIPAL INVESTIGATOR:

* Should accomplish this farm every six (8) months from the time of approval of a protocol,
Flease provide all required information, date and sign this form before submizsion.

= The progress repor of a study protocal is initiated by the submission by the P.1. of the
IECAICH Form 4-B, together with the current informed consant documents.

+ Please fill up this form and provide all required information then, date and sign this form
before submission.

Study No.: IEC/ I

Study Protocol Title:

Initial Approval Date: Click here 1o enler a date.

Principal Investigator:

E-mail: | Telephone: | Mobile:
Study Site:

Study Site Address:
Sponsor:

Sponsor Contact Person:
E-mail: [ Telephone: | Mobile:
Application Submission Date:

1. Start Date:
1.1, Date of research site initiation: Click here to anter a date
1.2, Explanation, if not yet initialized as of date of this application: <reason/s>
2. Have there been any amendments since the last review/approval?
21. Oko
2.2. OYes (Describe briefly and indicate daters of Study Protocol Amendment
Submission's). Please use additional pages if necessany

4. Summary of Study Protocol Participants: R
3.1. No. of study subjects, the Principal Investigator should
randomize (ceiling set by PI and Sponsor)
3.2. Actual No. of Randomized study subjects
3.3. No. of Randomized study subjects since last
review/approval
3.4. Total No. of enrolied patients since study mitiation
4. Have there been any changes in the participant population, recruitment or
selection criteria since the last review/approval?
4.1. ONo
4.2, [Yes (Explain changes and indicate date/s of Study Protocol Amendment
Submission/s)
3. Have there been any changes in the informed consent process or documentation
since the last reviewlapproval? Aftach latesf version of participant informalion shee!
and informed consent form/document
51. O No
5.2, [Yes (Explain changes and indicate datefs of Study Protocol Amendrment
Submission/s}
Has any information appeared in the Iterature, or evolved from this or similar
research participants that might affect the IRE's evaluation of the riskibenefit
assessment of human participants invelved in this study protocol?
6.1. ONo
6.2. [I'ves (Describe briefly and provide copy of lerature cited, including the
. Investigator's Brochure if applicable)
Have any unexpected discomforts, complications, or side effects been noted
since last reviewlapproval?

o)

e




AE-ACM Forsn 4.8, 2023 Progeess Report Faem

L. OMo
7.2. [l¥es (Summarize and indicate date/s of SUSAR report submission/s)
8. Have any participants withdrawn from this study since the last review/approval?
8.1. ONo
8.2. [Yes (Explain context surrounding withdrawal and documenting due diligence
exarted by the study team in managing these withdrawats
8. Have there been any new intervention(s) or methods in the conduct of study that
Isfare not in the approved protocol?
8.1. OMo
9.2. OYes (Describe use and indicate date/s of Study Protocel Deviation/Non-
Compliance/ Violation Report Suhmimh:rlfﬂ )
10. Have any investigators been added or deleted since last review/approval?
10.1. ONo
10.2, OYes (Enumerate personnel and indicats date/s of Siudy Protocol Amendmant
Submission/s. append GV if not yet submitted to the IEC-ICH Review Panel
11. Have any collaborating sites (institutions) been added or deleted since the last
review/approval?
11.1. ONo
11.2. O¥es (Enumerate sites and indicate date/s of Study Protocol Amendment
Submission/s)
12. Have any investigators developed equity or consultative relationship with a party
related to this study protocol which might be considered a conflict of interest
since the last reviewlapproval?
12.1. ONo
12.2. O¥es (Append a statement of disclosure)
3. Have there been changes in study personnel since the last review/approval?
13.1. OMone
13.2. ODeleted (Enumerate and indicale date/s of Study Protocol Amendment
Submission/s)
13.3. OYes (Enumerate and indicate date/s of Study Protocel Amendment
Submission/s)
14. Have there been others changes not mentioned above since the last
reviewlapproval? Attach protocol synopsis?
14.1. ONo
14.2. OYes (Describe changes and indicate date/s of Study Protocol Amendment
Submission/s)
Signature of Principal Investigator:
Date Signed:
‘Nole: Piease fill out this form electronically before printing

To be filled out by the IEC REVIEWER
RECOMMENDED ACTION
0  Uphold original approval with no further action

U Request further information: (indicate information needed)
O Recommend further action: (indicale action)
NAME OF IEC REVIEWER SIGNATURE: DATE: (dd/mmiyyyy)




IEC- BEM Form 4-C, 3021 Cowtinulng Bevlew Anplicstios Foem

CONTINUING REVIEW APPLICATION FORM

INSTRUCTIONS TO THE PRINCIPAL INVESTIGATOR
* Ethical clearance or approval is Iypecally granted for a period of one year. Conlinuing review is
required 1o be done at least once a year (as staled on the initlal approval letter), comes
o the risk assessmant of the study protocol. For ethicsl clearance or approval approaching the ane-
year expiry date and requiring a renewal or extension, it is advisabls 1o submit this form 45 days
prior to.expiry date.

= The continuing review of a study protocal is Initiated by the submission by the P, of the IEC-ICH
Form 4-C, together current informed consent  This comprises the continuing review application

e package,

* Please fill up this form and provide all required information then, date and sign this form bafora
— submission,

| Study No.: IEC/
5 Protocol Title:
Initial Approval Date: Click hers 1o enter a date
Principal Investigator:

E-mail: | Telephone: | Mobila:
Study Site:

Sponsor Contact Parson:

E-mail: | Telephone: | Mobile:
_Application Submission Dato:

1. Start Dato:
11. Date of research site initiation: Click hera lo enter a date
1.2. Explanation, if not yet initialized as of date of this #pplication: <rsason/s>
2. Action Requested:
21. DORenewal subject enrolment sl ongaing
22 URenewal: randomized participants follow up visits only
2.3, [DEarly Termination: stud tocel discontinued ahead of study indicated duration
4. Have there been any amendments since the last reviewlapproval ?
41, ONe
3.2. [Yes (Describe briefly and indicate dates of Study Pretecol Amendment Submission/s):
Please use addiional pages if necessary
4. Summary of Study Protocol Participants:
4.1, No. of study subjects, the Principai Investigator showdd randomize
{ceiling set by Pl and Sponsor)
4.2 Actual No. of Randomized study subjects
4.3, Mo of Randomized study subjects since fast review/approval
44. Total Ne. of enrolled patients since study nitiation

5 Have there been any changes In the participant population, recruitment or selection

critaria since the last reviewlapproval?
5.1, ONa
5.2. OOYes (Explain changes and indicate date/s of Study Protocol Amendment Submission/s

8. Have there been any changes in the informed consent process of decumentation since
the last reviewlapproval? Aftach fates! version of paricipant information shee! and nformed
cansant farmdocument
B.1. ONo
6.2. [1Yes (Explain changes and indicate datels of Study Profocol Amendment Submission's)

7. Has any information appeared in the litarature, or evolved from this or similar research
participants that might affect the IRB's evaluation of the risk/benefit assessmant of
human participants involved In this study protocol?

7.1, OMe

7.2. OYes (Describe briefly and provide copy of literature cited, including the Investigator's
. Brochure if applcable)
8. Have any unexpected discomforts, complications, or side effects been noted since last




ABC-ICH Foym 446, 2003 Contimuing Rrwiew Apsdication Ferm

reviewiapproval?

8.1. ONa
8.2. C1Yes (Summarize and indicate date/s of SUSAR repor submission/s)
9. Have any participants withdrawn from this study since the last review/approval?
#1. Ono
8.2, OYes (Explain context surrounding withdrawal and documenting due diligence exerted by
_the study team In managing these withdrawals
10. Have there been any now intarvention(s) or methods in the conduct of study that isfare
not in the approved protocol?
10.1.C0No
10.2.OYes (Describe use and indicate datafs of Study Protocol Deviation™on-
Compliance/Violation Report Submission/s)
11. Have any investigators been added or deleted since last reviewlapproval?
11.1.0 Ma
11.2.0 Yes (Enumerate personnel and indicate datess of Study Pratocol Amendment

Submission's. Agﬂ CV If mal ¥el submitted {o the IEC-ICH Review P-Iﬂu_ﬂ
12, Have any collaborating gites {institutions) been added or deleted since the last
reviewlapproval?
12.2.1] Yes (Enumerate sites and indicate datefs of Study Protocs! Ameandment Submissian/s

13. Have any investigators developed equity or consultative relationship with a party related
to this study protocol which might be considered a conflict of interest since the last

reviewlapproval 7
13.1.00 Mo
13.2.0 "l"H-jﬂ-Egl;_r'rd a statemant af disclosura)
14. Have there been changes in study personnel since the last reviewlapproval?
14.1.0 Mone

14.2.01 Deleted (Enumerate and indicate datels of Study Profocol Amendment Submission/s)
14.3.00 Yes (Enumerate personnel and indicate datels of Study Protocol Amendment
Submission’s. Append CV if not yel submitted to the IEC-ICH)
16. Have there been others changes not mentioned above since the last reviewlapproval?
Attach protocol synopsis?

15.1.0 Mo
15.2.00 Yes (Describe changes and indicate datefs of Study Protocel Amendment Eubm'muhml
|_Signature of Principal Investigator
Date Signed:

*Nofe: Flease fill out this form elecironically bafore printing,

_To be filled out by the PRIMARY REVIEWER
RECOMMENDED ACTION
LUphold original approval with na further action

CIRequest further information: (indicate information neaded)
LIRecammend further action: (indicafe action)
NAME OF IEC REVIEWER SIGNATURE: DATE: {ddimmiyyyy)




IECICH Farm -0, 1023 Fissl Repant Form
FINAL REPORT FORM

INSTRLICTIONS TO THE PRINCIPAL INVESTIGATOR: This form is required upon completion of the
study or closure of study site. The Principal Investigator is fo complele this form and hedshe
may use additional pages as may be needed. Print the report in A4 size then date and sign
this farm before submission.

[ Study No.: EC/

Study Protocol Title (with version and date):

Initial Approval Date:Click here to enler a cala.

_Principal Investigator:

E-mail: | Telephone: | Mobile:

-Etu_dy Site:

Study Site Address:

Sponsor:

| Sponsor Contact Person:

E-mail: | Telephone: | Mobile:

Application Submission Date:

| 1. Study Ams:
. Number of ennolied patients:

Number of randomized patients:

. Number of patients who completed the study:

. Number of study drop-outs:

2
3.
4. _Mumnber of patients who received the study medications:
5
B
7

f of S4Es:
7.a Tolal#ofSAF's:
T.b. Enumeration of SAE's:

B. Summary of documented complaints or grievances by patients in the study:
9. If terminated early, specify reason for termination:
| Dale of Last Review Click here 1o enter a dale

ture of Principal | tor:
Date Submitled: Click here (o enter a daia.
Recaived By:

“Note: Please fill out this form electronically before printing.

Recommendations (for IEC —ICH use only)
Comments of IEC Reviewer (1.2, compliance with the lerms of the approved protocol
including post-approval review requirements, and overall assessment of risks against
benefits in the conduct of study)

Recommended Action
O Approval
0 Request information; (specify)
O Recommend further action: (specify)

NAME COF ECREVENER: SIGNATURE: DATE: {ddimmiyyyy)




FEC-CH Foerm 440, BOZD- Srody Protocal Bewkstion o Non-Complizace Afscrt

STUDY PROTOCOL DEVIATION OR
NON-COMPLIANCE REPORT
INSTRUCTIONS TO THE PRINCIPAL INVESTIGATOR: Accampilish & copy of this form and

include all infermation requirad in the space provided information submitted under this fiarm
fo full board review by the IEC-ICH. Date and sign this form before submission.

Study No.: IEC/ |
Study Protocol Title:

_Initial Approval Date:Click here 1o anter o daie
Principal Investigator:
E-mail: | Telephone: | Mobile:
Study Site:
Study Site Address:
Sponsor:
 Sponsor Contact Person:
| E-mail: | Telephone: | Mobile:

Report Submission Date: (o be filed oul by IEC-ICH)
1. Nature of Report:

. 1.1. 0 Miner Protocol Deviation {nan-systematic protocol noncampliance with minor
cansequences, i terms of its effect on the participant's'subject’s rights, safaly or
weillare, or the integrity of study dals; includes deviations that are administrative
in nature)

1.2, [ Major protocol deviation or protocol Violation (persistent protocer noncompliance
wilth potentially serious conseguences that could critically affect data analysis or
= put patient's safaty at risk)
2. Description of Reported Deviation/Violation:
3
4

. Description of Investigator Corrective Action:

. Sponsor Assessment of Severity:
4.1. O Major
4.2, 0 Minor
5. Description of Sponsor Corrective Action:
| Date of Deviation/Violation: Cick here 1o enier 5 Tais
Reportad By:
| Date of Report: Click here to enter a data,

Signature of Principal Investigator: =4
"Note. Please filf oul this form atecironically before prinfing.

 Recommended Action: for IEC-ICH use only)

0 Uphold original approval with na further action
O Request information: (indicale informalion)

0 Recommend further action: (indicate action)

"NAME OF IEC REVIEWER. SIGNATURE: DATE: {ddimmmiyyyy)




LECICH Fevrm 4-F, 2023; Farly Study Terminarkes Asslicetion Farm

EARLY STUDY TERMINATION
APPLICATION FORM

INSTRUCTIONS TO THE PRINCIPAL INVESTIGATOR: Obfain an electronic copy of this
form and encode all information required in the space provided. Print the application in A4
size paper, then date and sign this form before submission, Approval of this application
would require further completion of IEC-ICH Form 4-D: Final Report Form.

Study No.: IEC/

Study Protocol Title:

Initial Approval Date:Click here to enler a dale.

Principal Investigator:
E-mail:

| E-mail: | Telephone: | Mobile:
Study Site:

Study Site Address:
| Sponsor:
| Sponsor Contact Person:

E-mail: | Telephone: | Mobile:

Application Submission Date:{io be filed out by IEC-ICH)
1. Start Date:Click hera In enter a date
2. Proposed Termination Date:Click here (o enter a dale.
3. Participants Enrolled to Date:
4. Summary of Results to Date:

5. Reason for Termination with Justification:

Signature of Principal investigator:
| Date of Application: Click hera o enter a date,

“Nede: Please fill out this form elecironically before priniing.

Recommended Action:(for IEC-ICH use oniy)
0 Approval with no further action
0 Request information: (fndicate information)
0 Recommend further action: (indicate action)
NAME OF |EC REVIEWER: SIGNATURE: DATE: (ddimmiyyyy)




FEC-MCH Form 4-5, 2027, Sie Vick Beport Form
Site Visit Report Form

INSTRUCTIOMNS TO THE IEC-ICH MemberfRepresentalives:

A Site Visdl is conducied as o resul of full board action for purppses of monforing study protocol
complance i the study sfe, The visit is fmied fo the review of sludy profocod related documents and
procedires thal have been approved by the IEC-ICH, The visd should ol fn any way compronvise the
ohiigation fo pratect the prvacy and confidentislily of research-related information of sludy
participantsfsubjects. The IEC Chair should ensure hat the Ste Vist Team s wel-prepared fo
conduct lhe vislh thiowgh a complale review of the sfedy profocol folder prior io the wisit. This form
showld reflect the consensus opdinvion of the Site. Visd Team; the results of which ane reported v the

et IEG-IGH minrfing.
Study No.: IEC/

Study Protocol Title:

Approval Date:

Principal Investigator:

E-mail: | Telephone: | Mobile:

Study Site:

Study Site Address:

Sponsor:
Sponsor Contact Person:

E-mail: | Telephone: | Mobile:

Site Visit Date: (1o be filed out by (EC-ICH)

1. Total Participants Expected: (randomized)
2. Total Participants Enrolled: (actual)

-

3. Are Site Facilities appropriate?
31. OYes

3.2. ONMo

3.3. Comments:

4, Are informed consent documents updated to the version approved by the |EC-
ICH?
4.1, O¥es
4.2, L No
4.3, Comments:

5. Are there any SAE/SUSAR reports not previously reported to the IEC-ICH?
51, OYes
2. ONo
53 Comments:

6. Are there any events of protocol noncompliance not previously reported to the
I[EC-AICH?
6.1. OYes
6.2. ONo
6.3. Comments:

7. Are investigation products and study documents secured adequately?
7.1, OYes
7.2. ONo
7.3. Comments:

8. Are all other IEC-ICH-approved documents (e.g. advertisement) used in
accordance with the approved study protocol?
8.1. OYes
8.2. ONo
8.3. Comments:
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8. Are there any significant findings found in this visit that could affect
participant's/subject’s rights, safety or welfara?
8.1. OYes
8.2. ONo
8.3, Commants:

10. Overall, doas the site provide adequate protection for the :
walfare u!purﬂ:lp:mn:rynuhlmtap s " g el b
10.1.0 Yes
10.2.0 Na
10.3. Commants:

11. How well are study participants/subjects protected?
11.1.0 Good
11.2. 0 Fair
11.3. 0 Not Good
11.4, Comments:

12. Are there further actions or queries resulting from this site visit?
121.0%es
12.2.0Na
12.3. Comments:

13. Additional Remarks

COMPLETED BY THE FOLLOWING IEC-ICH MEMBER/REPRESENTATIVES:

Name Signature Date

P

[

'Recommended Action: (for IEC-ICH use only)

[ Uphold original approval with no further action
[0 Request information: (indicale information)

[ Recommend further action: findicate action)

FRIMARY REVIEWER Signature
Date: <dd/mmiyyyy=>
Mame <filfe, name, surmama>

IEC SECRETARY Signature
Date: <dddmmyyyy=

Mame <fitla, name, sumame:>

IEC CHAIR Signature
Date: <ddimmiyyy>

Mame <iitle, name, surmamae=




WE-ACH Form 4-H, J072; Seviows Advers Feemfs) Répant
Serious Adverse Event{s) Report
INSTRUCTIONS TO THE PRINCIPAL INVESTIGATOR: Obfain an elecironic copy of this form and encode
all information required in the space provided. This form should be submitted within 24 hours days from
SAE occurrence or knowledge of the same.

Study No. |[EC/
Study Protocol Title:

_Initial Approval Date:
| Principal Investigator:

SERIOUS ADVERSE EVENT REPORT
1. Repori Type: [initial  CFollow- | 2. Country: 3. Patient No.:
up
4. Date of Patient Randomization: <dg/mmyjyy=

l. _Adverse Event Information

5. Date of 6 Age |7.Race 8.5ex |19 10. 11, Date of SAE
Birth yrs/me | O Caucaslan [ 0 Male | Height | Weight
; Oriental 0 day month year
day month OBlack [ Other Femala| cm kg
yoar )
12. Serious Adverse Event(s) in Medical Terms (diagnosis, if Expedited Reporting Criteria
possible) 14, Chack All Appropriate to Event
0 Patient died:

day  month year
0 Invelved or prolonged inpatient
hospitalization
13. Co-Morbidities: [ Invelved persistent or significant
............................................................ TR Bt disability or incapacity
Case descriph of the above SAE (include related [ Life-threatening
signs/symploms, treatment, coursefoutcome and suspected
cause of the SAE) (continue on P.3 if more space is Other Seriousness Critaria:
requirec): 0 Congenital anomaly/birth defect
0 Other significant medical events:

Is the event due io lack of efficacy? [ YesO Mo
Is the event due lo progression of underlying iliness? 0
Yesl No

I. _Trial Drug Information o
15. Trial Drug(s) at or before onset of SAE (If blinded, provide drug 16, Last Visit before onset of SAE
package no.) Visit No.: Week No.:

Trial Drug Package No.:
Dvug Code Broken? ONo [ Yes

Commenlts {continue on P.3 if more space is required);

17. Doses al or before onset of SAE(total | 168, Route of '19_..'_th!'£|ij Date (from/to)
daily dose or specify of other - Add Administration day month day month
additional pages) year year
L ndication £1. Therapy Duration | ZZ Time Elapsed Between Lasi
Until Onset of First Drug Administration and




AECACH Fovm d-M, 2053; Serous Advene Bevalfs) Beport

nsymptom of | Onset of Firsi Sign/Symptom
EEE of SAE o

hrs/days/months mins‘hra/days/months
ll. History

23. Patient's Pas! Medical History (e.g. co-existing medical conditions such 25 disease, allergies, similar
EXperiences)

lll. Manufacturer's Information

24, Mame and Address of Manufacturer

25. Manufacturer Control Mo,

26. Concomitant Drugs Relevant to the SAE (exclude therapy to treat SAE)

Drug Name{s) | Dose Unit Date Started | Cont. | Date Reason for Usa
0'= Mo | Discontinued
Senadul day month 1=

a8 year Yes day manth
ear

Route

27. Comments (If adverse event is considered to be cause by a co-medication, please note it here)

28, Action Taken (mark all as appropriate)

0 No Action Taken O Tral drug permanently discontinued due to this
adverse eveant

O Concomitant medication taken [Trial drug dosage adjusted/temporarily interrupted*

[0 No drug therapy given ** 0 Hespilalization/prolonged hospitalization

*  Ifticked, enter new dosage information in field 12
** It ticked, provide therapeutic measures in field 12

29. TestLaboratory Findings (enter only those findings necessary for SAE diagnosis or course
descriplion)

Test! Lab Unit Date Value Date Valus " Date Value
Name day manth day month day month
year yEear year

30. Comments on Testlaboratory Findings (Provide normal ranges on pg.3 if not already provided.) (if
the SAE is a laboratory abnormality, enter comments on clinical findings and/or treatment in field 11.)

31. Oulcome of the PatientUSAE
0O Completely Recovered Date of recovery: O Condition still present and unchanged
sddimmmiyyyy) 0 Condition deteriorated
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0 Recoverad with sequelae {1 Death Autopsy: O No [
O Cendition improving Yes
32, Assessment of Causality
Relationship to study drug 0 Not suspected 0 Suspected
IV. Information Source r x
33. Name, Address and Telephone Number of 34, Reporting Data by Investigator/Person
Investigator Reporting Event

day month year

| Signature:
Far Additional Information:

*Note: Please [l out this form electronically befare printing.

To be filled out by the IEC REVIEWER
RECOMMENDED ACTION

0 Uphold griginal approval with no further action
0 Request information: (indicale information)

0 Recommend further action: (indicate action)

MAME OF IEC REVIEWER SIGNATURE: DATE: {mmiddfyyyy)




IECHICH Farm 4-f, 2023: Awdit checkiist

INSTITUTIONAL ETHICS COMMITTEE - INSTITUTE OF CHILD HEALTH

11, Dr. Biresh Guha Street, Kolkata - 700017
STUDY AUDIT CHECKLIST

Frincipal Investigator's GCP Training by Sponsor: YiN
Mame:
Co-Investigator(s)Name GCP training(others):
{Name & affiliation or
"Mone"):
 Title of Study: Protocel Mo-
Version; Date:
Name of Sponsor Mame of taboratories:
Name of CRO:
Date of IEC Approval Date of Annual repor
submitted:
Diate of SIV AR submission date:
STUDY STATUS: AUDITED BEFORE:

#5UBJECTS ENROLLED:

LOCATION OF STUDY:

DATE OF AUDIT:

AUDITOR:

Audit worksheets completed for this audit:

. Regulatory Documentation
. Site Operalions
. Protocol Compliance
Informed Consent Documentation
. Subject Records
. safely Monitoring
. Drug/Device/Test Article Accountability

ooooooo
~NEO A WA -

Page1of B
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AUDIT WORKSHEET 1
[Auditor: | [ Date:_| [IEC# |
REGULATORY DOCUMENTATION

1. DCGI applicationfapproval available: [JYes [ [No [IMNA
Comments:

2. Protocol, current IEC approved version in study file: Llves [No [Jna
Comments;

3. Informed Consent Documents (ICD), current IEC-approved version in study file] ] Yas | 1Mo | ] N/A
Commenis.

4. Assent Document current IEC-approved version in study file: Ll¥Yes [ Mo [IMNA
Comments;

5. CTRI application no.: [Ives [INo [JNfA
Commenis:

6. Investigator Brochure/Device Manual in study file: [Tves [INo [JWA
Comments:

7. Any other application/approval: [T¥es [JNo [LJNA

Comments:

B. Required Curriculum Vitae (CV) and U on file (investigators and sub-investigator listed).

[(Oyes [ONo [INA

Comments:

9. Clinical laboratory cerlifications on file: UYes [InNoe [Inva
Comments:

10. Laboratory normals on file: [T¥es [INo L[IMN/A
Comments:

11. Site signature log in study file: [lves [INo [INA
Comments:

12. Subjact enroliment screening log in study file- [(Oves [INo [JNA
Comments:

13. Staff training records in study file: [O¥es [INo [IN/A
Comments:

14, Sponsor comespondence in study file: Lives [INo [TWA

Comments;

Page 20f B
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15. Sponsor monitcring logireports in study file: LiYes [ [No [INA
Comments:

| 16. DCGI and all study related comespondence in file; Lives [JNo [INA
Comments:

“17. Questionnaire/survey/advertisements/current IEC approved version in study file: (] Yes [ Mo L] NA
Comments:

18. All amendmenis/modifications/addendums to originalty approved protocol or ICD in study file:
] Yes Noe [N

Commemnts:

19. Waiver or madification of consent (IEC approved version) in study fike;

CYes [ONo [N

Commanls:

20. Annual IEC review obtained: Llves [INo [Ina
Comments:
'21.Validity of Insurance: COYes [INe [INA

AUDIT WORKSHEET 2 o
| Auditor: | | Date: | [IEC® |
SITE OPERATIONS J

1. Documentation of P.1/Co-P.I, involvement in conducting and supervising study: Llves [INo []
M

Commients:

2. Responsibilities and tasks delegated to qualified personnal: [Ives [JNo [IN/A
Cofmimeants:

Screening and admission
Receipt, handling, administration, return of IP

3. P.LiICo-P.|. directly involved in the ICD process: UlYes [ INo CJN/A

Comments:
Obtaining informed consent for first patient:

Page 3 of 8



o

AECHCH Form 4.1, 2032 Audif chackiisl

4. PLICo-P .| or sludy personnel delegate available by phone 24 hoursiday to study paricipants: | Tves | INo

A
Comments;

5. Process in place to maintain study subject confidentiality-
Comments:

Clves [JNo [INA

G. All investigators and study personnel completed required research training:

Comments:

LlYes [INo [JNA

7. Determine site SOP is well established for study activities:
Comments: Any modifications?

Llves [Ine [JwA

AUDIT WORKSHEET 3

[ Auditor: | | Date: |

[IEC# |

PROTOCOL COMPLIANCE

1. Inclusion/Exclusion criteria met per IEC approved protocol:
Comments:

[IYes [INo [INA

2. Screening, study treatment/procedures, performed per IEC approved protocol: [ | Yes | |No | NIA

Comments:

3. Study administered by IEC authorized personnel only and at approved sites: | | Yes || No | ] NA

{Look for signatures or notes by personnel not on the list, especially in CRFs)
Commants:

4. Only IEC protocol approved concomitant — freatment or medications administered:| | Yes [ |No || NiA

Comments:

3. Modifications to the study profocol prior to IEC approval or exemption:
Comments:

COves [INe [INA

Page 4 of 8




TEC-ICH Form 4=, 202 Audii chockiist

&, IEC approved study protocol Tollow-up procedures performed: [T¥es [INo [JMNA
Commenis:
7. Drug, Device or test article administration errors: [IYes [ 1Mo [LINA
Commenis:
AUDIT WORKSHEET 4
[ Auditor: | [ Date: | [IEC# |

INFORMED CONSENT DOCUMENTATION

1. IEC approved ICD correct current version used and in study file:
Consent abtained prior to study procedures/and or screening as applicable: Clyes [CNo [nA
Comments:

2. ICD in each patients source documentmedical record: Cves [INo [INA
Comments:

3. ICD's signed/thumb impression, personally dated and witnessed: [J¥es [ No [NA
Date of signing ICF by the first subject:
Commenis:

4. Signature/details of impartial witness in case of illiterate subject or L1Yes [INo [INA
lliterate representative

5. Assent document signed dated and witnessed: Llves [INo [INA
Comments;

&. Consent process documented in source document/progress nofes: CJyes [INo [INA
Comments:

7. Consent is completed and signed and dated by investigator; [Ives [ INo [ JMNA
comments;

8. Subject or legally authorized representative provided with a copy of the consent document: || Yes [ | No

] wra
Comments:

9. All additional consent documents signed, dated and witnessed. (e.g., consent to collect/ take/ store,

Page S of 8
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spacimens, audio/video images). Llves [INo [JNA
Comments:
AUDIT WORKSHEET 5
[Auditer: | [ Date: | [IEC# | =1

PARTCIPANT RECORDS

1. Subject records/source documents organized, readable and secured ; Llves [ONo [JNA |
How did the investigator identify participants?
Date of enrciment - first and last participant
Commenis:

2. Subject case history documented o include information, data, and observations of subjects condition at time
of enroliment. ClYes [ONe [Jna
Comments:

?{“ﬁmd-,r events and progress notes on the conditions of the subject throughout participation in the study:
Cves [ONo [INA

Comments:

4. Data collectad in source documents are also recorded on Case Report forms as approgriate or equivalent

recard:

(dYes [No [N
Comments:
5. All coples correspondence with the subject is in the official record: [(O¥es [JNo [JNA
Comments:
6. Information, data, observation of subjects condition at end of study: LiYes [INo [INA
Comments:

7. Subject withdrawal from research participation including reason documented: [ 1 Yes | INo | 1NA
Commznis:

B. Subject compensation is documented and concurs with the IEC approval for compensation in the informed

consent document; CDyes [ONo [JNA
Commenis:
AUDIT WORKSHEET 6 —
[Auditor. | [ Date: TiECE |
SAFETY MONITORING

Page6of B
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1.All Adverse Events (AE) reported fo the IEC, sponsor and appropriate regulatory agency within required
timeline requirements:

Date of last follow up of any subject: ClYes [ONe [CJNA
Comments:

2. Serious Adverse Events (SAE) followed to resolution, return to baseline, completion, or judged accaptable
by the IRBs and Principal Investigator; (Oves CINe [OONA
Comments:

3. All adverse events recorded in subjects record, source document, and CRF or equivalant:
Yes [INo [NA

Comments:
4. All profocol deviations reported to the IEC, Sponsor and appropriate regulatory within required
limaline: Yes [JNo [JNA
Commenis:

5. All Data Safety Moniloring Board (DSMB) reports sen to the IEG: [T¥es [INe [JNA
Commenis;
6. IEC noified of unanlicipated problems involving risk lo subjecis at site: [Tves [INo [JNA
Comments:

7. All External SAE, Safety Reports submitted to the IEC within required timeline:

[(Oyes Mo [ WA

Commenis:

8. Periodic Progress reports sent 1o the 1EC if applicable: Llves [INo []NA
Comments:

8. IEC approval of any changes in research activity as required by regulations and guidelines: | | Yes [ |No

[ NA
Commeanis:
10. All correspondence (e.q., e-mail, letters) 1o and from the IEC on file: [lYes [INo [N
Commenis:
AUDIT WORKSHEET 7
| Auditor: | | Date: | TIECH |
DRUG/DEVICE/TEST ARTICLE ACCOUNTABILITY
1. Records of receipt of drug/device/test articles in study file: [lYes [INe [Ia
Date of first adminkstration of IP;
Commenls:

Page 7 of 8



AEC-ICH Form 41, 1033; Avdit checkiis!

2. All druga/devicesftest articles secured and stored properly (i.e. temperature log, light protections, etc.)

Commenis:

Comments: Clyes [ONo [Jna
3. Inventory Log - organized, completed, available; [ IYes [JNa [N/A
Comments:
4. Drugidevice/test articke name, dosage sirength, and form type: COYes [JNo [INA
Comments:
5. Lot number [O¥es [INo LINA
Comments:
6. Expiration date; [Ives [ONo [TNA
Comments:
7. Date and quantity dispensed: [IYes [INe [JNA
Comments:
8. Amount transferrediretumed/destroyed: Lives [INo [Jwa
Comments:
9. Date and quantity returned by study participant: LlYes [INo [Ina
Commants:
10. Data and quantity relurned to sponsor: LIYes [JNo [JwA
Commeants;
11. Chain of custody per regulations or protoco: [Ives [ Mo [TWA
Comments:
12. Drug/devica/test article used for protocol purposes only: Lives [INo [IN/A
Comments;
13. Drug/deviceftest article manualpackage insert information in file: (O¥es [INo [JNA

Page Bof &




EC-CH Form &1, 1022, Stedy Participoaty Quenies or Complains
Study Participant Queries or Complaints

INSTRUCTIONS: This form can be accomplishad by any IEC-ICH personnel who receie queres,
complainits, or grievances from study participants of any study profocol under the responsibilty of the
IEC-ICH. This form is preferably accompanied by a lelter from the patient-complaingnt. Information
reparted in this form s processed as a protecol-relaled submission, This form should be printed in A4

size paper and duly signed by the pe rsonnal accomplishing the repord.
Study No.: IECS

Study Protocol Title:

Approval Date: <dd/mm/yyyy=

Principal Investigator:

E-mail: Telephone: M i
Study Site: i S
Study Site Address:

Sponsor;

Sponsor Contact Person:

E-mail: | Telephone: | Mobile:

Date Received: =dd/

1. Received by (IEC-ICH Personnel): <Title, Name, Surmame>

2. Request Delivered Through:
2.1, O Telephone
2.2. [l Fax No
2.3, 0 Mailed letter dated:
2.4. [0 E-mail dated:
2.5. O Walk-in (indicate date/time)
2.6. 01 Other, specify.

3. Study Participant
3.1. <Title, Name, Sumame=>
3.2, Address: =Street Number, Streel, City, Posial Code>
3.3. Telephone: <area code, number>
3.4, Mobile: <Provider code, number>
3.9, Email:

Participant Start Date: <dd/mmiyyyy=

e b

Participant Concerns:
5.1. O Query (specify)
5.2. O Complaint {(specify)
§.3. 0 Others (specify)

B, Referred to
6.1. [ Full Board Review by IEC
6.2. [ Expedited Review at the level of IEC Chair

7. Signature of IEC-ICH Personnal:

Recommended Action: (for [EC-ICH use only)
0 Uphold original approval with no further action
0 Request information: (fndicale infarmation)
0 Recommend further action: (indicate action)

IEC SECRETARY Signature
Date: <dd/mmiyyyy=
Name <lille, name, sumame=
IEC CHAIR Signature
Date: <ddimmyyy=

Name <litle, name, sumame>




WECICH Forrm 8-, 2022, Addinkewal Seudy Motenial for Approvel Sulvksion Form

ADDITIONAL STUDY MATERIAL
FOR APPROVAL FORM
INSTRUCTIONS TO THE PRINCIPAL INVESTIGATOR: An additional shudy matenal (5 8 writfen
dascription of change{s) lo or formal clarfication of a profoco! andior informed consent documents.
Favorable opinian or approval showd be obiained from the IEC-ICH that issved the athical clearamnce
o apgvoval prior to the implomentation of an amendment. Please Ml up this form and encode ail
informaticn required in the space provided. Multiple amendments classified under ONE liis OF reviaw
(expecited or full review) can be submiffed i one form. Please date and sign this form bafore

submission.
| Study No.: IEC/

Study Protocol Title:

Approval Date:
Principal Investigator: g
| E-mail: | Telephone: | Mobile:

Study Site:

Study Site Address:
| Sponsor:
Sponsor Contact Person:
E-mail: | Telephone: | Mobile:
Amendment Submission Date: (lo be filled oul by IEC-ICH) =<dd/mmiyyyy>
1. MNo. of Study Material/s Submission:
2. State Nature of Additional Study Material and reason for submission:

3. Type of Review: (for IEC-ICH use ONLY)
3.1. DEXPEDITED Review for Amendmenis that:
= Do not involve changes in study populations
Da not involve the collection of stigmatizing information
Do not change approved us of anonymized or archived samples
Do not involve further recruitment of participants
Involve study protocols previously classified under expedited review
Are administrative in nature (such as contact detaiis of study personnel)
Dio not malerially affect the risk-benefit ratio of the approved protocol or
increase risks to study participants
4.2, OFULL BOARD REVIEW for any amendments not cited under EXPEDITED
REVIEW
 Signature of Principal Investigator:
Comments/Findings: (for IEC-ICH use only)

Recommended Action: (for [EC-ICH use only)
[ APPROVAL
0 MINOR MODIFICATION TQ THE STUDY PROTOCOL, SUBJECT TO EXPEDITED
REVIEW AT THE LEVEL OF THE CHAIR
0 MAJOR MODIFICATION TO THE STUDY PROTOCOL, SUBJECT TO FULL BOARD

REVIEW
0 DISAPPROVAL
IEC REVIEWER Signature
Date; <ddimmdnyy=
Mame <lifle, name, simame:>
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= & 11, Dr. Biresh Guha Street, Kolkata 700017, Effective Date:

* i Telephone No. 033 2290 5686, 3830897576 02.12.2022
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1. OBJECTIVES
This SOP describes how the IEC- ICH manages documentation and communication of the

review process, such as:
(1) How the minutes of the meetings are to be prepared, used, distributed, and filed:;

(2) How to ensure proper completion, distribution, and filing of writlten study protocol- or
review-process-related communication

{2} How administrative records and IEC- ICH administrative documents (exclusive of
study protocol files) are processed, stored, or disposed of:

(4} How active and inactive or archived study protocel files (including amendments) are
maintained; and

{(3) How original documents and copies of documents are handled in order to protect
confidentiality of documents.

2. SCOPE
This SOF applies to the minutes of the meeting, all communication records related to study

protocols with IEC- ICH approval or undergoing IEC- ICH review: to administrative
documents, active study protocol files, and inactive study protocol files that are retained or
archived for at least five (5) years after completion of the research so that the records are
accessible for audilors and inspectors. This SOP applies to all kinds of handling,
distibution, and storage of submitted study protocols, IEC documents, and
carmespondences.

3. RESPONSIBILITIES
The Secretariat Staff, under the supervision of the IEC Secretary, has the primary
responsibility for study protocol and administrative documentation and archiving. The IEC
Chair is responsible for final approval of documents prior to archiving.

4. MINUTES OF THE MEETING WORKFLOW

ACTIVITY RESPONSIBILITY
Prepare the template of the Minutes of the Meeting Secretariat Staff
repare draft of Minutes ‘E:Laﬁal Staff, IEC
: prove the Minutes ﬁﬂ'ﬁrw IEC
tore the approved Minutes Becretariat Staff
spared by: SOP Team Version: 06 Page 3 of 16

~ proved by: Chakrperson Revision Ma:00 Revision Date: MNil
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INSTITUTIONAL ETHICS COMMITTEE= INSTITUTE OF CHILD HEALTH

11, Dr. Biresh Guha Strest, Kolkata 700017, Effective Data:
%y b Telephone No. 033 2290 5686, 9830897576 02.12.2022
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DETAILED INSTRUCTIONS:

a.  Preparation of the Template of the Minutes of the Meeting

The IEC Secretary and Secretariat Staff use the IEC-ICH Form 5-A.Format of
the Minutes of the Meeting to organize a template of the minutes ahead of the
meeting date.

All the relevant identifying information should be filled out such as standard text
in the regular sections and relevant study protocol information.

The minutes of the meeting is generated as the meeling progresses. The
Secretariat Staff in charge of documentation notes all opinions and aclions in all
specific sections of the agenda, as the agenda is developed and discussed, with
respective reasons in the case of study protocol-related actions.

b. F!-nparauun of the Draft of the Minutes

O C

0
]

Opinions and actions included in the minutes are collective in nature and need
not to be attributed to specific members.

The Secretariat Staff in charge of documentation submits complete draft of the
minutes to the IEC Secretary within seven (7) days after the meeting for form and
conlent corrections and finalization. The finalized draft is sent to the IEC Chair
immediately for approval.

The foliowing information must be indicated in the minutes:
Date and venue of meetling
Members attendance (members present and absent)
Guests and observers attendance
Time when the meeting was called to order
Presiding officer
0 ltems discussed per Meeting Agenda
ame and signature of person who prepared the Minutes Date of completion
Name and signature of the IEC Secretary to indicate that the contents have
been verified and corrected
Name and signature of the IEC Chair to indicate approval

Date of approval by the IEC chair

O

J o000

c. Approval of the Minutes

I The IEC Chair approves the Minutes by affixing his/er signature and the date the
minutes was signed.

2pared by: S0P Team

Version: 06 Page 4 of 16

" Spraved by: Chairperson

Revizion Ma:00 Revision Date: Mil
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ii. Upon approval of the minutes, the contents of the Conclusions and
Recommendalions section (per study protocal discussed) are transferred into:

Approval letter of a study protocel using IEC-ICH 5-B: Approval Letter to

Study Protocol within 20 days of IEC meetings.

Action letter or notification letter in response to specific kind of application
submitted to the IEC

IEC-CH Form §-C: Aclion Leffer to Study Protocol
SubmissionsResubmissions/Amendments

IEC-ICH Form 5-D: Letter for Clarificatory Interview-email communication in
format

IEC-ICH Form 5-E: Approval Letter for Study Protocol Amendment Request
IEC-ICH Form 5-F: Nolification Letter (Request Information) to Progress
Report/Continuing Review Application/Final ReportDeviation- email
communication in format

IEC-ICH Form 5-G: Archiving Notification- email communication in format
IEC-ICH Form 5-H: Notification Letter for Site Visit

IEC-ICH Form 5-M: Natification Letter (Uphold Approval) for Centinuing
Review Application, Deviation/Non Compliance/Violation Report/Site Visit
Report-hard copy

IEC-ICH Form 5-L :Certification of Board Action is issued to study
protocols of clinical trial when asked for

d. Storage of the Minutes
L. The Secretariat Staff files the original copy of the Minutes in the Minutes Folder

. The Secretariat Staff makes copies of the minutes approved by the IEC Chair.

ili.  The Minutes approved by the IEC Chair is distributed to the members within 3 weeks
after the meeting by e-mail

iv. The approved minutes will be presented in the next full board meeting for approval.

5. STUDY PROTOCOL COMMUNICATION RECORDS WORKFLOW

ACTIVITY _RESPONSIBILITY
all communication received and issued by the Secretariat Staff
EC-ICH
ecord the details of the communication Secretariat Staff
tore communication files Secretariat Staff
. .epared by: SOP Team Version; 06 Page 5 of 16
sproved by Chairperson Revision Mo Revision Dae: Nil




{ L] - -
n % Documentation and Archiving |scrosvs
a2 ¥
L o
5 7 | INSTITUTIONAL ETHICS COMMITTEE- INSTITUTE OF CHILD HEALTH
* 3 11, Dr. Biresh Guha Street, Kolkata 700017, Effectiva Date:
oy T Telephone No. 033 2200 5686, 9830897578 02.12.2022
. ‘ oman® Email: instecich@gmail. com Website: www.ichcal ong

DETAILED INSTRUCTIONS:
a. Sorting of all communication related to Study Protocol received and issued by
the |EC- ICH

i The objective of communication is to deliver the views and opinions of the
ethics committee regarding protocol submission, informing meeting details,
exemption from review, initial protocol review, amendments review, waiver of
consent, final outcome of trial, protocol deviations and violations, serious
adverse events, notifying regarding the outcome of any internal audit findings
and for cause audits.

. Submission from with checklist for required documents and content of

protocol,
. Receipt of application with documenis singed & dated
. Seek clarification if any

. Based on protocal, invite Pl to present

. Ask for more information in writing if required

. Communication regarding status in writing within a reasonable time
(a} ts tnal — relaled decisions / opinions.
(b} The reasons for its decisions /opinions.
(c) Procedures for appeal of its decisions/ opinions,

. Communication if proposal requires waiver of review/ consent,

il These communications are on the IEC letterhead signed by the
Chairperson/Member Secretary as defined in the respective SOPs. Meeting
details and invitation to present the research proposal are communicated via
the official e-mail of the IEC.

. On a study-by-study basis, IEC Secretariat may communicate with site staff
(clinical research coordinators) for intimation regarding SIVs, updates,
notifications and other pertinent details.

iv. IEC engages in active consulting, as and when needed, with future
investigators [individuals and resources] and may communicate via e-mail to
receive/provide specific information and/or resolve queries.

V. IEC mandates Pl to modify its ongeing trial procedures and protocol as per
|atest guidelines
i Communications can come as letters, official memoranda or @ =mails
:-pﬁt'ed by: SOP Team Version: 06 Page Gol 16

"~ aproved by: Chairperson Revision No:00 Revision Date: Nil




PTEIR g
3 4,

ts
n-ﬂ-

Documentation and Archiving |sorosne

-.“l_l-'llil' I
¥igngd?

'l;.

L
LI nld-{"ﬂl

INSTITUTIONAL ETHICS COMMITTEE- INSTITUTE OF CHILD HEALTH
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Telephone No. 033 2290 5686, 9830807576 02.12.2022
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Wi,

The Secretariat Staff all communication received and prapares them for
reconding

Recording of the Detalls of the Communication

Study protocol-related communications received by IEC- ICH are recorded in the
Submissions Log (IEC-ICH 5-N), This form is updated as each submission is
received, The record should contain, but not limited to, the following:

Date Received

Study Code

Title

Principal Investigator

Submitting Person

Receiving Person

Date of Document

Type of Submission

Content of Submission

Action Taken by IEC

Further Action Required

LD ODOO0OO O

|

= Egﬂmw of Communication Records

L

Upon completion of the Submission Log (IEC-ICH Form 5-N) the Secretariat
Staff files a copy of the communication in the study file

The Secretariat Staff then writes in the protocol folder contents index as each
communication is filed.

6. ADMINISTRATIVE RECORDS WORKFLOW

ICTIVITY RESPONSIBILITY

pile adminisirative documents andfor records riat Stafff

ambers/IEC Chair
and store decuments ecretariat Staff
Unnecessary copies Socretanial Staff

DETAILED INSTRUCTIONS:
a. Sorting of all communication related to IEC Administration recelved and issued

by the IEC- ICH

i. Communication with the office of DCGI

Ll

IEC communicates to DCGI regarding any change in the composition of
Ethics Committee

<pared by: S0P Team

Version: 06 Page 7 of 16

iproved by Chairperson

Revision Mo Revision Date: Nil
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The office is also intimated if there is change of P in any clinical trial.

SAE causality analysis & compensation (if applicable) within 30 days after
receipt of analysis from Pl within 14 days is sent to the DCGI.

These are done through SUGAM portal in prescribed format to the DCGI
office. An e-mail is simultaneously sent informing of the changes to the official
e-mail of DCGI.

munication with Head of Institute and other departments of Institute

The HOI is communicated with matters of IEC administration including but not
limited to appointment of new members, resignation of member(s), and in
special cases, disqualification of any member(s).

The HOI is informed on decisions regarding legal matters pertaining to the
institute including but not limited to clinical trial agreements.

The HOI is communicated on financial matters such as budget allocation, IEC
Expenditures, and Financial Audit reports,

The HOI is communicated in cases of SAEs including causality assessment
and compensation if applicable.

These communications are on the IEC letterhead or via the official e-mail of
the IEC,

The administrative and accounts depariments are communicated with
regarding matters of purchase and/or repair of assels and consumables.
These are dene through institutional modes of communication usually official
letterheads, vouchers, and official e-mails,

iil.  Internal Communication within members

|

The Chairperson/ member secretary communicates with the IEC members
primarily via e-mail.

The members are informed on meeting schedules, new regulatory updates
and opportunities for training in bicethics.

Communication of agenda and protocol dossiers are done before a mesling
I5 scheduled.

Members are contacted on a one to one basis for consultation or seeking
opinion regarding a specific issue,

spared by: S0P Team

Version: 06 Page 8 of 16

3 wproved by: Chairperson

Rewvision Mo Revision Date: Nil
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INSTITUTIONAL ETHICS COMMITTEE- INSTITUTE OF CHILD HEALTH

11, Dr. Biresh Guha Street, Kolkata 700017, Effective Date:
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iv. Communication with research participants

LE

The IEC is entrusied with the responsibility to provide redressal of grievance
from any research participant or to resolve any queries that the participant
may hawve.

The usual mode of contact is the telephone as phone numbers of chairperson
and/or member secratary are provided on the ICFs,

These calls and the action taken are later recorded in the Study Participants
Queries or Complaints Record In the event of written complaint received from
patient an expedited or full commitiee meeting to be held based on IEC SOP
(IEC-ICH Form 4-J, 2022. Study Participants Queries or Complaints)

Decision taken will be communicated in writing and redressal action taken in
consultation with HOI

When a participant doubts about a protocol or its practice, all the questions
will be answered honestly and fully, in a language that she/he can understand

b. Compilation of Administrative Records
I The Secretariat Staff maintains administrative documents not related to specific
study protocols, but used in daily operation of the IEC-ICH such as:

Constitution and composition of the EC

1 Financial records of EC
0 Registrationfaccreditation documents, as required
0 Regulatory notifications
0 Meeting-related documents
0 Agenda and minutes
0 Reference materials and guidelines
0 Standard Operating Procedures
[ Communication issued to and received from persons other than principal
investigators, en matters that are not related to any study protocols
£ IEC- ICH members and staff files (CVs, Appointment letters, Signed
0l Cenfidentiality Agreement and Conflict of Interest Disclosura (IEC-ICH
Form 2-D), Training Records (IEC-ICH Form 2-E), Cetificates of Training
1 Forms
. These documents are maintained separately from study protocol-
related documents,
" _pared by: SOP Team Version: 06 Page 9 of 16
proved by: Chairperson Revision No:0D Revision Date: Nil
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c. E_urting and Storage of Documents

W,

Wi

Wil

wiii.

The Secretariat Staff labels and files administrative documents sequentially.
Guidelines are filed numerically by subject alphabetically.
S0P Manuals are filed chronologically,

Important communications are filed in the specific communications folder
and recorded chronologically in the Submissions Log (IEC-ICH Form 5-N).

Members' and staff files are filed alphabetically by Iast name.

Only the most recently updated Curriculum Vitae (IEC-ICH Form 2-C) are filed
in the individual member's or staffs file.

Signed Confidentiality Agreement and Conflict of Interest Disclosure
(IEC-ICH Form 2-D) and training certificates are filed chronologically under
every member's or staf's file

Training Records (IEC-ICH Form 2-E) must be updated as each training
certificate is submitted by the member or staff for filing.

Active ICH-IEC blank forms are kept in individually labeled pockets in a folder.
The folder contains an index of forms written as:

0 Form numbar

0 Subject of form

d. Disposal of Unnecessary copies

Guidelines and references that have been superseded or outdated for three {(3)
years are ramoved from the files and disposed of properly.

Removed document files are shredded and permanently deleted from physical
files.

7. ACTIVE FILES WORKFLOW

ACTIVITY RESPONSIBILITY
Create a coding system for active files CH-IEC
élrganiza the contents of the active study files Becretariat Staff
.epared by: SOP Team Version; 06 [ Page 10 ol 16
apraved by: Chairperson Revision Moz Revision Date: Nil




Documentation and Archiving |sorosns

INSTITUTIONAL ETHICS COMMITTEE- INSTITUTE OF CHILD HEALTH
11. Dr. Biresh Guha Street, Kolkata 700017, Effective Date:

Telaphone No. 033 2290 5686, 9830897576 02.12.2022
Email. instecich@@gmail. com Website: www.ichcal org

Maintain the active study files Secretariat Staff

DETAILED INSTRUCTIONS:
a.  Creation of Coding System for Active Study Files

il. Active files are study protocols that have been received by the ICH-IEC Secretariat
and are either undergeing review (full board or expedited) or has been approved by
the respective ICH-IEC Active study files are given a study number upon receipt by
the IEC. The number is coded as follows IEC/INNN/YYYY where YYYY reprasents
the year of the study protocol was submitted for review and NNN represents the
chronological or sequential study protocol number (as it Is received by the /EC
Secrelariat]. NNN conlinues chronologically even at the beginning of each year.

i The assigned control number code should appear permanently on the study protocol
folder.

b. Organization of Contents of Active Study Files
i. Study files are encoded into the Study Protocol Database, which contains the
following information:

|

o v o e B Y o v Y o O

L]

Study No.

Study Title & No.

Principal Investigator

Sponsor

Members

Date Received

Date of |IEC-ICH Review

Date of Resubmission

Date of Approval

Date of Progress Report Submission
Date of Continuing Review Application
Date of Submission of Amendment(s)
Date of Study Closure/Termination
Status

il.  The Secretariat Staff puts study protocol files in file folders upon processing of the
submission of the study protocol, ensuring that one folder contains documents for
one study protocol and labeled with the title and code of the study protocol,

iii.  Folders are then kept in secured cabinets labeled as “Active Files®

fv. Cabinets labeled as “Active Files” should contain study file folders classified as
“aclive”,
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v. A study file folder contains the following documents, as applicable:

O

HOooOoDooogogooon

Al versions of study protocol

Related documents that came with the study protocol
Principal investigator and co-investigators’ CVs and other similar documents
Reviewers' assessment forms

Board action in the form of excerpts from minutes
Amendment repors

Continuing review applications

Final report

Serious Adverse Event Reports or Safety Notifications
Non-compliance (Deviation or \Violation) reports

Site Visit Reports, if available

Approval letters

Action letter/Motification of ICH-IEC Decision
Miscellaneous communication

c. Illalntenanna of Active Study Protocol Files

The Secratariat Staff files all the aforementioned documents in the study folder
as they come.

The Secretariat Staff stamps the receiving date on all documents before
putting them in the folders.

All Active File Folders are maintained in the “Active Files” cabinet until the
Final Report Form (IEC-ICH Form 4-D) is approved by the IEC-ICH.

The Secretariat Staff maintains Active Files cabinets under the supervision of
the |EC Secretary.

8. ARCHIVED (INACTIVE/COMPLETEDITERMINATED) FILES WORKFLOW

WCTIVITY RESPONSIBILITY
nage compleledinactive/terminated study files Secretariat Staff
rt administrative documents o be archived “Secretariat Staff
bligh archived documents retrieval process Secretariat Staff
DETAILED INSTRUCTIONS:

a. Management of Archived (inactive/completed/terminated) Study Files
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I Archived (inactive/completed/terminated) study files are either:
0 Study protacols with approved (by the IEC-ICH) final reports, or

0 Study protocols declared Inactive by the Board if no communication is
received from the study team for a period of twelve months

0 Study protocols submitted to the /EC but withdrawn by the Pl or
sponsor before approval is obtained

0 Study protocols submitted to and approved by the /EC but withdrawn by PI
or sponsor before actual study start

ii. Upon receipt of IEC-ICH Form 4-D: Final Report Form, the IEC reviews it in
accordance with SOP WI-7: Final Reports.

il.  Upon approval of the IEC-ICH Form 4-D: Final Report Form, the Secretariat Staff
removes the contents of the entire file form the active study filing area and verifies
that all documents are present in an organized manner.

.  An archived number is assigned to the document by adding the last two digits of the
year of archiving to the original control number <<IEC/nnnfyyyylyy==

v. Correspondingly, the data about the study and the year when archive should be
entered on the Study Protocol Database.

b. Sorting of Archived Administrative Documents
l. The Secrelariat Staff should perform inventories of miscellaneocus administrative
documents yearly.

Administrative documents that are related to any fund or money released by the IEC
are required to be archived in a manner that allows easy retrieval for audit purposes.
These include documents that specify issuance of honorarium, receipt of paid
institutional fee (money which is passed or directly to the institution’s Cash Section),
approved annual budget and similar expense reports. One set of such documents
are stored in the appropriate storage container/cabinet for archived administrative
files.

. Unnecessary copies are disposed of accordingly (see section 6.d above).

c. Retrieval of Documents
i Only authorized IEC-ICH Secretariat Staff can retrieve documents either from active
study files or from the archives.

il.  Aclive or inactive study files can be borrowed, upon written request by the Pl or the
IEC-ICH personnel, and only for room use.

spared by: SOP Team Version: 06 Page 13 0f 16

iproved by: Chairperson Revision Mo:Dh Revision Date: Nl




Documentation and Archiving |sorosne

INSTITUTIONAL ETHICS COMMITTEE= INSTITUTE OF CHILD HEALTH
11, Dr. Biresh Guha Street, Kolkata 700017, Effective Date:

Telephone No. 033 2290 5666, 9830897576 02122022

Email: instecich@gmail com Website: www.icheal org

Non-members can access specific documents upon formal request and
completion/signing of Confidentiality Agreement for Non-Members
Requesting Copies of IEC-ICH Documents (IEC-ICH Form 5-J). The form
requires the approval of the /EC Chair. Regulatory authorities have full access to
ICH-IEC files provided it is within said authorities’ mandate, and the request
made in advance (at least 30 days notice) to make the files available.

All requests for access are recorded by the Secretariat Staff in the Log of
Request for Copies of Documents (IECICH Form 5-K) before the documents
are releases.

¢. Reproduction of Confidential Documents
I The request to make copies of any confidential documents should have been made
in advance and should be approved by the IEC Chair.

ii.  The Secretariat makes only the exact number of coples requested.

Hi.  The recipient signs for the copies requested in the Log of Request for Copies of
Documents (IEC-ACH Form 5-K) upon recaipt of the copies.

d. Maintenance of Log of Copies
1. The Secretarial Staff ensures the diligent recording of all document copies Issued in
the Log of Request for Copies of Documenis (IEC-ICH Form 5-K)
This log is filed in a separate folder labeled Log of Copies of Documents Issued.

10.  LIST OF FORMS

Format of the Minutes of the Mesting

val Letter to the Study Protocol

Action Letter to Study Pratocol Submission/Resubmissions/ Amendments

Letter for Clarificatory Interview

Approval Letter for Study Protocol Amendment Request

Notification Letter (Request Information) to Progress Reports/Continuing
Review Applicaticn/Final Report/Deviation

Archiving Molification

Notification Letter for Site Visit {Site Monitoring/Site Audit)

Borrowers Log

Emﬂdumﬁaﬁtjr Agraement for Non-Members Requesting for Copies of IEC-
ICH Documents

| Log of Request for Copies of Documents

Certification of Board Action

Notification Letter (Uphold Approval) for Continuing Review Application,
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. A Borrowers Log (IEC-ICH 5-1) is placed in a pocket on the study file folder cover.
and contains the following information:
0 Study file code
0 Study title
0 Date when borrowed
| Borrower
Signature of borrower
Signature of Secretariat Staff upon return of decument to file box

O0c

3. MAINTAINING CONFIDENTIALITY (OF STUDY FILES AND ICH-EC DOCUMENTS)

WORKFLOW
ACTIVITY RESPONSIBILITY
Classify documents as confidential EC-ICH Chair and
mbers
t access to ICH-IEC documeants mbers, Non-Members
eproduce confidential documents ecretarigt Staff
aintain log of copies issued ecretariat Staff

DETAILED INSTRUCTIONS:
a. Classification of Documents as Confidential
i Access to confidential documents is restricted by the ICH-IEC to members
and staff, but limited access can be provided to non-members who have a
legitimate purpose to access the documents.

ii.  The ICH-IEC censiders the following as confidential:

0 Study protocols

0 Study protocols-related documents (case report forms, informed
consent documents, diary forms, scientific documents, expert opinions
or reviews)

0 Minutes of meetings

0 Decisions, action letters/notification of ICH-IEC decision, approval letters

[0 Study protocol-related communications

b. Access to Confidential ICH-IEC Documents
.. All [EC members and the staff with a signed Confidentiality Agreement and
Conflict of Interest Disclosure (IEC-ICH Form 2-D) can have access to IEC
confidential documents upon request.
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Deviation/Non-compliance/Violation Repor/SAE or SUSAR Report/Sile
Visit Report

Submission Log T
Reminder Letter for Progress/ Final Report{email)
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Type of Meeting/
Meating No nnyyyy
Date of IEC Meeting:

=ddimméfyyyy=>. Venua, Time

Minutes of the IEC Meeting of <dd/mmyyyy=

ATTENDANCE

Present Abzani:
Member 1
Member 2
Member 3
Member 4
Mamber 5
Member 6
Member 7
ftember 8
Member &

Others:
Indepandent Consultant

1. CALL TO ORDER
=<Title, First Name, Sumame> IEC Chair, called this regular meeting to order at <time=
AM.

2. DETERMINATION OF QUORUM
A quorum was declared with the presence of <number> members, inclusive of the
presance of <number= non-institutional and <number> lay members, and as confirmed
by the IEC Secretary, <Title, First Name, and Sumame>.

3. DISCLOSURE OF COMFLICT OF INTEREST (COI)
<Title, First Name, Sumame>, IEC Chair, called for the disclosure of the Conflict of

Interest {COH) in the protocols scheduled for deliberation on the meeting,

The following IEC member/s inhibited from participation in the IEC deliberation during the
full board meeting for the following reason:

=Title, Name, Surname= as Principal Investigator for the study entitied, “TITLE" (Study
Protocol number)

4. READING AND APPROVAL OF THE MINUTES OF THE LAST MEETING
<Title, Sumame of IEC Chair> summarized and presided over the discussion of the minutes
of the meeting held last <ddmmiyyyy> (date of last meeting). The minutes were comacted
during the discussion and approved as revised.

5. BUSINESS ARISING FROM THE MINUTES OF LAST MEETING
6.1, Cormections in the Minutes
6.2. Matters requiring IEC-ICH action

6. PROTOCOL REVIEW

6.1. FULL REVIEW
6.1.1. Study Protocols for Initial Review
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Cantrol Mo,

Study Protocol Submission
Date

<ddimm/yyyy>

Study Protocol Title

Principal Investigator

Tyvpe of Review

Primary Reviewears

| Sponsor

_Q'___uwurrﬁtﬂus

Conflict of Interest

Assessment of Study
Protocol

Assessment of Informed
Consent

Conclusion &
Recommendations

hi."t:'linn Taken

Decision (Approval, Major Modification, which require
full board defiberation, Minor Modification, which can
be axpedited at the lavels of the IEC Chair,

Disapproval)

6.1.2. Resubmission or Stu

Protocols for Modification

| Control Na.

Study Protocol Submission
Date

=ddimmiyyyy>

Study Prolocal Title

| Principal Investigator

Type of Review

Primary Reviewers

| Sponsor

Quorum Status

Confiict of Interest

Assessment of Pl response
to initial review

gnnckﬁhn&
ecommmendatons

Action Taken

6.1.3. Study Protocols for C

Decision (Approval, Major Modification, which require
full board deliberation, Minar Modification, which can
be expedited at the levels of tha IEC Chair,

_| Disapproval)

arificatory Interview

Control No.

Study Protocol Submission
Date

<dd/mm/yyyy=

Study Protocol Title

Principal In

Tﬁﬂﬁw

Primary Reviewers

Sponsor

| Quorum Status

Conflict of Interest

Assessment of Pl response
ta IEC queries

Conclusion &
Recommendations

Action Taken

Decision (Reques! action or information)
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6.1.4. ication for Protocel Withdrawal
| Study No. =
gﬂh:dy Protocol Submission <dd/mm/yyyy>
2
Withdrawal Application Date | <dd/mmiyyyy>
| Study Protocol Title -
Principal anﬂqgtm
Type of Review
| Primary Reviewers
SpOnNSor
Quorum Status
Conflict of Interest
Assessmient of reasons for
Study Protocol Withdrawal
Conclusion &
Recommendations
Action Taken | Decision (Request action or nformation)
6.1.5. Study Protocol Amendments Applications
' Study No.
gﬂh:dy Protocol Approval =dd/mmiyyyy>
g
E.:;gndmum Submission <dd/mmiyyyy=
Study Protocal Title
Principal Investigator
| Type of Review
FPrimary Reviewers
Sponsor
| Cuorum Status
Conflict of Interest
Assessmen! of amendment
| requested
Conclusion &
Recommendations
Action Taken Decision {Approval, Major Modification, which réedguire
full board deliberation, Minor Modification, which can
B?E:Im"m al the levels of the IEC Chair,
6.1.6.  Continuing Review A_Egﬂ;mﬂunnlx}
Study No.
gg:;;,r Protocal Approval <dd/mmiyyyy=>

Application Date <ddimmiyyyy=
Study Protocol Title
Principal Investigator
Type of Review
Primary Reviewers
| Sponsor
Quorum Status

Conflict of Interast
Assessment of progress
reported
Conclusion &
Recommendations
Action Taken Decision (Uphold original approval with no further
action, Request information, Recommend further
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| | action) |
6.1.7. Final Reports
Study Mo,
%udr Protocol Approval <gddimm'yyyy=
le
Report Date <ddimmiyyyy>
| Study Protocol Title
Principal | or
| Type of Review
Primary Reviewers
_Spansar_
| Quorum Status
Conflict of Interest
Assessment of final report
Caonclusion &
Recommendations
Action Taken Decision (Approve, Request information,
Recommend further action)
6.1.8. SAE and Similar Reports {e.g. SUSAR)
Study No.
gﬂmh:y Protocol Approval <dd/mm/yyyy>

Report Dale <dd/mmyyyy=>
Study Protocol Title

Principal Investigator
T!E of Review
| Primary Reviewars
Sponsor
Quarum Status
Conflict of Interest
Assessment of SAEs
reporied

SAE1 | Submission Date <dd/mmiyyyy=

Date of SAE =ddmmuyyyy>
Date of <dd/mmiyyyy>
randomization
| Age
 Sex

Counlry

Nature of AE
Co-morbidities
Status

Conclusion &
Recommendations
Action Taken Decision (Uphold original approval with no further
action, Reques! infermation, Recommend further
action)
SAE 2 | Submission Dala <gd/mmiyyyy=>
| Date of SAE <dd/mmiyyyy=>
Date of =ddimmdyyyy=>




ﬂﬂmmrﬁﬂﬂ.rmﬂhmdhm

' Status |

Conclusion &

Recommendations

Action Taken Decision (Uphold original approval with no further

action, Request information, Recommend further

action)

6.1.9. Site Visit Reports:

[ Study No.

Study Protocol Approval
Date

=ddimmiyyyy=>

Site Visit Date

<ddimmiyyyy>

| Study Protocol Title

| Principal Investigator
Type of Review

Primary Reviewears

§EQI'I5-CIF

| Cluorum Stalus

Conflict of Interest

Assessment of Site Visit
Report

Conclusion &
Recommendations

Action Taken

Decision {Uphold original approval with no further
lmﬂm, Fequest information, Recommend further
action)

6.1.10. Study Protocol Non-Compliance {Deviation or Violation) Reports

Study No.

Study Protocol Approval

=dd/mmiyyyy=>

Date
Date

=dd/mm/yyyy>

| Report Date
Study Protocol Title

Principal Investigator

Type of Review

Primary Reviewers

Sponsor

Querum Status

Conflict of Interast

Assessment of Non-
Compliance Report

Conclusion &
Fecommendations

Action Taken

Decision (Uphold original approval with no further
action, Request information, Recommend further
action to AE Subcommittee)

| Study No.

6.1.11. Early Study Termination Applications

Study Protocol Approval
Date

<ddimmiyyyy>

Application Date

<ddimmiyyyy=>

Study Protocol Title

_Principal Investigator
| Type of Review

Primary Reviewsars

| Sponsor

Quorum Status

Conflict of Interast
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Assessment of risks from
early termination

Conclusion &
Recommendations

Action Taken

Decision (Approval, Request information,
Recommend further action)

8.1.12. Study nulrfu Complaints, or Grievance Reports

Study No.

Shudy Protocol Approval
Datle

<ddmmdyyyy=

Report Date

=dd/mmiyyyy=>

Study Protocol Title

Principal Investigator

Type of Review

| Primary Reviewers

Sponsor

Quorum Status

Canflict of Interest

Assessment of query,
complaini, grievancs

Conchision &
Recommendalions

Action Taken

Decision (Uphold original epproval with no further
action, Request information, Recommend further
action)

6.2.1. Approved Protocols

6.2, REPORT OF PROTOCOL SUBMISSIONS FOR EXPEDITED REVIEW

Study No.

Study Protocol Approval
Date

=ddimm/yyyy>

Study Protocol Submission
Date

<ddimmiyyyy>

| Study Protocol THle

Principal Investigator

| Type of Review

Primary Reviewers

Sponsor

ACTION

APPFEEWAL

6.2.2. Study Protocols for Initial Review

Study Mo.

Study Protocol Submission
Date

<gddmmiyyyy>

Study Protocal Title

| Principal Investigator

| Type of Review

Primary Reviewers

Sponsar

ACTION

| Disapproval)

Decision (Approval, Major Modification, which
require full board deliberation; Minor Maodification,
which can be expedited at the level of the |IEC Chair;

6.2.3. Study Protocols for Modification (or Resubmissions)

Study No.

Study Protocol Submission
Datn

<ddimmiyyyy>
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_Study Protocol Title

Principal Investigator

Type of Review

Primary Reviewsars

Sponsar

{Put P| response lo initial review comments)

Summary of resubmission
ACTION

Decision (Approval, Major Modification, which
require full board deliberation; Minor Modification,
which can be expedited at the level of the IEC Chair:

Date

Disapproval)
6.2.4. Study Protocol Amendments
MNo.
Study Protocol Approval =ddimmiyyyy>
Date
Amendment Submission =ddimmiyyyy>

Study Protocol Title

Principal Investigator

| Type of Review

| Primary Reviewers

Sponsar

Amendment requasted

ACTION

Decision {Approval, Minor Modification to the
propased amendment, citing reasons for action,
subject to expedited review at the level of the IEC
Chair; Major Modification |, to the proposed
amendment, stating reasons for action, subject to full
board review; Disapproval)

E 2.5. Continuing Review Application

"Study No.
Study Protocol Approval <dd/mmdyyyy>
Date
| Application Date <ddimmiyyyy=

“Study Protocol Tille

| Principal Investigator

Type of Review

| Primary Reviewers

Sponsor

Progress reported

ACTION

Decision (Uphold original approval with no further
action, Request information, Recommend further
action)

6.2.6. Final Reporis_

Study No.

Study Protocol Approval
Date

<ddimmiyyyy>

Repori Date

Study Protacol Title

Principal Investigator

Type of Review

Primary Reviewers

Sponsor

Results reported

ACTION

“Decision (Approval, Recommand further action)

6.2.7. Study Protocal D Deviation/Non-Compliance/\Violation Reports
Study No.
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Study Protocol Approval | =ddimmiyyyy=
- Date
ReportDate <ddimmiyyyy>

Study Protocol Title

Pt'ﬂ‘-mE Invesligalor
| Type of Review

- Primary Reviewers

Sponsor
DeviationMon-Compliance/
~ Violation Reported
ACTION Decision (Uphold original approval with no further
i action, Reques! information, Recommend further
action, Forward to AE Subcommities)

6.2.8. Early Study Termination Appﬂr.ahﬂm
— Study No.
gahn:fr Protocol Approval <ddimmiyyyy>
]

Application Date =ddimmiyyyy>
Study Protocol Titke
= Principal Investigator
| Type of Review
Primary Reviewers
Sponsor
Reasons for lermination
ACTION Decision (Approval, Request information,
Recommend further action)

7. OTHER MATTERS

B. ADJOURNMENT

Meeting was adjourned at <time>

Prepared by Signature over <Title, Name, Sumame>
| Dale: <dd/mmiyyyy= IEC Member Secretary

Approved by: Signature over <Title, Name, Sumame>
Date: <dd/mmiyyyy=  IEC Chair
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<ddimmhynynyy=

<Title, Name, Surmame of Pl>
Principal Investigator
=Inslijute>

Ref. <Study Protocol Title with version and date>
Study No: <IECS NNNAY Y YY >

Sub: Final approval (Direct)
Dear <Title of P, Surname:>,
This has reference to your above mentioned project. The project was discussed in the Ethics

Committee e-meeting held on dd/mmiyyyy at aa am/pm in the < ICH> and the following
members were present:

5| MEMBER QUALIFICATION | DESIGNATION IN EC | GENDER | AFFILIATION
WITH THE

INSTITUTE

D] O = ) L | e | | B

Tha following docurnents were reviewed..._..................cccevn e

The Elhics Comimillee hereby granis permission fo conduct the clinical study in its prasanted
form. Your study has been assigned study protocol code <Study No.> which should be used
for all communication to the IEC-ICH related to this study. This ethical clearance is valid
for one year from the date of CT approval.

You are required to report the following to the Elhics Commitiee;

= CTRI registration cerlificale
Any changes fo or deviation o the protocol approved by the Ethics Committee that
you may implement,

= Any changes in the approved Study documents.

= New information that may effect adversely the safety of the subjects or the conduct of
the research.

= Progress of the study at least once in four to six months

= Annual Progress Report and Continued |IEC Approval application (if study
continues for more than one year)
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+ A copy of the final study report at study completion

It is hereby confirmed that neither you nor any of your study team members have
participated in the voting/ decigion making matters of the committee.

‘fou are expected 1o conduct the research conforming to the requirements of Good Clinical
Practica (GCP), New Drugs and Clinical Trial Rules 2019 and Indian Council of Medical
Research (ICMR) 2017 guidelines, and other local, national and international ethical
guidelines published and amended from time to time.

We conform that the Ethics committee constitution and operation is according fo

requirements of Good Clinical Practice (GCP), New Drugs and Clinical Trial Rules 2019 and
Indian Council of Medical Research (ICMR) 2017 guidelines,

Thank you.

Yours sinceraly,

=MName>
Member Secredary — Instituional Ethics Commiltes
Institute of Child Heakth
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<ddimmiyyyy>

=Tithe, Mame, Surmame of Pl=
Principal Investigator
<Imstitute>

Ref: =Study Protocol Title with varsion and dates
Study No: <IEC! NNNAYY Y Y=

Sub: |EC approval (Indirect)
Dear <Title of P, Sumame=,

This has reference to your above-mentioned projecl. The project was discussed in the Ethics
Committee e-meeting held on dd/mmiyyyy, where in certain queries were raised by EC
membars and communicated lo you vide letter ICHIEC/Nohyyy dated dd'mmfyyyy. Further
your responses daled ddmmiyyyy along with supporting documents were reviewed and

approved,
The following decuments were reviewed:

The Institutional Ethics Committee hereby granls you permission to conduct the clinical
study in fts presenled form. Your study has been assigned study protocol code <Study No.>
which should be used for all communication to the IEC-ICH related to this study.

Yo the clinical trial recaipt of | fi from
i hmisslon of the necessal | iments:

the Institutional Ethics Committee following su
» Final executed CTA

You are required 1o report the following to the Ethics Committee:

+ CTRI Registration Certificate

= Any changes 1o or deviation to the protocol approved by the Ethics Committes that
you may implement to eliminate hazards to the tral subjects.

= Any changes in the approved Informed Consent Form and Study documents.
All Serious Adverse Events (SAE) should be informed by the Pl to the Ethics
Committee within 24 hours of the SAE.

= New information that may effect adversely the safety of the subjects or the conduct of
the trial.
Progress of the study at least once in four fo six months
Annual Progress Report (if study continues for more than one year)
A copy of the final study report al study completion

It is hereby confimed that neither you nor any of your study team members have
paricipated in the voting/ decision making matters of the committee.

You are expected to conduct the research conforming to the requirements of Good Clinical
Practice (GCP), New Drugs and Clinical Trial Rules 2018 and Indian Council of Medical
Research (ICMR) 2017 guidelines, and other local, national and international ethical
guidelines published and amended from time to time.

We conform that the Ethics committee constitufion and operation is accerding to
requirements of Good Clinical Practice (GCP), New Drugs and Clinical Trial Rules 2019 and
Indian Council of Medical Research (ICMR) 2017 guidelines,
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Thank vou.
Yours ﬁnm"r

=hame=

Member Secretary — Instituticnal Ethics Commitiee
Institiule of Child Healih
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<gdimmiyyyy=

=<Title, Mame, Surmame of Pl=
Principal Investigator

Study No: <IEC/NMNMYY Y'Y=
Re: <Study Protocol Title, version, date=

Sub: <Major Modifications prior to Approval/Minor Modifications prior to Approval/Minor
Modifications prior to Approval with further processing classified under Expedited Reviews

Dear <Title of Pl, Sumame=,

Wi wish to inform you that the ICH-Institutional Ethics Commitiee reviewed your <study
protocolresubmitted study protocolproposed amendments= during its regular meeting on
=date of full board meeting> and is requesting further clarification. Your study has been
assigned study protocol code <Study No.> which should be used for all communication to
the IEC-ICH related fo this study.

The following members were present
narme=
<names
<name=
<name=
<name>
crama=
<name:=
<name>

As a result of the review, the IEC action is <Major Modifications prior fo Approval/Minor
Modifications pricr to Approaval/Minor Modifications prior to Approval with further processing
classified under Expedited Review> Recommended revisions andfor clarifications are
summarized below:

1.

Please note that revisions requesied by the IEC-ICH should:

1. Be integraled into a revised Study Protocol and <IEC-ICH Form 3-B, 2022.
Application Form/IECACH Form 4-A, 2022. Study Protocol Amendment
Submission Form> and related documents in four (4) printed coples. In the case
where only clarification is needed, an explanatory letter would suffice.

2. Be summarized in a cover letter indicating in which page of the revised study
protocol the respective revision may be found: and

3. Include a fooler (in all pages) that indicates both the date and version number
of the resubmitted study protocol,

Please note that the cut-off date for submission of revised study protocol is on <cut-off
date>. Should you have any questions or clarification regarding the abovementioned
recommendations, please contact the undersigned through the IEC-ICH Secretariat,

The IEC-ICH looks forward to your immediate response and action.



ALC-ACM Form 5-C, 2022, Actiow Lefter b Study Protocol Subimissiom, Restimission dmendments

It is hereby confirmed that neither you nor any of your study team members have
participated in the voling' decision making matters of the committea.

We conform that the Ethics committee constituion and operstion is according to
requirements of Good Clinical Practice (GCP), New Drugs and Clinical Trial Rubes 2019 and
Indian Council of Medical Research (ICMR) 2017 guidelines,

Thank you.

Yours sincerely,

<name>

Member Secretary - Institutional Ethics Committee
Institute of Child Health

Page 2 of 2



LEC-CH Foror B, 2L Latter for Clanfficarany nwoing

=<gddimimfyyn=

<Title, Name, Surname of Pl>
Principal Investigator
=Institute>

Ref. <Study Protocol Title with version and date=
Study No: <IECH NNNMYY Y Y=

Sub: <Clarificatory Intarviews
Dear <Title of Pl, Sumame»,
Ve wlshl to inform wou that the ICH-Institutional Ethicse Committes reviewad walr
<submission> during its regular meeting on <date of IEC meeting>. Upan review, the IEC
found issues requiring clarifications such as:

i

In this regard, the Commiliee requests for a clarificatory interview with you during the
next [EC meeting on <date of next full Board meating> from <requested time> at the

<UREMmLe>,

Should you have any questions or clarifications regarding the above mentioned
recommendation, please contact the undersigned through the |IEC-ICH Secretariat,

W look forward fo your immediate response and action.

Wery fruly yours,

<Mame of [EC, Chair>
Chair, IEC-ICH



IECHCH Form £, 1033 Approval Laftar for Study Frofecel Anenimant Reguass

<ddimmyyyy>

=Title, Name, Surname of P[>
Principal Investigator
<institubes

Ref: <Study Protocol Title with version and date>
Study No: <IECF NNNYYYY >

Sub: Approval of Amendments

Dear <Title of Pl, Sumarma:,

This has reference to your above-mentioned project. The amended project was discussed
and approved in the Ethics Committes e-meeting dated ddimmfyyyy=, The following

members were present: =
| MEMBER QUALIFICATION | DESIGNATIONINEC | GENDER AFFILIATION
WITH THE
INSTITUTE

o) co|~4| o endn | o ra [=

The following documents were reviewsad.

The Ethics Commiltee hereby grants permission to conduet the efinical study in its presented
amended form, Your study has been assigned study protocol code <IEC/ NNN/YYYY=which
should be used for all communication to the IEC-ICH related to this study. This ethical
clearance s valid for one year from the date of CT approval

submission P -' documman :

You are required to report the following to the Ethics Commitiee:

* Updated CTRI registration cerificate

= Any changes to or deviation 1o the protocol approved by the Ethics Committee that
you may implemeant,

= Any changes in the approved Study documenis.

= MNew information thal may effect adversely the safety of the subjects or the conduct of
the research.

+ Progress of the study at least once in four to six months

* Annual Progress Report and Continued IEC Approval application (if study
continues for more than one year)

. A copy of the final study report at study completion



IECHCH Fouma 5-E, 31022, Approval Letter for Stody Proteced Amendmeant Requet

It Is hereby confirmed that neither you nor any of your study team members have
participated in the voling/ decision making matters of the committee,

You are expected to conduct the research conforming to the requirements of Good Clinical
Practice (GCP), New Drugs and Clinical Trial Rules 2019 and Indian Council of Medical
Research (ICMR) 2017 guidelines. and other local, national and international ethical
guidelines published and amended from time to time.

We conform that the Ethics committes constitution and operation is according 1o

requirements of Good Clinical Practice (GCP), New Drugs and Clinical Trial Rules 2019 and
Indian Council of Medical Research (ICMR) 2017 guidekines.

Thank you.

Yours sincerely,

=names
Member Secretary — Institutional Ethics Commiltiea
Institute of Child Health

Fage 2 of 2



IECCH Farm §-F, 303, Mohffontion Letter [Reguedd iformation] o
Canfnuing Aevlew ApplootionFlex! Report Devintlon Al it Vi

Email notification
<dd/mmiyyyy>

<Title, Name, Sumame of Pi=
Principal Investigator
<Instifute>

Ref. <Study Protocol Title with version and date>
Study No: <IEC! NNNYYYY =

Sub: < Continuing Review Application/Final Report/Study Protocol Non-Compliance
Record/SAE Report/Site Visit Report =

Dear <Tike of Pl, Surname=,
We wish to inform you that the ICH-Institutional Ethics Committee acknowledged receipt of
<Continuing Review Application/Final Report/Study Protocol Non-Compliance Record/SAE
Report/Site Visit Report> dated <date of document=.
Upen review of <IEC-ICH Form 4-C, 2022. Continuing Review Application Form/ IEC-ICH
Form 4-D, 2022. Final Report FormilEC-ICH Form 4-E, 2022, Study Protocel Deviation or
Non-Comphiance Report/IEC-ICH Form 4-H, 2022, Senous Adverse Event Repart Form/|EC-
ICH Form 4-G, 2022, Site Vis?t Report> and <submitted document's, Board action is
<Reques! Information/Recommendation for Further Action/Farward 1o AE Subcommities.
Recommended revision and or clarifications are summarized balow:

1.
Pleasa note that the cut-off date for submission is on <cut-off dates.

The IEC-ICH looks forward to your immediate response and action.

Very truly yours,

<Name of IEC, Member Secretary=
Member Secretary, IEC-ICH



IEC-2CH Form B8, 2022, Sovmowivd Log

BORROWERS LOG
Control Mo,
Borrower's Name Signature Date Received By Date
Borrowed Received
<Title, Name, Sumame>




AEC- ICH Form 5o, 022 Arghiving Motifcotion

Emall
<gddimmiyyy=

=Title, Mame, Surname of P|=
Principal Investigator
Instiuta=

Ref: <Study Protocol Titke with version and date>
Study Mo: <IEC/ NNNYYYY >

Sub: <withdrawal of study protocol application/final report/earty study termination approval>
Dear <Title of Pl, Surname>,

We wish to inform you that the ICH-Institutional Ethics Committes reviewed the <withdrawal
of study protocol application/final reportfearly study termination application for the above-
named protocol during its meeting on <date of full board meeting=,

Upon review of <IEC-ICH Form 4-D, 2022/ |IEC-ICH Form 4-F, 2022>and <submitted
documents>, the |EC approved the <withdrawal of study protocol application/final
reportiearly study termination application> and recommended the commencemeni of
archiving procedures. The profocol is now classified as inactive and ethical clearance
autormnatically deemed expired effective <date of full baard meeting>, The protocol records
will be made available for five years from this date.

Thank ywou.

Yours sinceraly,

<name>
Member Secretary - Instilutional Ethics Commitiee
Institute of Child Health
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AEC-ICH Farm 54 3022, Confidentiaiity Agvrrmim! far Non-Members
Requeiting for Cepies of IDC-ICH Documents

I, <Name, Surname=> as a non-member of the IEC-ICH, understand that the copyfies given
to me by the |EC -ICH are confidential. | shall use the information only for the indicated
purpese as described to the |[EC-ICH and shall not duplicate, give or distribute thesa
documents to any person(s) without permission from the IEC-ICH. Upon signing this form, |
mﬁw reasonable measures and full responsibility to keep the information as

| have received copyfies of the following IEC-ICH documents:

RECIPIENT Signature
Date: <dd/mmbyynyry> MNama

IEC SECRETARY Signature
Date: =ddmmiyyyy=

Mql:lle <fitla, name, sLMame>
IEC CHAIR Signature

Date: <ddimmiyyy= Name <litle, name, surname=




Study No: <IEC/ NNNMYY'YY>

~Study title:

=Title, Mame, Sumame of Pl>

—

rincipal Investigator

IEC-ICH Form 5-N, 2022. Submissfon Log

~Insfitute=
> 1 | Study Type
- 2 Study Objective
3 EC Submission
- 4 EC Meeting
- 5 Conditional
Approval
] Final Approval
7 DCGI Approval
B CTRI ﬁe_-grl Mo
8 | SponsoriCRO
10 | Duration of Study
11 | Age and No of
Subjects
12 SV Date
13 | First Enroliment
date
14 | Audit Done on
15 | Interim report
16 | Closeout Report
17 | Annual report
18 | BAE
19 | Any violation
20 | Any devialions
21 Amended
documents
22 | Resubmission




IEC-ICH Form 5-N, 2022, Submission Log




TECCH Farm 50, 2027, Reminder Letter for Frogrer/Fingl Repan

=ddimmiyyyy>

<Title, Name, Surname of P>
Principal Investigator

Confrol Mo: =IECINNNAYY Y=
Re: =Study Protocol Title=

Dear <Title of Pl, Sumama=>,

We wish lo inform you that the <progress/final> report for the above named sludy protocol is
due on/had been due since <every six months from date of approval>. Based on the records
of the IEC-ICH, there had been no communication regarding the prograss of this study,
which is still in our active file and has an active ethical clearance. If the study had been
concluded or terminated, kindly fill out IEC-ICH Form 4-D,2022, Final Report Form; or if still
ongoing, IEC-ICH Form 4-B,2022, Progress Report (submitted six months after the date
approval) and |EC-ICH Form 4-C,2022, Continuing Review Application (45 days before the
lapse of six months following IEC approval). The forms are attached herein and could also
be readily accessed in a previously sent folder (of report forms) to you.

Kindly submit the relevant repartform within thirty days of receipt of this reminder letter. If no
submission s received within the indicated period, the commitiee will be constrained to
implement standard procedures for non-compliance with reportorial requirements. This may
result in a recommendation for withdrawal of ethical clearance: and the sludy file
subsaquenlly inactive and archived.

Should you have any questions or clarifications regarding the above mentioned
recommendations, please conlact the undersigned through the IEC-ICH Secretariat.

The IEC-ICH looks forward to your immediate response and action.

Thank you.

Yours sincerely,

<name:
Member Secretary—Institutional Ethics Committes
Institute of Child Health



LIST OF ABBREVIATIONS

ADR: Adverse Drug Reaction

AE: Adverse Event

AV Audio-Visual

CDSCO: Central Drugs Standard Control Organization
Co-l: Co-Investigator

CRA: Clinical Research Associate

CRF: Case Report/Record Form

CRC: Clinical Regearch Coordinator

CRO: Contract Research Organization

CTRI: The Clinical Trials Registry- India

CV: Curriculum Vitae

DCGIE Drugs Controller General of India

DSMB; Data and Safety Monitoring Board
DEMSC: Data and Safety Monitoring Sub-Committee
FDA: The Food and Drug Administration

GCP: Good Clinical Practice

HIV- Human Immunodeficiency Virus

ICD: Informed Consent Documents

ICF: Informed Consent Form

ICH: International Conference on Harmonization
ICMR: Indian Council of Medical Research

IEC: Institutional Ethics Committee

IMF: Investigational Medicinal Product

IND: Investigational New Drug

IF; Investigational Product

IRE: Independent Review Board

Pl: Principal Investigator

PIS: Patient Information Sheet

SAE: Serious Adverse Event

SOP: Standard Operating Procedure
sl: Euh-ln'u'-a-.sligatnf
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Adverse drug reaction

Adverse event (AE)

Amendmeant to
the protocol

Anonymized sample
or data

Approved Protocols

Archives

In the pre-approval clinical experience with a new medicinal
product or its new usages, paricularly as the therapeutic
dose{s) may not be established, all noxious and unintended
responses to a medicinal product related to any dose should
ba considered adverse drug reactions. The phrase rESponsas
to medicinal product means that a causal relationship between
a medicinal product and an adverse event Is al least a
reasonable possibilty, that is, the relationship cannot be ruled
oul. Regarding marketed medicinal products, a response 1o a
drug which is noxious and unintended and which occurs at
doses normally used in human prophylaxis, diagnosis, or
therapy of diseases or for modification of physiological
function. See also adverse evenl, unexpecied adverse event
and suspected unexpected senous adverse reaction,

Any untoward or undesirable medical eccurrence in a patient
or participant in clinical investigation after use or administration
of an investigational product. The AE may or may not be
retated to the investigational product.

A written description of a change(s) 1o, or formal clarification of
a protocol and changes on  any  other supporting
documentation made from the originally approved protocol by
the research ethics review body after the study has begun.
See prolocal amendment.

Biological sample or dala that cannot be linked to an
identifiable person through destruction of that link to any
identifying information about the person who provided the
sample or data.

Protocols thal have been reviewed by the |EC-ICH and
approved without any stipwlations or after
shipulationsfrecommendations by the |IEC have been complied
with.

A storage for completed studies, inactive files or terminated
decuments that have not been updated within the last five (5)
years.
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Fraaevt®

Assent Authorization for one's own participation in research given by a
minor or another participant who lacks the capability to give
informed consent. The assent is a requirement for research, In
addition to consent, given by a parent or legal guardian. It is an
agreemaent by an individual not competent to give legally valid
infoomed consent like a child or cognitively impaired to
participate in research. See also child’s assen!

Assent forms Forms asked of minor-aged children who are participants of a
research or trial, aside from parent's or legal guardian's
consent, The objectives of the study and procedures are
explained to the child paricipants in a language
understandable ta them,

Audit A systematic and independent examination of research
aclvities and documents to determine whether the review and
appioval activiies were conducled, data recorded and
accurately reported as per applicable guidefines and regulatory
requirements.,

Autonomy The ability and capacity of a rational individual to make an
independently informed decision to volunteer as a research
participant.

Bias The systematic tendency of any factors associated with the
design, conduct, analysis and evaluation of the results of a
clinical trial o make the estimate of a treatment effect deviate
fram its true valua.

Biomedical and health

research Raesearch including siudies on basic, applied and cperational
research designed primarily to increase the scientific
knowledge about diseases and conditions (physical or socio-
behavioural}, their detection, cause and evolving sirategies for
health promotion, prevention, or amelioration of disease and
rehabiltation including clinical research.

Beneficence To try to do good or an aclion 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

Caragivers A caregiver or care is an unpald of paid person who helps
ancther individual with flness or impairment with daily
activities/performance.

Case record report

Form (CRF) Case record form or case report form is & printed, optical or

electronic  document designed to record all the required
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mformation in the protocol on each siudy participant for
reporting to the sponsaor.

- Child's assant An agreement or expressed willingness of a minor o take part
in the research when a child cannot give full consent. Children
often can understand some, but not all parts of a study. Assent
is the child's way of saying that he/she agrees to take part in
the research to the degree that he/she understands it. It differs
from consent since consent is the permission given by a parent
or guardian to a child to take part in the research. Older
children or youth may give their own consent if they are mature
enough to completely or tofally understand the research, and
the consent or decision to participate is freely given with the
premise that they are given enough information to make a
choice and they understood the information provided to them.

Clinical research Research that directly involves a particular person or group of
people to sludy 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 A planned scienlific research or study among human
volunteers 1o determine the effects of freatment or diagnostic
test on their safety, efficacy, and its aeffect on quality of life. It is
also a systemalic study on pharmaceutical products in hurman
subjects (including patients and other valunteers) in order to
discover or verify the effects of andfor identify any adverse
reactions to investigalional products, andior to study the
absorption, distribution, metabolism, and excretion of the
products with the object of ascertaining their efficacy and
safety.

As per NDCT rules 2019 of the Drugs and Cosmetics Rules,
1845, a clinical trial refers to a systematic study of new drugs
in human subjects o generate data for discovering andior
verifying the clinicai,  phamacological  (including
pharmacedynamic and pharmacokinetic) and for adverse
effect with the objectives determining safety andior efficacy of
a new drug. The academic clinical Irial as per GSR 313 (e)
dated 18 March 2016 is a clinical trial intended for academic
purposes in respect of approved drug formulations for any new
indication or new roule of administration or new dose or new

dosage form,
Clinical trial

Registry An official platform for registering a clinical trial, such as clinical
Trial Registry-India (CTRI)
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Clinician A person with recognized medical qualification and expertise/

Cognitive impairment

Coarcion

Collaborative research

Compensation

Competence

Completed Study

Confidentiality

Conflict of interest (COI)

Contract Research

fraining

When a person has trouble remembering, learning new things,
concentrating, or making decisions that affect their everyday
life

An overt or implicit threal of harm fo a participant which is
intenticnal to force compliance

An umbrella term for methodologles that actively engage
researchers, communities and/ or policy makers in the
research process from start to finish

Paymant and/or medical care recelved or provided fo subjecls
injured in research. Payment received by the research
parlicipants may include reimbursement for lost eamings,
travel costs and other expenses incurred reimbursement for
lost earnings, travel costs and ofher expenses incumed as a
study pariicipant, as recompense for inconvenience and time
spent. It does not include remuneration for participating in the
Study.

Technicaily, a legal term, used to denole capacity to act on
one's own behalf, the ablity to understand information
presented, lo appreciate the consequences of acting (or not
acting) on that information, and to make a choice.

A study thal was accomplished according to the protocol and
where a final report of the study had been submitted and
approved,

The expectation from respondents and research participants
that data or information relayed or communicated are kept
secret. Also, the non-disclosure of IEC Iinformation and
documents fo other than an authorized individual

A conflict of interest arises when a memben(s) of the IEC holds
interests with respect to specific applications for review that
may jeopardize hisfher ability to provide free and independent
evaluation of the research focused on the protection of the
research participants. Conflict of interests may arise when an
IEC member has financial, material, institutional or social ties
fo the research. Potential conflicts of interest must be
described and managed as per policy,
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Organization (CRO) An institution or service organization which represenis a
sponsof in  providing research support/services on a
contractual basis nalionally or internationally.

Deviation/non-compliance/

violation Cocurs whenever the submilted and approved protocol is nol
compled with, to the letter, or as approved.

Diagnostic Procedure or technique used in the identification of a disease
or determination of the haalth status of an individual,

Direct bencfits Gain or advantage or good effect derived by a research
subject immediately or clogsely arising from the use of an
experimental substances or device. See also benefifs.

Disapproval A negative action of the IEC on the protocol, The study cannot
be implamented if it has been disapproved by the Committea.

Disclosure of data; The giving of informalion in cennection with proposed research
underiaking or the sharing of the results of the study especially
a5 they periain to the individuals or the family's health situation

Distributive justice Fair distribution of burden, resources and benefits. In research,
it means fair selection of participants

Ethicist One whose judgment on ethics and ethical codes is based on
knowledge/ experience through qualfication or training

Exploitation The action or fact of treating someone unfairly In order (o

benefit from their paricipation

Discontinuation’ Lost to follow up/

Termination The deed of terminafing participation in a clinical trial by &
research subject (dropout) earfier than the completion of all
protocol-required terms. In some case, the discontinuation may
be initiated by the investigator for a cause or inability to locate
o follow up subject or by the sponsor.

Document Hard copies of studies, proceedings, communications, that

include the Tollowing:

= Sfudy protocols and ralated documents (such as case report
forms, informed consent, diary forms, scientific documents,
report, records, axpert opinion or reviews);

« [EC documents (SOPs, meefing minutes, advice and
decisions);

+ Comespondence with expers, auditors, siudy parlicipants,
principal investigators, officials of the ICH or those of other
related institutions, agencies and committees; ar
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Drug:

Ethical clearance

Ethics review

Expedited approval

Expedited review

Full board review

Any other forms of communications such as printed or written
papars, hard copies, electronic mails (e-mail), faxes, audio or
video tapes, ale.

A substance used as medication or used in the diagnosis,
cure, mitigation, treatment or prevention of disease.

A certification that a research proposal has complied with
ethical requirements; action of an ethics or institutional review
commillee on a research protocol thal signifies approval and
permission to proceed with the research. See also approval

The evaluation of a research prolocol by an ethics review
committes to promote the safely and protection of the dignity
of human participants. This is a systemalic process by which
this independent committee evaluates a study protocol to
determine if it follows ethical and scientific standards for
carrying out biomedical research on human participants. It
checks if the protocol complies with the guidelines to ensure
that the dignity, rights, safety and well-being of research
participants are promoted.

An |EC approval granted only by the Chair of the IEC or a
designated board member (not the full Board) for minor
changes to current IEC-approved research activities and for
research which involves no more than minimal risk.

An ethics review of research protocol by the IEC chair or a
designated voting member or subgroup of voling members
rather than by the entire IEC. This is done for some research
invelving no more than minimal risk and maybe for minor
changes in approved research, annual renewals of approved
projects, approval of protocol amendments, research
conducting health record review, and for confirming changes
required by the athice committee for approval of the profocal.

Review of proposed research at a convened meeting at which
the quorum is fulfiled. For the research to be approved, it must
receive the approval of a majority of those members present at
the meeting.

Good clinical practice (GCP)

guidelines

An international ethical and scientific quality standards for
designing, conducting, recording and reporiing trials that
involve the participation of human subjects. compliance with
these standards provide public assurance that the rights,
safety, and well-being of trial subjects are protected, consistent
with the principles that have their origin in the International
Declaration of Helsinki. and that the clinical trial data are
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credible. These are standards and procedures for elinical trials
that encompass the design, protocol approval, monitoring,
termination, audit, analyses, reporling, and documentation of
human studies. Il defines the responsibilities and activities of
the sponsor, principal investigators and monitor involved in the
clinical ftrials. The GCP ensures that the studies are
scientifically and ethically sound, and all the clinical propertias
of the product under investigation are properly documented,

Guardian One who is legally responsible for the care and management
of the person or property of an incompetent person or a minor
or someone who can make imporiant personal decisions in
behalf of another person.

High-risk group Social group known to have a high prevalence of a health
problem because of shared environmental, occupational,
nutritional or genetic factors including practices that contribute
to ll-health.

Impartial witness A literate person, who is independent of the research and
would not be unfairdy influenced by people involved with the
study, who aftends 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 consultant  An expert who gives advice, comments and suggestions to the
EC and has no affiigtion to the insfitute or ressarchers
proposing the research protocols. This individual has no voting
power for decision making.

Inducement A motive or consideration thal leads one to action or to
additional or more effective actions without considering the
harm that may occur,

Informed consent

Document (ICD) Written signed and daled paper confirming a participant's
willingness to voluntarily participate in a paricular research,
after having been informed of all aspects of the research that
are relevant for the paricipant's decision to participate

Incapacity A person's mental status and means, inability to understand
information presented, to appreciale the consequences of
acting {or not acting) on that information, and to make a
chaoice, Oflen used as a synonym for incompetence,

Incompetence Technically, a legal term meaning inabfiity to manage one's
own affairs. Often used as a synonym for incapacity.



investigative study or permission to a medical intervention.
Consent must be freely given in verbal, video or written form.
An important part of the process is the adequacy,
appropriateness, and timeliness of the information for decision-
making. It is "a decision lo parficipale in research, taken by a
competent individual who has received the necessary
information; who has adequately understood the information:
and who, after considering the information, has arrived at a
decision without having been subjected to coercion, undue
influsnce or inducement, or intimidation.”

Informed Consent Document
of Informed Consent Form A written, signed, and dated form confirming a competent

Initial Review

Institutional Ethics
Committes or
Review Board

Investigator

participant's willingness to voluntarily participate in a particular
frial or research, after having been informed of all aspects that
are refevanl lo the paricipant's decision to participate and
given time to reflect on the decision.

A first time review of a new protocol for its technical
completeness and ethical considerations, This is usually done
by three fo five individual reviewers of a team in advance of the
full IEC meeting. Comments of the reviewers will be reported
to the full Board meeting.

Ethics review committee organized in a particular institution to
ensure thal health research is conducled according fo
international ethical principles, national and  institutional
guidefines. This is an independent body constituted of medical,
scaentific, and non-scientific members, whose responsibility it is
to ensure the protection of the rights, safety, and well-being of
human subjects involved in a frial by, among other things,
reviewing, approving, and providing continuing review of trial
protccol and of the methods and material to be used in
obfaining and documenting informed consent of the trial

subjects.

A person responsible for the conduct of the clinical trial at a
trigl site. If trial is conducted by a team of individuals at a trial
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Independent consultant  An expert who gives advice(s), comment(s) and suggestion{s)
upon review of the study protocols with no affiliation to the
= institule(s) or investigator(s) proposing the research proposal.
Indirect benefits An unintended or unlikely gain or advantage or good effect
from participating in a research.
= Informed consent The process of obtaining approval fo participate in an
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Justice

Lay person
science/health related

Legal expert

Legally acceptable
Representative (LAR)

Minimal risk

Minors

Manitor

site, the investigator is the responsible leader of the team and
be called the principal investigater. It is a person responsible
for the frial and for the rights, health and welfare of the
subjects in the frial, The investigator should have qualifications
and competence in accordance with local laws and regulations
as evidenced by an up-lo-date cumiculum vilae and other
credentiale. Decision relating to, and to provisions of, medical
or dental care must always be the responsibility of a clinically
competent person legally allowed to practice medicine or
dentistry. The investigator must be a qualified sclentist who
underiakes scientific and ethical responsibility, either on
hisfher behalf or on behalf of an organization, for the ethical
and scientific integrity of a research project al a specific site
group of sites. See principal investigalor

Pertains to faimess in the way people are dealt with, indicating
fair selection and distribution of benefits and risks 1o
participants who should be fully apprised about them.

A literale person who has not pursued a medical

career in the last 5 years and is aware of the local language,
cultural and moral values of the community.

A person with a basic degree In law from a recognized
university, with experience,

A person, under applicable law or judicial authority, who will
give consent on behall of a prospective participant who, for
either legal or medical reasons, is unable to give consent
herselffhimself fo participate in research or to undergo a
diagnostic, therapeutic or preventive procedure as per
resaarch prolocol

A risk s minimal where the probabifity and magnitude of harm
or discomfort anticipated in the proposed research are not
greater, in and of themselves, than those ordinarily
encounierad in daily life or during the performance of routine
physical or psychological examinations or tests. For example,
the risk of drawing a small amount of blood from a healthy
individual for research purposes is no greater than the risk of
doing so a5 pan of routine physical examination.

Person whe have not yet reached the age of majority, 18 years
old.

A person appointed by and responsible fo the sponsor or
confract research organization for menitoring and reporting
progress of the trial and for verification of data (WHO,
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Monitoring visit

More that minimal risk

Placabo

Primary reviewer

Principal investigator

Privacy

Guidelines for Good Clinical Practice for Trials of
Phamaceutical Products).

An action laken by the ICH-IEC or its representatives which
invalves going to a sludy site to assess how the principal
investigators and the institute are conducling researches,
taking care of paricipants, recording data and reporting thelr
observations, especially serious adverse events found during
the studies.

Occurs when the participants in the course of the research
would be exposed to more than a remote possibility of a
“substantial or prolonged pain, discomforl, distress® or
“clinically significant deterioration of a medical condition”

A substance that is not biologically active, does not interact
with other substances nor s it expected to affect the health
stalus of an individual, It is an inactive pill, Bquid, or powder
that has no Wreatment value. In clinical trial, experimental
reatments are often compared with placebos to assess the
expenmental treatment's effectivenass. In some studies, the
participants in the control group will receive a placebo instead
of an active drug or experimental treatmen.

A reviewer — member of the Institutional Ethics Committee 1o
whom s assigned the function of full review of a study protocol
and all submitted study materials with the aim of effecting a
thorough review of them. The primary reviewer presents
hisfher review of the study protocol at the convened IEC
meeting after which, discussion with other |IEC members is
made and finally, a vole for an action is taken.

The chief or person primarly responsicle for  the
implementation or a research project. See alsa invesfigalor.

The right or claim or state or ability or condition of an individual
or group or institution to conceal or seclude or hide thamselves
or information aboul themselves and thus reveal or expose
themselves seleclively. It is a conceptual space defining the
individeal's boundary as a person, intrusion of which is limited
by human rights and by law. It is right to determine when, how,
and o what extent information aboul someone s
communicated to others,

Effective Date:
05.12.2022
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Protocol A document which states the background, rationale, and

Protocol amendment

Protocol approval by
SpOnNsor

Protocol package or
protocol dossier

Quorum

Regulatory requirements

Rescue modication

Resaarch

objectives of the trial (investigation, research, study) and
describes its design. methodology, and organization including
statistical considerations and tha conditions under which it Is 1o
be perfermed and managed. The protocol should be dated and
signed by the Principal Investigator.

A written description of change(s) to, or formal clarification of a
protocol. See also amendment fo protocaol.

The affrmative action of the sponsor on the protocol
development when the technical and ethical reviewers have
finally approved all the changes of the protocol. This usually
act as the signal for the submission of the protocol and the
other required documents fo an IEC, national regulatory
authorilies and research sites as applicable. See also
approval

Frolocol plus accompanying communications, registration
forms and ether documents relevant to the protocol.

Number of members required to act on any motion presented
for action during a meeting. This is usually 5 selected
members with a mix of scientific and non scientific
backgrounds.

Necessary prerequisites for the approval and conduct of
clinical frial by a national regulatory authority. For example, for
pharmaceutical and biclogic products, it means oblaining a
‘permit for clinical investigational use” which is a “registration
document issued by the FDA for the purpose of allowing the
conduct of Phase |, Phase Il, and Phase Il clinical trials of
investigational biologic products in the country”.

Quick-relief or fast-acting medications or procedure used fo
immediately manage or relieve symptoms when they occur,

Crganized set of activities intended to generate data that are
generalizable inlo new knowledge, principle or technology.
Investigative work undertaken on a systematic and rigoraus
basis using quantitative and qualitative methods to generate
new knowledge.
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Research participants or
subjects

Research protocol

Risk

Risk factors

Scientific review
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An independent body (a review board or 3 commities,
institutional, regional, national, or supranational), constituted of
medical professionals and non-medical members, whose
responsibility is to ensure the protection of the rights, safaty
and well-being of human subjects involved in a trial and 1o
provide public assurance of that protection, by, among other
things, reviewing and approving/providing favorable opinion
on, the trial protocol, the suitability of the investigatar(s),
facilities, and the methods and material to be used in obtaining
and documenting informed consent of the irial subjects.

An individual who participates in a biomedical research project,
either as the direct recipient of an intervention (e.g., study
product or invasive procedure), as a control, or through
observation. The individual may be a healthy person who
velunteers to participate in the research, or a person with a
condition unrelated te the research carried out who volunteers
1o participate, or a person (usually a2 patient) whose condition
i relevant fo the use of the study product or questions being

investigated

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. Some of these considerations may
be provided in other documents referred to in the protocol. See
aizo profocal,

The probabiity of discomfort or harm or injury (physical,
psycheological, soclal, or economic) occurring as a result of
participation in & research study. Both the probability and
magnitude of possible harm may vary from minimal to
significant. Risks to research participants must be justified by
the anticipated

Varables or conditions that increase the risk or chances of
disease or infection; determinants of disease development.
See also risk

Also called technical review, is the evaluation of the research
pratocol to ascertain scientific soundness and appropriateness

of the objectives and design of the proposed study and the
qualifications of the researcher. See also lechnical review,
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Serlous adverse event The adverse event is SERIOUS and should be reported when

patient outcome is:

Desath - if the death is suspecled as being direct outcome of
tha adverse

event

Life-Threalening - if the patient was at substantial risk of dying
al the time of the adverse event or it is suspected that the use
or continued use of the product would result in the patient's
death

Hospitslization (inilal or profonged) - If admission to the
hespital or prolongation of a hospital stay results because of
the adverse event

Disabifity - if the adverse event resulted in a significant,
persistent, or permanent change, impaimment, damage or
distuption in the patient's body function/structure, physical
aclivities or quality of life

Congenital Anomaly - if there are suspicious that expasure to
@ medical product prior to conception or during pregnancy
resulted in an adverse outcome on the child

Fequires Intervention lo prevent permanent impaiment or
damage - Repor if you suspect that the use of a medical
product may result in a condition which requires medical or
surgical intervention 1o preclude permanent impairment or
damage 1o a patient

Side effect Undesired effect of a treatment which is either immediate or
long- term,

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

Sponsor An individual, a company, an institution or an organization
which take responsibility for the initiation, management and/or
financing of a clinical trial

Standard of care of

treatment Healthcare intervention or regimen that is generally accepted
by health practiioners and experts as beneficial o an
individual needing such care. Standard treaiment is the
treatment that is cumrently thought to be effective in medical
practice.

Suspected unexpected

serious adverse reaction A serious adverse reaction in research participants who were

given a drug,

{SUSAR) that may or may not be dose related, but are not expected or

anticipaled since these reactions are not consistent with the
current information about the medicinal product in question.
This may occur during clinical trials or clinical care.
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Standard Operating
Procedure (SOP)

Stigmatization

Surrogate
Technical review

Termination of research

Theologian

Therapeutic
Misconception

Trial-related expenses

i..lnnlun influsnca

Unexpected adverse
event

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

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

MNegative perceptions about an individual because of perceived
differences from the population at large. It may oceur on the
basis of physical appearance, race or sex

A substitute or deputy for another person in a specific role.

The process of examining, assessing or evaluating a research
protocal by lechnical experts, seasoned researchers,
stalisticians and other relevant specialist or authority to ensure
the scientific soundness and appropriateness of the objective
and design of the study and the qualifications of the
investigator(s). See scientific review.

Ending or discontinuing a research study before its scheduled
completion when the safety or benefit of the study participants
is doubtful or at risk,

A person who is an expert in the study of religious faith(s),
including the syslem of spirtuality, practice and experience
about the nature of the divine.

It Is & misconceplion by parlicipants believing that the purpose
of clinical trials/research study is to administer treatment rather
than to conduct research

Expenses incumed by the study participants related to their
participation in a research study such as transportation, meals,
loss af income.

An inappropriale power, pressure or control or domination
which may be mental, moral or physical that deprives a person
of freedom of judgment, choice and thus, substitutes ancther's
choice or desire in place of its cwn.

An adverse reaclion that has not been anticipated, nor
previously experience, or chsarved, and is not conskstent with

Effactiva Dale:
0512 2022
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the informed consent, information sheets or applicable product
information in the investigator's protocol or brochure, product
iformation in the investigator's protocol or brochure, product
or package inset or summary of product characleristic, See
giso adverse evant and seniows adverse avent

Voluntary Free of coercion, duress, or undue inducement; used in the
research context to refer to a subject's decision to participate
{or to conlinue to participate) in a research activity,

Vulnerability A substantial incapacity to profect one's own interest owing to
such mpediments as lack of capabilty to give informed
consant, lack of altemative means of ablaining medical care or
other expensive nacaessities, or being a junior or subordinate
membser a hierarchical group.

Vulnerable subjects/

participants/groups Individuals or groups of individuals whose willingness to
volunteer in @ clinical trial may be unduly influenced by the
expectation, whether justified or not, of benefits associated
with participation, or of & retaliatory response from senior
members of a hierarchy in case of refusal 1o participate.
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 profect their
own interests. These are also classes of individuats who have
characteristics that lessen their capacity to prolect their own
inferests or promote their own welfare; These are “persons
whose situation or characleristics may make them unable to
provide free and informed consent lo participate in research,
This group includes children, institutionalized persons, those
who have cognitive impairments, and those in a position of
inferiority”

Withdraw Decision of the subject or respondent or patient to discontinue
participating
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