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SOP 01/V7 IEC (KEMH, Mumbai)
Effective from 9" December 2024 Valid up to 8" December 2027

1. Purpose

The purpose of this Standard Operating Procedure (SOP) is to define the processes for writing,
reviewing, distributing, and amending SOPs of the Institutional Ethics Committee (IEC), Seth GS
Medical College and KEM Hospital, Mumbai. This SOP provides clear, unambiguous instructions so
that the related activities of the IEC are conducted in accordance with Indian laws and relevant,
National and International Guidelines. All SOPs will be updated regularly (at the interval of 3 years) or
earlier if there are major changes.

2. Scope
This SOP covers the procedures of writing, reviewing, distributing, and amending the all SOPs of the
all three Institutional Ethics Committees (IECs).

3. Responsibility

It is the responsibility of the Chairperson of the IEC to appoint a SOP Team to formulate the SOPs.
The SOP Team shall execute this by following the same procedures, format and coding system when
drafting or editing any SOP of any Institutional Ethics Committee.

3.1 Secretariat of the Institutional Ethics Committee will:

e Assist Chairperson to formulate an SOP Team

Coordinate activities of writing, reviewing, distributing, and amending SOPs

Maintain a file of all current SOPs along with the list of SOPs and archived passed SOPs

Ensure that all the IEC members and involved administrative staff have access to the SOPs
Ensure that all the IEC members and involved staff are working according to current version of
SOPs

Maintain a file of all past SOPs of the IEC

Assist in conducting SOP training programs and maintain file of training records of the IEC
members and secretariat.

3.2 Processing the request for revision of any SOP:

e Assess the request(s) for SOP revision in consultation with the Secretariat and Chairperson

e Propose new / modified SOPs as needed

e Select the format and coding system for SOPs

e Draft the SOP/modify SOP in consultation with the IEC members and involved administrative staff
¢ Review the draft SOP
[ )
3.
[ )
[ )

Submit the draft for approval to Chairperson
3 Chairperson of the IEC will:
Appoint one or more SOP Teams
Review and approve the SOPs with date and signature

4. Activity Table:

No. Activity Responsibility

1 | Identify the need for new or amending an existing Any member of IEC, secretariat, or

SOP administrative staff

2 | Appoint one or more SOP Teams Chairperson

3 | List all relevant SOPs SOP Team

4 | Design a format and layout SOP Team

5 | Write and review a new/revised SOP SOP Team

6 | Review by Consultation SOP Team

7 | Preparation and submission of final draft SOP Team

8 | Approve a new/revised SOP Chairperson

9 | Ensure implementation, and filing of all SOPs IEC members and Secretariat
10 | Manage current and archive superseded SOPs Administrative staff

5. Detailed instructions

5.1 Identify the need for new or amending an existing SOP

Any member of the IEC or Secretariat can put forth the request of revision if he/she notices any
inconsistency/ discrepancy / changed circumstances in health and regulatory scenario or any other
relevant scenario including institutional scenario. Also, any suggestions may be made to improve the
existing SOPs or requests to design an entirely new SOP. This can be done by using Revision of SOP

(Preparation of Standard Operating Procedures of IEC) SOPO01_Page 2 of 6



SOP 01/V7 IEC (KEMH, Mumbai)
Effective from 9" December 2024 Valid up to 8" December 2027

Form AX 04/SOP01/V7 This annexure form needs to be submitted to the IEC Chairperson for further
course of action.

The Chairperson will inform all the IEC members about this request in a regular full-board IEC
meeting. Once the IEC members agree to this request, an appropriate SOP team(s) will be appointed
by the Chairperson and designate the task to proceed with the revision process/ formulation process
of the new or amended SOP. The Chairperson will inform the person/ IEC member who made the
request for modification of the SOP in writing about the decision to modify SOP or create a new SOP.

In case there is a need for a minor amendment to an existing SOP before three years are completed,
an addendum will be made for the same after consultation with the chairperson. This addendum will
be displayed on the institutional website with the effective date. The addendum will be incorporated in
the next SOP update carried out after three years.

5.2 Appoint the SOP Team(s)

The Chairperson will constitute one or more SOP teams consisting of the Member Secretary and two
or more members of the any IEC who have a thorough understanding of the ethical review process.
The SOP writing team will carry out the subsequent steps. (5.3-5.7)

5.3 List all relevant SOPs

e Write down step by step all the procedures of the Institutional Ethics Committee
e Organize, allocate and name each process

5.4 Design a format and layout

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

Each annexure will be given a unique code number with the format AX pp/SOP xx/Vy. AX refers to
annexure form, pp is a two-digit number identifying the number of the annexure, while xx/Vy refers to
the SOP number and its version.

Each SOP will be prepared according to the standard template in AX 02/SOP01/V7 Each page of the
SOP will bear the header which will have the effective date. The SOP number will be on the right side
corner while the bottom of page will bear the page number as Page - of total pages. The first page of
each SOP document will be signed and dated as Prepared by, reviewed by, approved by and
accepted by the IEC members who have reviewed the SOPs and the IEC Chairperson and
subsequently the SOP will be implemented from that date.

5.5 Write and review a new/revised SOP

e |f an SOP supersedes a previous version, the previous SOP version will be indicated in the
Document History Form AX 03/SOP01/V7

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

5.6 Review by Consultation

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

5.7 Preparation and submission of final draft
o |EC Members will review the revised draft SOP at a special meeting or full board meeting.

e The suggestions that are agreed upon by the IEC members present at the special meeting or full
board meeting will be discussed and incorporated in the revised draft SOP and the final draft of
the SOP will be formulated.

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

(Preparation of Standard Operating Procedures of IEC) SOPO01_Page 3 of 6



SOP 01/V7

Effective from 9" December 2024

IEC (KEMH, Mumbai)
Valid up to 8" December 2027

5.8 Approve anew / revised SOP

e The final version will be presented to the Chairperson for review and approval.

e The authors, reviewers and the Chairperson sign and date the SOP on the first page of the SOP
document. This date of approval will be declared as the effective date.

5.9 Ensure Implementation and file all SOPs

e The approved SOPs will be implemented from the effective date and will be available on the
institutional website www.kem.edu

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

e One complete original set of current SOPs will be filed centrally in the SOP Master file, by the
Secretariat of the IEC in the office of Institutional Ethics Committee.

e When the revised version is implemented one copy of the superseded version will be filed
centrally in the file entitled ‘Past SOPs of the IEC’ by the Secretariat of the IEC in the IEC office.

e The Secretariat will review the SOPs at least once in every three years and record the dates of
review on the SOP Master file.

e As per the findings and opinion of the Secretariat, the Member-Secretary will inform the
Chairperson about the result of review process.

5.10 Manage current and archive superseded-SOPs

Old SOPs should be retained and archived in a file by the secretariat and kept in the IEC office.

6. Glossary
SOP Detailed, written instructions, in a certain format, describing activities and
(Standard actions undertaken by the IEC to achieve uniformity of the performance of a
Operating specific function.
Procedure) The aim of the SOPs and their accompanying checklists and forms is to simplify

the functioning, while maintaining high standards of Good Clinical Practice.

IEC members

Individuals serving as regular members of the Institutional Ethics Committee.
The Board has been constituted in accordance with the IEC membership
requirements set forth in New Drug and Clinical Trial approval regulations 2019
dated 19 March 2019 GSR-227-E and ICMR 2017.

SOP Team

A Team of members selected from the Institutional Ethics Committee including
the Member Secretary and at least two more members who oversee the
creation, preparation, review and periodic revision of the Institutional Ethics
Committee SOPs.

Master SOP
files

An official collection of the Standard Operating Procedures (SOPs) of
Institutional Ethics Committee accessible to all staff, IEC/ members, auditors
and government inspectors as a paper copy with an official stamp and the
signature of either member secretary/ chairperson of the IEC on the first and
the last page of the SOP booklet. Photocopies made from these official paper
versions of the SOP cannot be considered official.

Past SOPs of
the IEC

A collection of previous official versions of a SOPs and relevant information
regarding changes and all preplanned deviations.

Effective date

The date of approval of the SOPs signed and dated by the Institutional Ethics
Committee- Chairperson and subsequently the SOP is implemented from that
date.

7. Annexure

Annexure 1
Annexure 2
Annexure 3
Annexure 4

(Preparation of Standard Operating Procedures of IEC)

AX 01/SOP 01/V7
AX 02/SOP 01/ V7
AX 03/SOP01/ V7
AX 04/SOP01/ V7

List of SOPs of IEC

Template for Standard Operating Procedures
Document History of the SOP

Request for Formulation of a new SOP/ Revision of an
SOP
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Annexure 1
AX 01/SOP 01/ V7
List of SOPs of Institutional Ethics Committee

Valid up to 8" December 2027

Sr. | SOP Title of the Standard Operating Procedures (SOPs) SOP Code
No. | No
1. 1 Preparation of Standard Operating Procedures (SOPs) for Institutional Ethics | SOP 01/V7
Committee (IEC)
2. 2 Constituting Institutional Ethics Committee SOP 02/V7
3. 3 Confidentiality / Conflict of Interest Agreements SOP 03/V7
4, 4 Selection and Responsibilities of Subject Expert SOP 04/V7
5. 5-A Management of Initial Protocol Submissions SOP 05/V7
6. 5-B Full Board Review of Submitted Protocol SOP 05-A/V7
7. 5-C Expedited Review SOP 05-B/V7
8. 5-D Exemption from the Ethics Review for Research Projects SOP 05-C/V7
9. 5-E Review of Resubmitted Protocols SOP 05-D/V7
10. | 6 Review of Amended protocol/ Protocol related documents SOP 06/V7
11. | 7 Continuing Review of Study Protocols SOP 07/V7
12. | 8 Review of Study Completion Reports SOP 08/V7
13. | 9 Management of Premature Termination / Suspension / Discontinuation of the | SOP 09/V7
study / Withdrawal of study before site initiation
14. | 10 Protocol Deviation/Violation SOP 10/V7
15. | 11-A Constituting SAE Subcommittee SOP 11-AIV7
16. | 11-B Review of Serious Adverse Events (SAE) Reports and Suspected/ SOP 11-B/V7
Unexpected Adverse Events (UAE)
17. | 12 Site Monitoring Visit SOP 12/V7
18. | 13 Agenda Preparation, Meeting Procedures and Recording of Minutes SOP 13/V7
19. | 14 Conduct of Emergency Meeting SOP 14/V7
20. | 15 Maintenance of Active Project Files SOP 15/V7
21. | 16 Archiving, retrieving and disposal of documents SOP 16/V7
22, | 17 Responding to Research Participant’s Grievance or Complaint SOP 17/V7
23. | 18 Management of complaints by investigators SOP 18/V7
24, | 19 Request for Waiver of Written Informed Consent SOP 19/V7
25. | 20 Reviewing proposals involving vulnerable Populations SOP 20/V7
26. | 21 Common Ethics Review of Multicentre Research SOP 21/V7
27. | 22 management of initial protocol submission during epidemics/ SOP 22/V7
lockdown periods
28. | 23 Emergency or Compassionate of drugs SOP 23/V7
29. | 24 Review of Case Report or Case Series SOP 24/V7
30. | 25 Audio Visual (AV) recording of Informed Consent Process SOP 25/V7
Annexure 2
AX 02/SOP 01/V7
Template for Standard Operating Procedures
SOP Code : SOP xx/Vy IEC (KEMH, Mumbai)

Effective date : aa bb cccc

Valid up to

Title: Title which is self-explanatory and easily understood

SOP Code :

SOP xx/Vy

Prepared by
Signature with date

Reviewed by
Signature with date

Approved by
Signature with date

Accepted by

XXXX
Chairperson, IEC-I, I, llI

IEC-, 11, 1l

(Preparation of Standard Operating Procedures of IEC)
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SOP 01/V7 IEC (KEMH, Mumbai)
Effective from 9" December 2024 Valid up to 8" December 2027

Main Text:

1. Purpose: Summarizes and explains the objectives of the procedure.

2. Scope: States the range of activities that the SOP applies to.

3. Responsibility: Refers to person(s) assigned to perform the activities involved in the SOP
4

Activity Table: Simplifies the procedures in step-by-step sequence and states clearly the
responsible person(s) or position for each activity

5. Detailed instructions: Describe procedures step by step in short and clear phrases or
sentences. Split a long sentence into shorter ones.

6. Glossary: Clarifies uncommon or ambiguous words or phases by explanation.

7. Annexure: Documents that explain further or clarify complex descriptions. “Description-by-

example” is always recommended to avoid difficult texts which may be hard to understand.

Annexure 3
AX 03/SOP 01/V7
Document History of the SOP

Details of superseded SOP

Name of the team of Version Effective date Describe the main change
authors (dd-mm-yyyy)
Annexure 4

AX 04/SOP 01/V7
Request for Formulation of new SOP/ Revision of an SOP
This form is to be completed by any member whenever a problem or a deficiency in an SOP is
identified and maintained with the SOP until an authorized replacement is in place.
SOP xxlyy
Title: |
Details of problems or deficiency in the existing SOP

Need to formulate an entirely new SOP (i.e. SOP not existing previously)

Identified by: Date (DD/MM/YYYY):

Discussed in Institutional Ethics Committee Meeting held on:-

SOP revision required: [] Yes [ ] No

Action required:

[ ] New SOP to be formulated [ ] SOP to be deleted [ ] SOP to be amended [ ] No
action to be taken [_] Any other (Please specify):

If no action to be taken, please state reasons

If action recommended: SOP team:

[1] Member-Secretary: [4]
[2] 9]
Date -SOP finalized in special / full board
meeting:

Date -Final SOP approved by chairperson
declared as effective date

Chairperson, IEC-I Chairperson, IEC-I Chairperson, IEC-III
Signature with date Signature with date Signature with date

(Preparation of Standard Operating Procedures of IEC) SOPO01_Page 6 of 6
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SOP 02/V7 IEC (KEMH, Mumbai)
Effective from 9" December 2024 Valid up to 8" December 2027

1. Purpose

This Standard Operating Procedure (SOP) describes the Terms of References (TOR), which provide
the framework for constitution, responsibilities, and activities of the all three Institutional Ethics
Committees (IECs)

2. Scope

The SOP applies to all activities performed by the all Institutional Ethics Committees.

3. Responsibility

It is the responsibility of all Institutional Ethics Committee members and the Secretariat to read,
understand, follow and respect the SOPs.

4. Activity Table:

No. Activity Responsibility
1. Ethical basis Institutional Ethics Committees (IECs)
2. Composition of the Institutional Ethics Head of the Institute, Chairperson, IEC
Committee Members and Secretariat
3. Membership requirements Head of the Institute, Chairperson
4. Tenure of Membership Chairperson, IEC Members and Secretariat
5. Policy statement of the institution & Head of the Institute
Appointment of new members
6. Resignation and disqualification of members | IEC Members and Secretariat
7. Conditions of appointment IEC Members and Secretariat
8. Training of the IEC Members in Research IEC Chairperson / Member Secretary
Ethics
9. Hierarchy IEC
10. Selection and appointment of Chairperson, Head of the Institute
Member Secretary, Joint Member Secretary
11. IEC staff Member Secretary
12. Role of IEC members IEC
13. Quorum requirements IEC Members and Secretariat
14. Honorarium to the Members/ subject | IEC
experts
15. Responsibilities of IEC HOI, IEC
16. Evaluation of IEC/Chairperson/Member | HOI, IEC
Secretary/Members
17. Prepare an annual activity report of the IEC | IEC Secretariat
for submission to the Head of the Institute

5. Detailed Instructions
5.1 Ethical basis

o ‘Institutional Ethics Committee’ (IEC) first established in 1987, is an institutional IEC of Seth G. S.
medical College and K.E.M. Hospital. The IEC will review scientific and ethical aspects of all types
of research studies involving human participants; sponsored by pharmaceutical companies,
sponsored by Government of India and all dissertation projects (postgraduate students :MD, MS,
MCh, DM, DNB, PhD, MSc, MPTh, MOTh, Nursing), research projects of undergraduate students
(Indian Council for Medical research studentship) and investigator initiated research studies which
are self funded, funded by others (societies, or any other body treated as extramural) those funded
by intramural funding bodies of KEM Hospital.

e All IECs will function independently without any interference in the review and decision making
process from the Head of the Institute and respective administrative department of the Institute.

Constituting Institutional Ethics Committee
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SOP 02/V7 IEC (KEMH, Mumbai)
Effective from 9" December 2024 Valid up to 8" December 2027

Institutional Ethics Committee will have three committees, Institutional Ethics Committee (IEC) - I, 1l
and Ill.

i) Those research protocols which fulfill the definition of clinical trial and academic clinical trial
as per NDCT Rules 2019 (GSR 227-E) will be managed by the committee registered with
CLA.

ii) Those research protocols which fulfill the definition of Biomedical and Health Research as
per NDCT Rules 2019 (GSR 227-E) will be managed by the committee registered with
DHR.

The committees which are registered with CDSCO will be able to review regulatory clinical trials.

The committees will consist of members who collectively have the qualifications and experience to
review and evaluate the scientific, medical and ethical aspects of research projects involving human
participants.

In evaluating protocols and ethical issues, the IECs will be aware of the diversity of laws, culture
and practices governing research and medical practices in various countries around the world and
especially in India. The IECs also will periodically update themselves on new guidelines and
regulations (national and international).

Each IEC will be informed, as appropriate, by other IEC approving other trial sites and researchers
of the impact of the research it has approved. The IEC is guided in its reflection, advice and
decision by the ethical principles expressed in Declaration of Helsinki latest revision 2013, Brazil.

It makes further reference to the International Ethical Guidelines for e.g.: The Nuremberg Code
(1945), Belmont Report (1979), The Council for International Organizations of Medical Sciences
(ClOMS)International Ethical Guidelines for Biomedical Research Involving Human Subjects
(Geneva 2002), and the European Convention on Human rights and Biomedicine (1997).

All IECs will work according to its established Standard Operating Procedures based on the
Operational Guidelines for IEC that review Biomedical Research (WHO, 2000), International
Conference on Harmonization-Good Clinical Practices (ICH-GCP) Guidelines (1996 & amendments
2016), New Drugs and Clinical Trials, Rules 2019, Indian GCP guidelines ( 2000) and National
Ethical Guidelines for Biomedical Research on Human Participants by ICMR (2017), National
Ethical Guidelines for Biomedical Research Involving Children ICMR 2017 and any guidelines
issued by Government of India / ICMR/ DCI during epidemics/pandemics ( National Guidelines for
Ethics Committees Reviewing Biomedical & Health Research During Covid-19 Pandemic), and 75"
WMA General Assembly, Helsinki, Finland, Oct 2024.

The mandate will be
a. To ensure the protection of the rights, safety and wellbeing of human participants involved in
a research project.

b. Provide public assurance of that protection.

The IEC is established and will function in accordance with the relevant national law and
regulations in force from time to time.

The IEC will review only those projects which are carried out in this institution by the staff members
and students of the institution.

The IEC will also review projects which are carried out by institutional members in collaboration with
other national or international institutions.

5.2 Composition of the Institutional Ethics Committee

The IEC will be established by the Head of the Institution (HOI) refer Annexure 1 (AX 01/SOP 02/
V7) organizational chart of institution.

The IEC will be multidisciplinary and multi-sectoral in composition.

The IEC will be composed of at least 7 and a maximum of 15 members. At least 50% of its
members will be non-affiliated to the institute. The members should be a mix of medical and non-
medical, scientific and non-scientific persons including lay persons to represent the different points
of view.

The members will have differing backgrounds as this would promote complete and adequate review
of research activities commonly conducted at Seth GS Medical College and KEM Hospital.

The IEC will have representation that is varied in terms of gender, age and social background.
Constituting Institutional Ethics Committee
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SOP 02/V7 IEC (KEMH, Mumbai)
Effective from 9" December 2024 Valid up to 8" December 2027

The Composition shall be as follows:

v" Chairperson (who will be a member not- affiliated to the institution)

v" One Member Secretary (affiliated with the Institute)

v" One Joint Member Secretary (appointed if necessary)

v" One or more persons from basic medical science area

¥v' One or more clinicians from various institutes

v" One legal expert or retired judge

v" One philosopher, ethicist or theologian, independent social scientist/ representative of non-
governmental agency

v" One or more lay persons from community

v" One woman member

The IEC will share the expertise of the IEC members with each other as per the needs of research
study.

The IEC may invite member(s) of specific patient groups or other special interest groups for an IEC
meeting (if required, based on the requirement of research area, e.g. HIV AIDS, genetic disorders,
stem cell research etc.) for eliciting their views. Such individuals will have to sign confidentiality
agreement (AX 05/SOP 03/V7) and declare in writing, conflicts of interest, if any prior to attending
the meeting. They will attend the meeting in the capacity of ‘Observer’ and will not have right to
vote.

5.3 Membership requirements

The Head of the Institute (HOI) is responsible for appointing new committee members.

The Chairperson and IEC members can suggest names of potential members but the final decision
will remain with the HOI.

Members will be selected in their personal capacities based on their interest, ethical and/or
scientific knowledge and expertise, as well as on their commitment and willingness to volunteer the
necessary time and effort for the IEC work.

Members must disclose in writing any interest or involvement-financial, professional or otherwise- in
a project or proposal under consideration (Refer to AX 01/SOP 03/V7andAX 02/SOP
03/V7Confidentiality / Conflict of Interest Agreements).

The IEC will decide the extent to which members that might have a conflict of interest may
participate in bringing out an advice/decision (Refer to AX 01/SOP 03/vV7and AX 02/SOP
03/V7Confidentiality / Conflict of Interest Agreements). Members will be required to sign a
confidentiality agreement at the start of their term. (Refer to SOP AX 01/SOP 03/V7 and AX
02/SOP 03/V7Confidentiality / Conflict of Interest Agreements)

5.4 Tenure of Membership.

The tenure of Institutional Ethics Committee members will be for a continuous period of three (3)
years from the date of appointment. In case a member is inducted in place of a resigned /
disqualified member his / her tenure may be less than three years.

The IEC secretariat will initiate the process of filling up the forthcoming vacancies 3-6 months prior
to the end of tenure of a member. The Chairperson will recommend names of individuals to the
HOI. The HOI will select and appoint a member for the new tenure from the list provided by the IEC
or otherwise. The retiring member will be eligible to be appointed for the new tenure maximum two
times in continuation in the same IEC board.

5.5 Policy statement of the institution & appointment of new members

a) Policy statement of the institution

The policy statement of the institution will be issued by the head of institution (under whose authority it
is governed) during new tenure and constitution of the IEC Annexure 2 (AX 02/SOP 02/V7)

b) Appointment of new members

i)

The IEC members will be appointed by the HOI. New members will be appointed under the
following circumstances:

1. When a member completes his/ her tenure.
2. If amember resigns before the tenure is completed.
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3. If amember ceases to be a member for any reason including death or disqualification.
4. To fulfill the membership requirements as per 5.2 and 5.3 of this SOP.
i)  New members will be identified by the Chairperson according to the Section 5.2 and Section 5.3 of
this SOP. If the potential member fulfills the conditions of appointment as defined in 5.8 of this SOP.

The concerned member will be invited to the IEC via email through IEC / HOI. The new member will
convey his / her acceptance via email / hard copy (Annexure 7 AX07/SOP02/V7). Subsequently he
/ she will be appointed on IEC by the HOI. The names of new members to be appointed may be
suggested by the IEC members and the Chairperson to the Head of the Institution HOI. The final
decision regarding appointment of members will be taken by the HOI.

5.6 Reconstitution policy of IEC:

The IEC will get reconstituted at a three yearly interval (when the tenure of the maximum number of
members ends). At the time of reconstitution with the approval of the existing chairperson and HOI,
attempts would be made to retain the maximum number of existing eligible members as per section 5.4;
Minimum of 20% - 30% of the total members will be permitted to continue their tenure which meets the
criteria as per section 5.4. The remaining members will be newly inducted to the IEC. IEC would
always prefer to retain experienced and trained IEC members.

5.7 Resignation and Disqualification of Members.

e Resignation: An IEC member may resign from membership by submitting a letter of resignation to
the Chairperson. The member may or may not assign reasons for resignation.

e A member desirous of resigning from the Ethics Committee is required to give at least two months’
notice before the resignation becomes effective.

e The resignation letter will be addressed to the Dean of the institution and shall be submitted to the
IEC office. The notice period shall begin from the date it is received in the IEC office.

o After the receipt of the letter, the IEC secretariat will issue an acknowledgment of receipt to the
concerned member and shall put up the resignation letter to the Member- Secretary and/ or
Chairperson.

e The Member- Secretary under the orders of the Chairperson shall forward the letter to the Dean
within a period of 10 days from the receipt of the resignation letter with appropriate remarks/
recommendations: may be accepted/ may not be accepted citing reasons/ decision may be
deferred citing reasons/ any other appropriate remark or recommendation citing reasons.

e The Chairperson in consultation with the Member- Secretary, is at liberty to waive the mandatory
notice period and state so in the recommendation to the Dean

e The Chairperson, in consultation with the Member- Secretary shall take appropriate steps to
recommend another member in place of the resigning member with due appointment from the HOI
so that the composition of the IEC continues to be in compliance with the applicable regulations and
SOPs.

o If a Member- Secretary desires to resign from the post of Member- Secretary, the notice period
shall be for a minimum period of 3 months. The rest of the procedure will be the same

e A Member- Secretary can opt for resigning from the post of Member- Secretary while continuing in
the post of Member of the IEC

o |If the Chairperson decides to recommend to the Dean the acceptance of resignation of the
Member- Secretary, he/ she may simultaneously recommend to the Dean that any affiliated
member of the IEC may be appointed as the Member- Secretary

e The Member- Secretary who has submitted the letter of resignation, shall continue to work as and
dispose of the responsibilities of the Member- Secretary till the time the resignation is accepted by
the Dean and the Member- Secretary is relieved of the responsibilities by the Chairperson of the
Institutional Ethics Committee-1. If the Member secretary is willing to continue as member of the
board , such decision will be taken by the Head of the institution.

e Once the resignation given to IEC by MS the same person should not be preferably appointed as
MS in future.

In consultation with the Member- Secretary, the IEC Board shall decide whether the resignation letter

needs to be submitted by a member or Member Secretary (MS) to the Chairperson and Chairperson

needs to inform to the Head of the Institute and initiate procedure for the next appointment or vacancy.

In the interim period, Chairperson / IEC board will appoint the acting Member Secretary and he /she will

take charge till the appointment of next Member Secretary.

Constituting Institutional Ethics Committee

SOP 02_Page 5 of 22



SOP 02/V7 IEC (KEMH, Mumbai)
Effective from 9" December 2024 Valid up to 8" December 2027

MS should give notice 3 months prior to resignation to the appointing officer, (The Dean). In the
meantime, till the new successor takes over, the prior MS will continue on the post or the Joint Member
Secretary will take over temporarily as MS.

Disqualification for conduct unbecoming of an IEC member: A member may be disqualified from
continuance should IEC determine by a three-fourth majority specifically called for the purpose that
the member’s conduct has been unbecoming of an IEC member.

(i)

(ii)

(iii)

(iv)

The process will be initiated if IEC Chairperson or Member-secretary receives a
communication in writing (provided by IEC member or a member of the public) alleging
misconduct by a member.

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

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

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

Disqualification for not attending IEC meetings: A member may be disqualified from IEC
membership if the member fails to attend more than 3 regular consecutive IEC meetings without
prior intimation. The process conducted will be as follows:

0)
(if)
(iii)

(iv)

The member-secretary will inform Chairperson, in writing, if a member has not attended more
than three consecutive regular meetings of the IEC.

The Chairperson will initiate the process of review of membership of such a member by
including the matter in the Agenda of the next regular IEC meeting

A written communication will be sent to the concerned IEC member informing him/ her that the
issue of disqualification would be discussed at the meeting inviting the member to be present
at the meeting to put up his/ her case. Alternately, the concerned IEC member will be allowed
to state his/ her arguments regarding unauthorized absence in writing by a letter addressed to
the Chairperson.

The matter will be discussed and reviewed at the IEC meeting. The concerned member will be
provided adequate opportunity to represent his/ her case. A written communication, if received
from the concerned member will be read and reviewed at the meeting.

The Chairperson or Member-Secretary will inform the IEC members about the cessation of
membership by a confidential written communication to other members of IEC or at the next
meeting of IEC.

5.8 Conditions of appointment

Members and subject expert will be appointed to the IEC if they accept the following conditions.
Willingness to publicize his/her full name, profession, and affiliation.

Willingness 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.

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

5.9 Training of the IEC Members in Research Ethics

An individual selected as a new member of the IEC will be required to undergo training in research
ethics and applicable ethical guidelines. Member-secretary or an IEC member will provide an
introductory training to the new member

It is mandatory for the new member to attend at least two meetings (offline) as an ‘Observer’ before
being inducted as a member of the IEC.
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All IEC members should undergo refresher courses in Good Clinical Practice (GCP) annually and
IEC will maintain a record for pre and post training assessment sheets and resource material
utilized for training.

The IEC Member Secretary, member, Chairperson will be encouraged to receive continued training
by participating in a workshop, conference and/ or retraining program related to research ethics, as
a delegate, faculty, facilitator, etc. at least once every year.

The IEC may sponsor or reimburse the expenses of an IEC member or prospective members for
attending conference, continuing education session workshop and/ or training program etc.

5.10 Hierarchy

There will be one Chairperson, one Member Secretary. A Joint Member Secretary may be
appointed amongst the members if necessary.

The Chairperson will be the head of the committee.

The Member Secretary and the Joint Member Secretary (whenever applicable) will be the guardian
of all documents and funds in the possession of the committee.

Other IEC members will be members defined as per the composition and will have equal ranking.
The Chairperson will be appointed by the Head of the Institute,

The Member-secretary, Joint Member-Secretary (if necessary) will be elected by and from amongst
the IEC members for 3 years term. These may be re-elected any number of times. Should they
resign or be disqualified, the IEC members will elect a replacement for another term.

5.11 Chairperson

The Chairperson will be appointed by the Head of the Institute,

The Chairperson will not be affiliated to the institution.

The Chairperson will be accountable for independent and efficient functioning of the committee

The Chairperson will be responsible for conducting committee meetings, and will lead all
discussions and deliberations pertinent to the review of research proposals.

The Chairperson will ensure active participation of all members (particularly non-affiliated, non-
medical/ non-technical) in all discussions and deliberations

The Chairperson will ratify minutes of the previous meetings

The Chairperson will preside over all elections and administrative and financial matters pertinent to
the committee’s functions. The Chairperson will represent the IEC at various meetings and forums.
Seek COI declaration from members and ensure quorum and fair decision making.

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

The Chairperson will sign documents and communications related to IEC functioning.

The Chairperson will delegate his/ her responsibilities to appropriate individuals in accordance with
IEC SOPs.

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

5.12 Secretariat

(1]
(2]
(3]
[4]

v

The Secretariat will be composed of the IEC Member Secretary, Joint Member Secretary (where
applicable), the General Manager and other administrative supporting staff.

The Member Secretary and the Joint Member Secretary (appointed if necessary) will be elected
by and from among the committee members.

The administrative staff of the Secretariat will be appointed by the IEC and they will be supervised
by the Member Secretaries (Refer Annexure 3 AX03/SOP2/V7)

The Secretariat shall have the following functions.

Functions of the Member secretary

e Toreceive research proposals
e To organize an effective and efficient tracking procedure for each proposal received.
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e To prepare, maintain and distribute of study files.

e To schedule and organize IEC meetings

e To assess the need for expedited review/ exemption from review or full review.

e To assess the need to obtain prior scientific review, invite independent consultant, patient or
community representatives

e To ensure quorum during the meeting and record discussions and decisions

e To prepare and maintain meeting agenda and minutes.

e To maintain IEC documentations and to archive them.

e To sign documents and communications related to IEC functioning.

¢ To communicate with the IEC members and applicants/ investigators.

e To notify the Principal Investigator regarding IEC decisions related to the submitted research
proposal.

e To arrange for training of personnel and IEC members.

e To organize the preparations, review, revision and distribution of SOPs and guidelines.

e To provide necessary administrative support for IEC related activities to the Chairperson.

To prepare for and respond to audits and inspections

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

e Toreceive fees and issue official receipts for the same.

e To delegate various responsibilities to appropriate and authorized individuals

e To ensure adherence of IEC functioning as per SOPs

Functions of the Joint Member Secretary (whenever appointed)

e The Joint Member Secretary will assist the Member Secretary in all the activities as required for
smooth functioning of the IEC.

e The Joint Member Secretary will perform the same functions of Member Secretary in his/her
absence.

Functions of the IEC Administrators

e To support the Member Secretary in executing functions of the IEC.
e To perform any other functions as instructed by Member Secretary/ Chairperson.

5.13 Roles and Responsibilities of IEC members

To attend IEC Meetings and participate in discussions and deliberations so that appropriate
decisions can be arrived.

To review, discuss and consider research Proposals submitted for evaluation.

To monitor Serious Adverse Event reports and recommend appropriate action(s)

To review the progress reports and monitor ongoing studies as appropriate.

To evaluate final reports and outcomes.

To review clinical trial agreement, Insurance policy and informed consent document specifically by
the legal expert of the IEC.

To maintain confidentiality of the documents and deliberations of IEC meetings.

To declare any conflict of interest.

To sign the Confidentiality / Conflict of Interest Agreements regarding meeting, deliberations,
applications, information on research participation, and related matters.

To participate in continuing education activities in biomedical ethics and biomedical research.

To provide information and documents related to training obtained in biomedical ethics and
biomedical research to the IEC secretariat

To provide an updated CV when requested by the IEC secretariat

To carry out the work delegated by the Chairperson, Member-secretary and Jt. Member-secretary.
To assist the Chairperson, Member-secretary and Jt. Member-secretary in carrying out IEC work as
per SOPs

To add disqualification and debar criteria

5.13.1 Roles and Responsibilities of IEC member appointed as Basic Medical Scientist:

To attend IEC meetings and participate in discussions and deliberations so that appropriate
decisions can be arrived.
To review, discuss and consider research Proposals submitted for evaluation.
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Scientific and ethical review with special emphasis on the intervention, benefit-risk analysis,
research design, methodology and statistics, continuing review process, SAE, protocol deviation,
progress and completion report

To monitor Serious Adverse Event reports and recommend appropriate action(s). For clinical trials,
pharmacologist to review the drug safety and pharmacodynamics.

To review the progress reports and monitor ongoing studies as appropriate.

To evaluate final reports and outcomes.

To Review medical care, facility and appropriateness of the principal investigator, provision for
Medical care, management and compensation.

Thorough review of protocol, investigators brochure (if applicable) and all other protocol details and
submitted documents.

To perform the task of site monitoring.

To maintain confidentiality of the documents and deliberations of IEC meetings.

To declare any conflict of interest.

To sign the Confidentiality/Conflict of Interest Agreements regarding meeting, deliberations,
applications, information on research participation, and related matters.

To participate in continuing education activities in biomedical ethics and biomedical research.

To provide information and documents related to training obtained in biomedical ethics and
biomedical research to the IEC secretariat.

To provide an updated CV when requested for by the IEC secretariat.

To carry out the work delegated by Chairperson and Member-secretary.

To assist Chairperson and Member-secretary in carrying out IEC work as per SOPs.

5.13.2 Roles and Responsibilities of IEC member appointed as Clinician:

To attend IEC meetings and participate in discussions and deliberations so that appropriate
decisions can be arrived at.

To review, discuss and consider research Proposals submitted for evaluation. Scientific review of
protocols including review of the intervention, benefit-risk analysis, research design, methodology,
sample size, site of study and statistics

To monitor protocol deviation and violation reports and recommend appropriate action(s).

To monitor Serious Adverse Event reports and recommend appropriate action(s).

To review the progress reports and monitor ongoing studies as appropriate.

To evaluate final reports and outcomes.

To Review medical care, facility and appropriateness of the principal investigator, provision for
Medical care, management and compensation.

Thorough review of protocol, investigators brochure (if applicable) and all other protocol details and
submitted documents.

To perform the task of site monitoring.

To maintain confidentiality of the documents and deliberations of IEC meetings.

To declare any conflict of interest.

To sign the Confidentiality/Conflict of Interest Agreements regarding meeting, deliberations,
applications, information on research participation, and related matters.

To participate in continuing education activities in biomedical ethics and biomedical research.

To provide information and documents related to training obtained in biomedical ethics and
biomedical research to the IEC secretariat.

To provide an updated CV when requested for by the IEC secretariat.

To carry out the work delegated by Chairperson and Member-secretary.

To assist Chairperson and Member-secretary in carrying out IEC work as per SOPs.

5.13.3 Roles and Responsibilities of IEC member appointed as Social scientist:

To attend IEC meetings and participate in discussions and deliberations so that appropriate
decisions can be arrived at.

To review, discuss and consider research Proposals submitted for evaluation.

Ethical review of the proposal, ICD along with the translations, to assess impact on community
involvement, socio—cultural context, religious or philosophical context, if any. To serve as a
patient/participant/ societal / community representative and bring in ethical and societal concerns.
To monitor Serious Adverse Event reports and recommend appropriate action(s).

To review the progress reports and monitor ongoing studies as appropriate.
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To evaluate final reports and outcomes.

To Review medical care, facility and appropriateness of the principal investigator, provision for
Medical care, management and compensation.

Thorough review of protocol, investigators brochure (if applicable) and all other protocol details and
submitted documents.

To perform the task of site monitoring.

To maintain confidentiality of the documents and deliberations of IEC meetings.

To declare any conflict of interest.

To sign the Confidentiality/Conflict of Interest Agreements regarding meeting, deliberations,
applications, information on research participation, and related matters.

To participate in continuing education activities in biomedical ethics and biomedical research.

To provide information and documents related to training obtained in biomedical ethics and
biomedical research to the IEC secretariat.

To provide an updated CV when requested for by the IEC secretariat.

To carry out the work delegated by Chairperson and Member-secretary.

To assist Chairperson and Member-secretary in carrying out IEC work as per SOPs.

5.13.4 Roles and Responsibilities of IEC member appointed as Legal Expert:

To attend IEC meetings and participate in discussions and deliberations so that appropriate
decisions can be arrived at.

To review, discuss and consider research Proposals submitted for evaluation.

Ethical review of the proposal, ICD along with translations, MoU, Clinical Trial Agreement (CTA),
regulatory approval, insurance document, other site approvals, researcher’s undertaking, protocol
specific other permissions, such as, stem cell committee for stem cell research, HMSC for
international collaboration, compliance with guidelines etc.

Interpret and inform EC members about new regulations if any.

To monitor Serious Adverse Event reports and recommend appropriate action(s).

To review the progress reports and monitor ongoing studies as appropriate.

To evaluate final reports and outcomes.

To Review medical care, facility and appropriateness of the principal investigator, provision for
Medical care, management and compensation.

Thorough review of protocol, investigators brochure (if applicable) and all other protocol details and
submitted documents.

To perform the task of site monitoring.

To maintain confidentiality of the documents and deliberations of IEC meetings.

To declare any conflict of interest.

To sign the Confidentiality/Conflict of Interest Agreements regarding meeting, deliberations,
applications, information on research participation, and related matters.

To participate in continuing education activities in biomedical ethics and biomedical research.

To provide information and documents related to training obtained in biomedical ethics and
biomedical research to the IEC secretariat.

To provide an updated CV when requested for by the IEC secretariat.

To carry out the work delegated by Chairperson and Member-secretary.

To assist Chairperson and Member-secretary in carrying out IEC work as per SOPs.

5.13.5 Roles and Responsibilities of IEC member appointed as Lay person:

To attend IEC meetings and participate in discussions and deliberations so that appropriate
decisions can be arrived at.

To review, discuss and consider research Proposals submitted for evaluation.

Ethical review of the proposal, ICD along with the translations, to assess impact on community
involvement, socio—cultural context, religious or philosophical context, if any. To serve as a
patient/participant/ societal / community representative and bring in ethical and societal concerns.
To monitor Serious Adverse Event reports and recommend appropriate action(s).

To review the progress reports and monitor ongoing studies as appropriate.

To evaluate final reports and outcomes.

To Review medical care, facility and appropriateness of the principal investigator, provision for
Medical care, management and compensation.
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Thorough review of protocol, investigators brochure (if applicable) and all other protocol details and
submitted documents.

To perform the task of site monitoring.

To maintain confidentiality of the documents and deliberations of IEC meetings.

To declare any conflict of interest.

To sign the Confidentiality/Conflict of Interest Agreements regarding meeting, deliberations,
applications, information on research participation, and related matters.

To participate in continuing education activities in biomedical ethics and biomedical research.

To provide information and documents related to training obtained in biomedical ethics and
biomedical research to the IEC secretariat.

To provide an updated CV when requested for by the IEC secretariat.

To carry out the work delegated by Chairperson and Member-secretary.

To assist Chairperson and Member-secretary in carrying out IEC work as per SOPs.

5.13.6 All the duties mentioned in the section 5.11 to 5.13.5 will be considered as Term of Reference

(TOR) while appointing the IEC members.

5.14 Quorum Requirements

The full board meeting will be held as scheduled provided there is quorum.

a) For the regulatory and academic clinical trials, a quorum will consist of at least 5 members; one
basic medical scientist (preferably one pharmacologist), one clinician, one legal expert, one
social scientist/representatives of non-governmental voluntary
agency/Philosopher/ethicist/theologian or a similar person, one Lay person from the
community). The quorum for reviewing regulatory clinical trials should be in accordance with
current CDSCO requirements.

b) For Biomedical and Health Research (BHR) A minimum of five members present in the
meeting room, The quorum should include both medical, non-medical or technical or/and non-
technical members.* Minimum one non-affiliated member should be part of the quorum,
Preferably the lay person should be part of the quorum.

*Medical members are clinicians with appropriate medical qualifications. Technical members
are persons with qualifications related to a particular branch in which the study is conducted,
for example social sciences.

¢) No decision is valid without fulfillment of the quorum.

5.15 Honorarium to the Members subject experts if invited

Reimbursement of traveling expense, honorarium for attending the IEC meetings and /or honoraria
may be given to the IEC members/ office bearers/ subject experts if invited for meeting and any
other person authorized by the IEC.

5.16 Responsibilities of the Institutional Ethics Committee

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

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

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

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

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

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

5.17 Assessment of IEC Member

The Committee will carry out periodic self-assessment using the ‘Assessment of Ethics Committee
by the IEC member (AX05/SOP 02/ V7) and Self-assessment form for individual IEC members
(AX06/SOP 02/ V7).

Constituting Institutional Ethics Committee

SOP 02_Page 11 of 22



SOP 02/V7
Effective from 9" December 2024

IEC (KEMH, Mumbai)
Valid up to 8" December 2027

e All members will fill these above two annexures at six monthly intervals. The chairperson will finally
confirm and sign the annexures of all the members. The findings of these annexures will be
presented by the member secretary in the subsequent full board meeting.

e The corrective and preventive actions (as required) will be discussed in the full board meeting and
will be implemented accordingly as out line below:

e Policy statement: A CAPA is written to identify a discrepancy or problem in the self-evaluation of
ethics committee members, note the root cause of the identified problem, identify the corrective
action taken to prevent recurrence of the problem, and document that the corrective action has
resolved the problem.

e Procedure -

o

The problems related to evaluation of members must be brought to notice by member
secretary/chairperson.

The Chairperson will form a team of 3 members.

The team formed will evaluate the magnitude of the problem and potential impact of the issue
on the overall functioning of Ethics Committee

Describe the reason for the issue and identify the root cause of the problem.

Describe the procedures implemented to resolve the problem. Mention the time period required
for its resolution.

Describe the preventive actions taken or planned.

After the corrective procedures are implemented, evaluation of the procedures must be made
after due course and submitted by 3 membered team to Chairperson.

The problems related to evaluation of members, procedures implemented to resolve the
problem and the corrective and preventive action will be discussed with permission of
chairperson in full board.

The documentation with respect to problems related to evaluation of members, procedures
implemented to resolve the problem and the corrective and preventive action will be maintained
in separate administrative file named ‘Corrective and Preventive Action’.

5.18 Prepare an annual activity report of the IEC for submission to the Head of the Institute
e The IEC Secretariat will make a yearly activity report for submission to the Head of the Institute
which will include the following elements:

a. A quantitative evaluation of the activities of the committee in a year
b. The list of the proposals reviewed in a year
c. Status of each study proposal

6. Glossary

Confidentiality

Prevention of disclosure, to other than authorized individuals, of IEC/
information and documents

IEC

Institutional Ethics Committee is an independent body whose responsibilities
are to ensure the protection of the rights, safety and well-being of human
participants involved in a clinical trial (at sites which do not have EC/EC not
functional as per New Drugs and Clinical Trial Rules, 2019 and to provide
public assurance of that protection).

Subject expert

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

Corrective and | Actions taken to collect information and identify a problem, determine root

Preventive Action | cause, identify and implement a corrective and/or preventive action to

(CAPA) Plan: prevent further recurrence.

Root Cause: Factor that caused a nonconformance and should be permanently eliminated
through process improvement.

Root Cause | Is a class of problem-solving methods used to identify the root causes of

Analysis: problems or events.

Corrective Action:

Immediate action to a problem that has already occurred or has been
identified.

Preventive Action:

Taken to eliminate the root cause of a potential problem including the
detection/identification of problems.

Constituting Institutional Ethics Committee

SOP 02_Page 12 of 22



SOP 02/V7 IEC (KEMH, Mumbai)
Effective from 9" December 2024 Valid up to 8" December 2027

7. Annexure
Annexure 1 AX 01/SOP 02/ V7 Organizational Chart of the Institution

Annexure 2 AX 02/SOP 02/V7 Policy statement of the institution
Annexure 3 AX 03/SOP 02/ V7 IEC Administrative staff: Working rules
Annexure 4 AX04/SOP02/ V7 Finances Related to Ethics Committee Activities and Functioning
Annexure 5 AX05/SOP 02/ V7 Assessment of Ethics Committee by the IEC Members
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Annexure 1

AX 01/SOP 02/V7
Organizational Chart of the Institution

Municipal Corporation of Greater Mumbai

Municipal Mayor

Commissioner
i

Additional Municipal Corporation

\:

\ Standing Committee, Public Health Committee

¢ Dean ¢

- . - Joint Chief Personnel Officer.
Committees:_Institutional Ethics Administrative Officer.
Committee(IEC), I, 11& 111 Office Superintendent
Academic Committee, Animal Ethics Committee, Staff
Society, Research Society, Medical Education Cell, Women /

Development Cell, Poor Box Charity Fund, Diamond
Jubilee Society Trust, Department Development Fund

v v v

Administrative Staff
(College and Hospital)

Deputy Deans/Assistant Matron Head of Clinical and Non-
Deans clinical
\/ / \
Para clinical and other Nursing
Staff Staff Administrative Staff of the Faculty, Postgraduate/
Department Underaraduate Student
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Annexure 2

AX 02/SOP 02/V7
Policy statement of the institution
(On Letter head of HOI)

Date:

Name of the ethics committee making this resolution
Registration number

NABH registration

Tenure of committees

Terms of resolution

The mandate will be:

a. To ensure the protection of the rights, safety and well-being of human subjects involved in a
research project.

b. To provide public assurance of that protection.

c. To function independently without any interference in the review and decision-making process from
the Head of the Institute and administrative department of the Institute.

d. The IEC shall adhere to existing applicable rules & regulation for its formation and functioning which
includes the registration of IECs, criteria for selection, tenure, resignation, schedule of meeting,
reporting to regulatory authority and other administrative process.

e. The IEC at present follow International Conference on Harmonisation — Good Clinical Practices
(ICH-GCP) Guidelines (1996), Indian GCP guidelines (2001), New Drugs and Clinical Trials Rules,
2019 (NDCTR-2019) Declaration of Helsinki and the prevailing amendments from time to time),
Ethical Guidelines for Biomedical Research on Human Participants by ICMR (2017)

f.  The IEC will review scientific and ethical aspects any human research project in our institute and
also assist the sponsors of such projects, the participants participating in them, the relevant
statutory authorities, and the society at large.

g. The Committees will consist of members who collectively have the qualifications and experience to
review and evaluate the scientific, medical and ethical aspects of a proposed research project. The
terms of reference regarding appointment of members and schedule of meetings will be as
described in the SOPs formulated by the IECs.

The list of members who will serve on the IEC with effect from are as follows:

Dr. XxXxx Dr. xxxx

Dean, Seth GSMC and KEMH, Academic Dean, Seth GSMC and KEMH,

Parel, Mumbai, Maharashtra, India. Parel, Mumbai, Maharashtra, India.

Date: XXXXXX Date: xxxx

[1]

(2]

Annexure 3
AX 03/SOP 02/V7
The IEC Administrative Staff: Working Rules
The hierarchy of the administrative staff will be as follows:

General Manager who will overall look after the management of all three IECs and under him/her
will be one deputy Manager each for IEC. For each IEC committees, there will be one executive
assistant to Member secretary working under deputy Manager. One separate executive assistant
will be appointed for the SAE Sub-committee. Two attendants will work for all three committees as
well as SAE subcommittee, each one will be supervised by Deputy Manager. All these
administrative staff will help the IEC Chairperson and Member Secretary in executing functions of
the IEC. Additional staff may be appointed and duties assigned as and when deemed necessary
by the IEC. The eligibility criteria for new staff to be appointed will be laid down depending on the
required job profile. The decisions regarding need for appointment, eligibility criteria, job profile
and remuneration will be taken by the IEC members attending a regular IEC meeting and will be
recorded in minutes.

The administrative staff will be appointed by conducting formal interviews (to be conducted by 2 to
3 members of the IEC, designated by the Chairperson and one teaching staff
(Professor/Associate Professor / Assistant Professor) of the institution who is not affiliated to IEC).

Constituting Institutional Ethics Committee
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(3]

[4]

[5]

Permission of the Diamond Jubilee Society Trust (DJST) which manages the accounts shall be
sought every time a new administrative staff member is to be appointed.

The terms and conditions of the appointment shall be as follows:

The appointment will be on temporary basis. A monthly stipend will be given.
The amount of stipend will be decided by the IEC members. Since the posts are not Municipal
Corporation of Greater Mumbai (MCGM) posts, the municipal service rules will not apply to them.
The appointed staff will not get benefit of municipal employees. They will not get any preferential
treatment and will not have right to the posts advertised by MCGM.

Duties of the General Manager:

Overall management of the IECs (IEC-I, IEC-II, IEC-IlIl and SAE Subcommittee).

Supervising the duties of the deputy Managers.

Supervising the duties of Executive assistant to Member secretary.

Attending the meetings of all three committees as well as SAE subcommittee.

Maintain the attendance chart as well as an effective report of all the administrative staff monthly.
Managing the financial expenditure of all three committees as well as SAE subcommittee and
maintaining the details of the account and communication regarding the same with the DJST.

All communication to the investigators in case of change in any policy of IEC.

All correspondence (as per regulatory requirements) to the regulatory authorities in regards to
protocol review, SAE/ compensation issue, registration / re-registration process etc.

Overall co-ordination of the activities related to audits/registrations /accreditations /recognitions
with national and international bodies.

Confirming about the completion of the archival procedures.

Issuing permission of retrieval of archived documents along with the Chairperson

Confirmation that all the data (hard copy and soft copy) are maintained and are up to date.
Managing the SOPs of the IEC, its revision as well as uploading the recent approved SOP on the
institutional website as and when needed.

Interacting with the investigators in regards to financial queries & administrative queries.

Assisting the Chairperson/Member Secretary to reply any inquiry put forth by the regulatory
authority/investigator/any person.

Conducting self-assessment of IECs periodically with the member secretary and/or member/s of
IEC

A yearly activity report for submission to the Head of the Institute which includes:

a) A quantitative evaluation of the activities of the committee’s in a year

b) The list of the proposals reviewed in a year with status of each study proposal

Performance of other duties assigned by the IECs as per SOPs.

Duties of the Deputy Manager/s:

Correspondence with the IEC members and external experts

Correspondence with the investigators (soft and hard copies).

Arranging the IEC meetings

Assisting in preparing agenda and minutes of the IEC meetings

Answering queries of the investigators

Filing study related documents

Archiving and maintaining the study files

Getting work done from the Executive assistants to Member Secretary.

Keeping a track that all the soft data/soft copies are in place and complete.

Analysis of the data if assigned by the Chairperson/Member Secretary/Committee member.
Co-ordination of the activities related to audits/registrations /accreditations /recognitions.
Assisting in revision of the SOPs of the IEC, as well as uploading the recent approved SOP on the
institutional website as and when needed.

Performance of other duties assigned by the Chairperson/Member Secretary/General Manager.

Duties of the Executive Assistant/s to Member Secretary:
Receiving all research proposals (hard copy as well as soft copy)
Numbering the proposals.

Forwarding all proposals to committee members for review.

Constituting Institutional Ethics Committee
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Establishing time limits for receipt of reviewers’ comments.

Preparation of agenda for all committee meetings.

Inviting experts from relevant therapeutic areas to the scheduled meetings.

Notification of review outcome to investigators of research proposals.

Preparation and circulation of minutes (within 14 working days of the meeting).

Reviewing project related correspondence submitted by the investigators to the IEC.

Retention and safekeeping of all records and documentation.

Updating of the soft copies and the soft data entry.

Sending the reminder letters, if any.

Co-ordination of the activities related to audits/registrations /accreditations /recognitions with
national and international bodies.

Performance of other duties assigned by the Chairperson/Member Secretary/General
Manager/Deputy Manager.

Duties of the (SAE) Executive Assistant/s:

Receiving all SAE/CIOMS/SUSAR reports of ongoing studies.

Forwarding all these documents to the Member Secretary/ subcommittee members for review.
Establishing time limits for receipt of reviewers’ comments.

Preparation of agenda for all SAE sub-committee meetings.

Inviting experts from relevant therapeutic areas to the scheduled meetings if required.
Notification of review outcome to investigators.

Preparation and circulation of SAE sub-committee minutes (within 7 days of the meeting).
Retention and safekeeping of all records and documentation.

Updating of the soft copies and the soft data entry.

Sending the reminder letters, if any.

Performance of other duties assigned by the Chairperson/Member Secretary/General
Manager/Deputy Manager.

Duties of the office assistant:

Assisting the secretariat in arranging the IEC meetings

Dispatching sets of study documents to IEC members and external experts

Receiving the study related documents from and dispatching the IEC letters to the investigators
Filing study related documents

Archiving and maintaining the study files

Correspondence with the IEC members and external experts

Performance of other duties assigned by the Chairperson/Member Secretary/General
Manager/Deputy Manager/Executive assistants.

Duties of the office Attendant:
Assistance in making arrangements for IEC meetings
filing papers
purchasing stationary, Xeroxing documents
dispatching papers / projects to investigators and IEC members inside and outside institutions
withdrawing cash/ cheques from bank
cleaning IEC office
Any other work assigned by Chairperson, Member secretary, Members and administrative staff.

[10] The administrative staff will report to the Chairperson and/or Member Secretary.

[11] The office timing for the General Manager will be Monday to Friday 09.30 am to 4.30 pm and

Saturday 9.30 am to 1.00 pm, for the Deputy Manager and executive assistants will be Monday to
Friday 9.30 am to 5.00 pm and Saturday 9.30 am to 1.30 pm. The timing for Office Attendant will
be Monday to Friday 9.00 am to 5.00 pm and Saturday 9.00 am to 1.30 pm.

[12] The staff (if the contract person remains in the contract for several years) will avail 7 casual leaves

and 8 medical leave in 180 days by making an application. The number of leaves granted in 180
days cannot be accumulated or carried forward to next tenure. A new staff member will be
allowed to avail 6 casual leave in 180 days. Leave applications will be maintained in the personal
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file of the staff members. The decision regarding granting a long leave to the staff will be taken at
a regular IEC meeting by the IEC members.

[13] The pay revision will be made according to the recommendations of the IEC and DJST pay
structure. The recommendations regarding pay revisions will be discussed at a regular IEC
meeting and will be recorded in minutes. The final decision regarding pay revision and leaves
applicable will be taken by the Diamond Jubilee Society Trust, Seth G.S. Medical College and
KEM Hospital which looks after the accounts of the IEC.

[14] The duration of the contract will be 6 months, the personnel will be given a day break in contract
service before the completion of the 180th day and not on the 180th day. Breaks in contract which
will be LWP and there will be no reimbursement in the form of ex-gratia for the breaks in a
year. Trust/ Association/ Hospital reserves the right to terminate the services at its discretion
without assigning any reason. (A NOTICE PERIOD OF 30 DAYS MAY BE PROVIDED),

[15] The contract shall stand terminated automatically on the expiry of the term (duration) of the
contract OR on sooner determination thereof by the Hospital / Trust / Association,

[16} The administrative staff will not receive any benefit of services such as PF, pension, gratuity,
medical allowances, seniority, promotion, etc.

[17] The contract stands terminated on the date of completion of 58 years

Annexure 4
AX04/SOP02/V7
Finances Related to Ethics Committee Activities and Functioning

1. Ethics Committee Review Fees
Institutional Ethics Committee (IEC)shall charge an application fee for review of research projects. The
Institute shall not charge an EC application fee.

1.1) Fee Structure:

a. The funds of the IEC are maintained in the Diamond Jubilee Society Trust (DJST) account,
PAN no. AABTS5336G.

b. Payment should be done to DJST’s Bank of Maharashtra only. DJST has strictly prohibited IEC
transactions to their SBI account.

c. The protocol review processing fees for all type of studies will always be accepted through
cheque / online.

d. If any transaction made by mistake to SBI, IEC will not be responsible for consequences.

e. No cash payment will be entertained. Don’t pay cash via bank also.

f.  For non-sponsored projects, detailed screen shot for payment details need to submitted to IEC
and if required to DJST for cross verification (transaction ID/Reference no. etc..)

g. Transaction details (screen shot)

h. The protocol review processing fees of all types of projects will be taken by online only through
following details:

Name of Account: Seth GS Medical College & KEM Hospital, Diamond Jubilee society
Trust

Account No: 60236880148

Account Type: Saving

Name of Bank: Bank of Maharashtra, Branch Parel

Add of Bank: Vikas Apartment, Dr. Ambedkar Road, Parel, Mumbai, 400012.

IFSC Code: MAHB0000079

MICR Code: 400014011

PAN No: AABTS5336G

i. For sponsored projects fees, please note the following requirements:

v" The sponsored projects fees will be accepted by cheque / demand draft/NEFT which will
include the TDS, drawn in the name of ‘Diamond Jubilee Society Trust, Seth G. S. Medical
College& KEM Hospital’.

v" Please note a letter from sponsor is required (on sponsors letterhead) mentioning the
following details: Gross amount, TDS amount deducted and the net amount to be paid as
IEC review processing fees.
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Payer / remitter’s reference no.

Payer PAN number

Beneficiary details

Payment date

Trans currency

Payment method

Transaction reference number

Net amount

TDS

Bl|O|® N0 W N=

0. Gross amount

v' Please note if sponsor / investigator is not deducting any TDS then they have to provide a
letter stating that no TDS has been deducted and actual fees of i.e. Rs. 85,000/- is being

paid.

j-  TDS certificate should be provided quarterly.
k. Protocol review processing fees:

Project Types Initial review Periodic review Annual review
processing fees in INR | processing fees in INR processing fees in
Six monthly Review INR
Gross Net Gross Net Gross Net
amount Amount amount Amount amount Amount
Less 10% Less 10% Less 10%
TDS TDS TDS
1 | Pharmaceuticals | 94,445/- 85,000.50/- | 11,112/- 10,000.80/- | 22,223/- 20,000.70/-
sponsored Less Less Less
project 9,444.50/- 1,111.20/- 2,222.30/-
2 | Government 11,112/- 10,000.80/- | 2778/- 2,500.20/- | 5,556/- 5,000.40/-
sponsored Less Less Less
projects 1,111.20/- 277.80/- 555.60/-
3 | Thesis / | Rs. 1,500/- NA NA NA NA
Dissertation
4 | Al academic | Rs. 2,500/- NA NA NA NA
non- sponsored
projects
(Including DNB,
DM, Nursing,
PhD Research)
5 | Funded studies Budget ranging from NA NA NA NA
5,00,000/- to 25,00,000/-
IEC charge- Rs. 10,000/-
per project
Above 25 lakhs for every
5,00,000/- in addition —
charges are Rs.1,000/- +
TDS 10%)

1) Initial submission process will be completed subject fulfilment of above payment and submission of
all mandatory documents.

2) No continuation review reports will be entertained without processing fees. Study coordinators
should follow deadlines strictly.

3) Processing fees will increase by 5% for each year in the month of March.

4) For international transaction as per DJST Rule

5) Budget Preparation:
The Committee review fee should be incorporated in budgets or payment of pharmaceutical or
government sponsored studies.

a. Deposits and Accounting:
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The trust maintains the funds various committees of the institute. The DJST shall maintain deposit
records according to policy of DJST. Annual compiled data related to finance of IEC (account

statement) shall be shared by DJST twice in a year.
b. Memorandum of Understanding:

A Memorandum of Understanding will be drafted and revised from time to time between the IEC,
Diamond Jubilee Society Trust and the Institute regarding the roles and responsibilities and

financial arrangements of the establishing authorities and the trust.

c. Expenditure: The expenditure will be made from DJST account towards following points-

a) Staff salary
b) Stationary expenses

¢) Maintenance of IEC facility for e.g. repair work, construction, pest control, fire proofing,

computers, printers etc.

d) Making resources available for office for e.g. purchase of computers, printers, scanners etc.
e) Paying fixed honorarium to external members of Rs. 1500/- for each meeting attended and for

site monitoring visit.
f) SOP, GCP and regulatory training programs organized by IEC.

g) IEC members who present papers on research ethics and representing institute IEC in

national/international conference.

h) Fees related to audits/registrations /accreditations /recognitions and annual review fees.

Annexure 5
AXO05/SOP 02/ V7

Assessment of Ethics Committee by the Ethics Committee Members

SECTION I: ORGANIZATIONAL ASPECTS

Sr. | ltems Yes No Comments
No (If any)
1. | Is the IEC established under the highest authority of the Institute i.e. Head

of Institute and availability of documented evidence to support it?
2. | Does the IEC have a documented policy to ensure its independency in

functioning and decision making?
3. | Does the IEC have documented evidence to confirm appointment of

Chairperson and all IEC members by Head of Institute?
4. | Does the IEC have a policy for signing Confidentiality Agreement for all

members at time of appointment and documented evidence to support it?

SECTION Il: MEMBERSHIP, QUALIFICATION AND TRAINING

Sr. | Items Yes No Comments
No (If any)
1. | Does the current membership of IEC comply to quorum requirements as

per applicable rules and regulations?
2. | Does IEC maintain updated educational records (i.e) Curriculum Vitae,

GCP Training Certificate, Medical registration certificate or any other

supporting documents etc.) of all members?
3. | Are all members of IEC trained on the SOPs on joining the IEC &

subsequently as and when necessary?

SECTION Ill: CONFLICT OF INTEREST

Sr. | Items Yes No Comments
No (If any)
1. | Does the IEC have a policy for disclosure of conflict of interest for members

of the research team?
2. | Does IEC ask all members to declare written conflict of interest at time of

appointment?
3. | Does IEC Chairperson ask all members to declare written conflict of

interest for study projects to be discussed at start of every meeting?
4. | Do the minutes reflect that members were asked whether they had a

conflict of interest regarding any of the protocols to be discussed and
indicate that such members did not participate in the decision making
process of the relevant protocols?
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Sr. | ltems Yes No Comments

No (If any)

1. | Are the New study projects submitted to IEC as per the checklist provided
in IEC SOPs

2. | Do the IEC members receive protocol and other study related documents
(initial dossier) either as soft copy or hard copy in an adequate time frame
prior to IEC meeting?

3. | Does the IEC review the investigator’s qualification and experience in
clinical trials to conduct the study and check his/her ICH-GCP training
records?

4. | Does the IEC review adequacy of study team including the supporting staff
and facilities available to conduct the study at the site?

5. | Does the IEC perform the risk benefits assessment, evaluate the benefit
against risks involved to the human subjects while participating in the
research project?

6. | Does IEC review Clinical Trial Agreement including study budget for every
clinical trial?

7. | Does the IEC consider whether the study sponsor/Pl has adequate
insurance to cover treatment of injury related to the study?

8. | Does IEC review English and other vernacular informed consent
documents for adequate information provided to study participants?

9. | Does IEC confirm the presence of 24 hr contact details of Investigator in
case of emergency and contact details of IEC in the Informed Consent
Documents for research participants to raise any issue related to their
rights, safety and integrity?

10. | Does the IEC ensure information on management and compensation of
study related injury or death occurred during study periods in Informed
Consent Documents?

11. | Does the IEC follow IEC SOP regarding the decisions for approval or
disapproval for the study are made?

12. | Does the IEC follow IEC SOP for communicating the decision regarding
the study to the investigator?

13. | Does the IEC ensure approval from regulatory body before issuing final
IEC approval letter to Principal Investigator?

14. | Does the IEC mention approval duration and timeline for submission of
periodic study reports in IEC approval letter?

15. | Does the IEC ensure final CTRI registration of Clinical trial which includes
the name of PI, Site and IEC before enrollment of first subject at site?

16. | Does the IEC follow SOPs for reviewing research projects involving
vulnerable participants and request Independent subject expert opinion if
required?

17. | Does the IEC follow IEC SOP that lists conditions requiring wavier of ICF?

SECTION V: AGENDA AND MINUTES OF MEETING

Sr. | Items Yes No Comments

No (If any)

1. | Does the member secretary of IEC circulate agenda prior to Full board
meeting as per timeline mentioned in SOPs to all members?

2. | Is the Required Quorum as per regulations met for all Full Board meeting
conducted by IEC?

3. | Do the Minutes cover all required deliberations mentioned in the agenda of
the meeting and are the minutes of the meeting being circulated among all
members for review and approval?

SECTION VI: ONGOING REVIEW OF PROJECTS
| sr. | Items | Yes | No | Comments
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No (If any)
1. | Does the IEC review continuing review reports and study completion report
submitted by Principal Investigator in Full Board meeting?
2. | Does the IEC ensure submission of safety updates i.e. list of adverse event
occurred at site along with continuing review report?
3. | Does the IEC review Protocol deviation/Violation or non compliance
submitted by PI?
4. | Does the IEC take required action against the investigator in case of
violation, deviation, non compliance or in condition where patient safety
has been compromised which has been identified during continuing review
process?
5. | Does IEC provide an approval letter to Pl after reviewing continuing
review application form submitted by PI1?
SECTION VII: REVIEW OF SERIOUS ADVERSE EVENTS
Sr. | Items Yes No Comments
No (If any)
1. | Does the IEC follow strict timelines with regard to SAE Analysis (Initial and
FU Review), Compensation Calculation and reporting to the licensing
authority within the stipulated time?
2. | Does the IEC check whether compensation is paid to patient and whether
amount is verified by IEC?
3. | Does the IEC verify whether adequate medical care is provided for
serious adverse events as per applicable rules and regulations?
SECTION VIII: PERIODIC MONITORING
Sr. | ltems Yes No Comments
No (If any)
1. | Does the IEC periodically monitor ongoing research project as per
procedures defined in IEC SOPs?
2. | Are the Monitoring reports discussed in Full Board meeting and does the
IEC communicate the follow up with the PI for closure of action items
including preventive and corrective actions?
SECTION IX: RESEARCH PARTICIPANT’S RIGHTS & RESPONSIBILITIES
Sr. | Items Yes No Comments
No (If any)
Does the IEC ensure display of research participants rights and
responsibilities at research sites and IEC office?
Does the IEC have a mechanism whereby enrolled research participants
can file complaints or direct concerns regarding research participant’s
rights, safety and well being?
SECTION X: STORAGE AND ARCHIVAL
Sr. | ltems Yes No Comments
No (If any)
Does the IEC store one hard copy and one soft copy of all initial documents
and protocol amendments submitted to IEC of ongoing research projects in
a secure and protected place?
Does the IEC archive documents (1 soft copy and 1 Hard copy) for at least
3 years from date of study closeout/ termination?
SECTION Xl : RESOURCES
Sr. | Items Yes No Comments
No (If any)

Does the IEC have its own yearly budget including budget
for training of administrative staff and IEC members?

Does the IEC have Full time administrative staff to manage
administrative function on day to day basis?
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Does the IEC have resources/infrastructure i.e. Separate
Office room, access to a meeting room, computer and
printer, documents storage areas etc.?

Period of Assessment by IEC member From to

Name, signature and date of Assessment by IEC member:

Presented in Full Board Meeting dated

Chairperson, Sign and Date

Annexure 6
AX06/SOP02/V7
Self-Assessment Form for Members
1. Name of the person who is evaluated:
2. Number of Meeting attended out of total meetings: [ ]/[]
3. Number of protocol reviewed as primary reviewer for full board meeting: []/[]
4. Number of initial protocol expedited: [ ]/[ ]
5. Completion of required checklist: (Study Assessment form, Informed Consent Assessment Toolkit
Project Risk Benefit Assessment) Yes: [ ] No: []
6. Attendance at training sessions organized by IEC: [_]/[]
7. Number of training sessions conducted by you: []
8. Preparedness for meetings: (Make tick () in the column)
Poor: [ ] Need to improve [ ] Good: [ ] Very Good [ ] Excellent[ ]
9. Contribution to IEC meetings: (Make tick (V) in the column)
Poor: [ ] Need to improve [ ] Good: [ | Very Good [ ] Excellent[ ]
10. Quality of Reviews: (Make tick (V) in the column)
Poor: [ ] Need to improve [ ] Good: [ ] Very Good [ ] Excellent[ ]
11. Communication with IEC staff: (Make tick () in the column)
Poor: [ ] Need to improve [ ] Good: [ ] Very Good [ ] Excellent[ ]
12. Have you attended site monitoring - Yes: [_] No: [_]if yes No of site monitoring [ ]

Period of Assessment by IEC member From to

Name, signature and date of Assessment by IEC member:

Presented in Full Board Meeting dated

Chairperson, Sign and Date

Annexure 7
AX 7/SOP 02/V7
Template for Acceptance letter of IEC member
Date: XXXXXXXXXXXXX
To,
XXXXXXXX,
Dean / Head of the institute,
Seth GSMC & KEMH,
Pare, Mumbai.

Ref: Email dated XXXXXXXX.
Sub: Consent to be a member of Institutional Ethics Committee-I.

Sir / Madam,

In response to your letter stated above, | give my consent to become a Member of IEC for the tenure
xxxxx to xxxxx. | shall regularly participate in the IEC meetings to review and give my unbiased opinion
regarding the ethical issues. | shall not keep any literature or study related documents with me after the
discussion and final review. | shall maintain all the research project related information confidential and
shall not reveal the same to anybody other than project related personnel.

Thanking you,

Yours Sincerely,

XXXXXX,
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Title:

Confidentiality / Conflict of Interest Agreements

SOP Code:

SOP 03/V7 dated 19" November 2024

Prepared by
Signature with date

Reviewed by
Signature with date

Approved by
Signature with date

Accepted by

gl

r. Raakhi Tripathi,
Member Secretary,
IEC-I

)

2

— )81

Dr. Nithya Gogtay,

AS

N\

Dr. Manju Sengar

—

Jt. Member Secretary, | Chairperson, IEC-I IEC-I
IEC-I
q]l’f'w
I o
\‘tlo'i-
& .
Dr. Sunil Kuyare
Dr. Vyankatesh Chairperson, IEC-II
Shivane,
Member, IEC-I

\em
b 24

"

Dr. M. G. Karmarkar
Chairperson, IEC-III

IEC-III

(Confidentiality/ Conflict of Interest Agreement)
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1. Purpose
The purpose of this SOP is to describe the process to identify and manage confidentiality / conflict of
interest among Institutional Ethics Committee (IEC) members.

2. Scope
This SOP covers the agreements on both Confidentiality and Conflict of Interest concerning
information and procedures followed by the Institutional Ethics Committee (IEC) members.

3. Responsibility

It is responsibility of each member reviewing any research project or attending members meeting to
read, understand, accept and sign the agreement contained in the confidentiality/ Conflict of Interest
Form. The form should be read, understood, accepted and signed by each IEC member at the
beginning of the tenure of his/her membership

It is the responsibility of each and every newly-appointed members to read, understand, accept and
sign the agreement contained in the Confidentiality / Conflict of Interest form before beginning ethical
and/or scientific review tasks and prior to his/her attending IEC members meetings held to review
research studies to protect the rights of study participants.

It is the responsibility of the guest/observers intending to attend a meeting to read, understand, accept
and sign the agreement contained in the Confidentiality / Conflict of Interest form prior to attending an
IEC meeting and/or before ethical review tasks with the Institutional Ethics Committee are
commenced.

It is the responsibility of the Subject Expert to read, understand, accept and sign the agreement
contained in the Confidentiality/Conflict of Interest form before beginning their ethical review tasks with
the IEC and/or attending a meeting of IEC. The Secretariat will ensure that the Confidentiality /Conflict
of Interest Agreement Forms are duly signed and dated by the IEC, members, Guests or observers for
IEC meetings or Subject Expert prior to attending an IEC meetings, accessing ethics committee
documents or undertaking review processes (as applicable) and notify to the IEC, Chairpersons. The
Secretariat will file signed Confidentiality/ Conflict of Interest Agreement forms in the files entitled
‘Confidentiality /Conflict of Interest Agreement Forms’

4. Activity Table:

No. Activity Responsibility

1. Provide appropriate forms to IEC, member, IEC, Secretariat
Guest attendees, Observers, Subject Expert

2 Read the text carefully and thoroughly IEC, members / guest attendees /
observers / Subject Expert

3 Clarification of doubts, if any IEC, members / guest attendees /
observers / Subject Expert

4 Sign and indicate consent IEC, members / guest attendees /
observers / Subject Expert

5 Keep the agreement in mind IEC, members / guest attendees /
observers / Subject Expert

Mandate:

e  GSR 227 (E). Chapter Il & IV, New Drugs and Clinical Trials (NDCT), Rule 2019.dated 19™ March
2019 There should be no conflict of interest. The members shall voluntarily withdraw from the
Ethic committee meeting while making a decision on an application which evokes conflict of
interest which may be indicated in writing to the chairman prior to the review and to be recorded so
in the minutes. All members shall sign a declaration regarding conflict of interest.

e “A member must voluntarily withdraw from the ethics committee proceedings while making a
decision on an application which evokes a conflict of interest which should be indicated in writing
to the chairperson prior to the review and should be recorded so in the minutes. If one of the
members has her/his own proposal for review, then the member should not participate when the
project is discussed”.
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¢ “No Institutional Ethics Committee (IEC) may have a member participate in the ethics committee
initial or continuing review of any project in which the member has a conflicting interest, except to
provide information requested by the IEC. [45CFR 4707(e) and 21 CFR 5707(e), Sec. 5707 IEC
membership”.

5. Detailed instructions
5.1 Provide appropriate forms to IEC member, Guest attendees, Observers, Subject Expert.

e The appropriate Confidentiality and/ or Conflict of Interest Agreement Form will be provided to the
IEC member, Guest attendee, Observer and Subject Expert.

5.2 Read the text carefully and thoroughly.

e Every member at beginning of the tenure and before he/she commences to review research
projects submitted to IEC and before he/she starts to function as an IEC member and before
he/she starts attending IEC meeting will read the Confidentiality /Conflict of Interest Agreement
Form - AX 01/SOP 03/ V7 and AX 02/SOP 03/V7 carefully and thoroughly.

e Every observer or guest for IEC, committee meeting: before initiating ethical review and / or before
commencement of the meeting will read the Confidentiality Form AX 03/SOP 03/V7 carefully and
thoroughly

e Every observer or guest for IEC, visiting IEC office or accessing IEC documents before initiating
document access or ethical review will read the Confidentiality Form AX 04/SOP 03/V7 carefully
and thoroughly

e Every Subject Expert / advisory committee/ board member before initiating ethical review and / or
before commencement of IEC meeting will read the Confidentiality /Conflict of Interest Agreement
Form AX 05/SOP 03/V7 carefully and thoroughly

e |EC, committee member, Guest attendee, observer, Subject Expert advisory committee/board
member will fill up the details such as name, designation and official address.

5.3 Clarification of doubts, if any.

e If any of the IEC, members/Guests /observers for IEC, meetings/ Subject Expert have any doubt,
they will seek clarifications or additional information from the Secretariat. The Member Secretary
will provide explanations, additional information and/ or clarifications. If any further explanations
are needed, they can be provided by the Chairperson/ Legal expert/other IEC members.

5.4 Sign to indicate consent.

e The newly appointed IEC, member, before the beginning of their tenure, Guests /observers for
IEC, meetings, Subject Expert / advisory committee/ board member will sign and date the
document in front of the Secretariat and hand over the document to the secretariat.

e The Secretariat will obtain the signature of the IEC, Chairperson on the Confidentiality /Conflict of
Interest Agreement Form.

e The IEC secretariat will provide IEC member, Guests or observers for IEC meetings, Subject
Expert a photocopy of the Confidentiality/Conflict of Interest Agreement Form for their records
(duly signed and dated by them and IEC, Chairperson) and acknowledge the receipt of agreement
by their signature.

e The IEC Secretariat keeps the original copies of the signed Agreements at the Institutional Ethics
Committee office in the files entitled ‘Confidentiality/Conflict of Interest Agreement file for
members, guests, observers, Subject Expert’.

e The IEC Secretariat will store the file in a secure cabinet with limited keyholders.
5.5 Keep the Agreement in mind.

e The IEC members/Guests /observers for Institutional Ethics Committee meetings/ Subject Expert
/advisory committee/ board member must implement the clauses of the signed Confidentiality
Agreement Form as in AX 01/SOP 03/V7, AX 03/SOP 03/V7, AX 04/SOP 03/V7 and AX 05/SOP
03/V7 respectively.
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6. Glossary

Confidentiality

The non-occurrence of unauthorized disclosure of information

Confidentiality
Agreement

Sometimes called Secrecy or Non-disclosure agreement

An agreement designed to protect trade secrets, information and expertise from
being misused by those who have learned about them.

The type of information that can be included under the umbrella of confidential
information is virtually unlimited.

Most confidentiality agreements exclude certain types of information from the
definition of confidential information. It is very important that the recipient include
these exceptions in the confidentiality agreement.

https://www.iitm.ac.in/downloads/ICMR_Ethical_Guidelines_2017.pdf
{Last accessed on 18.11.2024}

Conflict of
Interest

Conflict of interest (COI) is a set of conditions where professional judgment-
concerning a primary interest such as participants welfare or the validity of
research tends to be unduly influenced by a secondary interest, financial or non-
financial (personal, academic, institutional or political) or financial gain.
[Available from

https://www.iitm.ac.in/downloads/ICMR _Ethical_Guidelines_2017.pdf
{Last accessed on 18.11.2024}

Types of COI
e A personal COl is said to exist when

» there is immediate family relationship (spouse, parent or parent of a spouse,
child or child of a spouse, sibling or sibling of a spouse, or a dependent -who
resides with an IEC member or consultant or who receives 50% or more
support from an IEC member, regardless of age) or other close personal
relationship (“step” relationships included) with the investigator, or with co-
investigators.

> |EC member or his/her immediate family member serves as a contributor to the
research project as a collaborator, consultant, research staff or financer.

> research study is submitted by a departmental colleague/senior (may be
regarded as a personal conflicting interest if applicable)

o A professional COI means the IEC member or his/her immediate family member

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

7. Annexure

AX 01/SOP 03/V7 Confidentiality Agreement Form for
Annexure 1 IEC embers
Annexure 2 AX 02/SOP 03/V7 Conflict of Interest Agreement Form for IEC
Members
Annexure 2 AX 02/SOP 03/V7 Confidentiality Agreement Form For Guest /
Observer Attendees to IEC meetings
Annexure 4 AX 02/SOP 03/V7 Confidentiality Agreement Form For
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Guest / Observer
Attendees to IEC office / IEC
documents

Annexure 5 AX 02/SOP 03/V7 Confidentiality Agreement and
Conflict of Interest Agreement Form
for Subject Experts/ advisory
committee/ board member (Affiliated
/ nonaffiliated to the institution)

Annexure 1
AX 01/SOP 03/V7

Confidentiality Agreement Form for IEC Members

In recognition of the fact, that, |

(Member’s name, and his/her affiliation) herein referred to as the “undersigned”, have been appointed
as a member of the IEC have been asked to assess research studies involving research participants in
order to ensure that they are conducted in a humane and ethical manner, adhering to the highest
standards of care as per the national, and local regulations and institutional policies and guidelines and
international and national guidelines;

Whereas, the appointment of the undersigned as a member of the IEC is based on individual merits
and not as an advocate or representative of a home province, territory or community nor as a delegate
of any organization or private interest;

Whereas, the fundamental duty of an IEC member is to independently 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 rights and well-being of research participants;

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

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

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 not to disclose or utilize, directly or indirectly, any Confidential or Proprietary
information belonging to a third party in fulfilling this agreement. Furthermore, the Undersigned
confirms that his/her performance of this agreement is consistent with the institute’s policies and any
contractual obligations they may have to third parties.

Agreement on Confidentiality

Please sign and date this Agreement, if the Undersigned agrees with the terms and conditions set forth
above. The original (signed and dated Agreement) will be kept on file in the custody of the IEC. A copy
will be given to you for your records.

In the course of my activities as a member of the IEC, | may be provided with confidential information
and documentation (which we will refer to as the Confidential Information; subject to applicable

legislation, including the Access to "Confidential Information™). | agree to take reasonable measures to
protect the confidential Information; not to use the Confidential Information for any purpose outside the
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Committee's mandate, and in particular, in a manner which would result in a benefit to myself or any
third party; and to destroy all Confidential Information (including any minutes or notes | have made as
part of my duties) to the Chairperson upon termination of my functions as a Committee member.

I, (name of the member) have read and
accept the aforementioned terms and conditions as explained in this Agreement.

Signature Date

Chairperson’s Signature Date

I acknowledge that | have received a copy of this Agreement signed by the IEC Chairperson and me.

Signature Date

Annexure2

AX 02/SOP 03/V7
Conflict of Interest Agreement Form for IEC Members

It is recognized that the potential for conflict of interest will always exist but has faith in the IEC and its
Chairperson to manage the conflict issues so that the ultimate outcome is the protection of research
participants.

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 except to provide information as requested by the IEC.

The Undersigned will immediately disclose to the Chairperson of the IEC any actual or potential
conflict of interest that he/she may have in relation to any particular proposal submitted for review by
the Committee, and to abstain from any participation in discussions or recommendations or decision
making in respect of such proposals.

If an applicant submitting a protocol believes that an IEC member has a potential conflict, the
investigator may request that the member be excluded from the review of the protocol.

The request must be in writing and addressed to the Chairperson. The request must contain evidence
that substantiates the claim that a conflict exists with the EC member(s) in question. The Committee
may elect to investigate the applicant’s claim of the potential conflict.

When a member has a conflict of interest, the member should notify the Chairperson and may not
participate in the IEC review or approval except to provide information requested by the Committee.

Examples of conflict of interest cases may be any of the following:

e A member is involved in a potentially competing research program.

e Access to funding or intellectual information may provide an unfair competitive advantage.
e A member’s personal biases may interfere with his or her impartial judgment.

Agreement on Conflict of Interest

Please sign and date this Agreement, if the Undersigned agrees with the terms and conditions set
forth above. The original (signed and dated Agreement) will be kept on file in the custody of the IEC. A
copy will be given to you for your records.

Whenever | have a conflict of interest, | shall immediately inform the Chairperson not to count me for
discussion or decision making in respect of such proposal.
I, (name) have read and accept the

aforementioned terms and conditions as explained in this Agreement.
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Signature Date

Chairperson’s Signature Date

I acknowledge that | have received a copy of this Agreement signed by the IEC Chairperson and me.

Signature Date

Annexure 3
AX 03/SOP 03/V7
Confidentiality Agreement Form
For Guest / Observer Attendees to IEC Meetings

I, (name), understand that | am

Being allowed to attend the Institutional Ethics meeting scheduled on at am/
pm as a Guest/Observer. The meeting will be conducted in the , Seth GS
Medical College and KEM Hospital. In the course of the meeting of the Institutional Ethics Committee
some confidential information may be disclosed or discussed. Upon signing this form, | ensure to take
reasonable measures to keep the information confidential.

Signature of the Guest Date

Chairperson of IEC, Date

I, (name) acknowledge that | have
received a copy of this Agreement signed by the IEC Chairperson and me.

Signature of the Guest Date

Annexure 4
AX 04/SOP 03/V7
Confidentiality Agreement Form
For Guest / Observer Attendees to IEC office / IEC documents

l, (name), understand that | am

Being allowed to attend the Institutional Ethics office from to a Guest/Observer. As part of
the visit | will be accessing the following IEC documents:
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In the course of the visit of the Institutional Ethics Committee some confidential information may be
disclosed or discussed. Upon signing this form, | ensure to take reasonable measures to keep the
information confidential.

Signature of the Guest Date

Chairperson of IEC, Date

I, (name) acknowledge that | have
received a copy of this Agreement signed by the IEC Chairperson and me.

Signature of the Guest Date

Annexure 5
AX 05/SOP 03/V7

Confidentiality Agreement and Conflict of Interest Agreement Form for Subject Experts/
advisory committee/ board member (Affiliated / non-affiliated to the institution)
I!

(Name and Designation) as a non-member of Institutional Ethics Committee
(IEC), understand that the copy/ copies given to me by the IEC, is/are confidential. | shall use the
information only for the indicated purpose as described by the IEC and shall not duplicate, give or
distribute these documents to any person(s) without prior permission from the IEC. Upon signing this
form, | agree to take reasonable measures and full responsibility to keep the information Confidential.

Signature of the recipient Date
Chairperson of IEC Date

Conflict of Interest (COI) Agreement Form for Subject Experts

Tick Vthe appropriate box for the type of COI

| hereby declare that | have no conflict of interest in the project no. EC/XXXX D

OR

I hereby declare the conflict of interest for the provided project no. EC/XXXXX

| am the investigator / co-investigator/protocol author/study team member for the referenced study D
I have financial conflict of interest
If other, please specify

Signature of the recipient Date

Chairperson of IEC Date

The IEC will send the signed copy of this agreement to me via email / hard copy.
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1. Purpose

The purpose of this Standard Operating Procedure (SOP) is to provide procedures for Obtaining the
expertise of a professional as a subject expert (either affiliated or non-affiliated) to the Institutional
Ethics Committee (IEC).

2. Scope

If the Chairperson, Member Secretary or the IEC determine that a study involves procedures or
information that is not within the collective expertise of the IEC members, the Chairperson/ Member
Secretary on behalf of the IEC will invite individual(s) with competence in special area(s) to assist in
the review of issues that require expertise beyond or in addition to that/ those available with the IEC.

3. Responsibility

Upon the advice or recommendation of the secretariat or any IEC member, it is the responsibility of
the IEC to nominate the name of one or more special subject experts and be endorsed by the
Chairperson for the given project.

4. Activity Table:

No. Activity Responsibility

1 Maintenance of a specialty-wise list/ roster of IEC Secretariat
subject expert

2 Recommendation of a name of one or more subject | IEC Member, Member Secretary or
expert(s) Chairperson

3 Selection and Appointment of subject expert (S) Chairperson

4 Co-ordination with subject expert (s) with institution for] IEC Secretariat
fulfilling administrative requirements

5 Reading, understanding and signing the Conflict of| Subject expert, Chairperson
Interest document and Confidentiality agreement

6 Reviewing documents pertaining to research project, | Subject expert

7 Termination of the Services Member-Secretary/ Chairperson

5. Detailed instructions

5.1 Maintenance of a specialty-wise list/ roster of subject experts

The Secretariat will maintain and provide a specialty-wise roster of subject experts which may or may
not be affiliated with the institution. The roster of subject experts maintained at the IEC office will be
updated every 2- 5 years or as required (as per individual IEC policy)

5.2 Recommendation of a name of subject experts
The IEC will select a panel of subject experts from the different specialties of Medicine and the
chairperson will issue an appointment letter to the subject experts.

An |IEC member/ Chairperson may suggest that the opinion be sought from one or more subject
experts and may suggest the name of a particular subject expert from the roster of subject experts
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maintained by the IEC or from outside the roster; if during the review process of any given research
project he/she is of the opinion that the project involves procedures or information that is not within the
area of collective expertise of the IEC members. Subject experts may be affiliated or not affiliated to
the institute.

The IEC will decide regarding the need for acquiring the services of subject experts and identify and
select the subject experts to be invited from within or outside the roster of subject experts maintained
by the IEC secretariat; based on area of expertise, independence and availability.

The Chairperson/ Member Secretary on behalf of the IEC will invite subject expert selected by the IEC
in writing to assist in the review of the project and provide his/ her independent opinion in writing. This
may be done after seeking concurrence and confirming availability of the subject expert through any
mode of communication.

The Secretariat will request subject expert to declare competing interests, if any and sign a
confidentiality agreement. The Secretariat may obtain and retain a copy of the updated curriculum
vitae of subject expert in the IEC office for records and future reference

5.3 Selection of subject expert(s)

The final approval from the IEC Chairperson to refer the project to the specified subject expert will be
taken by the Secretariat. If any IEC member disagrees with the selection of the subject expert, the
procedure in 5.1 will be repeated.

5.4 Co-ordination with subject expert(s) with institution for fulfilling administrative requirements.

e The Secretariat will forward a copy of the Confidentiality Agreement and Conflict of Interest
Agreements to subject experts AX 05/SOP 03/V7 for careful reading, understanding and signing.

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

5.5 Reading, understanding, and signing the Conflict of Interest document and Confidentiality
Agreement

e The subject expert will sign and date the Confidentiality and Conflict of Interest Agreement
document.

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

e The Chairperson will sign and date the Confidentiality and Conflict of Interest Agreements. The
original copies of these agreements will be retained by the Secretariat and photocopies will be
sent to subject expert.

e The subject expert is expected to implement the clauses of the signed Confidentiality Agreement
Form AX 05/SOP 03/V7.

5.6 Reviewing documents pertaining to research project

e The Secretariat will provide study protocol documents along with the Study Assessment Form to
the subject experts AX 01/SOP 04/V7, after Confidentiality and Conflict of Interest documents (AX
05/SOP 03/V7) have been signed by subject expert and Chairperson and received by the IEC.
The subject expert will be provided with a copy of ‘Guidelines for review’ AX 01/SOP 05- B/V7. The
subject expert will be requested to complete and provide the Assessment Form (duly signed and
dated) to the Secretariat within a stipulated period or by a stipulated date.

e The assessment report provided by the subject expert becomes a permanent part of the study file.

e The assessment report will be reviewed in the IEC meeting when the concerned Project is being
discussed.

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

If deemed necessary, the Chairperson or Member-secretary may invite subject expert. The subject
expert to attend an IEC meeting for providing additional information or clarifications that may be
sought by IEC members or Chairperson. However, the subject expert will not participate in decision
making process on the project

5.7 Completion of services of subject expert

As the subject expert is appointed for a particular task or project and the services of subject expert get
automatically completed once the final decision regarding the project is taken by the IEC. The IEC will
approach the subject expert again in future for his/her expert advice, as he/she is a member included
in the list of experts on the roster. If deemed necessary, subject expert may be reimbursed for
expenses on travel, time spent, documents referred to in library/ internet, incidental expenses, etc.

6. Glossary

Subject An expert who gives advice, comments and suggestion upon review of the study|
Expert protocols with affiliation/no affiliation to the institutes or investigators proposing
the research protocols.

7. Annexure
Annexure 1 AX01/SOP04/V7 Study Assessment Form for subject expert
Annexure 1

AX 01/SOP 04/V7
Study Assessment Form for Subject Expert

IEC Protocol Number:

Protocol Title:

Comments on the protocol: -

Comments on the Informed Consent Document:-

Comments on any other issues/ aspects:-

Remarks: O0ORecommend approval

O0ORecommend approval after incorporation of changes
suggested

O0ORecommend disapproval (Please state Reasons)

O0Any other (Please specify with reasons)

Name of the subject

expert reviewing
the project:
Signature with Date:
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1. Purpose
The purpose of this Standard Operating Procedure (SOP) is to describe how the IEC Secretariat of
the Institutional Ethics Committee (IEC) manages protocol submissions.

2. Scope

Initial submission will include submission of research protocol for Initial Review of the Protocol and
related documents.
i. Those research protocols which fulfill the definition of clinical trial and academic clinical trial
as per NDCT Rules 2019 (GSR 227-E) will be managed by the committee/s registered with
CLA.
ii. Those research protocols which fulfill the definition of Biomedical and Health Research as per
GSR 227-E will be managed by the committee registered with DHR.

3. Responsibility

It is the responsibility of the IEC secretariat to verify eligibility of Principal Investigator(PI), receive the
submission packages, ensure complete documentation, record receipt of the package and forward to
the member secretary.

4. Activity Table:

No. | Activity Responsibility

1. Verify the criteria of Principal Investigator (Pl) as per | IEC Secretariat
section 5.1

2 Receive Submitted Packages IEC Secretariat

3 Verify submission as per checklist and forward the | IEC Secretariat

projects to the Member Secretary / Jt. Member secretary
for screening
4 Decision on type of review required and selection of | Member Secretary/ Jt. Member
primary reviewers secretary

a) Full Board Review (refer SOP 05-B)

b) Expedited Review (refer SOP 05-C)

c) Exempt from Review (refer SOP 05-D)
5 Allocation of protocols to member secretary for selection | IEC Secretariat
of Primary Reviewers (PR)

6 Distribute submission packages to reviewers Member Secretary

5. Detailed instructions

5.1 Verify eligibility of Pl and completion of registration process:

The IEC secretariat will verify eligibility of Pl by reviewing the information submitted by the Pl refer
Annexure 7, AX 07/SOP 05-A/V7 and satisfying the criteria to be PI for regulatory and non-
regulatory studies refer section 5.1.1 and 5.1.2.

5.1.1 Criteria for Principal Investigator (PI) for both regulatory and academic clinical trials:

Principal Investigator for regulatory studies will ALWAYS be regular/permanent faculty of Seth
GSMC & KEMH and have relevant qualification approved by Maharashtra Medical Council
(except in case as mentioned below).

Principal investigator (regular/permanent faculty of Seth GSMC & KEMH) will have ONLY eight
(8) regulatory trials approved by the IEC as Pl and ONLY eight (8) regulatory trials approved by
the IEC as Co-l.

With regards to exceeding this cap (applicable ONLY for Pl belonging to super specialty
departments), contractual faculty may be made the Pl as per clauses stated below:
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e should have completed ONE YEAR of service in this institute and their PI ship needs to be
endorsed in writing by the Head of the Department (HOD).

e HOD / regular/permanent faculty will be the CO-PI for such projects to support the contractual
faculty working as PI for the given regulatory study.

e HOD /regular/permanent faculty to provide a written undertaking stating that if the contractual
faculty who is working as Pl of the regulatory study leaves the institute then the regulatory
study will be taken up by the HOD / regular/permanent faculty as PI.

e Duly signed written undertaking from the contractual faculty which is forwarded or
countersigned by permanent faculty stating that if he/she leaves the institute he/she ceases to
be the PI of the project and the study / trial / project cannot be transferred outside the
institute.

e The contractual faculty of super specialty department can have ONLY four (4) regulatory trials
approved by IEC as Pl and ONLY four (4) regulatory trials approved by the IEC as Co-I.

Responsibility of the Principal Investigator (PI): In regard to clinical research trials (regulatory
trials and academic clinical trials), if an IEC approved affiliated study team member leaves the
institute (anybody who resigns from KEMH, is transferred out of KEMH, or is affiliated to KEMH in
some way but not on regular biometric attendance system or death of the study team member) he/she
ceases to be part of the trial.

It is the responsibility of the Principal Investigator (PI) to ensure that the said person is removed from
duty delegation log with immediate effect. This is to be informed to the sponsor (if applicable) and
IEC. IEC will review and accord approval for the revised duty delegation. The last working day would
be the end date in the duty delegation log.

All PIs should make appropriate changes in departmental clinical research SOPs pertaining to the
above matter.

In case the PI leaves the department, It is duty of Head of the Department / Institution to remove the
concern person's name from duty delegation log with immediate effect. If the Pl is not head of the
department, an undertaking from HOD would be taken. The same needs to be notified to Head of the
Institution by Pl and Head of the Department. IEC would like to ensure that at no point of time any trial
participant is unsupervised by the study team/ Department.

5.1.2 Criteria for Principal Investigator (PI) for non-regulatory trials:

Principal Investigator for other studies/ non-regulatory studies can be regular / permanent faculty,

Emeritus professor, or contractual faculty of Seth GSMC & KEMH. If the Principal investigator is an

Emeritus professor or a contractual faculty of Seth GSMC & KEMH, then the Co-Principal Investigator

or Co-Investigator HAS to be a regular / permanent faculty of Seth GSMC & KEMH and who will be

responsible for the study oversight.

a. For resident / post graduate students, Ph.D students, MSc students, nursing students, M.Sc.
Pharma Medicine (MUHS) projects, PI will be his / her guide / teacher and should be a permanent
faculty of Seth GSMC & KEMH.

b. Thesis / Dissertation of Bai Jerbai Wadia Hospital for Children and Nowrosjee Wadia
Maternity Hospital.

Faculty from the Wadia hospital are also considered as faculty from Seth GSMC & KEMH. Hence
faculties from Wadia can be PI for the thesis submitted by the postgraduate students of Wadia
hospital, however the recruitment of patient should be from only Wadia and not from the Seth
GSMC & KEMH. For dissertations from BJJWHC must be forwarded by HOD (Pediatrics) Seth
GSMC.

c. For collaborative studies (e.g. with Government / Semi government institutes such as NIRRH,
NIIH, TMH, IIT Bombay) or for studies of students from the colleges other than GSMC & KEMH,
PI should be a regular / permanent faculty from Seth GSMC& KEMH.

d. If request received ‘to become a Principal Investigator by contractual Assistant
Professors (speciality / super speciality)
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IEC will accept the research proposals with less than minimal risk projects /retrospective/web
based study/audits with contractual Assistant Professors as Pl and in each protocol will need
a permanent faculty as a co-investigator. It was by consensus decided that the contractual
Assistant Professors should be allowed to be PI for such studies by all six members Hence
the Board will have to revise the SOP as per the change.

e. Case report and Case series should be submitted (prior to submission to a peer reviewed
journal) by the faculty of Seth GSMC & KEMH only. (for the definition of principal investigator refer
SOP 5-A V7 section 5.1).

For all types of studies and for both permanent and contractual faculty as Pl or Co-I to note that
the study belongs to the institution and will stay with the institution whenever the contractual or
permanent faculty leaves the institution. When the permanent or contractual faculty as Pl or
Co-I leaves the institute he / she ceases to be Pl or Co-l in the project.

5.2 Receive submitted packages

IEC admin will accept the submission (one soft copy and one hard copy of the entire project with
related documents), review the submission, and will perform the actions against the project
submission. Upon review of submission if application is found to be complete then IEC admin will
return the proposal with details of submission.

5.3 Verify submission as per checklist

5.3.1 Check and verify for submission items as per checklist

The IEC Secretariat will check the soft copy and hard copy for all types of studies for following listed
annexures and documents.

Annexures (completely filled) as applicable:

Annexure 1, AX 01/SOP 05-A/ V7 (Application Form for Initial Review for all types of trials)
Annexure 2, AX 02/SOP 05-A/ V7 (for regulatory trials / academic clinical trials)
Annexure 12, AX 12/ SOP 05-A Site assessment checklist (for regulatory trials).
Annexure 5, AX 05/SOP 05-A/ V7 Delegation of Responsibilities of Study team
Annexure 6, AX 06/SOP 05-A/ V7 Document Receipt Form
Annexure no AX01/SOP 20/V7 to AX10/SOP 20/V7 If vulnerable populations included in the
research as applicable
Annexure 1, AX 01/SOP 19/V7 If consent waiver is to be applied
Annexure 1 AX 01/SOP 05-C/V7 if an expedited review is to be applied
Annexure 1 AX 01/SOP 05-D/V7 if exempt from review is to be applied
Annexure 3, AX 03/SOP 05-A/ V7 Application Form for Human Genetics Testing Research if
applicable
Annexure 4, AX 04/SOP 05-A/ V7 Application Form for Socio-Behavioural and Public Health
Research if applicable
Documents as applicable:

NN N N N S N NN

v' Covering letter to Member Secretary/ Chairperson mentioning type of review requested,
signed by principal investigator and forwarded by Head of the department and Collaborators
if any.

v Protocol, to include

a) Title of the Protocol

b) Name and contact details of Principal Investigator

c) Name and contact details of Sponsor /CRO/ Funding agency (if applicable)

d) IND Number (if applicable)

e) Abstract (summary/synopsis)

f) Study Methodology - Type of Protocol (screening, survey, phase of clinical trial),
Objectives, Inclusion/Exclusion Criteria, Withdrawal or discontinuation Criteria, Schedule
and Duration of Treatment, Modes of Treatment Studied, Procedures, Activity plan /
Timeline, Efficacy or Evaluation Criteria (Response/Outcome), Safety Parameters Criteria
(Toxicity), Analysis (methods)

v" Amendments to protocol (if any)
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v’ Informed consent document in English (as per sample format in Annexure 8 AX 08/SOP 05-A/

V7)

Informed consent document in regional languages (Hindi & Marathi)

Back translations of Informed consent documents (for regulatory trials)

Translation and Back translation certificate (for regulatory trials)

Informed Consent Document (ICD) or Amendments to the Informed consent document (if any)

Case Record Form

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

Patient instruction card, identity card, diary etc. (if applicable)

Investigator Brochure for regulatory trial / drug package insert for marketed drug

Regulatory permissions (as applicable)

> DCl approval

» Investigator's Undertaking to DCI

» FDA marketing/manufacturing license for herbal drugs

> Health Ministry Screening Committee (HMSC) approval

» Bhabha Atomic Research Centre (BARC) approval

» Genetic Engineering Advisory Committee (GEAC) approval

» Stem cell committee (ICSCR) approval

A copy of Administrative sanction from the head of the Institution for conducting the study and

for sending the samples to laboratories outside KEM Hospital.

Departmental Review Board approval letter for Thesis / Dissertations

Current signed and dated Brief Curriculum Vitae of all the study team members

GCP training certificate (within 3 years) of Principal Investigator and study team members.

MMC/State council registration certificate with validity for clinical trial team members as

applicable.

CTRI registration number / CTRI reference number (as applicable)

Clinical Trial agreement with Sponsor, material transfer agreement (as applicable)

Memorandum of Understanding (MOU) between collaborative institutions.

(On Rs. 500/- stamp paper, tripartite with terms of agreements specified clearly)

Sanction letter for central government / any funding bodies

Entire clinical trial Insurance policy with certificate (as applicable)

If sponsors are unable to submit the entire insurance policy due to any reason then they

should submit an undertaking stating the following:
Sponsor XXXX acknowledges the fact that submission of a copy of the entire Insurance
Policy is one of the required documents as per Table | of Third Schedule of NDCT, Rules
2019. In line with this, the sponsor has procured insurance coverage policies and has
submitted a valid insurance certificate. The sponsor is not in a position to share the entire
insurance policy document due to .... reasons. Sponsor assures that a valid policy in line
with Indian Insurance Regulations is available and they commit to provide complete medical
management and compensation in line with applicable NDCT, Rules 2019.This undertaking
must be provided on the sponsor letter head.

v Ethics Committee clearance of other centers (if applicable)

LU

AN N N N N N RN

The IEC Secretariat will check if all relevant and applicable annexures and documents are in the
submitted package being received at the IEC office. The correctness of the submitted package will be
assessed at the time of submission by the IEC secretariat. If defects or deficiencies detected in the
annexures / documents IEC secretariat will inform the trial team and request for revision of the
package and its subsequent submission.

5.3.2 Complete the submission process

e |EC Admin Review Actions
Upon Review of submission and if found complete then IEC Admin will send email to the PI
regarding payment of protocol review processing fees (refer AX07/SOP5-A/V7section 15.1 of
Guidelines for investigator) In addition the IEC admin will stamp the receiving date on the first
page/last page of the covering letter and Annexure 6 AX 06/SOP 05-A/ V7.
The project number will be assigned by the IEC admin as per following submission types:
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Pharmaceutical /CRO sponsored clinical trial EC/PHARMA -Number 00)/ year (00)
Government sponsored clinical trial EC/GOVT -Number (00)/ year (00)
Academic/investigator initiated clinical trial EC/OA -Number (00)/ year (00)
Thesis /dissertation clinical trial EC/Number (00)/ year (00)

e.g. EC/PHARMA- 01/2024 will indicate pharmaceutical / CRO sponsored study with number 01 of the year
2024,

5.3.3. Saving / Storage packages

The Administrative Officer will save the submissions which will be stored separately for IEC-I, Il & IlI
as follows:

1. External Hard disk

The submitted hard copy protocols and the related documents will be labeled and stored in cupboard
with lock and key in separate cupboard of IEC-I, Il &lII.

Screening / allocation of the submitted projects to IEC-I, Il & IlI:

e Itis the responsibility of member secretaries / Joint member secretaries to take a decision
regarding the IEC review (which IEC will review which protocols as per following) within 5
working days:

i) Those research protocols which fulfill the definition of clinical trial and academic clinical trial
as per GSR 227-E will be managed by the committee/s registered with CLA.

i) Those research protocols which fulfill the definition of Biomedical and Health Research as
per GSR 227-E will be managed by the committee/s registered with DHR.

e The secretariat will send the protocols to the member secretaries / Joint Member
Secretaries for screening within 2 working days.

Once the reply is received from Joint Member Secretaries, admin staff will save the submissions (soft

and hard) which will be stored separately for IEC-I, Il & III.

5.4 Decision on type of review:
Member secretary will review the protocol and related documents and will take the decision regarding
the type of the review required for the particular protocol as follows:

a. Full Board Review (refer SOP 05-B/V7)

b. Expedited Review (refer SOP 05- C /V7)

c. Exempt from Review (refer SOP 05-D/ V7)

5.5 Appointment of primary reviewers
The Member Secretary/Chairperson of respective IECs will appoint one or more primary reviewers for

each project on the basis of expertise in the related field and experience. The IEC Secretariat will
forward the protocol and related documents to IEC Members for initial review

6. Glossary

In relation to a new drug or investigational new drug means any
Clinical Trial systematic study of such new drug or investigational new drug in
human subjects to generate data for discovering or verifying its,
clinical or; pharmacological including pharmacodynamics,
pharmacokinetics or; adverse effects, with the objective of
determining the safety, efficacy or tolerance of such new drug or
investigational new drug.

A clinical trial of a drug already approved for a certain claim and
Academic Clinical Trial initiated by any investigator, academic or research institution for a
new indication or new route of administration or new

dose or new dosage form, where the results of such a trial are
intended to be used only for academic or research purposes and
not for seeking approval of the Central Licencing Authority or
regulatory authority of any country for marketing or commercial
purpose;

_ _ Research including studies on basic, applied and operational
Biomedical Health Research research or clinical research, designed primarily to increase
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scientific knowledge about diseases and conditions (physical or
socio-behavioral); their detection and cause; and evolving
strategies for health promotion, prevention, or amelioration of
disease and rehabilitation but does not include clinical trial as
defined above.

(The above glossary terms are adapted from NDCT Rules 2019)

7. Annexure

Annexure 1 AX 01/SOP 05-A/ V7 Application Form for Initial Review for all types of trials.

Annexure 2 AX 02/SOP 05-A/ V7 Application Form for Clinical Trials

Annexure 3 AX 03/SOP 05-A/ V7 Application Form for Human Genetics Testing Research

Annexure 4 AX 04/SOP 05-A/ V7 Application Form for Socio-Behavioural and Public Health
Research

Annexure 5 AX 05/SOP 05-A/ V7 Delegation of Responsibilities of Study team

Annexure 6 AX 06/SOP 05-A/ V7 Document Receipt Form

Annexure 7 AX Q7/SOP 05-A/V7 Guidelines for Investigators

Annexure 8 AX 08/SOP 05-A/V7 Sample format of an Informed Consent Document

Annexure 9 AX 09/SOP 05-A/ V7 Sample Format of an Assent to be a Participant in a

Research Study (For Children between 7-18 years old) in
English

Annexure 10

AX 10/SOP 05-A/V7

Format for submission of an Informed Consent
Document for Genetic Studies

Annexure 11

AX 11/SOP 05-A/ V7

Departmental Review Board (DRB) Guidance Document

Annexure 12

AX 12/SOP 05-A/ V7

Site Assessment checklist

Annexure 1

AX 01/SOP 05-A/V 7

Application Form for Initial Review for all types of trials.

General Instructions:
a. Tick one or more as applicable. Mark NA if not applicable.

. Attach additional sheets if required.

b
c. May select more than one option.
d. Signature of HODs of all collaborative departments is mandatory.

SECTION A- BASIC INFORMATION

1. ADMINISTRATIVE DETAILS

IEC No. of the Project:

Submission Date:

a. Type of review requested:

Exemption from Review Expedited Review Full Committee Review
D. Title Of the StUAY: ... e e e
ACTONY M/ SOt Title (I A Y ) e et aaes
c. Protocol Number (If Any): ..o Version number with date: .....................

d. Details of Investigators:

Name

Designation & Qualifications | Department & Institution
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Principal Investigator

Co-Investigator-1

Co-Investigator-2

Co-Investigator-3

Co-Investigator-4

€. DUration Of the STUAY: ... e

f. NUMDbBEr Of STUAY ViSItS: oot

2. FUNDING DETAILS AND BUDGET

a.
b.

C.

Total estimated budget fOr SIte: ...

Self-Funding |:| Institutional Funding|:| Funding Agency (Specify)|:|

Research fund will be deposited in: DJST |:| DDF |:| Research Society |:|
MRU I:l

Other |:| If other, please SPecCify .....ooiiiii i

SECTION B- RESEARCH RELATED INFORMATION

3. OVERVIEW OF RESEARCH

a.

b.

Lay Summary (Within 300 WOrdS): ..ueuiei i e e e e

Type of study:

Basic Sciences [ ]|  Clinical ] Academic Clinical Trial[_]
Retrospective |:| Epidemiological/Public Health |:| Cross Sectional |:|
Prospective |:| Socio-behavioural |:| Cohort |:|
Qualitative |:| Biological samples |:| Systematic Review |:|

Quantitative Regulatory Clinical Trial
Mixed Method Any Other (Specify)

4. METHODOLOGY

a.

b.

C.

Sample size/number of participants

KEMH ............ India ............. Global .................. Control Group .......covvvviviiiiiennnn.
Study Group .......cocveveiiiiiii,

Justification for the sample size chosen (100 words); In Case of Qualitative study, mention the
criteria used for Saturation ......... ..o
Clinical: Single Centre|:| Multicentre |:|

If Multicentre,
No. of Centres inIndia .................... No. of Centres Globally ..................ooini.

Is there an external laboratory/outsourcing involved for Investigators? Yes [ | No[ | NA[]
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SECTION C- PARTICIPANT RELATED INFORMATION

5. RECRUITMENT AND RESEARCH PARTICIPANTS
a. Type of participants in the study:
Healthy Volunteers |:| Patient|:| Others |:| (Specify) voviviiiiiiii
WhO Will dO the FECTUIIMENT? ...ciiiiiiiiie it e bbb e e s st e e s neee neees
Participant recruitment methods used:
Posters/Leaflets/Letters |:| TV/Radio ads/social media/Institution website |:|
Patients/Family/Friends visiting hospitals |:| Telephone |:|

Others (Specify) |:| ................................................................................

b. i. Will there be vulnerable persons/special groups involved? Yes|:| No |:| NA|:|
ii. If Yes, type of vulnerable persons/special groups
Children under 18 years |:| Pregnant or Lactating women |:|
Differently abled (Mental/Physical) |:| Employees/Students/Nurses/Staff |:|
Elderly ] Institutionalized ]

Economically and Socially Disadvantaged || Refugees/Migrants/Homeless ]
Terminally Il (Stigmatized or Rare Diseases) [_|
Any Other (Specify) L] o,

iii. Provide justification for Inclusion/Exclusion

c. Isthere any reimbursement to the participants? Yes |:| No |:|
If Yes, Monetary [_] Non-monetary [_] Provide details

6. BENEFITS AND RISKS
a. i. Are there any anticipated physical/social/psychological discomforts/risk to participants?
Yes [] No[]
If Yes, categorized the level of risk:
Less than Minimal risk ] Minimal Risk ]
Minor increase over minimal risk or low risk |:| More than minimal risk or High risk |:|

ii. Describe the risk management strategy: ..........oooii i

b. What are the potential benefits from the study? Yes No If Yes, Direct Indirect

For the participant |:| |:| |:| |:|
For the Society/community |:| |:| |:| |:|
1 [
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C.

For Improvement in science 1 [
Please describe how the benefits justify the risks ...
Are Adverse events expected in the study? Yes[ ] No[ ] NA[]
Are reporting procedures and management strategies described in the study? Yes |:| No |:|

Y €S, SP I Y ettt

7. INFORMED CONSENT

a.

b.

Version number and date of Participant Information Sheet (PIS): ...,
Version number and date of Informed Consent Form (ICF): ...,

Type of consent planned for:

Signed Consent |:| Verbal/Oral Consent |:| Waiver of Consent|:| Witnessed consent|:|
Consent from LAR |:| For children <7 years I:l Verbal assent from|:| Written assent form

(If so, specify from parental/LAR consent minor (7-12 years) minor (13-18 years)
whom) ...l along with parental along with
consent parental consent

Audio-Video Consent[__| Others (Specify) ]

(AV)

Who will obtain the informed consent?

Pl/Co-l [ ] Nurse/Counseller[ | Research staff (] Others (Specify) I
ANY t00IS 10 DB USEA ....ei i

d. Participant Information Sheet (PIS) and Informed Consent Form (ICF)
English[ ] Local Language [_| Others (Specify) [ ]| ...ocooiiiiiiiiiiiiiiiiicicieeen
List the languages in which translations were done ..o
If translations has not been done, please justify ...
e. Are you seeking waiver of consent? If yes, what are the reasons. Yes|:| No|:|
f. Elements contained in the Participant Information Sheet (PI1S) and Informed Consent Form (ICF)
Please tick in below box
Simple language Data/Sample sharing Compensation for study related injury
Risks and discomforts Need to recontact Statement that consent is voluntary
Alternatives to participation Confidentiality Commercialization/Benefit sharing
Right to Withdraw Storage of samples Statement that study involves research
Benefits Return of research results Use of photographs/ identifying data
Purpose and Procedure Payment for participation Sponsor contact information
Others (Specify)

8. PAYMENT/COMPENSATION

a. Who will bear the costs related to participation and procedures?

PL ] Institution [ ] Sponsor [ ] Other agencies (Specify)[ ]
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b. Isthere a provision for free treatment of research related injuries? Yes|:| No|:|

If yes, then who will provide the treatment? ...
c. s there a provision form compensation of research related SAE? Yes[ ] No[_]

9.

If Yes, specify.
Sponsor |:| Institutional/Corpus fund |:| Project grant |:| Insurance |:|
STORAGE AND CONFIDENTIALITY
a. ldentifying Information: Study Involves samples/data (Specify):
Anonymous/Unidentified |:| Anonymized: Reversibly coded |:| Irreversibly coded Dldentifiable |:|
If identifiers must be retained, what additional precautions will be taken to ensure that access

is limited/data is safeguarded? (e.g. data stored in a cabinet, password protected computer

. ) 1ttt et —————
b. Who will be maintaining the data pertaining to the study? ...
c. Where will the data be analyzed and by whom? ........ ..o,
d. Forhow long will the data be stored? ....... ...
e. Do you propose to use stored samples/data in future studies? ~ Yes [ _|No [_] Maybe[ ]
If yes, explain how you might use stored material/data in the future? ...........................
SECTION D- OTHER ISSUES
10. PUBLICATION, BENEFIT SHARING AND IPR ISSUES
a. Wil the results of the study be reported and disseminated? Yeq | No[ ]
I YOS, QP I Y .
b. Will you inform participants about the results of the study? Yes|:| No |:|
Are there any arrangements for continued provision of the intervention for participants, if
effective, once the study has finished? Yes | No[ ] NA[]
If yes, describe in brief (Max 50 WOIAS) .......cuiieiiiii e
c. Isthere any plan for post research benefit sharing with participants? Yes|:| No |:|
I Y, SP B Y i e
d. Isthere any commercial value or a pan to patent/IPR issues? Yeq | No[_]
If yes, please provide details ...... ..o
e. Do you have any additional information to add in support of the application, which is not included
elsewhere in the form? Yes | No[ ]
If yes, please provide details ....... ..o
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SECTION E- DECLARATION AND CHECKLIST

11.

DECLARATION (Please tick as applicable)

I/We certify that the information provided in this application is complete and correct.

I/We confirm that all investigators have approved the submitted version of proposal/related documents.

Hjm|{n

I/We confirm that this study will be conducted in accordance with the latest ICMR National Ethical Guidelines for
Biomedical and Health Research involving Human Participants and other applicable regulations and guidelines

including responsible.

I/We confirm that this study will be conducted in accordance with the Drugs and Cosmetics Act 1940 and its Rules

1945 as amended from time to time, GCP guidelines and other applicable regulations and guidelines.

I/We will comply with all policies and guidelines of the institute and affiliated/collaborating institutions where this study

will be conducted.

I/We will ensure that personnel performing this study are qualified, appropriately trained and will adhere to the

provisions of the EC approved protocol.

I/We declare that the expenditure in case of injury related to the study will be taken care of.

If applicable, I/We confirm that an undertaking of what will be done with the leftover samples is provided, if applicable.

I/We confirm that we shall submit any protocol amendments, adverse events report, significant deviations from

protocols, progress reports (if required) and a final report and also participate in any audit of the study if needed.

I/We confirm that we will maintain accurate and complete records of all aspects of the study.

I/We will protect the privacy of participants and assure safety and confidentiality of study data and biological samples.

I/We hereby declare that I/any of the investigators, researchers and/or close relative(s), have no conflict of interest
(Financial/Non-Financial) with the sponsor(s) and outcome of study.

O00d ood o) g O

I/We have the following conflict of interest (PI/Co-PI):

Name of Principal Investigator (PI)

Signature with date

Name of Co-Investigator (Co-I)-1

Signature with date

Name of Co-Investigator (Co-I)-2

Signature with date

Name of Co-Investigator (Co-I)-3

Signature with date

Name of Co-Investigator (Co-1)-4

Signature with date

(Management of Initial Protocol Submissions) SOP 05-A_Page 12 of 56




SOP 05-A/V7
Effective from 9t December 2024

IEC (KEMH, Mumbai)
Valid up to 8" December 2027

12.

CHECKLIST

Sr.
No.

Iltems

Yes

No

Enclos
ure
No.

EC Remarks (If
applicable)

ADMINISTRATIVE

REQUIREME

NT

0]

Cover Letter

Brief CV of all Investigators

w

Good Clinical Practice (GCP) training of Investigators

in the last 3 years.

EC clearance of other centres

Agreement between collaborating partners

MTA between collaborating partners

Insurance policy/certificate

© N o g &

Evidence of external laboratory credentials in case of
an externally outsourced laboratory study QA/QC

certification

ooood gojd
ooood gojd
ooood gojd

Copy of contract or agreement signed with the

sponsor or donor agency

N
N
N

10.

Provide all significant previous decisions (e.g. those
leading to a negative decision or modified protocol) by
other ECs/Regulatory authorities for proposed study
(Whether in same location or elsewhere) and

modification(s) to protocol

PROPOSAL RELATED

(Management of Initial Protocol Submissions)
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11.| Copy of the detailed protocol [] L1
12.| Investigators Brochure (If applicable for |:|

drug/biologicals/device trails)

13.

Participants Information Sheet (PIS) and Participant
Informed Consent Form (ICF) (English and translated) |:|
(Hindi & Marathi mandatory)

14.

Assent form for minors (12-18 years) (English and
translated) Hindi & Marathi mandatory |:| |:| |:|

15.

Proforma/Questionnaire/Case Record Forms
(CRF)/Interview Guides/Guides for Focused Group D D D
Discussion (FGDs) (English and translated)

16.

Advertisement/material to recruit participants (Filters, l:l l:l l:l

posters, etc.)

PERMISSION FROM GOVERNING AUTHORITIES

Other Permissions Required | Not Received | Applied EC Remarks
Required DD/MM/Year
17| CTRI ] ] ]
18.| DCGI ] ] ]
19.| HMSC ] ] ]
20| RCGM ] ] ]
21| GEAC ] ] ]
22| BARC ] ] ]
23| Tribal Board ] ] ]
24 Others (Specify) ] ] ]

ANY OTHER RELEVANT INFORMATION/DOCUMENTS RELATED TO THE STUDY

Item Yes No NA Enclosure no. EC Remark
25.
26.

Annexure 2
AX 02/SOP 05-A/V 7
Application Form for Clinical Trial/Academic Clinical Trial
SEUAY Tl i e e e e e e
Principal Investigator (Name, Designation & Affiliation): ... ...

(Management of Initial Protocol Submissions)
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1

2.

SOP 05-A/NV7 IEC (KEMH, Mumbai)
Effective from 9" December 2024 Valid up to 8" December 2027

. Type of Clinical Trial Regulatory Trial Academic Trial
CTRI Registration NUMDer: ... e
If Regulatory Trial, provide status of CDSCO permission letter
Approved and letter attached |:| Applied, under process |:| Not applied (State Reason)|:|
. Tick all categories that apply to your trial
Phase | ] Phase I
Phase llI |:| Phase IV or Post Marketing Surveillance
Investigational medicinal products |:| Investigational New Drug
Medical Devices |:| New Innovative procedure
Drug/Device combination |:| Bioavailability/Bioequivalence studies
Non Drug Intervention I:l Repurposing an existing intervention
Indian system of medicine (AYUSH) I:l Others (Specify)

RN EEEE

Trial Design of the study

Randomized ] Factorial ]
Non randomized ] Stratified ]
Parallel ] Adaptive ]
Cross-over ] Comparison trial ]
Cluster ] Superiority trial ]
Matched-pair |:| Non-inferiority trial |:|
Others (Specify) |:| Equivalence trial ]

. Is there a Contract Research Organization (CRO)/Site Management Organization (SMO)/Any
other agency such as public relation/human resource? Yes|:| No|:|

If Yes, Name and Contact details: .........o.ooiiiiiii e

Project management Clinical and medical monitoring

Regulatory affairs Data management
Site Management
Finance management Recruitment and training

Administrative support Others (Specify)

] ]
] ]
Statistical support |:| Medical writing |:|
|:| Audits, Quality Control, Quality Assurance |:|
] ]
] ]

. Please provide the following details about the intervention being used in the protocol.
I. Drug/s, Device/s and/or Biologics; Yes[ _|No [ | NA ]
If yes, provide regulatory approval details ......... ..o
Il. Already approved drugs or a combination of two or more drugs with new indications/change in
dosage form/route of administration. Yes|:| No|:| NA I:l
If yes, provide details. ... ...

Ill. Provide contact details of who prepared and/or is manufacturing the drug/s, device/s and biologics.
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Effective from 9" December 2024 Valid up to 8" December 2027

8. Will current standard of care be provided to the control arm in the study? Yes[_]No [ NA]

IFINO, PIEaSE JUSHITY ...eee
9. Justify any plans to withdraw standard therapy during the study. Yes[ [No [ NA[]
10. Describe the rules to stop the protocol in case of any adverse events. Yes[ |No [ _NA[]
11. Provide details of Data and Safety Monitoring Plan. Yes[ [No []

Annexure 3
AX 03/SOP 05-A/V 7
Application Form for Human Genetics Testing Research

Investigator: ..o IEC No. of the Project: ...,
S 0o 1Y I T4 =

1. Describe the nature of genetic testing research being conducted.
(e.g.-screening/gene therapy/newer technologies/human embryos/foetal autopsy)

3. If there is a need to share the participants information/investigations with family/community, is it
addressed in the informed consent? Yes No NA
4. If findings are to be disclosed, describe the disclosure procedures (e.g. genetic counselling

(Management of Initial Protocol Submissions) SOP 05-A_Page 16 of 56
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Effective from 9" December 2024 Valid up to 8" December 2027
5. Is there involvement of secondary participants? Yes|:| N0|:| NA|:|
If yes, will informed consent be obtained? State reasons if not. Yes|:| No|:| NA|:|

Is there a plan for future use of stored samples for research? Yes[] No[ ]
If yes, has this been addressed in the informed consent? Yes[_|No[]
Is the study a gene therapy? If yes, is there approval from local EC and DBT? Yes [__|No [_| NA[ ]

Signature of Principal Investigator (PI) with Date: ...........oiiiiiii

Annexure 4
AX 04/SOP 05-A/V 7
Application Form for Socio-Behavioural and Public Health Research

INVestigator: ........oviiiiii e IEC No. of the Project: ........cooooiiiiiiiinnn,
SEUAY Tl o e e e e

1. Data collection method used in the study
Focus Group E Questionnaire/Survey E Observation

N

Interviews Documents and records Ethnographies/Oral history/Case Studies |:|
Others (Specify) I T P

If it is an interview, will there be audio-video recording of participants interview? YesD No|:|

If yes, justify the reasons and storage strategies ...

2. Type of informed consent used in the study.
Individual consent [ ]  Gate-keeper consent [_| Community consent [_|
Others (Specify) [ e
3. Provide details of safeguards to ensure privacy and confidentiality of participants in the event of
data sharing.

4. Describe strategies to manage if any patterns of behaviour of self-harm or harm to the society are
identified. (e.g.: Suicide or infanticide) Yes |:|No |:| NAD

5. Are cultural norms/Social considerations/Sensitivities taken into account while designing the study

and participant recruitment? Yes No
6. Is there a use of an interpreter? If yes, describe the selection process. Yes |:| No N
7. Describe any preparatory work or site preparedness for the study Yes |:| No |:| NA|:|

8. |. Type of risk related to procedures involved in the study
Invasive |;| Potentially harmful |:| Emotionally disturbing I:l Involving disclosures I:l
Describe the risk minimization strategies.
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Effective from 9" December 2024 Valid up to 8" December 2027

9. Does the study use incomplete disclosure or active deception or authorized deception Yes |:| No |:|
If yes, provide details and rationale for deception.

10. Describe the debriefing process that will be used to make participants aware of the incomplete
disclosure or deception, including their right to withdraw any record of their participation.

Signature of Principal Investigator (PI) with Date: ...,

Annexure 5
AX 05/SOP 05-A/V 7
Delegation of Responsibilities of Study Team

Date: ..o
IEC NO. Of the ProjeCt: ..o e
10 0 Y 11 =

Name Role No.

Principal Investigator

Co-Investigator

Co-Investigator

Co-investigator

Co-Investigator

Co-investigator

Study co-ordinator *

Study co-ordinator *

Laboratory Technician

OO (N[N0 WIN|(F-

Any Other Role

10

* Study coordinator may preferably be a person specifically appointed for coordinating the clinical trial;
other than the staff member (assistant / associate professor) (Please place tick marks against
assigned duties for each member in the following table)
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Effective from 9" December 2024 Valid up to 8" December 2027
Code | TASKS Role | Role | Role | Role | Role | Role | Role | Role | Role | Role
1 2 3 4 5 6 7 8 9 10
A All  relevant documents
pertaining  to protect
blinding
B Research participants
selection/ Screening
C Obtain informed consent
D Evaluate inclusion/
exclusion criteria
E Conduct the visit
assessments
F Physical examination
G Complete the source
documents
H Complete Case Record
Form

I Final review and sign
Case Record Form

J Collect laboratory safety
test samples

K Processing of  blood
samples

L Preparing  aliquots &

keeping a track of the
samples sent

M Review & sign of the lab
reports

N Receive the study drug,
document drug

dispensing, storage &
accountability

0] Person to whom research
participants should
contact in case of adverse
event

P Report all serious adverse
events

Q Follow up of Serious
Adverse Event

R Maintaining  study site
master file

S In-charge of inventory &
supplies

T Archiving of study
documents

U Resolution of queries

\% Overall coordination and
supervision
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Effective from 9t December 2024

Signature with date of Principal Investigator:

IEC (KEMH, Mumbai)
Valid up to 8" December 2027

Annexure 6
AX 06/SOP 05-A/V 7

Document Receipt Form for initial review

IEC No. of the Project:

Project Submitted date:

Project Title

Principal Investigator

Department

Communication with the IEC

E-mail address:

Phone No.:

For office use only

Documents submitted

[J Complete

[J Incomplete, will submit on...............

Documents to be submitted

later

O final signed clinical trial

agreement with  final
budget allocation

0O informed consent form

(Local 3 Vernacular
language)

O DCGI

0O CTRI

O Other sites EC permission
OOthers......ccccoeviviinnen.

Check what documents are received later on.
O final signed clinical trial agreement with
final budget allocation
O informed consent form (Local 3
Vernacular language)

O DCGI

O CTRI

OOther sites EC permission

O Others.......ccccovvvinnnnn..

Received by (Name and

signature with date)

Current Contact Details:

Institutional Ethics Committee (IEC), New UG/PG Hostel, 20t Storey Hostel Building, Ground Floor,
KEM Hospital Campus, Near Main Boy’s Hostel, Parel, Mumbai-400 012.

Contact No.: +91 87792 21293, 022 2410 7515

Email IDs: iec-1@kem.edu, iec-2@kem.edu, iec-3@kem.edu

- Academic clinical trial

Annexure 7
AX 07/SOP 05-A/V7

Guidelines for Investigators

1. All the studies satisfying the following definitions as per NDCT Rules 2019 need to be submitted
for the Institutional Ethics Committees review:
- Clinical Trial: (Regulatory trial).

(Management of Initial Protocol Submissions)
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- Bio medical and health research (Non-regulatory trial).

As per the above definitions an Investigator planning to conduct a research study involving human
participants; funded by Government agencies and Pharmaceutical companies at Seth G.S.
Medical College & K.E.M. Hospital will need an approval by the Institutional Ethics Committee
(IEC) before commencing a study.

Research studies which are undertaken as dissertation projects (postgraduate students: MD,
MS, MCh, DM, DNB, PhD, MSc, MPTh, MOTh, Nursing), research projects of undergraduate
students (Indian Council for Medical research studentship) and investigator initiated research
studies which are self funded / intra or extra mural funded will need an approval by the
Institutional Ethics Committee (IEC) before commencing a study.

2. Those research protocols which fulfill the definition of clinical trial and academic clinical trial as per
NDCT Rules 2019 (GSR 227-E) will be managed by the committee/s registered with CLA (IEC-I).

3. Those research protocols which fulfill the definition of Biomedical and Health Research as per
GSR 227-E will be managed by the committee registered with DHR (IEC-1l & IEC-III).

4. Criteria for Principal investigator of regulatory and non regulatory trials:

- Criteria for Principal Investigator (PI) of regulatory and academic clinical trials:

Principal Investigator for regulatory studies will ALWAYS be regular/permanent faculty of Seth
GSMC & KEMH and have relevant qualification approved by Maharashtra Medical Council
(except in case as mentioned below).

Principal investigator (regular/permanent faculty of Seth GSMC & KEMH) will have ONLY eight
(8) regulatory trials approved by the IEC as Pl and ONLY eight (8) regulatory trials approved by
the IEC as Co-l.

With regards to exceeding this cap (applicable ONLY for PI belonging to super specialty
departments), contractual faculty may be made the PI as per clauses stated below:

¢ should have completed ONE YEAR of service in this institute and this needs to be endorsed
in writing by the HOD.

e HOD /regular/permanent faculty will be the CO-PI for such projects to support the contractual
faculty working as PI for the given regulatory study.

e HOD / regular/permanent faculty to provide an undertaking stating that if the contractual
faculty who is working as PI of the regulatory study leaves the institute then the regulatory
study will be taken up by the HOD / regular/permanent faculty as PlI.

¢ Duly signed undertaking from the contractual faculty which is forwarded or countersigned by
permanent faculty stating that if he/she leaves the institute he/she ceases to be the PI of the
project and the project cannot be transferred outside the institute.

e The contractual faculty of super specialty department can have ONLY four (4) regulatory trials
approved by IEC as Pl and ONLY four (4) regulatory trials approved by the IEC as Co-I.

Responsibility of the Principal Investigator (PI): In regard to clinical research trials (regulatory
trials and academic clinical trials), if an IEC approved affiliated study team member leaves the
institute (anybody who resigns from KEMH, is transferred out of KEMH, or is affiliated to KEMH in
some way but not on regular biometric attendance system or death of the study team member)
he/she ceases to be part of the trial.

It is the responsibility of the Principal Investigator (PI) to ensure that the said person is removed
from duty delegation log with immediate effect. This is to be informed to the sponsor (if applicable)
and IEC. IEC will review and accord approval for the revised duty delegation. The last working
day would be the end date in the duty delegation log.

All PIs should make appropriate changes in departmental clinical research SOPs pertaining to the
above matter.

In case the PI leaves the department, It is duty of Head of the Department / Institution to remove the

concern person's name from duty delegation log with immediate effect. If the Pl is not head of the
department, an undertaking from HOD would be taken. The same needs to be notified to Head of the
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Institution by Pl and Head of the Department. IEC would like to ensure that at no point of time any trial
participant is unsupervised by the study team/ Department.

- Criteria for Principal Investigator (Pl) of non-regulatory trials:

Principal Investigator for other studies/ non-regulatory studies can be regular / permanent faculty,

Emeritus professor, or contractual faculty of Seth GSMC & KEMH. If the Principal investigator is an

Emeritus professor or a contractual faculty of Seth GSMC & KEMH, then the Co-Principal Investigator

or Co-Investigator HAS to be a regular / permanent faculty of Seth GSMC & KEMH and who will be

responsible for the study oversight.

a. For resident / post graduate students, Ph.D students, MSc students, nursing students, M.Sc.
Pharma Medicine (MUHS) projects, Pl will be his / her guide / teacher and should be a permanent
faculty of Seth GSMC & KEMH.

b. Thesis / Dissertation of Wadia Maternity and Paediatrics
Faculty from the Wadia hospital are also considered as faculty from Seth GSMC & KEMH. Hence
faculties from Wadia can be PI for the thesis submitted by the postgraduate students of Wadia
hospital, however the recruitment of patient should be from only Wadia and not from the Seth
GSMC & KEMH. For dissertations from BJJWHC must be forwarded by HOD (Pediatrics) Seth
GSMC.

c. For collaborative studies with NIRRH, NIIH, TMH, IIT Bombay or for studies of nursing
students from the colleges other than GSMC & KEMH, PI should be a regular / permanent
faculty from Seth GSMC& KEMH.

d. If request received ‘to become a Principal Investigator’ by contractual Assistant
Professors (speciality / super speciality)

e. IEC will accept the research proposals with less than minimal risk projects /retrospective/web
based study/audits with contractual Assistant Professors as Pl and in each protocol will need a
permanent faculty as a co-investigator. It was by consensus decided that the contractual
Assistant Professors should be allowed to be PI for such studies by all six members Hence the
Board will have to revise the SOP as per the change.

- Case report and Case series should be submitted by the faculty (as per criteria for
Principal Investigator mentioned above) of Seth GSMC & KEMH only.

For all types of studies and for both permanent and contractual faculty as PI or Co-I to note that
the study belongs to the institution and will stay with the institution whenever the contractual or
permanent faculty leaves the institution. When the permanent or contractual faculty as PI or
Co-l leaves the institute he / she ceases to be PI or Co-l in the project.

5. Location and Office Address:
Institutional Ethics Committee (IEC),
New UG/PG Hostel, 20 Storey hostel building, ground floor, KEM Hospital Campus, near main
boy’s hostel, Parel, Mumbai 400 012. Telephone no. (GSMC and KEMH): 91 22 410 7000 Ext.
7515, 24107515, 24122188, Email: iec-l@kem.edu iec-2@kem.edu and iec-3@kem.edu
The IEC office hours for submission of documents, enquiries and telephonic communication with
the IEC staff are as follows:
Monday to Friday -1.30 p.m.to 4.30 p.m.
Saturday -10.30 a.m. to 01.00 p.m.
The office will remain closed on Sundays, all public holidays and last working day of every
month.

There will be no meetings held in the month of May and November (during college vacations)
except during emergency and epidemics/pandemics. In case a meeting is to be held during
vacation due to unavoidable reasons, the decision will be taken by the Member Secretary in
consultation with Chairperson.
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The clinical trial (Any investigation in human research participants intended to discover or verify the
clinical, pharmacological, and/or other pharmacodynamic effects of an investigational product(s),
and/or to identify any adverse reactions to an investigational product(s), and/or to study absorption,
distribution, metabolism, and excretion of an investigational product(s) with the object of
ascertaining its safety and/or efficacy [ICH-GCP]) must be registered with the Clinical Trial Registry
of India (CTRI) or any other WHO platform registry and a copy of the documentation of registration
must be provided at the time of submission of a new study proposal for review.

General responsibilities of Pl and Co-PI
e MMC/State Medical Registration council:
Investigators involved in the trial are competent having a valid medical degree registered with the
Medical Council of India (MCI) / State Medical Council or a dental degree registered with the
Dental Council of India / State Dental Councils or OTPT COUNCIL
e Updated and signed CVs:
Investigators responsible for conduct of clinical trials are adequately qualified, experience.
e GCP:
Investigators should have knowledge about clinical trial process, ethical issue and applicable
rules and regulation ensuring data integrity and protection of subject rights, safety and wellbeing.
Investigators should be GCP trained regularly at the interval of three years and GCP training
certificate should be provided to the IEC at the time of submission of a new study proposal / prior
to initiation as applicable.
e SOPs of IECs:
Investigators should follow documented procedure i.e. Standard Operating Procedures (SOPs) of
IEC in compliance with the regulation and the approved protocol or informed consent, safety
reporting management, delegation of responsibilities and training, investigational product, clinical
trial documentation, record retention, archival and destruction.
e Trial site specific SOPs for regulatory studies:
Investigator should prepare site specific SOPs which should be approved by the IEC and one
copy should be handed over to the IEC for its records. Site specific SOPs should also cover the
following elements related to the conduct of the clinical trial.
- Updated investigators Brochure and clinical trial oversight plan
- Work delegation log signed by the PI
- SOP/Policy document to ensure continuity of trial in case of staff and investigator attrition
- Clinical trial site shall have a policy of investigators handling over the trial case he /she to
leave investigator will continue to be responsible for the trial until such time another
investigator takes over the trial. Authorized person from the site shall communicate with the
sponsor and ethics committee if needed. There should be back up research staff to ensure
that recruited subject’s rights safety and wellbeing is not compromised.

The IEC is currently following version 7 dated 19" November 2024 of the Standard Operating
Procedures (SOPs), which are individual activity based and are 25 in number. The updated SOPs
are available at our website www.kem.edu- Department — Committees and Societies -
Institutional Ethics committee

10. Project proposals submitted on or before 20" of every month will be taken up for discussion at
the next month’s IEC meeting. All proposals (all documents need to be typed on A4 size paper)
need to be submitted as soft copy and one hard copy set (sponsored study preferably filed in Box
File & non sponsored study in card board file) documents appropriately labelled and arranged in the
file in orderly manner. The list of documents to be submitted as per SOP5-A Section 5.3.1.
Incompletely filled forms / forms without signatures / proposals will not be accepted and same will
be conveyed to the PI.

11. The investigator should ensure that there is an ‘Ethics Section’ in the protocol which is in
compliance with the Indian Council for Medical research 2017 Guidelines. The section should
include the following aspects:

» A statement saying that the study will be conducted in adherence to relevant
national/international laws.

Policy regarding autonomy (voluntariness, right to withdraw).

Confidentiality

Recruitment policy ensuring equitable enrollment.

Y V V
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> Protection of vulnerable participants.
» Process of obtaining informed consent.
» Policy regarding treatment of study related injury, compensation for study related injury and
compensation for participation.
» Policy regarding dissemination of data, presentation of data, publication.

12. Decision on type of review:

Member secretary will review the protocol and related documents and will take the decision
regarding the type of the review required for the particular protocol as follows:

e Full Board Review (refer SOP 05-B)

e Expedited Review (refer SOP 05-C)

e Exempt from Review (refer SOP 05-D)

Note: For management of initial protocol submission during epidemics/lockdown periods refer to
SOP 22/V7

13. An investigator may refer to the SOP. No. 19 for ‘Request for Waiver of Written Informed Consent’
whenever necessary.

14. An investigator is required to refer to the format of an Informed Consent Document for genetic study
whenever applicable AX 10/SOP 05-A/V7

15. The processing fees Details:
Institutional Ethics Committee (IEC)shall charge an application fee for review of research projects.
The Institute shall not charge an EC application fee.

15.1) Fee Structure:
e The funds of the IEC are maintained in the Diamond Jubilee Society Trust (DJST) account,

PAN no. AABTS5336G.

Payment should be done to DJST’s Bank of Maharashtra only. DJST has strictly prohibited

IEC transactions to their SBI account.

e The protocol review processing fees for all type of studies will always be accepted through
cheque / online.

¢ If any transaction made by mistake to SBI, IEC will not be responsible for consequences.

¢ No cash payment will be entertained. Don’t pay cash via bank also.

e For non-sponsored projects, detailed screen shot for payment details need to submitted to IEC
and if required to DJST for cross verification (transaction ID/Reference no. etc.)

e Transaction details (screen shot)

e The protocol review processing fees of all types of projects will be taken by online only through
following details:

Name of Account: Seth GS Medical College & KEM Hospital, Diamond Jubilee society
Trust

Account No: 60236880148

Account Type: Saving

Name of Bank: Bank of Maharashtra, Branch Parel

Add of Bank: Vikas Apartment, Dr. Ambedkar Road, Parel, Mumbai, 400012.

IFSC Code: MAHB0000079

MICR Code: 400014011

PAN No: AABTS5336G

e  For sponsored projects fees, please note the following requirements:

v" The sponsored projects fees will be accepted by cheque / demand draft/NEFT which will
include the TDS, drawn in the name of ‘Diamond Jubilee Society Trust, Seth G. S.
Medical College & KEM Hospital'.

v" Please note a letter from sponsor is required (on sponsors letterhead) mentioning the
following details: Gross amount, TDS amount deducted and the net amount to be paid as
IEC review processing fees.

1. Payer / remitter’s reference no.
2. Payer PAN number
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Beneficiary details

Payment date

Trans currency

Payment method

Transaction reference number

Net amount

TDS

B|O|® | No |0k~ w

0. Gross amount

v' Please note if sponsor / investigator is not deducting any TDS then they have to provide a
letter stating that no TDS has been deducted and actual fees of i.e. Rs. 85,000/ is being

paid.

e  TDS certificate should be provided quarterly.

e  Protocol review processing fees:

Project Types

Initial review
processing fees in INR

Periodic review
processing fees in INR

Annual review
processing fees in

Six monthly Review INR
Gross Net Gross Net Gross Net
amount Amount amount Amount amount Amount
Less 10% Less 10% Less 10%
TDS TDS TDS

Pharmaceuticals | 94,445/- 85,000.50/- | 11,112/- 10,000.80/- | 22,223/- 20,000.70/-
sponsored Less Less Less
project 9,444.50/- 1,111.20/- 2,222.30/-
Government 11,112/- 10,000.80/- | 2778/- 2,500.20/- | 5,556/- 5,000.40/-
sponsored Less Less Less
projects 1,111.20/- 277.80/- 555.60/-
Thesis /| Rs. 1,500/- NA NA NA NA
Dissertation
All academic | Rs. 2,500/- NA NA NA NA
non- sponsored
projects
(Including DNB,
DM, Nursing,
PhD Research)
Funded studies Budget ranging from NA NA NA NA

5,00,000/- to 25,00,000/-

IEC charge- Rs. 10,000/-

per project

Above 25 lakhs for every

5,00,000/- in addition —

charges are Rs.1,000/- +

TDS 10%)

Initial submission process will be completed subject fulfillment of above payment and submission of

all mandatory documents.

The research study may be self funded / intra or extra mural funded. The PI should distinguished between

funding agency and sponsor. Sponsor is defined as a person, a funding agency or an institution or an
organisation responsible for initiation and management of a clinical trial / clinical study.

Funding agency is defined as a person, a funding agency or an institution or an organisation who
provides bulk of the funding for the trial. Money is usually like a grant for the advancement of science or

for public good.

Thus, in a Pl-initiated trial that is funded it is important to ensure that:
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e the funding is not to obtain and / or use the data for commercial gain for the funding agency

e the funding is not to promote the product of the funding agency

e the funding agency would receive only a summary report of the trial

e the report of the trial cannot be used by the pharmaceutical industry if it is a funding agency for

commercial gain; or to obtain licenses or permissions, etc.

o the funding agency will not have access to participant (anonymized) data, CRF, reports, or will not
be sent samples for testing, storage, etc.

e the funding agency will not provide compensation or insurance for the trial participants or the trial.
The PI will be responsible for free medical management and providing financial compensation for
any trial related injury.

e the funding agency has no control on the publication of the trial by the Pls, and the Pls are not
obliged to inform or share their drafts or publications with the funding agency

e if the PI discovers or invents something new with the product of the funding agency, the
intellectual property rights would be with the PI and/or the institute and not the funding agency

e Funding agency may at most do a financial audit of the funding provided to the PI. But, funding
agency cannot do an audit of or monitor the trial.

e Reqistering the trial on the CTRI website would be the responsibility of the P1 or the institution, but
not the funding agency.

CTA / MOU between Funder and Department conducting the study in particular should
address the following clauses:

e The title must mention through whom the Institutes are a party i.e. the Head of the Institutes, and
their names, and the Departments in the institutes that are involved, and the name of the PI or
Co-PI , designation, etc. Please mention addresses of all the parties too.

e The MoU/CTA must state the purpose of the project/ trial, and if there are any financial
transactions or payments to be made by one party to the other for the purpose of the project/ trial.

e The roles and responsibilities of each party to the MoU should be stated. It also needs to be
stated who will be responsible for taking the informed consent, conduct of the trial, final report
writing, etc.

e Material Transfer Agreement or clauses need to be added to the MoU/CTA or a separate
agreement to be made for MTA, where samples collected by one party will be transported
to another party (who will be responsible for the transport, how will it be done, who will ensure that
the samples will not be adulterated or tampered with, at what temperature will they be transferred,
etc.).

e It also needs to be stated that the samples sent will be anonymized by KEMH, to maintain the
confidentiality of the participants.

e |t needs to be stated that the tests conducted by one party on the samples shared, whether the
results will be shared with KEMH. The results will be shared also needs to stated in the MoU/CTA
and process of result sharing need to be specified.

e It needs to be stated in the MoU/CTA which party will take the trial insurance policy and/or pay
compensation to the participants in case of any injury or adverse or serious adverse event.

e The study should be registered on the CTRI website, and which party will be responsible for the
same should also be mentioned. If DCGI Permission is required for the study, it needs to be
stated, and which party will be responsible for the same should be stated in the MoU/CTA.

e The parties that can publish and report the study/ trial/ project, should be stated clearly in the
MoU/CTA. If permission of another party is required, then that also should be stated.

e The MoU/CTA should mention the clauses on confidentiality, not only of the product or project,
but also of the data generated, and the personal information of the participants of the trial/
research/ project.

e The MoU /CTA must state that qualifications of the persons involved in the trial/ project, and that
they would follow the law, rules, guidelines, etc. in relation to conducting research trials.

e There should be a clause on arbitration or amicable settlement of any disputes that may arise
between the parties. The parties must try to amicably settle the dispute, however, if it remains
unresolved, then a common arbitrator could be involved to resolve the dispute. If the dispute does
not still get resolved, then each party to appoint an arbitrator, and agree upon a common
arbitrator to resolve the disputes under the Arbitration Act, 1996. The jurisdiction of the arbitration
should be Mumbai.
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17. If funding is awaited: PI to notify the IEC regarding sanction and receipt of funding subsequently IEC
will issue approval letter.

18. Duplicate copy of any document (for e.g. Permission letter, certificate, query letter) will be charged
Rs. 250/-).

19. An investigator may be invited (telephonically/ through written communication) to the IEC meeting to
discuss issues related to the study proposal.

20. For clinical study planned on an “alternative system of medicine” (Ayurveda, Homeopathy, Siddha,
Unani), a Co-Investigator/ Collaborator from that system should be included in the study team. This is
in accordance with the Indian Council of Medical Research 2017 guidelines.

21. An investigator is expected to submit a reply to the 1st query sent by the IEC within 180 days of date
of receipt of the letter. The reply to subsequent query letters must be submitted within 60 days of
receipt of the query letter. In the absence of any response, the project will be declared closed for the
IEC office records. In case of any valid reason IEC must be communicated within the said period to
increase the validity period. The documents for these projects will be shredded by IEC staff and same
will be recorded in the log book for shredded documents as well as the master register book. The
project can not be revived if the documents are shredded.

22.1 For regulatory Trial If PI fails to submit the reply to 15t query letter for the new project which is
under review with IEC within 180 days for regulatory trials:

o Before the expiration / termination of validity of the query letter, an extension request should be
submitted to IEC before the end of 180 days (are counter from the date mentioned on the query
letter). If an extension request is not received in the timeline, then the project file will be shredded
and declared closed for IEC records.

o If Pl wishes to reply to the queries or re-opening of the trial file AFTER 180 days but within one
year from the date of receipt of query letter, Pl should re-submit the entire project and related
documents (day 181 to day 365 from the date of the receipt of the query letter) along with 50% of
the prevailing protocol review processing fees with TDS 10%. (project registration number will
continue to be the same).

o If Pl wishes to reply to the queries or re-opening of the trial file after 365 days, Pl should re-submit
the entire project and related documents along with 100% of the prevailing protocol review
processing fees with TDS 10%. On resubmission the project will receive a new registration
number.

22.2 For regulatory Trial If PI fails to submit the reply to 2" / subsequent query letter within 60 days
then the project will be closed and shredded off for the IEC records. If Pl wishes to reply to the
queries or re-opening of the trial file after 60 days, Pl should re-submit the entire project and related
documents along with 100% of the prevailing protocol review processing fees with TDS 10%. On
resubmission the project will receive a new registration number.

23. Reply to the query letter as provided by the PI will be subjected to review as per IEC Decision
form (AX 06/ SOP 05-B/V7). If found satisfactory IEC will issue final approval for the study. An
approval will be granted for the entire duration of the study. (AX 07/SOP 05-B/V7), (AX 08/ SOP 05-
B/V7) & (AX 09/SOP 05-B/V7)

24. For all regulatory clinical trials it is the responsibility of the principal investigator to submit a periodic
review report / continuing review report (within 1 month of the due date i.e. 5 months from the date of
approval for studies which will continue beyond six months). Such periodic reports have to be
submitted to IEC at six monthly intervals till the completion of the study.

25. It is the responsibility of the principal investigator / study coordinator to ensure the periodic review
processing fees along with the periodic review report need to be submitted within the timelines for all
regulatory and sponsored trials. The coordinators should make the appropriate invoices as per AX
07/05-A/V7 section 15.1 regarding review fees.

26. For academic / non-regulatory trials it is the responsibility of the principal investigator that for studies
which will continue for more than a year, a continuing review report needs to be submitted (within 1
month of the due date i.e. 11 months from the date of approval)

For submission of continuing review report Refer to SOP 7 /V 7

27. For submission of Study Completion Report refer to SOP 8 /V7
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28. In case a study is not initiated or terminated Refer to SOP 9V 7

29. Agenda for the IEC meeting is prepared 3 working days in advance before the date of meeting and is
sent to the IEC members at least 1-2 working days in advance. Hence, all study related documents
like answers to the IEC queries and amended study related documents (Protocol, ICD, CRF and IB)
received seven days before and other types of documents received 3 days before the preceding date
of the meeting will be considered for the meeting. It will be deferred to the next month’s meeting for
discussion (Exception - any matter which in the opinion of the IEC secretariat has direct bearing on
the safety of the research participants such as SAE report, major protocol violation).

30. Submission of Amended Protocol and Protocol Related Documents
All amendments to the approved research proposal (only one set) should be submitted to the
committee for its review no later than 7 seven days prior to the date of forthcoming meeting.
No changes in the protocol, case record form and /or Informed Consent Document shall be initiated
without prior written approval from the committee, except when necessary to eliminate immediate
hazards to the research participants, or when the change(s) involve only logistical or administrative
aspects of the trial (e.g. change of monitor(s), telephone number(s).
A covering letter should be submitted mentioning reason/s for amendments and summary of changes
and the amended text must be highlighted in the revised Protocol and Protocol Related Documents
along with the Annexure 1 SOP6 Amendment request form.

31. Submission of Report of Protocol Deviations / Violations in the study protocol. PDs should be
reported quarterly (not exceeding three months from the detection of the deviation). Please use
Annexure 1 SOP 10 Deviation / Non-Compliance / Violation Record AX 01/SOP 10/V 7 for submitting
report of Protocol Deviations / Non-Compliance / Violations.

32. Submission of Report of Serious Adverse Events (SAEs) Refer to SOP 11B V7 Any new information
that may adversely affect the safety of the research participants or conduct of the trial should be
informed to the IEC.

33. If an investigator wishes to appeal against the decision about rejection of a research proposal by the
IEC, please contact the IEC and submit your appeal in writing, addressed to the IEC Chairperson with
justification relevant to the issues/ objections raised by the committee within twelve (12) weeks of the
receipt of the committee’s decision. In absence of appeal, the project will be declared closed for the
IEC office records.

34. The following regulatory permissions will be required prior to issue of IEC approval letter.

e DC(l) approval
Studies which plan to use a new drug (as defined in NDCT Rule 2019 (GSR-227 -E) require DC(l)
permission. For such studies, a copy of the permission letter issued by the DC(l) to the sponsor also
needs to be submitted to the IEC. If the DC(l) permission is awaited, a letter of provisional ‘approval will
be issued by the IEC and the final IEC approval will be given after a copy of DC(l) permission is
submitted to the IEC. No study should be initiated until the final letter of permission is issued by the IEC.
o FDA marketing/manufacturing license for Ayurvedic/ herbal formulations/ nutraceutics.
e Health Ministry Screening Committee (HMSC) approval in case a study involves collaboration with any
foreign laboratory/clinic/institution
e Bhabha Atomic Research Centre (BARC) approval in case a study involves use of radioisotopes/
ionizing radiations
e Genetic Engineering Advisory Committee (GEAC) approval in case a study involves use of gene
therapy.
o Administrative sanction from the head of the Institution should be sought by investigators
- for studies involving collaboration with other Indian or foreign Laboratory/ Clinic/Institution.
- For conducting the study
- For sending the samples to laboratories outside KEM Hospital.
e to register clinical trial / academic clinical trial at www.ctri.gov.in before enrolling first patient in the study.
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For regulatory trials Pl to collect participant feedback (as per Annexure 10, AX 10/SOP 05-B/V7) from
all enrolled participants during any scheduled visits (preferably this feed back may be collected during
any of the initial three visits) and this duly filled feedback form to be kept in the participant file.

For regulatory trials Pl to display patient Charter reflecting rights of the research participant in patient
recruitment areas.

List of forms / annexures required for submission of study related documents
The following forms / annexures are available on the website www.kem.edu and should be used for
submission of study protocol and other study related documents as per revised SOPs of the IEC:
Project Submission Application Form for Initial Review and any additional forms as per your
Research Project
Serious Adverse Event Report Assessment Form for SAE at our site AX 01/SOP 11-B/V7
Deviation/Non-Compliance/Violation Record AX 01/SOP 10/V7
Continuing Review Report Form AX 01/SOP 07/V7
Study Completion Report AX 01/SOP 08/V7
Premature Termination Report AX 01/SOP 09/V7
Document Request Form AX 01/SOP 16/V7
Guidance document for Department Review Boards (AX 11/SOP 05-A/VT)
AV consent checklist for participants (SOP 12, AX02/SOP12/V7)
Common Ethic Review of Multicentre Research (SOP 21)

Initial submission of project
Sample format of covering letter by Principal Investigator (PI)
for review of pharmaceutical & GOVT sponsored / Funded studies.

1) Sample format of covering letter by Principal Investigator (PI) for initial submission of
protocol review for pharmaceutical & GOVT sponsored / Funded studies.

Date:

To,

The Member Secretary,

IEC.

Sub:  Submission of clinical trial / trial documents for Ethics Committee review and approval.

Ref: Protocol number XXX Version XX dated XXX entitled, “XXXXXXX”.

Sir / Madam,

We are conducting a study in our department. XXX sponsor has approached us for the conduct of the
abovementioned study. The study will be conducted as per the ICH-GCP, ICMR guidelines and
NDCTR, 2019.

Please find enclosed the following documents for review and approval:

Sr. No. Document title Version no. and date
1
2
Also kindly note the following:
1 Co-Investigators: Signature of co-investigator
1)
2)
Clinical Research Coordinator:
1)
2)
2 If Pl is retired/promoted/transferred/suspended/intended to

leave the institute (during study period) who will take over the
responsibility of PI

3 Recruitment Strategy

a) Word of mouth

b) OPD or IPD

c) Notices / Advertisement (English, Hindi and Marathi)
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d) Consecutive — roll over.

e) Collaboration with other departments or institutes

f) Departmental database

Collaboration department signature of HOD required if applicable

Study conduct — Sponsor / CRO

Funding agency

olo|o|s

a | *Intramural funding (DJST/DDF/Research Society/ any other
funding body under KEMH) applied / Status

6.b | Extramural funding (GOVT/NGO/Pharmaceutical
industry/International body)

Approximate budget per patient and overall budget

Name & number of the Indian sites

7
8

9 Local laboratory address (if applicable)

10 Outside KEMH laboratory address (if applicable)

11 Reprimanding letters from IEC in the last five years inclusive all
types of studies (PHARMA, GOVT, OA & Thesis)

12 Administrative sanction for:

1.Conducting the study:

2. Sending samples outside KEMH:

3.Collaboration with other Indian or foreign laboratory/clinic
/Institution:

Note: * Any funding from outside will not be treated as intramural funded studies.

Ongoing trial * status as Pl and as Co-I

Sr. No. | Project Title Recruited participants Time given by PI for the project
no. each day

Note: * Ongoing trials i.e- Study Approved by IEC.

Status of trials which are under process as Pl and as Co-I

Sr. No. Project no. | Title Participants to be enrolled | Time to be given by PI for the
project each day

With this | would like to request you to review this project and consider for approval.
Thanking you,
Sincerely yours,

Dr. XXXXXXX Forwarded by Head of the Department
Principal Investigator Seal

[Definition of Principal investigator (PI): Refer SOP 05-A section 5.1.1 and 5.1.2.
2) Sample format of covering letter by Principal Investigator (PI) for initial submission of

protocol review for thesis/dissertations & investigator initiated/ Other Academic(QA)
studies.

Date:

To,

The Member Secretary,

IEC.

Sub:  Submission of trial documents for Ethics Committee review and approval.
Ref: Protocol number XXX Version XX dated XXX entitled, “XXXXXXX”.

Sir / Madam,
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I’'m submitting the study entitled, “xxxxxxx”. This is a dissertation topic for my post graduate student /
an investigator initiated study. Requesting for review and approval as per IEC SOPs. The study will be
conducted as per the ICH-GCP, ICMR guidelines and NDCTR, 2019 whichever is applicable.

Please find enclosed the following documents for review and approval:

Sr. No. | Document title Version no. and date
1
2
Also kindly note the following:
1. Co-Investigator (if applicable): Signature of Co-I
1)
2)
2 If Pl is retired/promoted/transferred/suspended/intended to
leave the institute who will take over the responsibility of PI
3 Recruitment Strategy 1
2

Collaboration department signature of HOD required if applicable

4
5 Funding agency

5.a | *Intramural funding (DJST/DDF/Research Society/ any other
funding body under KEMH) applied / Status

5.b | Extramural funding (GOVT/NGO/Pharmaceutical
industry/International body)

Approximate budget per patient and overall budget

Name & number of the Indian sites ( if applicable)

Local laboratory address (if applicable)

Rlelo|~N|o

0 Outside KEMH laboratory address (if applicable)
1 Reprimanding letters from IEC in last five years inclusive all type
studies (PHARMA, GOVT, OA & Thesis)

Note: * Any funding from outside will not be treated as intramural funded studies.

Ongoing trial status as Pl and as Co-l (PHARMA, GOVT, OA & Thesis)

Sr. No. | Project no. | Title Recruited participants Time given by PI for the project
each day

Status of trials which are in under process as Pl and as Co-l (PHARMA, GOVT, OA & Thesis)

Sr. No. Project no. | Title Participants to be enrolled | Time to be given by PI for the
project each day

With this | would like to request you to review this project and consider for approval.
Thanking you,

Sincerely yours,

Dr. XXXXXXXx Forwarded by Head of the Department
Principal Investigator Seal

[Definition of Principal investigator (PI): Refer SOP 05-A section 5.1.1 and 5.1.2.

CHARTER OF RIGHTS OF PARTICIPANTS IN RESEARCH

e Every participant in a research study has the right to autonomy, right to decide whether to

participate in a research trial, or refuse to participate or to withdraw from it
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e Every participant has a right to life and the right to health, including the right to the enjoyment
of the highest attainable standard of physical and mental health

e Every participant has the right to privacy and confidentiality

e ltis the privilege of the researcher to do research on the participant, and in case of any injury,
adverse event, serious adverse event or death of the participant, the participant has a right to
be compensated adequately

e Compensation shall be provided for physical, mental, social and other harms as decided by
the regulatory authorities and research ethics committee

e The participant shall have a right to her/ his own medical records during and after the
completion of research trial as well.

PROTECTION TO PARTICIPANTS

o Research must be scientifically valid and able to answer the questions it asks; subjecting the
participants to risks otherwise is unjustifiable

e Research to be done only where it minimizes risks and if the potential benefits to individuals
and society justify and exceed the risks

e Each participant shall be given enough information about the research such that the
participant can make a voluntary, un-coerced, un-influenced decision to participate. The
potential harms of the research, risks, and benefits shall be informed to the participant.

e It shall be made clear to the participant that it is a research trial and not a known or
established method, therapy, etc.

e In case of children, and individuals unable to give consent themselves, informed consent shall
be taken from their guardians or next friend — called as proxy consent

e Research proposals must be submitted and reviewed in advance by research ethics
committees with authority to approve research trials or to disapprove trials that do not satisfy
ethical norms

e Research participants can stop or withdraw from the research at anytime. No explanation
should be required for their withdrawal, and the health needs of the participant shall continue
to be taken care of by the hospital or doctors or research team

e Post- trial access and obligations shall be fulfilled by the sponsor of the research trial
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e Any new benefits, risks, or side effects discovered during the research shall be informed to

the participant by the researcher

PARTICIPANTS SHOULD AND ALSO HAVE A RIGHT TO:-

¢ Read, ask for a translation, interpretation of the consent form and other documents relating to
the trial

e The participants have a right to ask questions, clarifications, and get their doubts cleared prior
to and any time during the research trial

e The participants shall also be provided information on who will answer their queries and who
they can complain to if they have a complaint or have some questions about the research trial

e Participants should weigh the risks and benefits carefully prior to consenting to enter into the
research trial

e Once the participant is enrolled in the research, the participant must follow the directions for
proper use, dosing and storage of any self-administered research/ trial medications, providing
biological samples and preparing for tests, procedures and examinations

e The participant should follow directions for abstaining from non-study-related medications, or
other contraindicated medications or procedures

e If the participant has doubts or difficulties in following or even in understanding the
instructions, then the participant must not hesitate but should speak about the same to the
researcher and try and resolve the problems or get clarifications

e The participant should attend to the scheduled appointments on time, and inform the
researcher within a reasonable time if they need to reschedule an appointment

e The participant must report any observation or untoward event or possible side effect of the
research or trial to the researcher. The researcher shall take care of the participant on
observing or on reporting of any untoward event or side effect that the participant may face

e The participant must provide the updated contact information to the researcher for proper
follow up

e The participant shall be given reasons as to any decision taken by the researchers to
withdraw the participant from the research trial and adequate procedure for withdrawal shall

be followed without any loss or damage to the participant
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YT ufauiiral &1 sifierR-ux

o IIHYH 3regga W R UfAUTT B Wil &1 ISR, T8 0 B HT SUBR g & 1 srgu™
TI&01 & YT T € T HIT O & T AT § 1 399 1o =1 g |

o WUTUNT BT Sfia F7 SRR SR W F1 HABR g, S IR SR AFRG WRg & I=dd
T AHSE & ITHNT BT AGR A |

o SR UfAUTR Bl AT 3R Moitgdr &1 SifieR B

o TR TR STHUH HRAT SR BT ARWIRIGER €, 3R ufaumh & fansdht +ft Ae, ufaga ge,
TR ufagd ger a1 g &1 fRufa &, ufqurtt & waia &0 erfagfd @1 ifier 71

o YRR, AFR®, HIfe SR 3 g1l & o &ifagfd uam &1 Seeh, S fos e urfere=on
3R SHYT AR WAl gR1 Feid fosar man g1

o Ty B UfTURT BT ST TR0 & SR 3R T EH & S8 30 W & fiferadi sifterat o7 of
SHYBR gRT|

afauTiirn &t gRem

o Ui S ST 3rgfed Sifad & el a1 gU; U &Y aFe U § TR g AR 3R
TP GR1 YD ST a7 U T IR o H 9&H g1 amfeu|

o 3FIHYM Faa axft fsar ST, Siet a7 S S H § 1 a1 7 SR afe At S8R Iue 1 8 ard
T ATy SfEHT ! 3ferd ogvmd & SR Shifam & 31fires g

o A faurh & sy & Yey # vafd SReRt & S arfe ufaumh 4T a &1 Ui,
Wiwss, srHTfad Fofa & 9% | ufauifi &1 sreem ot Guifad gifa, Sifeat oir el &t g &
S

o Tfqurlt &) Ty fohar STET 6 98 U SrggU ulerr § iR 1S Td a1 it fafdy, fafesean, onfe
Trel

o T IR WY geufa <A B srm safaaat ot fRufa B, gid weafa 3% Wers! a1 ey fim 9 <
St - o wfafafy - Sieh wgafa g1 3|

o ITHYM SR IAfAAl gRT W B I URaTd URdd iR GHifed fary o gy o s
TRI&(0 Wi DR T SHTIR-RIHIG HIFCS! DI QT g1 b dTel URITUT D 3RAIpd DR BT UIUBR
T B

o ITHY ufdurh forht o T S A Tdhd § T STHUT I ol HR Yhd § | D! ARl &
fore 18 off wosiemRur &t A o AR, SR SRudTa a1 fifohedds a1 SI¥e™ gd gRT UfaHial &t
WA ARG ATHI BT S T ST AU

o TRIEU IWRI UgT 3R SIRIE ST URI&0 & Ui gRT IR T Smia|
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o IIHYM P TR U ST aTall Bis Wi Ta1 1Y, SR\ 1 goIHTa S8 UTebd! gRT Tfaumht & g
forar e

wfaurirn o1 Fmifea o1 sifier g arfde i 8 off: -

o el U SR THeor ¥ YefId =1 GxA1ael B UgHT, ST SHIale UTe HR1, TBIHR01 AT |

o TR & UM TR0 ¥ Ugd SR IHUT Ueur & IRM forddt off IHg erm Uy yB,
WHHIO A, 3R T TIE TR HRAM BT PR B

o Ui 31 39 day H ff TFHRT UGH St e fh B 3% Udl BT IW M SR fHed 9
RIETd R GHhd § A 370! DIs RITd § a1 Sau™ udem & J6y § $8 Uy |

o SFHYH TteOr H HA¥ FHRA & oY g afa <A @ ugd wfawifin & eare & it ofk et o1 awey
SRR

o gfqurft & SrHUE B Amifed 819 & are, ufauntt & et ot - s / adieror garstt &
Sfd ST, IS 3R HSRU & = &1 1A ST RN, Wdd T3 U™ ST R S,
gferarell iR Ttei & oY daRt &= g |

o TfaurTt B sregae @ refd qarsh, a1 3= Uy garsit ar ufsharstt § 99 & o fg=i &1 ureH
ST AR

o Tfe A &1 e B 1 8T a b wwem # o ufqunht o) T § a1 HfeAeal &1 Qe SRl
Tsdl 8, df ufaunh 1 Gebra e 1 IRy, afcth SEYFebdl d 395 SR H & BT =My 3R
DI FHRA AT SR JHWTE g HATT AT TBIHRUT U AT R

o vfqurft & fufa Trg w IufRid g1 a1fg, ok afe 3 smfdedic R ¥ 0O o1 918d § df 3
STl ®I Ifad THT & HiaR Jferd ST a1feul

o TRUNT BT SFTHUFGAl B ST A1 THET & faddt Ht Teror a1 ufdieed ge a1 Juifad g &1
a1 & T fedt o ufdge T a1 gvTa BT D& IR TR AT B G o R et ufaunf
DI AT HAT IS Thdl §, TGB! gRT WU &1 Gare 341 SITe |

o gfayrht & Ifed Srgad & Y srHuTEdl B 3RIdH Tud SHBRI e B gl

o STHYM TR F URAURT BT 909 o & SrgHuFGdiel gR1 forg Ty fasedt oft Fofg & wey |
FfayTTt S HRT AT SIET SR gfaymh & o fasedt oft Faam an eifa & fomm amow aR & forg wafa
Ufeh T &1 UTer fobar STe |

o Tuyd ITEmEd Yol HeHTiieT TRid gk 318, G FeIuHed geunil sgrd 31e At & Stfarvaren, fShar wewmht Svamg
THR JUATT T STATETI FTER 0T 8o L.

o YT T Wi foham ATfies ST Teted |Ie S STHE U= B9ehToE, SHa-TaT g9k ST STRIETET 56 3T,

(Management of Initial Protocol Submissions) SOP 05-A_Page 35 of 56



SOP 05-A/NV7 IEC (KEMH, Mumbai)
Effective from 9" December 2024 Valid up to 8" December 2027

o Y TR WISHIYUTeT o Mu-ieder gk 2.
* TR GEWTIIeR WY TS WH T 313, T FEIRITAT HIordiet 39T, Sfrpet s, Tt St et Sgwavar=an e

o fame yftreRtorig STfor Teiter farer wftdigi Stevar steamsmTer i, T, T J S ATEEE!T Tt YeM Hudd
REH
o TG FIEAUIETRIA AT o gt St sewmiier e/ fa=an Srerehier Fid urevarn g e,

FEHTIAT T

o TENYH T TAIGEAT U ST AT R ST ATl I foremciedr Fari=i o a1 Al gofi; T e Teurii ot s
STEAe STHvATET HE TR,

o TR WY SrgHt Fft A N FAMAT I FHISTCAT STHUIN HHT AT T STEAT 9 SreHioe 1fie sradiat qore deie e
AR,

o TruTiie weurlt Bvararel Yz, TewerifaAT, THTaferT ol ST A% Ieher TR YRR S TR Qi wifedt v .
G T AU, Sl 7 Ay grifas=ft arvriien Hefavara I5a.

o TRV § TIY WUATT IS T & Teh TN T TR ATO7 & hiorehet 1 fofam wonfie v, Suemusa sendt e,

o T T IF T IR YA, AT b= SN, AT ATCThiohe [ohdl ezl e Ewdl BSwmd 5 - T St
eyt 3T FEee W,
o TEd FieforT HoRt Jvaranel fokan Aiferrar fepwish qiar T aom= wdeenia AR awrndt sifterem s weien <fifdwn

o TG W § FHIVTATR! St HRIeM oferd Yehdiet fohd ERTETAT HTER &% Iehd e, e ARSI hiode! SHEehr STH e
AT T, T ForeraTgi foha Sraedait foha weie Awgi wesmii= STty Tt FHiesi 2o Ie =1 ST J5d.
o TG WA= TRISIHIEH ATevTTa=aT SUcTotd= o STTaeHi= qodT sHuard Jsel.

®  TIYMIETN IMEUATT Rt FHIORTE! T AT, SgwT, T STgsfies qions & Sieshig aeMriie Hefvand .

TEUTIAT YT THTATST Gk AT G SATIUT gaRhaGiter ATed. -
o ittt Weiferd Tl AT ST SAT EAUSSIET STTAE, ST ar=y, ST st faEmon Fr,

o TRV Heied weum= STt & Tied weoneta wiver I W e, e s s, STt @i st
e e ST 9 TR,

o eyl wulen wheronfawEt FE TR THeI™ T FEY T THu™, e FAi W H0 FA MM T FIUMhS THEX FE
YRS BTeEe TEUTiT ATfediaeier SaT FuaTd I,

o TETIHT Eeie THEOIETE! St Ut Teai=a SeH! & T s e AICTHTT TR §eTd.

o TEYTH T WYL qRIA FeATER, TN HeeR e/ wauiae: T e Fivearel SNeRET I ST, JE S
TSI O, O ST T et 07 AT =r=rva, Wi o qurevar giars! T To stz Fevmie arem For sAaws
3.
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o TR Feie TTeH SFUAmed fohalT I GHS SoaTaed el IR fohalT STSavl STeaT, HeWNT Hehiel T HidT Sxerehiz caTfarit

SR & ST W=l TameeT SHeoam= e TTeierter STH uar= S T,

o mowrle Frefm Seaet aat st wewen &9, onfr @en S qRettant auarE stewE TR JSHE SR @
FEARIAT T

o TEINH weieRE fer s woer e e sttt mer fhar e sfies afom grieTed ST sestant
B[R U & FewTiiell Hiezsil oiefier.

o I TISYUATATS! HEWTH HRIEHICT STEETd o Hifed! SaT 30l ST ATe.

o TR AT FEMTTE STet FuATHee HRNeehihe SUaTd STRiedT HIvTee! Fofmest= o aevTiien sefavard Idia S
TR IO ST ohaT ToET o SIT STATATd I AR =T A1 fehare! ITe SoaTd I5eT.

Annexure 8
AX 08/SOP 05-A/V7
Sample Format of an Informed consent document in English

(This template should be customized according to the requirement of individual research
project)

I Project title:

To test the efficacy and tolerability of XXXXXXXX (an antihypertensive test drug) as compared to
XXXXX (a standard antihypertensive drug)

Il Introduction:

You are invited to participate in a research study. It is important that you read this description of
the study and understand your role in it including the nature and risks of participation.

Please give your consent to participate in this clinical study only if you have completely
understood the nature and course of this study and if you are aware of your rights as a
participant.

Il Purpose of the study:

It is well known that people who suffer from high blood pressure are at high risk for
cardiovascular disease, including heart attacks, strokes and even death. Anti-hypertensive
medications are commonly prescribed to such patients to prevent the occurrence of
cardiovascular events. XXXX is a new drug, which has been found to decrease the blood
pressure in initial studies. The study plans to study the efficacy and safety of this drug in patients
having high blood pressure.

IV Number of research participants and expected duration of each participant in the study:

You will be one of approximately XXX people who will participate in this study. You will be in the
study for about XXX days. (In multicentric study, mention that the study is also being carried out
at xxx other centers).

V  Study procedures to be followed:

If you agree to participate in this study you will a) be asked about previous medical problems,
your current health and your medications; b) have a brief physical examination (to give details);
¢) need to undergo baseline investigation such as XXXXXX(to give details)

The study staff will review the results of these evaluations & test. If you are eligible to participate
you will be randomly assigned (like the flip of a coin) to a study group to receive one of the two
study treatments.

(Management of Initial Protocol Submissions) SOP 05-A_Page 37 of 56



SOP 05-A/NV7 IEC (KEMH, Mumbai)
Effective from 9" December 2024 Valid up to 8" December 2027

The study would require a total of XX visits. At each visit XX ml (mention1-2 tsp/tbsp as
applicable) of your blood will be withdrawn after fasting for XX hours. The blood samples that are
drawn, will be used to check your blood sugar levels, kidney and liver function etc. (mention
whatever is applicable).

Regardless of the group to which you have been assigned, you will return to the study centre
after XXXX days / weeks / months. It is important that you bring all of your study medications,
diary etc. along with you.

At each visit, a) you will be asked about your health, side effects of medications, b) your physical
examination will be carried out c) you will be given a new supply of study drug.

VI Risks and discomforts of participating:

The study testing 2 different therapies in high risk people that may prevent heart attacks, strokes
or death from cardiovascular causes:

Based on studies in animals and other studies with people, the drug(s) used in this study may
cause some side effects. The known risks and side effects associated with the drugs proposed
for use here are summarized below.

Side effects of test drug — XXXXX (Give Details) (for interventional trial)
Side effects of standard drug — XXXXX (Give Details) (for interventional trial)

Other side effects that you may experience could include injection site reactions, allergic
reactions to the medication, itching rash and pain at the injection site (if the drug is to be
administered parenterally). While collecting blood from your vein, you will have to undergo the
discomfort of brief pain or rarely develop bruising or even a minor infection. In case this occurs
appropriate management will be provided

Finally new problems or side effects other than those that have been seen before could occur
during this study. You will therefore be asked about side effects at each visit. It is important that
you report any of the side effects described in this form or any other ones to the study physician
immediately at the numbers listed below.

Because the safety of the study drugs for an unborn fetus or newborn is unknown, if you intend
to become pregnant, are pregnant or are breastfeeding you cannot participate in this study. If
you are a woman who is able to have children, you will be required to undergo a urine pregnancy
test. If you are no pregnant you will be asked to take precautions to prevent pregnancy until the
end of the study. The doctors will discuss the contraception options with you. Pregnancy test
may be repeated during the study. If you become pregnant despite these precautions you should
immediately notify the study team. Pregnancy will be a reason to stop study treatment.

Any new important information that is discovered during the study and which may influence your
decision to continue in the study will be provided to you or your legally acceptable representative
in a timely manner. You will be told of any new risks or side effects.

VIl Possible benefits of the study:

By patrticipating in this study, you may have a possible cure or improvement in your condition.
However, there is no guarantee that you will receive direct health benefit from being in this study
your participation in this study may provide information that may in the future help other patients
suffering from high blood pressure.

VIII What happens when the research trials stops?

Because this is a research trial, the test drug will not be available at the end of this trial for
treatment of this disease. Alternate therapy, if appropriate, will be provided once the trial is
finished. Occasionally the funding agency sponsoring the research may stop the study early — if
this occurs the reason(s) will be explained to you.

IX  Compensation for participation:

Participation in this study will be at no cost to you. The medication and clinic visits will be
provided free of charge. No compensation will be provided for your participation. Payment for
things such as lost wages is not available. (Wherever applicable give details e.g. reasonable
travel assistance will be provided for your participation etc.)

X Treatment and Compensation for study related injury: (for interventional trial)
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You will be provided medical treatment at this institute for any physical injury or illness that

occurs as a direct result of your participation in this study. This medical treatment will be at no

cost to you. The study doctor/sponsor will compensate anyone in case there is temporary/

permanent disability or death as a direct result of participation in this trial In case of death, their

dependents are entitled to material compensation.(provision of insurance coverage by the

sponsor for study related injury, if available, may be stated here). You will not give up any of your

legal rights by signing this form.

Any injury or death of the participant occurring in clinical trial due to following reasons shall be

considered as clinical trial related injury or death and the subject or his/her nominee (s) as the

case can be are entitled for financial compensation.

a) adverse effect of investigational product (s)

b) violation of the approved protocol, scientific misconduct by the sponsor or the investigator.

c) failure of the investigational product to provide intended therapeutic effect

d) Use of placebo

e) Adverse effects due to concomitant medication excluding standard care, necessitated as part
of approved protocol.

f)  For injury to child in utero because of the parents participation in the trial

g) Any clinical trial procedure involved in the study.

[Paragraph from ICMR 2017 guidelines —

Obligation of the sponsor to pay: The sponsor whether a pharmaceutical funding agency,
government, or an institution, should agree, before the research begins, in the a priori agreement
to provide compensation for any physical or psychological injury for which participants are
entitled or agree to provide insurance coverage for an unforeseen injury whenever possible.]

A. “In event of any injury occurring to the clinical trial subject, such subject shall be provided free
medical management as long as required.
In the event of a trial related injury or death, the sponsor or his representative should provide
financial compensation for the injury or death . The financial compensation will be over and
above any expenses incurred on the medical management of the subject.
In case of clinical trial related death of the subject, his/her nominee(s) would be entitled for
financial compensation as per the order of the Licensing Authority and same should be included
in Patient Information Sheet / Informed Consent Form”].

B. Date of Birth /Age ...........
Address of the subject................
Qualification................
Occupation- student/self-employed/service/housewife/other (please tick as appropriate)
Annual income of the subject ............
Name and address of the nominee(s) and his relation to the subject ...........
(for the purpose of compensation in case of trial related death)
C. Name of the witness ..........................
(copy of the Patient information sheet and duly filled ICF shall be handed over to the participant
or his/her attendant)

Xl Right to withdraw from the study:

Participation in this study is entirely voluntary. You may choose not to take part or you may leave
the study at any time. Your decision will not affect your further treatment at this institute. If you
decide to leave the study, you may have to undergo some tests and/or procedures, which will be
done to protect your safety.

Xl  Confidentiality:

All study records will be kept confidential at all times. Your identity will not be revealed except as
required by law, DSMB and IEC. The results of your treatment (details: laboratory tests,
photographs, x-rays etc.) may be published for scientific reasons. Your identity will not be
revealed in these publications.

Xl Contact for further information:
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Thank you for taking the time to read (or have read to you) the information about this study.
Before you sign this document, you should ask questions about anything that you do not
understand. The study staff will answer questions before, during & after the study.

If you have questions about this study or how it is being run, drug side effects or a possible
research related illness or injury, you can contact the study doctor XXXXXXXX, designation,
department XXXXXXXX at telephone number XXXXXX during the office hours, or at XXXXX at
outside office hours.

If you have any questions about your rights as a research participant, or complaints regarding the
research study, you should call the Member Secretary of Institutional Ethics Committee on the
following telephone number on working days. Tel. no.: 91 22 2410 7000, Ext. 7515, 91 22
24107515, 8779221293 (Monday to Friday- 09.30 am to 05.00 pm; Saturday 09.30 am to 01.00

pm)

XIV Consent:

[1] I have read or have had read to me the information given in the Informed Consent Document
for this study entitled “XXXXXXX”

[2] | have received an explanation of the nature, purpose, duration, and foreseeable effects and

risks of the trial and what | will be expected to do. My questions have been answered
satisfactorily.

[3] [l understand that my participation in the trial is voluntary and that | may refuse to participate or
may withdraw from the trial at any time, without penalty or loss of benefits to which am
otherwise entitled.

[4] | further understand that any information that becomes available during the course of the study
that may affect my willingness to take part will be informed to me.

[5] Institutional Ethics Committee authorities may wish to examine my medical records to verify the
information collected. By signing this document, | give permission for this review of my records.

[6] I understand that my identity will not be revealed in any report or publication.
[7] | agree to take part in the above study.

Name of research participants Signature/ thumb impression Date
of research participants

Name of Legal Relation to research Signature / Thumb Date
Representative (LAR) participants Impression of LAR

Name of the Impartial Signature of the Impartial- Date
Witness Witness

Name of the person Signature of the person Date
Administering consent administering consent

(Copy of the Patient Information Sheet and dully filled Informed Consent Form shall be handed
over to the patient or his/her attendant)

PLEASE NOTE THAT THE INFORMED CONSENT DOCUMENT SHOULD HAVE PAGE NUMBERS
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gRfarse ¢

TUFH o//THINYT 04-37/dT b
(TE TFIRIE STTFAIT MET TRASTAT hY HTAIT & ITHR 3HeTeh el fohT ST AR T)
T8 A Fiad HeATd GEATdST &1 FHAT IFT

ILGIEDT
HERIOT:

2. RS #1 ofide:

XXXXX (T #AlIeh 3Td IFdard Jfaees gan) & goler # XXXXXXXX (Th 3T IFadrd
gfaeress S gdT) 6 THTaHRIRdr 3R dgareierdr $r Sra e

. IR=Ew:

ITAhT QN AT H 1T o & U AR fhar Sar 81 Ig AgeaqoT § 6 39 sremae
F IE AR 9§ IR FEH HBN HqAE H wHel, e swier & wefa i e
fAe gl

Fudr 58 Rafhcada Ireags & 7T o9 & AT 3vel #gAfa sl & S« 39 38 Ireae
dr gepfa AR dreTHA (FE) F U Ne @ FAS ¢ g 3N I 319 v wfdermel & & A
YA FRHRT & 37F91d B

3. 3 AT T 3567

Ig gafafed & & 3= g @ Nf3d e & gey ey fARAT &1 @ 31f¥% gar
g, s e & i, we 3R Tel o & 7oy off anfAe &1 0 Al & gew dedlh
geAI F A N AFUH & AT IHAAR W 3T WaaT A (TEgsRef=aa) carv o
& ST &1 XXXX Teh a3 &ar §, S URAE eqTAl § &Fdard F7 hH A arel 918 IS
g1 3°d @adrT are AR 7 38 gar T waeRar 3R GRET AT Fe H Aot
T H gl

y. eer gfgemfral i gear 3 sregge & vds wfasmeft v ndfaa safr

3T ETeTaT XXX ool & & Tk gr S 57 T H HWET Y| 3T 9T XXX feAt d
A H WEHN| (SEheald FETTA H, Sea@ FY & 3eqaq XXX 3+ Feal 9 o frar o
T &)

8. UTlel 1 AT grell eI YiHAIo:

Ifg 3T 30 FETIA A AT oA & fAU mEAd § ar 9w 3) Roer Rafkcar gawans,
39 gA TR 3R AT gansit & aR A qoT SMuen; §) d@fered qhiRe S @y
Seelt (faRor ¢ & faw); &) XXXXXX Sl 3merefd S & IoRel &I Aaegehar grfr
(faaror & & faw)

HEAYT TP 5o Hodichall R el & GROTAT 1 GUEoT | IiE 39 HET o & foT
qrF g o 9l I METqe] 3TaRI A & Th Utd I & fov dweRfegd dlih & (Rer
3BT T TRE) U HeqqA HHg A i f&ar swen|

T & fAT FoI XX HeAhd T ITaRTRdT g1If| g Helrhid TR XX € dsh RER 1@e
& dg 9T XX Al TFd (ST WFE] g ¢-2 Ol UEAU/EST GFAY Seod @) foeprer
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SEAT| Tl T T o e HT SUAET 3Gk o ART & &R, IS 3N Ihd & F
e T Sa w1 & fow BFar Sreem (S o & 8 38H SooE &)

arg et et off woE A div fGar e g, 3 XXXX Rs/acan/Ade & e 3reads $g
T A9 WA AE Agcaqor § fF 3T 3ruel @ srewes gard, sl anfg el |y A

T HeAThld W, ) I 31Tk TR, aril & goueral & aR # IOT e, §) 3Tt
AN S &I ST ) Tl FEATT gal Sl Teh o5 3Mfd & Sreaf|
€. AT A & Nf@H I gl

3Td SNTEA gt @Rl O R -3 RAfhcar I Sia T W@ eI, S ged gadll
FROT & glel dTel gEATaTd (F1E 31eah), T AT 7 H A Foho! &

3T R fRT AT AT TUT AET W fHT AT I HEIIE! & HUR W, TH HEIGA H
IYFT SAN(THIF) & FS GG & Tohd &1 FgT 3TAT & AT gedrad gansit & 53 ard
SITEH 3R gewsrEl @1 AR A fdr I g

ST gal o goa#Td - XXXXX (faFdR & &dmv) (3ed:adr odieior & foo)
Aol gdl & GoIHTE - XXXXX ([aEdR & §cv) (3t gdietor & faw)

e GOUHTE ST 3T 3e]Hd FX Hehdl © 38 Foldlel oMU S aTell St 9 ufafehar,
gar & wfd Tesl, Golell JFd Tehdd 3R SIS ol ST dlell ST O && (I aar
NeeXd (AAR) &9 & Gar I §) arfFa & FFha &1 g 9 & Fd ThiAd Fld
GHY, ITUH US AT & && T AGAUT @ IR gsIm AT HN-weN Ao o e ;v
HATHC HHAUT 8 g1 Fehll &1 TG AT BT § ol 3d JaEeT Yere fhar S|

AT 3 AT & SN Ugol SET TS AL & Il 78 FHEIT I7 gousra o gr
Heh §1 SHAT YA HoAThld W A goeal & IR & ST AN I§ Agedqul & b
39 0 g7 # afvta el off gevsira ar 3w et off gevsmra Y gaa sreags Rfecas
d A Felldey Jal Wl <

Fieh ISTAT YOT AT Ageid RIY & AU regyer ganit H geam 3ia g, safav I 39
THTAT gleY T STST TWT &, AT § T TATITA T @1 & of T 3H JETTT H HET AT
o @l &1 afe o o AR § S w= Yer ae A @aA €, A 3w HqF arsdiawyr S
FATA T TIRIHRAT greir| I 3T T It & ar MUl FETTA & 3id doh ITFYRT &
gge1 & foT AEue Rda & v Fgr awem Rfecas s @y mifaue [dedr W)
T FHEN| FEAAT & AN THGEAT ST QAgUS S Wbl g1 ARG 3T ArawfAA & drasg
3T Aa g Sl § A U A AT FHE B FRAT BT ART| AT eI
39AR Uehol & Teh FHROT G|

HEIYT & SN Wiell 75 IS 3 78 Agcaqol SMaTehi{l 3R ST eyl ol Wl & 39
fAoTr &t gafaa T Gl §, 98 AUl AT TS FN & F e A #oaHw w
el St Seelr| maehr et off v Sf@H a1 gsusrd & aR & Farn S|

b. FETTST & WHITAT TS

3H WA H AT ot § ok FRufay A danfad 3ueR a1 guR g @har g1 g, 39
T T PIS IREY ST & b 5T FETTT H HET o T U TcheT TAELT T fFeem| 9
T H T ARGy & VEr IarT fAd Tohdr § St dfasy & 3T9 &aag ¥ @ifsa
=g AT & v FAggaR g Fehdl B

¢. 9 Ay qdieTor 9 g o § o & gar g7
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Fifr Tg TH MY TI&0T §, SHAT 37 AT & 3YAR & o0 ST gar 37 GAeTor & 3id &

3UcsY gl gl eToT WA g & §Ig, IS IuGgFd g At dhfedd WA ger

Sreaft| weft-Fay MY FH TRATIT FA el FUT FEITT A GHT T Ygot & Uk bl § -

fg var gYar § ar 39! SHHT HROT (THTASH) a1 f&ar Feam|

Q. #mflerlt & fAT F3mae:

SH YT A T A & AT IR FIS Yok G o gen| garsdi IR Rfhcarerd &

Helrehld fo:green gref| e amefierdy & faw IS H3masn @1 f&ar smwen| adsr & g

ST St & T sgeraTe 3uersyr @l g1 (STeT o amep g, faeRor & 3ar e srfery &

forT 3T I FEIAT YereT r Swelt 37fe)

fo. LAY F Wafta Ae F fAv 3waR ik Famaam: (3ed:adr gligor & fav)

T NETTT H U APNGRT & Ychel URUMATG®Y gl arer fhdr off adfiRes die ar

A & fov 3ger 39 e A RAIfecar 399R yee fhar S| I8 Rifecar 31ar

g faT faged goml egyd RfRcHS/IAes 58 &0 A OHET od & Yogal

aRUTHTERT el sgiea & IEArN/ERT [aheierdr a1 #cg gle W 3H HI;ATEST &Il 7o

r feafa &, 3a% wfar @ Aifds FIraer g FwT HRWER M| (IeTIT § G G

& foT yied garT AT Fals F grauTe, I 3Tdey @, df JT SdraT ST FhT §)| 39

TOT TR EEAER Heh 1T HYel TRl 8 Sefell TSR ST AT AT el

Rfecada qleor # Frafaf@a srot @ gfaseh @ oeh fRdr o @i @1 7og @+

Rafrcadra wdiator @ F&fd @e a1 Hog A Sreen qur gfaerel O 3ad dAAifea saferd

(TITRIR) SHET & AeT &Y, R A3mES F gwar g

¥H)  3AYUcHS 3cUTG (Tehlftieh) &l Yidehel TiTa

9) AN Wehie #T Secited, Yelh AT IedVeh GaNT dalieieh el |

%) 3AYUNcHS 3cUTe &l ARG WIYfedh 0T YTl A # Aol g1

g)  cofddr & 39T

$) HEH SHHTS I BISH Fgdd! gal & HROUT glel arel Flcdiehel Yo77d, AT Wietniel
& HET & §F H 3ETF §

®)  ATA-FAr & gAET0T H HET o & HRT AF FH g H dic 9 & v

M e A afAd w ot Rfscad aderor gfkar

[FTENTANT w20 Ay ¥ Rrame-

ITATSTeh T STl el T &lfca: M YE Gl ¥ Igol TiIoleh, TG g BIAGHeT Hoe
8, AR B AT IS HEAT g, & el off AliRer a1 Arsshicliiorehel i & folv F3maen 3o
& fav q@ #gAfd W wgAd g =@iiRe, foas fav gfasmh gwer & ar i@ off &g @
3ATRIT A & foIT ST FaST e FX o [T TEAT glall a1 yl]

. Il Rfkcadg deror & gfawel & w1 W e B, @ W@ ufawel @S9 dw
AR g d deh fo:feh RIfhcar gaee yera @ smesf|

w0 § T e a1 Fog # T #, griees a1 3§ 9@ w g a1 gog & o
o 3mrae gt wer wifgwl fada gamaen, gfdemel & Rfhcar geued w fer v
Ry off = & 3faRea gweml

fafrcada aleor @ waft gfqemht & g & Rufa #@, s9% awifed = ()
TSATHT T & HIEGY & AR fadg HIMGS & ghaR gl 3R 38 Wl Faalr g3 /
gfod dgafa g97 & arfae R S anfge”|
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fcreTmel &1 ael..............

2ICE I | SRR

FaHE- [T/ ISR/t /o3 (Fuar St 3T 8§ 38 W FE &1 A
ST

ATHIRd <TTard (TehTTaeh) &1 ATH AR IdT 9T IRl & 38 ...
(9eToT § FEfT Hog & AHS H HINAA & 38T 4)

@ gEar gk AR fAffad ¥ & R gU AT HeAd cFads dr gfd gfqsml ar 3uk
aR=es @ didy Sree)

22, LYY A geol & AR
39 HEATS H AN qUia: Ffeo® 1 3T AT F o @ AU o §ha § ar feEr el
AT IS A &€ Thd gl 39+ A0 & 50 §TUF 7 3M9% 3P & 3UIR W His YT
Al TSAM| I 3T TG BIsel & AT od &, o et Fo St R/Ar gfhat @
ISIAT TS Fehell §, SiT 3TehT FI&T &I T & foaw & Srea

2. MY

el g AW & AT MU W AW | HUHT Ugald d8f 39PR HT el 36R
Hlelell, STHUAST 3N FEAPIA Afded AR & fAU 3raeges & g emar farelr ik feafa o
3SPR 8T & Swel| 3% 3YAR & Rume (oo gaRRmer Si™, aFdN, TEEX )
33ATeTh HRON & FRITAd fhT ST Tohd &1 3o ThRISAT H 3T9eh] Ggdle] 399K sIgl el STl |

¢3. I0F FFFR F AT FIF F

3 MY & aRX H AR P AT fHFhrel F Tead & o (Ir 3@ 3m9ss v geara &
foIT) 3M9shr Yegarg| 3T9sh GaRT 3H GEAAST I EAIGR el 8 Ugel, M9l 39 G At
& IR A U YO AIRT S YR A H A AT §1 AT FAA JEIIA § U,
394 el AR 38& d1g 9ear & 3% &Nl

fe 50 vwgd a1 FE H@ Fufad fear o @ R, dar & geverdl a1 @wifaa g @
g AN I e & TN HA HGh 9T §, o T FRATET AT & SR eI
RfFcgs XXXXXXXX, geard, fFamer XXXXXXXX & TelwieT dat XXXXXX 9 IqT ST
AT & dg XXXXX W TFH & Thd gl

Ifg e g gfaeml & & 7 319 ARART & R & HIS I § I1T AqMY ETIA & Gayg
H #E Rea ¢, aF 3ue s A § feafaf@a v d)8 w geana s afadr
% Terg Afug & Hid HLAT AMRT| TollhleT of.; Q¢ R Weo booo, TFHEAA b4, ’¢ W
Mo 32y, CBBRIRRI (AHIR F YHAN - FEE o%.30 Fof  AH oY.00 Fol Th; AMAIN
I o%.30 Tol F GIUEY of.00 Tol dh)
Y. WEHA:

[2] H "XXXXXXX" 7FE 36 3eqq & fav giaa geafd geaas & & 718 Jeary 9¢ o §
@ A TGH S TS ¢

[R] HT TREToT AT YHid, Ieced, AT, TUT G eral R ST TUT HIA AT Fe A
3OET Y SEA, FEE TR A FASIRIOT UICT I &l A UeA FT HAWolorr X fg@m amw
gl
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[3] & FHAgmarEAFA § 6 aderor # A% sl Wafow & R I8 & & 47 99 A §ER W
W/ﬂﬁ-ﬁ{mmaﬁw,ﬁmﬁﬁqﬁﬁm@maﬁ@raﬁéﬁ, Sasr/foadr &

3TAT §heR §, TIETOT & §C Fhal/Thcll §,

[¥] ﬁaﬁ%ﬁm/mﬁ{ﬁ#ﬁwﬁmﬁr%mﬁéﬁmdwﬂGﬁsq«w
grefl, St 1T At hr AY FTBT B YATAT F Fhll §, 38d R H qH ghaa frar seem
[s] TEAET afds TAA F TSR telHd THAFRT g & & for A R_fFcar afFew

HT ST T g Thdd ol 39 GEAAS] I §EATGRY ch, H 39 AfFer@ & 39 FHET &

R f SR &

[e] # FaEsTAUEHAgcr § & e of RAE a1 gamere & A ggarel 359R At i Sean|

[b]] & 3RIFT 3HETTA & HT A & AT FgA g

aver gfdemeft &1 A aner gfaameft & ICGIED
FEATRR/31[S &1 foverT

Free wfafafer ey gfaeml & way FreE wfafafer & i

FT ATH (TATIR) FEARR / 39S & fovera

forsqer IaTE FT ATH fAsuat-ararE F gEAIER Loicy

#gAfa da aa wgAfa ds are Rei®

qfed &1 A fed & gEanRR

aft gEem wh IR Rftad &9 F X gU gRa Teafa araasr & gfd 9 a1 37% IRERs

F Gt ot
FuaT e & fF gRa geafa qransr & gvs @@ @

gifarse ¢

TUFH o¢/THNUY os-31/El b

£

(§ TFIele JTTFeh T FehouTedT TaRIhATHR Aol

Shield el 1)

N

FISTHEY ATGATYOT HHA I AT TIEY
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LTI
g

Thear ofid:

XXXXX (U A0 3od I@derd gfaeus 3fwe) =ar Jedd XXXXXXXX (W6 3
FdeT gideygs araoft 3ivey) Tar aRumASRSadr 0T dgaiieadr argofr &ior
af=:

JEETeT HANET ITATAIT TN GIUIIATST AT hol 3. eI eI ¢ qulel areror
30T FEHEM TIEY 0T SEH AMHE ATl JA 3[HPT FHOA 80l Hegedrd 31T
Fuar a1 AR eIraTd TgHEN GUAETST qHEAT AT e AT Siegl JFeTenm AT
UMM TTET 30T I3ATEhA qUIIOT HHASIAT 3G IO SR JFgTell Femell #gofeT
qHeaT AASREN Sofia 3@

HEATHTET 3EEU:

g TAAd 3 H AT el 3T IFAGETAT TH giAl il TEATIPRIAT STCHl, TSI
MO HGeAR! FATGAEE §ad d IFqdlgedraadl JEmen 3= il 319dl. &g d
FAAgadael geaT gsUAMYA  JAWUAMETST  3M FI0MAT 3T IFdeld  FiAaersh
(3réreraRefaaeg) VY T foge feel Sidrd. XXXX § us ade 3wy 3me, o
YRS FEAEHEY IFcard AT P oA QT 3ol 308, 3TU (el el
TOTHEY I e IRUTHSRGAT 0T FRI&TIAr Frar eI FRogre Aol v
FTATT 3R

TN FEHPIET FEIT ATTOT AT Teds AT 3afaa Fremat:

I IEATATT FHATN FIOTAT 3iaTal XXX olipidehl JFg Ush 3@l el AR XXX faw
AT 3T, (SEehfact IBAWHAEA, XXX SR halak WISl A ol Sl 3reAT
AHG &).

qée AT TR qree FIO:

SR T AT AT HEHN 0 HEAd ATl R Joglell 37) qaiedr degehg qaedT,
JFd T 3R 0T JHeAr Jfvtideee fauRe g §) dfeicd ahiRe aureelr
Fell Seel (duefier SUATHTSY); &) Hels{d JUMHUN 0T HTERTH 38T @ FHI XXXXXX
(GERICEADIEII))

HEATE FHAA IT HeIAGA 0T "reoiiedr aROMATEr erdr gdie. SR JEer dgeren
GO U AT X JFeTell TARPAIUN (ATOIRHRTATO) el HIH ITARIIRT Teh greed
HIULTETST Tehl T 1Tl fagerd shel STSo.

HEATHMATST THUT XX HERN ATl 3. Todeh AT dl XX dF 39aTH dhedleici
gEd XX A (A1) 318 AYATOT 2-3 WIgled THDT/HIST THAT FAHG 1) Ik Helel TSl
o TFd AHA G ST, d JHEAT (il HERH qrdedl, HAMWS 0T Tehard FI
SCATEl AUTHUITHTS aTRel SATciiel (ST IET ofle] 38 o g ).

FETell RIOTCATE! T fAgdd el A 3@ dQy, qFar XXXX fGaa/3nesas/afes dca
AT FgTa W SArel. JFer JAd §a 3arE JHive, Aigadr scardl gEeaEad Joror
Agcard 3718,

gcdeh AT, 3) JEETN JHTAT IRTAECee, HwUiear gouRuHAIeed R Sgd, )
el arliRe qurael Fell SIS &) JEeTelr JHeITE INwHTEr Fdle [RaaT FHell S,
el groarear ST for srgfaem:
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3T SIEH AT AIAFAEY . A9l ITIRUGHET Aol &ld 3Hclel g 38Ird
ged T WEAAIeearaat HRUNHS FEATIhRTT STeal, T fhal Hcg T rehal:
JIogaiel A AT Alfehiadlel 3k 37eIMAGR 3TUTRA, AT $ATAETT aTRedT  SIToT=ar
e AS FET gEARUIA §IF Al Y RIS TEATaa weieh w@efta A
Traol YUy gERomA - XXXXX (q92fier &2n) (GFaaircds TeTonarsy)

TATOTS ST geaRume - XXXXX (duefiel &) (gFdatdrcse TaTumars))

SAX URUTA S JFglell SIUTg, Ahlld ATHEY Sotaerel feotear s gfafsar, stwearges
THdteea gfafhar, @eged [Wa 0 soae feredr Sy dear (SR 3wy g
el (IMAR) f&el S 3@ o) Irdl FATARA Y Aehcl. JHTAT IFddligeiiclel Iefd
M HIATAT, JFeTell AISTT Al TH Hgel FAT AP fhar FaRda F3fAS o
fhar 3T [Pl T ST g1Sel. 3 ST Ao IIEATTT Fol SIS,

QI AT NEAEEFTA YA RHeledr aREgieafaRad Adlad @HEAr fhar gsuRona g5
Y. AHS Fcdh AT JFeTel GSURUMHATTeE faare STSel. § Hgeard 38 Hr GExd)
T GUAHEY qUTe ShelodT HIOCATE GSUROUTATE fhal SaX HIoTcargl geaRomaAT=r Arfga
Trell FEGet HHAhER desdle 373 e .

o STeHeAT AHTAIS fhar Fasia RIS eara e G 3rATd HFeAHD, S
JFE IRIST TEUATT TaTR T 3T, I 3raTel fohaT EdeTqTel &d 314Tel aX qFer ar
3T FEHHN E13 Ahcd ATE. SR el TSiell 7T @13 Aehed 312N &N 3/, R Jogren
A ITHURON Aol HIO IEIS I, SR JFE IRIT Ad o Jeglell Israrear
Jaqeudd IHURCT TRSUATHTST WeReR! HUAE HWld SiSel. deg Jereand aeifarius
U A HAS. HFTECIFIT YR Araofel eRTee 813 Aehdl. I1 Fraufany
STSIETE T IRNEX AReTH JFeT AIasdld 36U Helell FiId HId. IFUROM § 3781
3YAR YTSGUATT Teh $HRUT 7.

EITATCIFATA AMET SATITelell HITE Adled FHgedrdl Ffgcr 0T ST 33 & Squarear
qEear AU aRomE &% qehd, 3N Al grFeren fhar gHTAr SRR FHeR
qifdrdel SS.

HFATETT FHTST HIIQ:

T AT AT e, A [BUdia §ared 3uar fhar GUROT §1F eehd. durfy, ar
HEITAIT I A Joglell AT NPT el RS I emeady =gl A1 Jrs=qrard g
AT 32T AT &3 Ahdr it #AasTTd 3Ta IFAGE TFXT HeeAT S JIUMAT HGd
FE Ahd.

SiegT weltersT qdIaTor YTadid degT ST gid?

FRUT § U TAUT T{ET0T 378, AT TLTUm=AT AL AT SIRIAT 3UARTATST Aol 3iwer
39eeY QIR ATEl. GU&T0T qUT Fledra] 9AT IR, AR eI, WAl dell e
HYAAYSA HMeA TATAT T HYAT AT g Uieg Ahd - SR W g5 o
FETCll HRUT(FHROT) FHSAG Hifacdel ST

HEHATIHTS! $RUTS:

T HEGTETT W GIUITATST JFeTell VTGN Td Fa] AROIR ATgr. Jfweioar 3nfor
fFafas F& RAeeea e, JHAT FEHRIHETS HIUTAE 3RS e S0 a1gY. ddera
ThET ATHREAT INSEATS (e IUeleY &ATEl. (I ofe] 3ol oY queNer gar 3ar. Jaedn
wﬁmmmmmmﬁms)
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o IFgTAETEdt AT AW ITAR WIOT SRUTE: (BTaTITcHS TLI&TuTaTST)
T HEATETT JHETT FEHEMAr 9T YROMHA FEUT 3Tauidl Hiorchgr iRes g fohar
HTSIRTATET JFgTell AT FEI degehd 3UaR el Sicliel. § degehld 3UaR  JHTIETS]
Al T, AT TETONT HEHEN Fedrar I GRUMA FgUT dleqia/HR—HT 399Tcd fohar
A A A AS/IAISTh  HIUTATE SRS Sclied, Heg, SNedTd, i Jdeifad
Hifceh SRUISHTST T 31Mgd. (3r3Iramel HEftd SATS! WrAleTehlehgel [IAT EIETUMT TReg,
3UY I, IY HPIAel S35 hd). AT YA TR H%al TN JHY HIOTART
FAGAR 3RFR AR A8
fafrcda ol refier HRUTHS g0 HIvTcg! so fahar Feg & Rfecda gleromel
R SoT fohar Hcg FEUT AEd e’ell Sirser 0T el feuclt 3rer A, sgerc fopar
cara/fadr ARfAERT cgedr 3w sRugardr T srade.
3) HMYACHS SceATar Ffdsghel TROTH
d) FHR WIdiod Seowdd, WElee fhal HAMUHEAR dATfeid IRacT.
&) A 3UIRIcA® THTT el FUATd HAMYUATcHS IcUlgelrd IILr
g) cAffEEr I
S) HoR WCIhlordl el FgUA T AU SWHTA el Hgadl ueiAs gfdsge
gROTH.
W) TRETUTHEY UTolheaT HEHIMHS ITHTATT FelTell SeledT STl
) HEIETT FHAISS 3 Telell FioTcel AR greTor gishar.

[BTTATANR et ANGNF draAda IRDT -

& SUARY TSI alfficd: Yo § BARG el e, TXHR fhar HEAT 36, Havee
& Foarqdl, FIvrcardr Re fhar AfEF soadr S SuAraTsT qaeHa HeHd e
qifgald SITETSr el uTF 3ed fhar AeId ST SiceT AT AT degl TAAT HIEToT
UGl UM HEHAd A §dd.]

. "RfhcHT TReTT YFFATAT HIOTCHET SO BIUATAT AT HeATdl SIScd, IaTh 3o
AT 37T TFFITell Hhd JeThTT TGEUTTA Felel el SIS
qderonel HEfd S fhar Heg SedrE T HeATAT ddd, Yo far e
sfafaeiar gon fhar Fogardr e swurs qardl. s sRurs & ygedrear ded
SgFaedT AR qleoml §Efd Hog Sed™, WA WfUERoedr  JHeUAETER
careglffacar AAAERIT caFdr e sRUSErdr Ut 3der 3T Hex Teum=Ar AR
THRIA/ATENYOT HAAT GUAHEY FATTASE el S,

AAAETAT TFA(cTFdN) T ATd IO gar IOT T Fgamsiel A ...
(TraTomely FEftrd FegeAT el ST 368eT)
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(F30T AR TFF IO DA swaer ARAT FEAdr ardavas arh gd wEwTeler
fehar caregn/forean Hieell BUM=aT Sqediell Y& el STee)

?¢  IFFATHIA ATAR BoITET HTASR:

AT 3EIMATCHT T qUIa0l Tdfoseh Ta®urar 30g. JFe! HeHel o glodrdl fods & rehal
fohaT T HIUICAEY IS I AgA A3 Al JHAT AU #a1 FEAA A el
3nfou/frar gfshar sredr ameTcler, SAT qHear aTdaD HETUT FOATHTS HedT Slcirl.

8 MY
I FFAE A AgH MUAT STedT AT, SIS, THUHST 0T GTATcHS Afaaar
QIR @R 3aTs IFARIGT JHEA BT 3°s dhell SR AR JHEAT SR
gRUTE (Fueiiel: TAITATelT IraudT, ST, TFa-3sT §.) dalfelsh HRUNATS JhTd dol
SIT3 Aehclld. T JPRIATHEY A NBW TS dhell SITUMR =ATET.

23 e mRdard guF:

e JregrarfaSd Arfgcr aravarardr (fhar Tl o e SrEaudrd edldcad) d@
fecarseee Yo, TR AT GEAVISaR TR #UATqdl, JEETel HHASI  aAdcied
PIUTATET INSege e 9% TaaRe qifgld. AT HeTdiy IeAMETqdl, eIear=l 3mfor
AR AT 3T e,

SR FeTe €7 AMAAw fohal o &l IR ISl S 3¢ caTfaw, 3iwers geqRoms
fohar @srey FaereTel HSftT MSTRUCT fohar SO Freege Yo HESAH, JFET AW de
XXXXXXXX, Ge@l, fasmm XXXXXXXX ¥ gyeaell sih XXXXXX a@¥ e dad,
féhar Tl dabeic XXXXXXX AY Hueh ATEY Qrehel.

AU Hgeell FEUT JHATAT GaiGCGd el HIUE U 3rHedrd, fohar @A
FEAEET  ThRT A, Tl HrATedT feaeh Wil qredsl  HHMBER  HEUHS
fafdsar affdear dera ARG Fld HUar. qreds HHid: ¢ R Weo booo, TAFAR.
6929, 2 R WPo 1YY, CLLIRRPRI (FWHAR o YHAR- HFIS oR.30 o FEAHRIAN ©9.00;
AR TR 0%.30 o GURT of.00)

Y HHC:

[¢] #r "XXXXXXX" 38 fi¥er 3racledr A1 NFArEMETSAr Afgdqul §Ad goArd el
Afger ararell 3 fohar Hell of aTge ar@aUATd 3ol 3Te.

[R] FeT GUETUTT FGEY, 3620, Hreatl 0T TSEgATd IROMA 10T Srdid 30T A
0T FT AT e I TSRO AT R, AT TAT ARG 3a¥ eelr
el 3.

[3] #Fem #IfRd 3 I GeTonH T AST TEHTT TATTSS TIRUTAT 3Tg ITOT T TEHTeT goary
TP 3 U Thdl HIUCAE IS, DU SIRGT fFaT 3TAT gFhgR  IFOMAT
BRICAT hdle o gl & GETUNcT HATER U3 Aehel.

[§] HT Y& FASA I HFITAAT HIFFA 3T IO HIOTAE AMfgedy St Ars=ar wgemar
YU STHAX IRUMH & Aehd, ol Holl hddell STS.

[5] NS FHeledT AR TISATBUT FOAATST TAIATcHS AMdHdT TfHd  JRRT AT
deghT Al TUTHUATE FTHH Y Aehdlld. T SEUISTaY TN ohdet, #H Argar A
3TTeraT YUITATSN URaleTdl ¢d 3R,

[€] Fem AR 3R T AN 3NBW FIVICATET garelld fhal YhIRTd 383 Shell SR ATEl.
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o] #Hr adrer IFFITATT HET GUATH HgAd 2.

e gEHREiEN a1 e gEHTalten arfE

Farerdl/3nTSaTaT AT

Fracet yfafaedier  weveue wgemefielt A TATIHRET Fararl / ag
qlq (TATIAN) ST AT

or:qarardYy wnafigrmar A9 orgarardy anafigrr= Famer aa
HAA 9OIAT g AN 9SOTT g arf
g Farardl

(F90T ATfET weprdr 3o FAfRaRer sReear Afgdqer AT gaarh ga weomer faar
ITAN/fA=AT Fiwell BUTAT SqFdlell Y& Fell STee)

HUAT AT e eAT T ARAYUT FHA eFATaold Y55 HAIS IEAd

Annexure 9
AX 09/SOP 05-A/N7
Sample Format of an Assent to be a Participant in a Research Study
(For Children between 7-18 years old) in English
(This template should be customized according to the requirement of individual research
project)

1. What do we wish to tell you?

| am Dr. We want to tell you about something we are doing called a
research study. A research study is when doctors collect a lot of information to learn more about
something related to health and disease.

After we tell / explain you about it, we will ask if you'd like to be in this study or not.

2. Why are we doing this study?

We want to find out

So we are getting information from..................... boys and girls of your age.

3. What will happen to you if you are in this study?

Only if you agree, two things will happen:

(as applicable to research study)
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1. A small amount of your blood will be drawn. That means it will be taken by a needle

in your arm. This will happen...... times. [If some or all of blood draws would be done anyway as part
of child's clinical care, emphasize here what will be done extra for the study.]

2. The doctors will do some testson ...........

3. You will need to answer some questions about ............

4. You will be given a medicine ............ (explain as applicable)

4. |Is this bad or dangerous for you to get involved in this research? Will this study hurt?
(explain risks involved as applicable)

The stick from the needle to draw your blood will hurt, but it will soon disappear.

5. How will this research study be useful to you?

No, this study won't make you feel better or get well. But the doctors might find out something that will
help other children like you later.

6.Will everybody come to know about your condition? (Confidentiality)

We will not tell other people that you are in this research and we won't share information about you to
anyone who does not work in the research study.

7.Do you get anything for being in the research?

[Mention any reimbursements or small gifts/incentives]

8. Will you tell me the results?

[Include details if relevant. Also inform about possibility of publication and keeping confidentiality in
publication]

9. Do you have any questions?

You can ask questions any time. You can ask now. You can ask later. You can talk to me or you can
talk to someone else.

10. Do you have to be in this study?

No, you don't. No one will be force you if you don't want to do this. If you don't want to be in this study,
just tell us. And remember, you can say yes now and change your mind later. It's up to you. This will
not affect in any way your future treatment in this hospital.

11.Who can you talk to or ask questions to?

[Contact information for those people who the child can contact easily (a local person who can
actually be contacted). Tell the child that they can also talk to anyone they want to about this (their
own doctor, a family friend, a teacher).]

12. Signature of Person Conducting Assent Discussion

| have explained the study to (print name of child here) in language he/she
can understand, and the child has agreed to be in the study.

Signature of Person Conducting Assent Discussion Date

Name of Person Conducting Assent Discussion (print)

Assent Statement

I have read this information (or had the information read to me) | have had my questions answered
and know that | can ask questions later if | have them.

| agree to take part in the research.

Name of child Signature of child:
Date:

OR

| do not wish to take part in the research and | have not signed the assent below.

(initialed by child/minor)

| have witnessed the accurate reading of the assent form to the child, and the individual has had the
opportunity to ask questions. | confirm that the individual has given consent freely. [in case of illiterate
child]

Name of witness (not a parent) and

Thumb print of participant

Signature of Witness
Date Name of Investigator
Signature of Investigator Date : -----------------

(Copies of the Child information sheet and duly filled and signed ICFs of child and parent shall be
handed over to the participant or his/her attendant)
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Annexure 10
AX 10/SOP 05-A/V7
Format for Informed Consent Document for Genetic Studies
This document will, in general, follow the format of the informed consent document contained in
Annexure 8 AX 08/SOP 05-A/V 7. The additional specific components related to genetic studies are
elucidated here.

These guidelines are meant to provide assistance in framing informed consent documents for genetic
research studies. The examples given may be inserted, where relevant, by the investigator/sponsor.

A. Project Title and Purpose of the Study

Given the more complex nature of genetic research, the sponsor/investigator should make the nature
of the research abundantly clear to the research participant. The sponsor/investigator should also
generally define genetic/genomic research in the context of the study under consideration in layman’s
terms. If the investigator so desires, a glossary of genetic terms used may also be provided.

Example:

1. The purpose of this document is to enable you to understand the nature of the research that we
are undertaking. Do take time to review this document IEC fully and do not hesitate to ask the
investigator any question or clarification related to the research.

2. This study involves the analysis of how genes, blood components or DNA relate to the way that
investigational therapies are absorbed, broken down and eliminated from the body, how they
affect the body and how DNA relates to human disease.”

B. Study Procedures to be followed

The sponsor/investigator should explain in layman’s terms the procedure to obtain any genetic
material/tissue from a research participant.

C. Risks and Discomforts

The sponsor/investigator must explain the risks involved in the procedures to obtain any genetic
material/tissue. Separate risks relating to genetic information obtained should also be explained.

Example: “There is a chance that participation in this study could cause psychological distress, social
and economic harm either to you individually or to your community.”

D. Possible benefits of the study

The sponsorf/investigator ought to mention benefits if any that may accrue to the
participants/community. If no such benefits are seen/ guaranteed at this point in time, the same may
be explicitly stated. However, if there is a possibility of long-term societal benefits, this should be
incorporated. The sponsor should also state his/her policy regarding commercial benefit to
participant/community.

E. What happens when the research trial stops?

The storage of samples, the duration of such storage, the method of destruction of such samples
should be stated. The possibility, if any, of using such samples in the future by the same or different
investigators should be mentioned. Also, if the genetic study is being carried out as a sub-study, it
ought to be stated that stoppage of the genetic study would not result in automatic cessation of the
main study. If the study is stopped before schedule and the data is not anonymised, the option of
knowing the results of the study should be made available to the research participant. Moreover, if
the results of the study indicate that there might be implications for the participant, as regards future
medical conditions; appropriate counseling ought to be provided. For example, the necessity of
avoiding certain drugs in the future should be explained.

The genetic studies are often carried out as part of basic research and the data generated in initial
studies is inadequate. It may inappropriate to use the preliminary data in management of patient’s
condition. This aspect needs to be explained (whenever applicable).

Example: These analyses are done as part of basic research. Basic research analyses are
performed under conditions that are different from routine laboratory testing that your doctor may do.
Therefore, it would not generally be appropriate for your doctor to use these results as part of your
IEC.”
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F. Compensation for participation and Treatment and Compensation for study related injury
The provisions of the earlier format contained in Annexure 8 AX 08/SOP 05-A/V 7 are applicable.
G. Right to withdraw from the study

If the genetic study is being carried on as a sub-study, withdrawal from the genetic study should not
affect participation in the main study. The participant should be given the right to request for
destruction of his/her sample provided the sample has not been anonymised till that time.

H. Confidentiality

The participant should be informed whether the samples are to be unidentified, unlinked or coded as
defined in the ICMR Guidelines, 2017. If the investigator does not intend to disclose the results of the
study (for example, in the case of a preliminary/pilot study), the samples should be ‘anonymous.’

If the investigator intends to disclose the results of the genetic testing, the participant should have the
right to decide whether or not he desires such disclosure. Family members are not entitled to know
each others’ diagnosis and specific consent is needed from a participant before sharing the
information with family members.

Example: The investigator will provide the genetic analyses to your family, the doctor conducting the
main study or any doctor involved in your IEC, your insurance funding agency or your employer, only
after obtaining your written consent. However, this is subject to the requirement of disclosure of such
information to a court of law. It may also be made accessible to members of the IEC and regulators.”

Annexure 11
AX 11/SOP 05-A/NV7
Departmental Review Board (DRB) Guidance Document & sample format of DRB approval
letter (for all MD/MS/Post graduate Theses /Dissertation)

Purpose:

To facilitate the review process for the investigators in term of time.

Composition:

e The DRB will be established by the Head of the Department.

e There will be one Chairperson, a Co-Chairperson who will be appointed from amongst the
members (The Co-chairperson will perform the functions of Chairperson in his/her absence or at
the time of Conflict of Interest).

e The DRB will be composed of at least 3 and a maximum of 7 members.

Detailed instructions:

The board should opine on the scientific aspects of the proposal. The Board should also consider the

feasibility of the proposal and collaboration with any other department if required.

Roles and responsibilities of the DRB members:

e It is the responsibilities of the DRB members to read, understand, and follow the guidance
document.

o The DRB will consist of members who collectively have the experience in research methodology
and should have at least = 5 years’ experience or > 5 years PG teaching experience.

e All Dissertations / Theses (MD/MS/Post graduate thesis) will be reviewed and approved by the
DRB before submission to Institutional Ethics Committee.

e The signature of the Chairperson/ Co-chairperson of the DRB will be mandatory on the DRB
approval letter. Please note that the chairperson signing the DRB approval letter cannot be an
investigator in that study.

e It is the responsibility of the DRB member to attend DRBC Meetings and participate in
discussions and deliberations so that appropriate decisions can be arrived at.

e |t is the responsibility of the DRB member to review, discuss and consider research proposals
submitted for evaluation.

e ltis the responsibility of the DRB member to carry out the work delegated by Chairperson.

e DRB should ask for submission of IEC approval letter within 6months of the DRB and if delayed
should submit the reason to the chairperson of DRB.

e ltis the responsibility of the DRB member to assist Chairperson in carrying out DRB work.

Note: If there is a delay in submission (12 months after joining the MD/MS course) of thesis proposal
to IEC, then a letter with reason for delayed submission needs to be submitted to IEC with signature
of HOD, PI (guide) and student.
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Sample Format of DRB Approval letter

Date (mandatory)

To,

Dr. , (name of the Guide)

Dr. (Name of MD/MS/MSc/PhD student)
Dept. of .

Ref: The project entitled (Please put your department name / no of the protocol/year) “
Sub:  Departmental Review Board (DRB) approval

Dear Dr. ,
The meeting of the Departmental Review Board (DRB) of (name of the dept.) was held on
at am/ pm, in the with Dr. as Chairperson.
members attended the meeting held on . The list of members who attended the meeting
is as follows.
Name of Members Position on DRB Qualification

It is hereby confirmed that neither you nor any of the study team members have participated in the
voting/decision making procedures of the DRB.

It is understood that this study will be undertaken by (name of the student) under your
guidance during (period) and will follow the principle of Good Clinical Practices (GCP).

Dr. had been admitted to the course in the

year . His/ Her title / synopsis will be registered in the Maharashtra University of Health
Sciences (MUHS), Nashik in year . He/ She will submit the Dissertation on
(approximate month and year) to the MUHS, Nashik and appear for
MD/MS Examination during (month and year) .

The DRB hereby approves the proposal entitled, * * at the
meeting.

Sincerely yours

Signature of Chairperson

DRB (Signed and dated by the DRB Chairperson or Acting Chairperson or any one of the members
who does not have a conflict of interest)

Note: If there is a delay in submission (12 months after joining the MD/MS course) of thesis proposal
to IEC, then a letter with reason for delayed submission needs to be submitted to IEC with signature
of HOD, PI (guide) and student.
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Annexure 12
AX 12/ SOP 05-A/V7
Site Assessment Checklist

IEC No. of the Project: ....oovviiiii e,
Title of Study:

State Y (Yes) If No,
or N (No) Comment

Patient Population

1. Do you have access to the desired participants pool? If no direct
access, is the collaborating department providing access?

2. Will you need to recruit patients from external sources? If so, will
sponsor /CRO provide funding?

3. Isthe proposed enroliment goal for a given period realistic?

4. Will enroliment compete with other studies seeking the same
patients?

5. Is Patient Charter of Rights of Participants in research available and
displayed at the site, including English and vernacular languages

6. Is Participant's Request/ Complaint Record form drop box available?

7. Are services/ investigations available (e.g., lab, radiology-
accreditation) t o meet the protocol requirements present Are
these laboratories accredited

8. Are necessary equipment /instruments (availability, validation and
calibration) required for protocol execution present at site?

9. Does protocol execution require dedicated internet/phone/fax facilities
If yes, are they available at the site?

-eCRF

- patient monitoring (eg phone call)

Procedures

1. Are the study visits frequent? (more than those in clinical practice for
a given disease)

2. Are the procedures during each visit difficult and time consuming?
If yes measures taken to minimize patient risk at the site

Study Team
1. Does the study require special study team members with additional
expertise?

2. In case study visits are complex, do they present scheduling
difficulties for the team?

3. How many study team members will be required /participant / visit?

4. In case of unavailability of any protocol required equipment /
procedures willsponsor / CRO provide it
If yes: permanent / rental for the trial period

Trial Procedure

1. Is adequate space available?

2. Does the site have dedicated with restricted access area for
- Investigational product (IP) storage /
- Mention IP accountability

3. IP storage room has a facility to record temperature/ humidity 24*7

4. Will electronic or remote data retrieval systems be used? If so, will
the sponsor/CRO provide training?

5. Does the site have dedicated computer, printer, cupboard, stationary
for storage of study documents

Name and Signature of the Pl & Date:
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IEC office use only:

Date of the physical site assessment: Time in Time
out

Assessment performed by

Name of IEC member:

Type of facilities: .......c.coeviiiiiiii
Confirmation of all items in AX 12/ SOP 05-A addendum, Site Assessment Checklist Yes
No___ if no list the deficiencies

Interact|on with clinical trial members at the site:
Name of the trial team members Query asked Reply provided
PI
Co-11
Co-12
Co-13
CRC1
CRC2
CRC3
Lab Technician
Any other trial team member

Date and signature of the monitors:
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1. Purpose

The IEC shall review every research study involving human participants and other forms of studies
(except in-vitro and animal experiments), before the research is initiated. The IEC will evaluate the
scientific rationale, scope and methodology, and the ethical aspects of the study. The committee
shall evaluate the possible risks and benefits to the participants with proper justification as well as
the expected benefits to the community. The adequacy of documentation for ensuring privacy &
confidentiality shall also be reviewed.

2. Scope

This SOP applies to the review of all protocols submitted for initial review and decisions thereof by
the IEC.

3. Responsibility

It is the responsibility of Member Secretary (MS) to identify the Primary Reviewer (PR) as per
expertise and allocate the projects to the respective IECs. All the IEC members can review all the
protocols. However, Primary Reviewer (PR) must review and give comments via email along with
the assessment form no Annexure 2 (AX 02/SOP 05-B/V7) for the projects assigned to him/her by
member secretary. PR, after reviewing each study protocol will lead the discussion on the relevant
protocol in the subsequent meeting (refer to SOP 13).

4. Activity Table:

No. | Activity Responsibility

1 Determine the protocol for full board review. Member Secretary
2 Selection of PR to review the project. Member Secretary
3 Review of the assigned protocols IEC Member

4 Compile the comments of IEC members IEC secretariat

5. Detailed Instructions
5.1 Consider the protocol for full board review.

e All research proposals presenting more than minimal risk that are not covered under
exempt or expedited review shall be subjected to full board review (as per National
Ethical Guidelines for Biomedical & Health Research Invovling Human Participants
Indian Council of Medical Research ICMR-2017).

e Research during emergencies and disasters either through an expedited review/
scheduled or unscheduled full committee meetings. This may be decided by Member
Secretary depending on the urgency and need. Please refer to SOP 14/V7 and SOP
22/V7.

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

5.2 Selection of PR to review the project

e The Member Secretary will assign PR based on expertise in the related field and experience along
with nonscientific member to each research study for scientific, ethical and statistical review. The
PR will be members of the IEC and will have to present a detailed relevant review of the assigned
study.

The Primary Reviewers will present the research study at a regular full board.

» In case the PR is not in a position to review due to some reason, he/she should inform the
Member Secretary at the earliest, so that the research study can be assigned to another PR
(other IEC member).

+ In the event of his/her absence, PR can send comments (fill the annexure no. Annexure 2 AX
02/SOP 05-B/V7) on the research protocols to the Member Secretary, which will be discussed
during the meeting. However, a final decision on the research protocol will be arrived at, by a
broad consensus at the end of discussion among attending members and not solely based on
comments.
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e It is the responsibility of the assigned PRs to review the research protocols assigned to them
thoroughly and communicate their observations, comments and decisions to the IEC during
the meeting. The PRs should return the research protocols and relevant documents to the IEC
secretariat on the day of the meeting. The protocol will be reviewed by PR as per guidelines
(described in AX 01/SOP 05-B/V70).

e In addition to PR, the review of projects will be performed by other IEC members. The queries
raised by the members on the protocol and related documents will be communicated to IEC
secretariat either via email or via project assessment annexure. The protocol will be reviewed
by each member as per guidelines (described in AX 01/SOP 05-B/V7).

e All IEC members to send acknowledgement email stating that project documents are received
for review and the privacy and confidentiality of these documents will be maintained by the
concerned IEC member.

e Record of Emails will be maintained in the project master file by the IEC secretariat.

e The Member Secretary can invite an subject expert (if necessary) for comments during the full
board meeting (refer SOP 04V7).

e The IEC member will consider the following criteria when performing the review of the study
protocol:

5.2.1 Examine the qualification of investigators and assess adequacy of study sites

The IEC members must consider whether the qualifications of the participating investigators
relate to the study by reviewing their CVs, MMC/ OT/PT council registration for allied health
Registration certificates and GCP training certificates (preceding 3 years).

e The IEC members must examine disclosure or declaration of potential conflicts of
interest.

e The IEC members must assess / ascertain, if required by reviewing the study site
whether the facilities and infrastructure at study sites can accommodate the study.

5.2.2 Guidelines for PR and other IEC member for evaluation of a project (refer AX 01/SOP
05-B/V7): few points are listed here

e Is the project original and innovative? e.g. Does the project challenge existing
paradigms or clinical practice; address an innovative hypothesis or critical barrier to
progress in the field? Does the project develop or employ novel concepts, approaches,
methodologies, tools or technologies for this area?

¢ |s this an attempt to validate, prove or disapprove the validity of existing knowledge?

o Appropriateness of study design, work plan and structure to achieve the stated
objectives: Are the conceptual or clinical framework, design, methods and analyses
adequately developed, well integrated, well reasoned and appropriate to the aims of the
project?

¢ Relevance of the work in the context of contemporary translation:

o Does this study address an important research question or is it a predominantly
service proposal?
o If the aims of the application are achieved, how will scientific 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 field?
¢ ‘Recruitment strategy’ of the participants for study.

e Statistical methodology (including sample size calculation), and the potential for
¢ reaching sound conclusions with the smallest number of research participants;

e Justification of predictable risks and inconveniences weighed against the anticipated
benefits for the research participants and the concerned communities.

o Justification for the use of control arms/placebo.
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e Criteria for prematurely withdrawing research participants, and criteria for suspending or
terminating the research as a whole.

e The adequacy of provisions made for monitoring and auditing the conduct of the
research, including the constitution of a Data Safety Monitoring Board.

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

e The adequacy of the site, including the support staff, available facilities, emergency
procedures.

e Study Reporting and publication of the research.

e Presence of regulatory permission for conduct of the study, HMSC clearance for
international collaborative studies, MOU and CTA (Tripartite/Bipartite) refer
AX03/SOP5-B/V7 for national and international collaborative research.

e Provision of rescue medication

e Perform risk benefit assessment of the project refer AX05/SOP5-B/V7, to review the
measures taken for:

o Minimization of risks to participants

o Risk mitigation strategies

o Reasonable risks in relation to anticipated benefits
o Equitable selection of participants

o Adequacy of informed consent is adequate, easy to understand and properly
documented

o Adequate provision for monitoring the data collected to ensure the safety of
participants, where appropriate

o Adequate provisions to protect the privacy of participants and to maintain the
confidentiality of data, where appropriate; and

o Appropriate safeguards are included to protect vulnerable participants.
5.2.3 Review study participation

The IEC member will examine for the presence of the following points while reviewing the patient
information sheet/Informed Consent Form as per guidelines AX 01/SOP 05-B/V7 to review protocol
and Informed Consent Document/Patient Information Sheet in AX 04/SOP 05-B/V7.

¢ Voluntary, non-coercive recruitment, participation/ withdrawal

e Procedures for obtaining informed consent

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

e Translation of the informed consent document in the local languages

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

e Contact persons with address and phone numbers for questions about research participants
rights and study or injury

e Privacy and confidentiality

¢ Risks and discomforts — physical / mental / social

e Alternative treatments

e Benefits — to participants, community, institution and society

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

e Provisions for medical/ psychosocial support

(Full Board Review of Submitted Protocol) SOP 05-B_Page 4 of 24



SOP 05-B/V7 IEC (KEMH, Mumbai)
Effective from 9" December 2024 Valid up to 8" December 2027

e Treatment for study related injuries
e Compensation for study-related injuries: Reasonable
e Use of biological materials

e Check for provision for signatures with dates of participant, person conducting informed consent
discussion, investigator and witness

e Provision of rescue medication
5.2.4 Examine community involvement and impact

The IEC members will also consider the following points in the protocol, Informed Consent Form/
Patient Information Sheet

. Community consultation/ involvement

o Benefit to local communities

o Contribution to development of local capacity for research and treatment
. Availability of study results for the community

5.3 Compile the comments of IEC members

The Member Secretary will compile the comments from each reviewer and present in the
scheduled full board meeting.

5.4 Presentation of the comments for each project in the full board meeting

The member secretary will present the project summary and the compiled comments in the full
board meeting. The comments will be discussed by all the IEC members and final decision on
a project will be as per IEC decision form refer annexure AX 06/SOP 05-B/V7.

e The final decision regarding the project shall include any one of the following:

v If the IEC decision is ‘Approved’, it implies the approval of the study as it is presented
with no modifications and the approval letter (as per format (AX 07/SOP 05-B/V7), (AX
08/ SOP 05-B/V7) & (AX 09/SOP 05-B/V7) ) can be issued to the Principal
Investigator.

v If the IEC decision is ‘Approved with minor modification, then the IEC secretariat will
send query letter to the PI. The IEC Chairperson may authorize the Secretary/Primary
reviewer + secretary to review the reply letter submitted by the PI. The reply letter
when submitted will be reviewed as per SOP5 E Resubmitted protocol.

v If the IEC decision is ‘Approved with major modification, then the IEC secretariat will
send query letter to the PI. The IEC Chairperson may authorize the Secretary/Primary
reviewer + secretary to review the reply letter submitted by the PI. The reply letter
when submitted will be reviewed as per SOP5 E Resubmitted protocol.

v If the IEC decision is ‘Approved with major modification, then the IEC secretariat will
send query letter to the PI. The IEC Chairperson may authorize the Primary reviewer
+ secretary to review the responses and subsequently discussed in full board meeting
as per IEC Decision Form AX 06/ SOP 05-B/V7.

5.5 Written communication of the IEC decision.

The decision will be communicated to the PI within 14 working days. For the projects
which will be discussed in the full board meeting the decision will be communicated within
14 working days of the FB meeting. Response from the PI to the IEC communication is
expected within 180 days of date of receipt of the letter and in the absence of any
response, the project will be declared closed for the IEC office records. Reply to
subsequent queries should be sent in 60 days (for regulatory trials refer SOP5A version 7
Annexure 7 Guidelines for investigators)

v' The Secretariat will record the decision reached on the response in the minutes of the
meeting.
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Document

Document may be of any forms, e.g., paper, electronic mail
(e-mail), faxes, audio or video tape, etc.

Pre-clinical study

Animal and in vitro studies provide information on possible toxicities and
mechanisms of action, and starting doses for human studies.

Vulnerable
research
participants

A vulnerable category of research participants includes children, prisoners,
pregnant women, handicapped or mentally disabled persons, refugees,
displaced persons and economically or educationally disadvantaged
persons, who are likely to be vulnerable to coercion or undue influence.

Initial Review

The first review of that protocol made by two or three individual reviewers
(IEC members or non-members) in advance of the full Committee meeting,
and comments of the reviewers will be reported to the full Committee
meeting.

Other members can add their comments before or at the time of review.

Phase | study

Initial introduction of an investigational new drug (IND) into humans, studies
designed to determine the metabolism and pharmacological actions of drugs
in humans, and studies designed to assess the side effects associated with
increasing doses.

Phase Il study

A Study of drug metabolism, structure-activity relationships, and mechanism
of action in humans, as well as studies in which investigational drugs are
used as research tools to explore biological phenomena or disease
processes.

Phase Il study

A Study expands controlled and uncontrolled trials performed after
preliminary evidence suggesting effectiveness of the drug has been
obtained. They are intended to gather the additional information about
effectiveness and safety that is needed to evaluate the overall benefit-risk
relationship of the drug and to provide an adequate basis for physician
labeling.

Phase IV study

A study that seeks to expand an approved medication’s use into a new
population, new indication, or new dose.

Less than
minimal risk:

Probability of harm or discomfort anticipated in the research is nil or not
expected. For example, research on anonymous or non-identified
data/samples, data available in the public domain, meta-analysis, etc.

Minimal Risk

Probability of harm or discomfort anticipated in the research is not greater
than that ordinarily encountered in routine daily life activities of an average
healthy individual or general population or during the performance of routine
tests where occurrence of serious harm or an adverse event (AE) is unlikely.
Examples include research involving routine questioning or history taking,
observing, physical examination, chest X-ray, obtaining body fluids without
invasive intervention, such as hair, saliva or urine samples, etc.

Minor increase
over minimal
risk or Low risk

Increment in probability of harm or discomfort is only a little more than the
minimal risk threshold. This may present in situations such as routine
research on children and adolescents; research on persons incapable of
giving consent; delaying or withholding a proven intervention or standard of
care in a control or placebo group during randomized trials; use of minimally
invasive procedures that might cause no more than brief pain or tenderness,
small bruises or scars, or very slight, temporary distress, such as drawing a
small sample of blood for testing; trying a new diagnostic technique in
pregnant and breastfeeding women, etc. Such research should have a social
value. Use of personal identifiable data in research also imposes indirect
risks. Social risks, psychological harm and discomfort may also fall in this
category.

More than
minimal risk or
High risk

Probability of harm or discomfort anticipated in the research is invasive and
greater than minimal risk. Examples include research involving any
interventional study using a drug, device or invasive procedure such as
lumbar puncture, lung or liver biopsy, endoscopic procedure, intravenous
sedation for diagnostic procedures, etc.
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Benefit A research benefit is considered to be something of a health-related,
psychosocial, or other value to an individual research subject, or something
that will contribute to the acquisition of generalizable knowledge. Money or
other compensation for participating in research is not considered to be a
benefit. A great deal of research in the social and behavioral sciences offers
little potential for direct benefits to the subjects themselves. Rather, the
benefits often encompass the importance of the knowledge to be
gained, and/or to the contributions the research makes to science or society.

(The above glossary terms are adapted from
https://www.iitm.ac.in/downloads/ICMR_Ethical Guidelines 2017.pdf Last accessed on
18.11.2024)

7. Annexure

Annexure 1  AX 01/SOP 05-B/V7 Guidelines for review of study protocol & ICD

Annexure 2 AX 02/SOP 05-B/V7 Assessment form for review of study protocol

Annexure 3 AX 03/SOP 05-B/V7 Checklist of Clinical Trial Agreement and study budget
Annexure 4  AX 04/SOP 05-B/V7 Informed Consent Assessment Toolkit for IEC members

Annexure 5 AX 05/SOP 05-B/V7 Project Risk Benefit Assessment Tool for IEC members

Annexure 6 AX 06/SOP 05-B/V7 IEC Decision Form for initial review and resubmitted
protocols where decision is full board review

Annexure 7 AX 07/SOP 05-B/V7 Format of Project Approval letter (for regulatory and
academic clinical trial)

Annexure 8  AX 08/SOP 05-B/V7  Format of Project Approval letter (for interventional / other
than regulatory and academic clinical trial)

Annexure 9  AX 09/SOP 05-B/V7 Format of Project Approval letter (for biomedical health
research study)

Annexure 10 AX 10/SOP 05-B/V7 Participant Feedback Form

Annexure 1
AX 01/SOP 05-B/V7
Guidelines for review of study protocol & ICD
Reviewers should think about and try to find answers to the following questions while
reviewing the protocol, ICD and related documents and fill the AX 02/SOP 05-B/V7:

1. How will the knowledge, result or outcome of the study contribute to human well-being?
a Knowledge from the basic research may possibly benefit.
a A new choice of method, drug or device that benefits the research participants during
the study and others in the future.
a Provide safety data or more competitive choices.
2. Does the study design will be able to give answers to the objectives? Whether
O The endpoints are appropriately selected.
O The participating duration of a study participant is adequate to allow sufficient change
in the endpoints.
The control arm is appropriately selected for best comparison.
The placebo is justified.
The number of study participants in non-treatment (or placebo) arm is minimized.
Unbiased assignment (e.g. randomization, etc.) is in practice.
Inclusion and exclusion criteria are carefully selected to eliminate confounding factors
as much as possible.
O The sample group size appropriate with the given statistical assumptions.

[y
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O Predictable risks are minimized.
O The tests and procedures that are more than minimal risk are cautiously used.
O Research participants deception is avoid.
Q Instruction and counseling for study participants are included (if needed) when

deception is integral to the study design.

O The study participants are adequately assessed and provided follow-up care, if
needed.

3. Who will be the participants in the study? Whether

O The described population is appropriate for the study.

O Predictable vulnerabilities are considered.

Q It is completely necessary to conduct the study in a vulnerable population. If not, is
there any other way to get the study answers?

4. Recruitment strategy:

a OPD/IPD
Q Advertisement/ mouth to mouth publicity
QO Notices

Q Collaboration with other departments / institutes
5. Do the inclusion and exclusion criteria
Selectively include participants most likely to serve the objective of the study?
Equitably include participants?
Properly exclude participants who can predictably confound the results?
Properly exclude participants who may predictably be at increased risk in the study
due to coexisting conditions or circumstances?
6. Does the study design have adequate built-in safeguards for risks?
Appropriate screening of potential participants?
Use of a stepwise dose escalation with analysis of the results before proceeding?
Does the frequency of visits and biological samplings reasonably monitor the
expected effects?
Q Are there defined stopping (discontinuation) / withdrawal criteria for participants with
worsening condition?
Is there minimized use of medication withdrawal and placebo whenever possible?
Will rescue medications and procedures be allowed when appropriate?
Is there a defined safety committee to perform interim assessments, when
appropriate?

a Is appropriate follow-up designed into the study? For instance, gene transfer
research may require following the participants for years or for their entire lifetime
after they receive the gene transfer agent.

7. Is pre-clinical and/or early clinical studies sufficiently performed before this study?

Q The animal study and in vitro testing results?

Q Previous clinical results, if done?

QO Whether the proposed study is appropriately built on the pre-clinical and/or early
clinical results.

O The selected dose based on adequate prior results?
Q Monitoring tests designed to detect expected possible risks and side effects?
8. Do the study and the informed consent process include issues of special concern, such as:

Q Waiver or alteration of consent?

O Delayed consent (e.g., emergency treatment, etc.)?

a Deception?

Q Sensitive information of participants that may require a confidentiality statement?

9. Risk benefits assessment categories:

Risk Categories

Q The research involves less than minimal risk to subjects.

Q The research involves minimal risk to subjects.

Q The research involves minor increase over minimal risk / low risk to subjects.

Q The research involves more than minimal risk/high risk to subjects.

Benefits Categories

O The research provides no prospect of direct benefit to individual subjects, but likely
will yield generalizable knowledge about subject’s disorder or condition.

00D oooo

000D
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Q The research provides no prospect of direct benefits to individual subjects, but
likely will yield generalizable knowledge to further society’s understanding of the
disorder or condition under study.

Q The research provides the prospect of direct benefits to individual subjects.

Q The research provides no prospect of direct benefits to individual subjects, to
science, or to society.

Guidelines to review Informed Consent Document/Patient Information Sheet

The actual process of informed consent should:

Give the participants significant information about the study.

Make sure the participants have enough time to carefully read and consider all options.
Answer all questions of the participants before making decision to participate.

Explain risks or concerns to the participants.

Make sure that all information is understood and satisfied by the participants.
Make sure the participants understand the study and the consent process.
Obtain voluntary informed consent to participate.

0 0000 o000

Make sure the participants can freely consent without coercion, pressure or other undue
influences.

Q Consent should be informally verified on a continuing basis.

Q Continue to inform the participants throughout the study.

a Continue to re-affirm the consent to participate throughout the study.
Procedures or methods used in the informed consent process

Q A physical copy consent form

Q Verbal consent

Q Brochures, Pamphlets or other reading materials (i.e., letters to participants, phone pre-
screening questionnaires, phone hold messages)

Internet information
Instruction sheets
Audio-visual presentations
Charts, diagram or posters
Discussions

0 0000 0o

Consultation with others

Techniques to improve the readability of consent forms:

Use short sentences and paragraphs

Limit to one thought or topic in a sentence, avoid run-on sentence

Use simple words, less syllables in a word.

Use common words; remove technical jargon and medical terms.

Try to use correct basic grammar and form.

Use “gene transfer” instead of “gene therapy” (less implied effectiveness).

Use “agent” instead of “drug” or “medicine” (less implied effectiveness).

00O 000 00D

Try to avoid the use of “treatment”, “therapy” or “therapeutic” in studies involving gene transfer
(because these words imply effectiveness)

Checklist for Placebo Justification

Background conditions, such as benefits of standard treatment, risk of using placebo, risk
management and disclosure should be considered. The followings are some guides to ease
Board decision.

.  Benefits of standard treatment
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1) Isthere a standard treatment?
2) Is the standard treatment widely accepted?
3) Has efficacy of the treatment been consistently proven?

4) Are all newly diagnosed patients with this condition put in standard treatment (versus
observed or other)?

5) Does the treatment act on the basic mechanism of the disease (vs. symptoms)?

6) Are most (>85%) of the patients with this condition responsive to standard treatment
alternatives (vs. resistant or refractory)?

If the answers of (1) to (6) are “yes”, placebo is not recommended.
If any one or more answers are “no”, placebo may be possible.

7) Are the side effects of the standard treatment severe?

8) Does standard treatment have many uncomfortable side effects?

9) Does standard treatment have contraindications that prevent some research participants
from being treated?

10) Is there substantial (<25%) placebo response in this disease or symptom?
If the answer of (7) to (10) are “no”, placebo is not recommended.
If any one or more answers are “yes”, placebo may be possible.

Il.  Risks of placebo

1) Is the risk of using placebo instead of treatment life threatening?
If yes, placebo is not acceptable.

2) Is the use of placebo instead of treatment likely to lead to permanent damage?
If yes, placebo is not acceptable.

3) Is the risk of using placebo instead of treatment likely to cause irreversible disease
progression?

If yes, placebo is not acceptable.
4) Can the use of placebo instead of treatment lead to an acute emergency?
5) Is the risk of using placebo instead of treatment the persistence of distressing symptoms?
6) Is the risk of using placebo instead of treatment severe physical discomfort or pain?

If answers of (4) to (6) are “yes”, placebo is not acceptable unless risk management is
adequate.

Ill. Risk management
1) Is there benefit in the overall management of the research participants?
[]Yes, consider placebo
[ ] No, placebo not recommended.

2) Will the discontinuation of previous treatment put the participant in danger of acute relapse
when transferred to placebo?

[]No, consider placebo
[]Yes, placebo not recommended.
3) Are research participants at high risk for the use of placebo excluded?
[ ] Yes, consider placebo
[_]No, placebo not recommended.
4) Is the duration of the study the minimum necessary in relation to the action of the drug?
[ ] Yes, consider placebo

[ ] No, placebo not recommended.
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5) Are there clearly defined stopping rules to withdraw the research participants in case
he/she does not improve?

[ ] Yes, consider placebo
[ ] No, placebo not recommended.

6) Is risk monitoring adequate to identify progression of the disease before the research
participants experience severe consequences?

[ ] Not applicable.
[ ] Yes, consider placebo
[ ] No, placebo not recommended.

7) Are there clearly defined stopping rules to withdraw the research participants before the
advent of severe disease progression?

[ ] Yes, consider placebo
[]No, placebo not recommended.

8) If the risk of placebo is an acute emergency, are rescue medication and emergency
treatment available?

[ ] Not applicable.
[]Yes, consider placebo
[]No, placebo not recommended.

9) If the risk of placebo is the persistence of distressing symptoms, is concurrent medication
to control them allowed?

[ ] Not applicable.
[]Yes, consider placebo.
[ ]No, placebo not recommended.
10) If the risk of placebo is severely physical discomfort or pain, is there rescue medication?
[ ] Not applicable.
[]Yes, consider placebo.
[ ] No, placebo not recommended.
IV. Risk disclosure in the consent form
1) Are the risks of getting placebo instead of active treatment fully disclosed?
[]Yes, consider placebo.
2) Are the risks of the test drug disclosed?
[ ] Yes, consider placebo.
3) Are the advantages of alternative treatments explained?
[]Yes, consider placebo.

Conclusions:
1. The use of placebo is ethically acceptable because:

[] Research participants are not exposed to severe or permanent harm by the use of
placebo.

Research participants under placebo will benefit from the overall treatment of the disease.

Risks of the use of placebo are minimized.

OO

Risks are adequately disclosed in the consent form.
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Annexure 2
AX 02/SP 05-B/V7
Study assessment form for project submitted for initial review

IEC Project Number:

Protocol number and title:

Name of Principal Investigator:

Reviewer’s name:

Mark and comment on whatever items applicable to the study.

1 | Objectives of the Study | Clear/ Unclear
What should be improved?

2 | Background and Rationale | Sufficient/ insufficient
Comment:

3 | Methodology | Clear/ Unclear

What should be improved?

5 | If diagrammatic representation given: ‘ Clear/ Unclear
What should be improved?
6 | Study Design and Sample size ‘ Appropriate/ Inappropriate
Comment:
7 | Inclusion Criteria | Appropriate/ Inappropriate
Comment:
8 | Exclusion Criteria | Appropriate/ Inappropriate
Comment:
9 | Risk Benefit assessment | Appropriate/ Inappropriate
Comment:
10 | Type of Vulnerable population ‘ Clear/ Unclear
Comment:
11 | Statement for protection of rights and interests of Vulnerable Applicable/ Not Applicable
Participants Appropriate/ Inappropriate
Comment:
12 | Voluntary, Non-Coercive Recruitment of Participants Yes/ No
Comment:
13 | Are Qualification and experience of the Participating Investigators | Yes/ No
appropriate?

Comment:
14 ‘ Disclosure or Declaration of Potential Conflicts of Interest ‘ Yes/ No
Comment:
15 | Facilities and infrastructure of Participating Sites | Appropriate/ Inappropriate
Comment:
16 | Involvement of Local Researchers and Institution in the Protocol Yes/ No
Design, Analysis and dissemination of Results
Comment:
17 | Contribution to Development of Local Capacity for Research and Yes/ No
Treatment
Comment:
18 ‘ Community consultation where needed ’ Yes/ No
Comment:
19 ‘ Benefit to Local Communities ‘ Yes/ No/ Not applicable
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Comment:
20 | Are blood/tissue samples sent abroad? | Yes/ No
Comment:
21 | MoU’s with collaborating organization | Yes/ No
Comment:

Any other comment :

Signature with date:

Annexure 3
AX 03/SP 05-B/V7
Checklist of Clinical Trial Agreement and study budget

To ensure that:
O Trial conduct details regarding trial site, compliance of investigator, safety reporting are
mentioned. Yes _~ No___
O Details regarding the trial drug, material transfer if any, record retention and inspection are
mentioned. Yes __ No____

OO Ownership of data and data sharing is clarified. Yes _~ No ___
[ Details of publication rights are clearly stated. Yes _~ No
O Maintenance of confidentiality of all trial related information is clearly stated. Yes _ No

O General considerations such as publicity and details of termination of contract are stated.
Yes __~ No__

O Patient compensation has been covered and is appropriate. Yes _ No

O Terms of Termination of the project clearly stated. Yes _~ No

O Detail budget is included mentioning the following points:
a) Payment to be made to the participants/ travel reimbursement. Yes _ No
b) Payment for laboratory testing and other investigations. Yes _ No
c) Payment for any other procedures if required. Yes _~ No ___
d) Paymenttoinvestigator. Yes _~  No __

O The CTA is tripartite INSTITUTION, Pl and Sponsor's/CRO:
O Provision of jurisdiction and arbitration clause with courts of respective statesonly: Yes _ No

OCTAis on appropriate stamp paper as per law: Yes __ No
O Any other comments by the legal expert:

Reviewed by

Name of legal expert

signature and date

Annexure 4
AX 04/SOP 05-B/V7

Informed Consent Assessment Toolkit for IEC members

1. Essential documents:

Indicate
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Yes No
e A statement that the study involves research and explanation of the

purpose of theresearch .................ccoviiinnn. O O

e The expected duration of the drug trial and individual patient’s participation

and frequency of visits during the study...................... O O

e The approximate number of study Subjects ..................ooooiiiiinnin. O O

¢ A description of the procedures to be followed, including all invasive

procedures O O

¢ |dentification of any procedures which are experimental .................. O O

e A description of any reasonably foreseeable risks or discomforts to the

SUDJECE. ..o O O

¢ A description of any benefits to the Subject or others reasonably be expected
from the research. If no benefit is expected the Subject should be made aware of
this v ’ O O

e A disclosure of specific appropriate alternative procedures or therapies available
to the Subject ...................... O O

e A statement describing the extent to which confidentiality of records identifying
the Subject will be maintained & who will have access to Subject’'s Medical
Records.......c.cooiiiiiiiiiinn. O O

e Trial treatment schedule and the probability for random assignment to each

treatment (for randomized trials) ...................... O O

e Statement describing the financial compensation and payment for the medical
management as under:
a) In case of the injury occurring to the Subject during the Clinical Trial, 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......... O O
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b) In the event if a trial related injury or death , the Sponsor and its representative or the
investigator or the centre, as the case may be, in accordance of the rule 39, as the

case may be, shall provide financial compensation for the injury or death.. O O

e An explanation about whom to contact for trial related queries, rights of the Subjects

and in the event of any injury ............... O O

e The anticipated prorated payment, if any, to the Subject for participating in the
trial. O O

¢ Responsibilities of Subject on participation in the trial............ O O
e 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............... O O

e Statement that there is a possibility of failure of investigational product to provide

intended therapeutic effect............. O O

e Statement that in the case of placebo-controlled trial, the placebo administered

to the subjects shall not have any therapeutic effect.......... O O

e Any other pertinent information................ O O

2. Additional elements, which may be required:

e Statement of foreseeable circumstances under which the participation of the

subject may be terminated by the Investigator without his or her consent....... O O

e Additional costs to the subject that may result from participation in the study... O O

e The consequences of a Subject's decision to withdraw from the research and

procedures for orderly termination of participation by Subject......... O O

e 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... O O
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e A statement that the particular treatment or procedure may involve risks to the Subject (or
to the embryo or foetus, if the Subject is or may become pregnant), which are currently

unforeseeable..................... O O

Annexure 5
AX 05/ SOP 05-B/V7
Project Risk Benefit Assessment Tool for IEC members

High Risk/ Low Benefit High Risk/ High Benefit

(Class-A) (Class-B)

Risks: Risks:

e Completely —new drug / ® Completely new drug/formulation
formulation

e Highly Toxic substances ® Highly Toxic substances

o Safety/Effectiveness not ® Safety/Effectiveness not
established  through  earlier established  through earlier
studies studies

* High incidence of SAEs/side ® High incidence of SAEs/side

effects in prelim studies

effects in prelim studies

e Inadequate or no risk AE

. ) ® |nadequate or no risk AE
handling mechanisms handling mechanisms
* High data disclosure and data ® High data disclosure and data

leakage possibilities

leakage possibilities

o Affects large no. Of
participants

Affects large no. of participants

e Violation legal/statutory

) ® Violation legal/statutory

regulations regulations

e Inadequate project ® |nadequate project
documentation documentation

* Inadequate PI/Staff expertise ® Inadequate Pl/Staff expertise

e New/untried procedures ® New/untried procedures
Benefits: Benefits:

e Cost of treatment/drug borne ® Completely new cure

by participant

e Replaces current drugs with
no extra benefits either
treatment wise or cost wise

Preventive for life i.e.
Vaccinations

e Short term relief as opposed
to long term action

Significant improvement over
0 Existing cures/treatments

e No post-trial alternatives

Minimal side effects vis a vis
existing treatments

Elimination of disease rather
than temporary curative

Significant reduction in treatment
costs/mode (ex. Pelvis surgery)

Extension of benefits/ availability
of Treatment post trial

Benefits large no. of participants

(Full Board Review of Submitted Protocol)
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Low Risk/Low Benefit
(Class-D)

Low Risk/High Benefit
(Class-C)

Risks:

Risks:

Proven/Acceptable toxicity

Proven/Acceptable toxicity

Proven safety and efficacy

Proven safety and efficacy

Drug/formulation a
variation of approved

Drug/formulation a variation
of approved drug/class of

drug/class of drugs drugs

e SAEs indicate e SAEs indicate
minor/acceptable minor/acceptable reaction,
reactions, side effects side effects

e No drug but only data e No drug but only data
analysis analysis

e Minimal data disclosure e Minimal data
/leakage possibilities disclosure/leakage

possibilities

Minimal risk to
legal/statutory regulations

Minimal risk to legal/statutory
Regulations

Standard  operating /
surgical procedures

Standard operating/ surgical
procedures

Benefits:

Benefits:

Cost of treatment/drug
borne by participant

Completely new cure

Replaces current drugs
with no extra benefits
either treatment wise or
cost wise

Preventive  for life i.e.
Vaccinations

Short term relief as
opposed to long term
action

Significant improvement over
existing cures/treatments

No post trial alternatives

Minimal side effects vis a vis
existing treatment

Elimination of disease rather
than temporarily curative

Significant reduction in
treatment costs/mode (e.g..
Pelvis surgery)

Extension of
benefits/availability of
treatment post-trial

Benefits large no. of patients

IEC member to mark the class as per the project risk benefit assessment.
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Annexure 6
AX 06/ SOP 05-B/V7

IEC (KEMH, Mumbai)
Valid up to 8" December 2027

IEC Decision Form for initial review and resubmitted protocols where decision is full board

review
Date of IEC meeting:
Protocol number:
IEC Protocol No. and Title:

Principal Investigator: Department:

Final Approved

Decision

atthe Py ;

. Revision with Member Secretary (MS)
meeting: minor
modification/amen| MS + Primary Reviewer (PR)
dments
Revision with MS + PR
major
modiﬁcation MS + PR+ Fu" Board (FB)
Not approved
(Reason)
Monitoring
required
(Reason)

No. | Names of | Approved Modification Disapproved| Comments/ Signature
Members i : Recommendations to
present Major | Minor be incorporated in the

Letter of permission
Comments:

No. of members voting for the decision:
No. of members voting against the decision:
No. of members abstaining from voting:

Any Dissent (mention details):

Signature of

Chairperson

Date:

Annexure 7
AX 07/SOP 05-B/V7

Format of Project Approval letter (for regulatory / academic clinical trial)
Date XX/XX/XXXX

To,

Dr. XXXXXXXXXXXX,
Dept. of XXXXXXXXXXXXX.

Ref:
Sub:
Dear Dr. XXXX,

The project no. EC/xxx/20xx entitled, “XXXXxxxxxx”.
Letter no.

The meeting of the Institutional Ethics Committee (IEC) was held on xxxxx at xxxx, in the
XXXXXXXXXXXXX With xxxxx as Chairperson.

XXXX members attended the meeting held on xxxx. The list of members who attended the
meeting is as follows.

(Full Board Review of Submitted Protocol)
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Name of Members Role/Position Designation & Affiliation Qualification Gender
on IEC

It is to be noted that neither you nor any of your proposed study team members were present
during the decision-making procedures of the Institutional Ethics Committee-I.

In addition, the members of the IEC-l1 do not have any conflict of interest for the above
mentioned study.

The Institutional Ethics Committee-I has reviewed the above —mentioned clinical study and
approved the following documents submitted for this clinical study at the meeting:

1. Xxx
2. XXX
3. XXX

The IEC hereby approves the proposal entitled, “XXxXXXxXxxxxxxx”.

It is understood that the study will be conducted under your direction, in a total of (mention
number xxxx)/ duration research participants, at Dept. of (Name of the Department), Seth G. S.
Medical College and K. E. M. Hospital as per the submitted protocol.

e Expert opinion from ___ was sought for this study (if required).

e |EC should be informed after the recruitment of first participant.

¢ Please note that in event of premature termination, rights of the participants (including medical
care) be protected.

¢ It is the policy of IEC that, on site AE reports to be submitted by the Principal Investigator at six
monthly to the IEC (regulatory trial) and annually (or earlier if deemed necessary) for academic
clinical trial.

e It is the policy of IEC that monitoring reports received by the investigator from the sponsor and
DSMB recommendations to be submitted to the IEC within fifteen days (if applicable).

e It is the policy of IEC that, it be informed about any onsite serious adverse event or the
unexpected adverse event report within 24 hours as per the format specified in AX 01/SOP11-
B/V7 (G.S.R .227 (E)) and AX 02/SOP 11-B/V7 to the IEC or by email if there is holiday. The
report of SAE or death after due analysis shall be forwarded by the Investigator to chairman of the
IEC and the head of the institution where the trial is been conducted within 14 days of SAE or
death.

The sponsor has to forward the report of SAE or death after due analysis to the chairman of the
IEC and the head of the institution where the trial is been conducted within fourteen days of
occurrence of the SAE or death. The report of the SAE other than death after due analysis shall
be forwarded to chairman of the IEC and the head of the institution.

In case of injury or death occurring trial subject the sponsor (whether a pharmaceutical company
or an institution) or his representative, whosever had obtained permission from the Licensing
Authority for conduct of the clinical trial shall make payments for medical management of the
subject and also provide financial compensation for the clinical trial related injury or death in the
manner as prescribed in SOP 5 A, Version 7, Annexure 8. (applicable for regulatory/interventional
academic studies)

e No deviations from, or changes of the protocol and Informed Consent Document should be
initiated without prior written approval by the IEC of an appropriate amendment. The IEC expects
that the investigator should promptly report to the IEC any deviations from, or changes of, the
protocol to eliminate immediate hazards to the research participants and about any new
information that may affect adversely the safety of the research participants or the conduct of the
trial.

e Site monitoring report (by sponsor) needs to be submitted within 90 days of the date of site
monitoring.
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e The Clinical Trial was unanimously approved by all IEC members present in the meeting. This
clinical Trial has been approved by the IEC-I to be conducted as per trial documents stated
in this approval letter (presented form) and is valid for the entire duration of the study.

e The first periodic review report needs to be submitted (end of the 6" month from the date of
approval for regulatory trial and 11" month from the date of approval for academic clinical trial)
on or before xxxxxx. Please note that submission of the periodic review report is mandatory.
Delay in submission of the periodic review report can result in some action taken against the PI
as deemed appropriate by IEC-1.

e For regulatory trials Pl to collect participant feed back form (as per AX 10/SOP 05-B/V7) for
enrolled participants during any scheduled visits (preferably this feedback may be collected
during any of the initial three visits)

e A copy of the final report should be submitted to the IEC for review.

e The IEC functions in accordance with ICH GCP, G.S.R .227 (E), ICMR guidelines and other
applicable regulatory requirements.

Annexure08
AX 08/SOP 05-B/V7
Format of Project Approval letter (for interventional trial other than regulatory /

academic clinical trial)
Date XX/XX/XXXX
To,
Dr. XXXXXXXXXXXX,
Dept. of XXXXXXXXXXXXX.
Ref: The project no. EC/xxx/20xx entitled, “Xxxxxxxxxx”.
Sub:  Letter no.
Dear Dr. XXXX,
The meeting of the Institutional Ethics Committee (IEC) was held on xxxxx at xxxx, in the
XXXXXXXXXXXXX With xxXxxx as Chairperson.

xxxXx members attended the meeting held on xxxx. The list of members who attended the
meeting is as follows.

Name of | Role/Position Designation & Affiliation Qualification Gender
Members on IEC

It is to be noted that neither you nor any of your proposed study team members were present
during the decision-making procedures of the Institutional Ethics Committee-I.

In addition, the members of the IEC-I do not have any conflict of interest for the above-
mentioned study.

The Institutional Ethics Committee-I has reviewed the above —mentioned clinical study and
approved the following documents submitted for this clinical study at the meeting:

1 Xx

2 Xxx

The IEC hereby approves the proposal entitled, “XXXXXXXXXXXXX”.

It is understood that the study will be conducted under your direction, in a total of (mention
number xxxx)/ duration research participants, at Dept. of (Name of the Department), Seth G. S.
Medical College and K. E. M. Hospital as per the submitted protocol.

e Expert opinion from ___ was sought for this study (if required).

e |EC should be informed after the recruitment of first participant.

e Please note that in event of premature termination, rights of the participants (including medical
care) be protected.
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It is the policy of IEC that, on site AE reports to be submitted by the Principal Investigator
annually (or earlier if deemed necessary) for interventional trial.

It is the policy of IEC that, it be informed about any onsite serious adverse event or the
unexpected adverse event report within 24 hours as per the format specified in AX 01/SOP11-
B/V7 (G.S.R .227 (E)) and AX 02/SOP 11-B/V7 to the IEC or by email if there is holiday. The
report of SAE or death after due analysis shall be forwarded by the Investigator to chairman of the
IEC and the head of the institution where the trial is been conducted within 14 days of SAE or
death.

In case of injury or death occurring in trial subjects provision for payments for medical
management of the subject and financial compensation for the clinical trial related injury or death.
As applicable in Indian Council of Medical Research (ICMR) 2017.
No deviations from, or changes of the protocol and Informed Consent Document should be
initiated without prior written approval by the IEC of an appropriate amendment. The IEC expects
that the investigator should promptly report to the IEC any deviations from, or changes of, the
protocol to eliminate immediate hazards to the research participants and about any new
information that may affect adversely the safety of the research participants or the conduct of the
trial.
The trial was unanimously approved by all IEC members present in the meeting. This trial has
been approved by the IEC-I to be conducted as per trial documents stated in this approval
letter (presented form) and is valid for the entire duration of the study.
The first periodic review report needs to be submitted (end of the 61" month from the date of
approval for regulatory trial and 11 month from the date of approval for academic clinical trial)
on or before xxxxxx. Delay in submission of the periodic review report can result in some action
taken against the Pl as deemed appropriate by IEC-1.
A copy of the final report should be submitted to the IEC for review.
The IEC functions in accordance with ICH GCP, G.S.R .227 (E), ICMR guidelines and other
applicable regulatory requirements.

Annexure 9
AX 09/SOP 05-B/V7
Format of Project Approval letter (biomedical health research study)
Date XX/XX/XXXX
To,
Dr. XXXXXXXXXXXX,
Dept. of XXXXXXXXXXXXX.
Ref: The project no. EC/xxx/20xx entitled, “XXXXXXXxxX”.
Sub:  Letter no.
Dear Dr. XXXXX,
The meeting of the Institutional Ethics Committee (IEC) was held on xxxxx at xxxx, in the
XXXXXXXXXXXXX With Xxxxx as Chairperson.

XXXX members attended the meeting held on xxxx. The list of members who attended the
meeting is as follows.

Name of | Role/Position Designation & Affiliation Qualification Gender
Members on IEC

It is to be noted that neither you nor any of your proposed study team members were present
during the decision-making procedures of the Institutional Ethics Committee-I.

In addition, the members of the IEC-II/IIl do not have any conflict of interest for the above
mentioned study.

The Institutional Ethics Committee-l1 reviewed the above —mentioned clinical study and
approved the following documents submitted for this clinical study at the meeting:

1. Xxx
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2. Xxx
3. XXX

The IEC hereby approves the proposal entitled, “XXXXXXXXXXXXX”.

It is understood that the study will be conducted under your direction, in a total of xxxx
research participants, at Dept. of xxxx, Seth G. S. Medical College and K. E. M. Hospital as
per the submitted protocol.

This approval is valid for the entire duration of the study.

No deviations from, or changes of the protocol and Informed Consent Document should be
initiated without prior written approval by the IEC of an appropriate amendment.

The IEC expects that the investigator should promptly report to the IEC any deviations from, or
changes of, the protocol to eliminate immediate hazards to the trial subjects and about any
new information that may affect adversely the safety of the subjects or the conduct of the trial.
For studies which will continue for more than a year, a continuing review report needs to be
submitted (within 1 month of the due date i.e. 11 months from the date of approval) on or
before xx xx Xxxx.

A copy of the final report should be submitted to the IEC-I for review.

Sincerely yours,

Member Secretary;

IEC

(Signed and dated by the IEC Member Secretary)
Date of approval of the study: XX/XX/20XX

Annexure 10
AX 10/SOP 05-B/ V7

Participant Feedback Form/sfasmsft ufafsear ga=/agemetr 3rfevmr wisr

Sr. | Questions / wee Yes/ No/
NO g1/ g1/

e | e
1 Did the person administering the consent give enough time to answer your queries?

FIT GgATT o arel SAfFd & 39k 9e&aT T 3T & & forw gateq gay feam?
HHCA HOTAT gercllel JTYeAT TR 3t CUATHTS! YT dcb fell hr?

2 Was the explanation about the project given in a simple manner?
HETTA & HIH H TISEIRIUT BT eAG] H 6T a1 AT?
FOSEFIOT AT Gereitet feel el g 2

3 Do you know that you can refuse to be a part of the study at any given time without
giving any explanation or facing any detrimental consequences?

FIT 379 JATeTd & Toh 3T AT IS TIsErahaoT faw ar iR gifeerres afRome & e foe
Tt fonelY oft T 3rearget o1 REAT Sied @ AR AT Hebel 82

FGTI HTEITT 3718 T hT JFET PIOTCUTEY JeT HIUTCHET FTSERIOT o ST fhalm droTearey
BTIehTeh TRUTHTAT TTAR o7 ST FIATHTET H1ET §IVITH 7R &3 AhdT?

4 Are you aware of the person to contact in case of emergency or any queries?

T 379 ST & fop | 3TTTdehTel / 921 & AT &, 379 fhad U Hiar?

3TchToltst GRTEL fohar QiehT 3T AT 3TIUT IRl HUeh TTLAT & 3T AT 38
Caws

5 Are you aware who should be contacted pertaining to your rights as a research
participant or complaints regarding the research study?

FIT 3T ST & T Teh er Gl & 9 &7 379e) 31fRT Ir oty 3reaasr ¥ 9afaa
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RIsprrdt & fov frad Gus fohar ST / T anfge?
HRMereT HEHTIN FGUL AT AR HATE fehaT HNEreT I-ATATHER cTohriaTect
IO TOeh 1Al JFETell HTTecll 3HTE hI?

6 Did you consent in the language you understood the best? Did you receive the copy for
the same?

T 37T 3191 AT 39 99T # &7 & T 379 Tad 37<eh oig THSTA 72 7T 39!
JETCN 3T HHSI 3TN AN JFe! THT ferell 31Tg 1?2 JFeTell ATl I fAasTel 12

7 Are you aware about payment for / &1 319 STeTdl & $[3TclleT & SR & / JFeTell ATigcll 318
T SRATTAT STEATT
a) for participation in the trial 37) GE&TOT H 1T ot & forT 37) TrTofiFed gl

groTaTS
b) for study related injury &) 3T€ITsT & FafOd dic & ol &) rsgrane’ gafad

@IS

8 Are you explained visit wise trial procedures / investigations / study drug in detailed.

ST 3TTAehT TRI&TOT SshaT/ ST/ 3TETYeT &al o §R # [aEdR & S a1 g2
FeTel ol GihaT/durs/ ST e-TaTIdeg of HHAIGe ATl 31TQ HI?

9 Have you understood your role and responsibilities as research participant for this study?

T IO H IETTT o foIv ey giaemel & &9 & 39eir siffer 3R fSwAqRar &

AT 572
T ITSATHTATSET AT HEHIN FGOULA o ${fHRT 0T ST JFeTell AT e

17

10 | Any Doubts/Grievances regarding the study or study team (1S Teg / RRTad) (HIOTET 2fehT / THRY):
3T T JEIIA &l & HIY H IS Teg/ Rprad
37Ty fohar 3130TE Ay AT HIOTAEY 2AehT/dshRY

OPD no. (313r =1):

Name of Participant / Relative:

gfaamefT / RedeR &r A1 :
AN /ATIaTS T ATd:

Signature of participant / Thumb impression:
el EETaT/3TTSHT fayemaT :

AT TAT&TY /373TSITAT SHT:
Note: This form can be submitted to IEC-Office.

Address: Institutional ethics Committee, UG/PG Hostel address:Building, Ground Floor,
Seth G.S medical college and KEM Hospital Parel, Mumbai - 400012.Tel: +91 22 2410 7515
Mob.: +91 87792 21293

AT & B afds IRy FTeT & ST fFar ST gehar 81
yarafasw afafa. g st & St e o #fee. s AReee Hexem Rifrcn aefeares sk .
T TARE SIS T, HAS -ooo?, TPIT Haih- (022) ¢ 0lss?y LAY HHIE- CblRPRI
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ST ET: T BIH sifaear AT FRATIEd STAT hell 513 QAhar.

ot fAHAaT FIAC, ediqd (UG) e (PG) FaTAIE dasHsTdl, §6 MR Yelard degehrd
HEACIATIY 3TTOT 1. T. THR SI0TCIY, el HeIg -¥oootR, SToIthlel shaTeh- (0Q)¥0bsey gL
ShHTh- (BRI
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1. Purpose

The purpose of this Standard Operating Procedure (SOP) is to provide criteria to determine if a study
protocol qualifies for expedited review and provide instructions on management, review and approval
of a project through the expedited review.

2. Scope

This SOP applies to the review and approval of research studies and documents, which qualify for
expedited review by the IEC. Any protocol that carries not more than minimal risk and fulfills criteria for
expedited review (SOP 05-C/V7) is covered in this SOP.

3. Responsibility

It is the responsibility of the Member Secretary / Chairperson of the Institutional Ethics Committee
(IEC) to determine if a Project/ Protocol qualifies for an expedited review and designate one / two
primary reviewers. Designated IEC members (including Member Secretary and/or Chairperson) will be
responsible for reviewing the research protocols and related documents within the given time frames.

It is the responsibility of all the designated IEC members to give comments and recommendations
after reviewing each study protocol.

The Member Secretary / Chairperson are responsible to take the decision.

4. Activity Table

No. Activity Responsibility

1. Receive the submitted documents IEC Secretariat

2. Determine protocols for expedited review & designate Member Secretary/Chairperson
the primary reviewers

3 Review protocol & give comments and Primary reviewers
recommendations

4. Decision of IEC Member Secretary/Chairperson

5. Communicate with the IEC and the Investigator IEC Secretariat/ Members

5. Detailed instructions
5.1 Check and receive the submitted documents.
e The IEC Secretariat will check and forward it to the member secretary.
e The IEC Secretariat will check the project and forward it to member secretary. The IEC
Secretariat will send email to PI for protocol review processing fees.
5.2 Determine protocols for expedited review & designate the primary reviewers

The proposal submitted for initial review or where investigator have requested for the expedited

review (AX01/SOPO05-C/V7) stating the reasons in the covering letter forwarded by signature of

HOD to the IEC will be evaluated for the expedited review. The protocols satisfying any of the

following criteria (as per ICMR 2017 guidelines) may be considered for expedited review. The

IEC Chairperson will take the final decision.

IEC may do expedited review only if the protocols involve —

e Proposals that pose no more than minimal risk may undergo expedited review, for example;

e research involving non-identifiable specimen and human tissue from sources like blood
banks, tissue banks and left-over clinical samples;

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

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

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

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

e Progress/annual reports where there is no additional risk, for example activity limited to data
analysis. Expedited review of SAEs/unexpected AEs will be conducted by SAE
subcommittee; and

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

e Research during emergencies and disasters Refer to SOP 22/V7(See Section 12 of ICMR
2017 for further details).
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5.3 Review protocol & give comments and recommendations

e Primary reviewers will review the protocol and give their comments and recommendations to

the member secretary within seven days from the date of receipt of the protocol via email.
5.4 Decision of IEC

e The comments of the Primary reviewers will be discussed by the Member Secretary with the
Chairperson and the decision about approval will be taken by the member secretary in
consultation with the Chairperson.

e The decision will be informed to the IEC members at the full board meeting.

e |f deemed necessary by Primary reviewers, Member Secretary/ Chairperson, the project
shall be discussed at the forthcoming full board meeting.

e The expedited review process should be completed within 14 working days.

5.5 Communicate with the IEC and the investigator.

e The Secretariat will send the Project approval letter (AX 02/SOP 05-C/V7 or AX 03/SOP 05-
C/V7) via hard copy to the Principal Investigator if the Project/Protocol amendments are
approved.

o |If the project is disapproved or requires resubmission after certain modifications, this will be
informed to the Principal Investigator. The reasons for disapproval of a project will be
specified in the letter sent to Principal Investigator via hard copy.

6. Glossary
Expedited An |EC approval granted only by the Chairperson of the Institutional Ethics
approval Committee or a designated Institutional Ethics Committee member (not the full

Board) for research which involves no more than minimal risk.

Expedited A review process by one / two designated IEC members (Primary reviewers) who
review then report the decision to the full Board meeting. An expedited review is a speedy
one for research proposals with minimal risk in nature.

7. Annexure:
Annexure 1 AX 01/SOP 05-C/V7  Application form for expedited review.

Annexure 2 AX 02/SOP 05-C/V7  Approval letter format in case of Expedited Review for prospective
observational study

Annexure 3 AX 03/SOP 05-C/V7 Approval letter format in case of Expedited Review retrospective
observational study

Annexure 1
AX 01/SOP 05-C/V7
Application form for expedited review.

StUAY TIHl . e e

Principal Investigator (Name, Designation & Affiliation):

1. Choose reason why expedited review from EC is requested?
i. Involves non-identifiable specimen and human tissue from sources like blood banks,

tissue banks and left-over clinical samples.

ii. Involves clinical documentation materials that are non-identifiable (Data, Documents,
Records).

iii. Modification or amendment to approved protocol (Administrative Changes/Correction of
typographical errors and change in researcher(s)).

iv. Revised proposal previously approved through expedited review, full review or continuing
review of approved proposals.

v. Minor deviation from originally approved research causing no risk or minimal risk.

vi. Progress/Annual Report where there is no additional risk, for example activity limited to
data analysis. Expedited review of SAEs/unexpected AEs will be conducted by SAE
subcommittee.

(Expedited Review) SOP 05-C_Page 3 of 5
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vii. For Multicentric research where a designated EC among the participating sites has
reviewed and approved the study, a local EC may conduct only an expedited review for
site specific requirements in addition to the full committee common review.

viii. Research during emergencies and disasters (See Section 12 of ICMR Ethical Guidelines,

2017).
iX. ANy Other (Please SPECITY) ..o
2. Is waiver of consent being requested? Yes|:| No |:|
Does the research involve vulnerable persons? Yes[ |No[ ]

IfYeS, QIVe details ... e

Signature of Principal Investigator (PI) with date: ........ ..o
CommENtS Of EC SECTEIANIAL: ...uinitie ettt es

Signature of Member Secretary With date: ...

Annexure 2
AX 02/SOP 05-C/V7
Approval letter format in case of Expedited Review for prospective observational study

Date: XXXXXXXXX

To,
Dr. XXXXXXXXXXXXXX,
Dept. of XXXXXXXXX.

Ref: Your project no. XXxXxxxxx entitled, “XXXXXXXXXXXXXXX".
Dear Dr. XXXXXXXXX,

The following documents of the above-mentioned project were reviewed and approved through an
expedite review process.

IxXX
2 XXXXXXX
3 XXXXXXXXXX

It is understood that the study will be conducted under your direction, in a total of xxx research
participants, at Dept. of xxxxxxxxX, Seth G. S. Medical College and K. E. M. Hospital as per the
submitted protocol.

The IEC approves the above-mentioned study.

The approval is valid for the entire duration of the study.

It is the policy of IEC that, it be informed about any onsite serious adverse event or the unexpected
adverse event report within 24 hours as per the format specified in AX 01/SOP 11-B/V7 (NDCTR,
2019) and AX 02/SOP 11-B/V7 to the IEC or by email if there is holiday. The report of SAE or death
after due analysis shall be forwarded by the Investigator to chairman of the IEC and the head of the
institution where the trial is been conducted within 14 calendar days of SAE or death.

The sponsor has to forward the report of SAE or death after due analysis to the chairman of the IEC
and the head of the institution where the trial is been conducted within ten calendar days of occurrence
of the SAE or death. The report of the SAE other than death after due analysis shall be forwarded to
chairman of the IEC and the head of the institution.

In case of injury or death occurring trial subject the sponsor (whether a pharmaceutical company or an
institution) or his representative, whosever had obtained permission from the Licensing Authority for
conduct of the clinical trial shall make payments for medical management of the subject and also
provide financial compensation for the clinical trial related injury or death in the manner as prescribed.
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No deviations or changes of the protocol and Informed Consent Document should be initiated without
prior written approval by the IEC of an appropriate amendment. The IEC expects
that the investigator should promptly report to the IEC any deviations from, or changes of, the
protocol to eliminate immediate hazards tothe research participants and about any new
information that may affect adversely the safety of the research participants or the conduct of the trial.
For studies which will continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval for studies and during
epidemics/pandemics continuing review report needs to be submitted at 45 days) on or before Xxxxxx.
A copy of the final report should be submitted to the IEC for review.

Sincerely yours,

XXXXXXXXXKX

Chairperson /IMember Secretary/ Designated Institutional Ethics Committee member of IEC
Date of approval of the study: xxxxxx

Annexure 3
AX 03/SOP 05-C/V7
Approval letter format in case of Expedited Review for retrospective observational study

Date: XXXXXXXXX

To,
Dr. XXXXXXXXXXXXXX,
Dept. of XXXXXXXXX.

Ref: Your project no. XXXxxxxx entitled, “XXXXXXXXXXXXXXX.
Dear Dr. XXXXXXXXX,

The following documents of the above-mentioned project were reviewed and approved through an
expedite review process.

IXXX
2 XXXXXXX
3XXXXXXXXXX

It is understood that the study will be conducted under your direction, in a total of xxx research
participants, at Dept. of xxxxxxxxx, Seth G. S. Medical College and K. E. M. Hospital as per the
submitted protocol.

The IEC approves the above-mentioned study.

The approval is valid for the entire duration of the study.

No deviations or changes of the protocol and Informed Consent Document should be initiated without
prior written approval by the IEC of an appropriate amendment. The IEC expects that the investigator
should promptly report to the IEC any deviations from, or changes of, the protocol to eliminate
immediate hazards to the research participants and about any new information that may affect
adversely the safety of the research participants or the conduct of the trial.

For studies which will continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or before xxxx.

A copy of the final report should be submitted to the IEC for review.

Sincerely yours,

XXXXXXXXXKX

Chairperson /Member Secretary/ Designated Institutional Ethics Committee member of IEC

Date of approval of the study: xxxxx
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1. Purpose
The purpose of this Standard Operating Procedure (SOP) is to describe which clinical research
projects can be exempted from ethics review and do not require the approval of the Institutional
Ethics Committee (IEC). The Exemption Form AX 01/SOP 05-D/V7 is designed to standardize the
process of exemption.

2. Scope
This SOP applies to the all protocols submitted for exemption from review by the IEC. The specific
points in the Exemption Form should guide the Member Secretary to determine whether the
protocol qualifies for exemption from review. The decision will be taken by the Member Secretary
in consultation with the Chairperson and should be informed to the Members in the forthcoming
IEC meeting.

3. Responsibility
It is the responsibility of the Member Secretary to record the decision in the Exemption Form with
reasons forwarded by HOD signature. The IEC Secretariat is responsible for recording and filing
the decision including the reasons for that decision. The Chairperson/ Member Secretary must sign
and date letter conveying the decision AX 01/SOP 05-D/V7.

4. Activity table

No. Activity Responsibility
1 | Receive the submitted documents. IEC Secretariat
2 | Review of protocol and Exemption Form Member Secretary
3 | Recording the decision on Exemption Form in Member Secretary
consultation with the Chairperson
4 | Communicate the decision to the Investigator & IEC Member Secretary / IEC
members in forthcoming meeting Secretariat

5. Detailed instructions

5.1 Receive the submitted documents.

e The Secretariat will receive the Exemption from review Application Form AX 01/SOP 05-
D/V7, Protocol and other documents (soft and hard copy) submitted by the investigators.

5.2 Determine protocols eligible for exemption from review
The proposal submitted for initial review or where investigator have requested for the
exemption from review stating the reason in the ‘Review Exemption Application Form’ to the
IEC will be evaluated for the exemption from review.

Proposals with less than minimal risk where there are no linked identifiers, for example;

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

¢ Observation of public behaviour when information is recorded without any linked identifiers

and disclosure would not harm the interests of the observed person;

Quality control and quality assurance audits in the institution;

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

Consumer acceptance studies related to taste and food quality; and

Public health programs by Govt. agencies such as program evaluation where the sole

purpose of the exercise is refinement and improvement of the programme or monitoring

(where there are no individual identifiers).

The research proposals which do not involve live human participants or data derived from them are
exempt from ethics review. For example,

v Audits of educational practices

v' Research on microbes cultured in the laboratory

v' Research on immortalized cell lines

v' Research on cadavers or death certificates provided such research reveals no identifying

personal data

v' Analysis of data freely available in public domain
In some circumstances research which appears to meet low risk criteria may need to be reviewed
by the IEC. This might be because of requirements of:

v' The publisher of the research

(Exemption from the Ethics Review for Research Projects) SOP 05-D_Page 2 of 4
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An organization which is providing funding resources, existing data, access to participants
etc.
Ethical issues involved in data

5.3 Recording the decision on Exemption Form in consultation with the Chairperson

54

If the protocol and related documents satisfy the criteria as listed in 5.2, the Member
Secretary in consultation with the Chairperson will review the brief summary of the project
and the Exemption Form. The Member Secretary will record the decision.

Communicate the decision to the Investigator & IEC members in forthcoming meeting

The Secretariat communicates the decision to the Principal Investigator within 14 working
days after the decision regarding the exemption is taken.

The Member Secretary informs the IEC members about the decision at the next full board
meeting and minute it in the meeting notes.

The Member Secretary / Chairperson may keep the application for review and decision
regarding exemption at the next full board meeting.

Any changes to the protocol must be brought to the notice of the IEC prior to
implementation by the investigator. Any correspondence with the IEC office regarding this
action should mention the allocated study number indicated at the top of this letter.

The IEC will determine if requested protocol changes alter the risks: benefits analysis of
the study, thereby requiring a change in review or exemption category. In such cases
investigator will have to resubmit the study protocol and related documents for change
review process.

6. Glossary

Exemption A research study is said to be exempt from review when it does not require the
from review | Ethics Committee approval for its conduct.

7. Annexure

Annexure 1 AX 01/SOP 05-D/V7 Review exemption application form

Annexure 2  AX 02/SOP 05-D/V7  Certificate of Exemption from Review

Annexure 1
AX 01/SOP 05-D/V7
Review Exemption Application Form

Choose reason why exemption from ethics review is requested:

1. Research on data in the public domain/systematic reviews or meta-analysis.

2. Observation of public behaviour/information recorded without linked identifiers
and disclosure would not harm the interests of the observed person.
Quality control and quality assurance adults in the institution.

4. Comparison among instructional techniques, curricula, or classroom
management methods.

5. Consumer acceptance studies related to taste and food quality.

Public Health programmes by Government agencies.

7. Any other (Please specify in 100 WOIS): .. ..uiiiiiiii e e

00 oo og
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Signature of Principal Investigator (Pl) with date: ..ot
CommeNnts Of EC SECIELAIIAL: ... e eae e

Signature of Member Secretary With date: ..o

Annexure 2

AX 02/SOP 05-D/V7
Certificate of Exemption from Review

Date:

To,

Name of the PI
Dept. Of

Ref: Your project no. entitled 7

Sub:

Dear Dr. .

This letter certifies that the application for the protocol stated above has been reviewed by Institutional Ethics
Committee designated reviewer/Member Secretary and Chairperson. The Institutional Ethics Committee has
given due consideration and concludes that the said proposal is exempt from IEC review as it does not involve
direct contact with human participants. (SOP 05-D/V7; ICMR 2017 Section 4, Ethical review procedures page
no.36). Please note that the provision to collect the identifiable (indirectly identifiable) information viz Initials,
Age and Gender needs to be removed from the case record form.

Please note that any changes to the protocol must be brought to the notice of the IEC prior to implementation.
The IEC must determine whether the requested protocol changes alter the risks: benefits analysis of the
study, thereby requiring a change in review or exemption category.

Please contact the IEC office if you have any questions. Any correspondence with the IEC office regarding
this action should mention the allocated study number indicated at the top of this letter.

With Regards,

Sincerely yours,

Chairperson / Member Secretary

(Exemption from the Ethics Review for Research Projects) SOP 05-D_Page 4 of 4
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1. Purpose

The purpose of this Standard Operating Procedure (SOP) is to describe how Institutional Ethics
Committee (IEC) manages study protocols and related documents resubmitted after initial review.

2. Scope

This SOP applies to study protocols that have been resubmitted to the IEC with the Principal Investigator
responding to clarifications and modifications sought and comments made by the IEC during initial
review.

3. Responsibility

It is the responsibility of the IEC Secretariat to ensure the completeness of the documents submitted to
the IEC for reconsideration.

A re-submitted protocol may be reviewed by either member secretary / Primary Reviewers / two or more
IEC members designated by the Chairperson/ Member Secretary, as per IEC decision determined by the
IEC at the time of the initial review of the project during the full board IEC meeting. This information can
be found on the IEC Decision Form (AX 06/ SOP 05-B/V7).

4. Activity Table

No. Activity Responsibility
1 | Receive resubmitted protocol and related | IEC Secretariat
documents, check contents, ensure completeness
of the documents submitted and distribution of
protocol and study-related documents

2 | Review of the revised protocol IEC Members/Member Secretary/
Chairperson

3 | Written communication of the IEC decision to IEC Secretariat
investigator

5. Detailed instructions
5.1 Receipt of resubmitted protocol package and its distribution

e The Secretariat will verify if the principal investigator has forwarded the reply within 180 days of
receipt of IEC letter for resubmission.

e The Secretariat will check the resubmitted protocol packages (hard and soft copy) for the
following items

v" Reply to the IEC letter of comments with covering letter (signed and dated by PI), query reply
in question-answers format.

v" Revised version of protocol and/ or the informed consent document and /or any other related
documents such as, case report forms, diary sheets, etc are included as part of the package
with the changes made to the documents highlighted and with appropriate version number
and date on each page of the document.

v/ Additional documents sought during initial review.

o |If above items are not submitted the Principal Investigator will be told to submit the requisite
documents.

e The Secretariat will refer to the IEC Decision Form AX 06/ SOP 05-B/V7 on the given protocol
and distribute the reply to the query letter, revised protocol and related documents for resubmitted
protocol to the Member Secretary.
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For Minor modifications

The protocol and related documents will be reviewed by either member secretary or one / two
designated primary reviewers as per decision taken during initial review.

For Major modifications

The protocol and related documents will be reviewed by Member secretary / designated primary
reviewers. If primary reviewers are not available then two or more IEC members designated by the
Chairperson / Member secretary will review the resubmitted protocol and related documents. After
review by Member secretary / designated primary reviewers / other IEC members the comments will
be discussed in the upcoming Full Board (FB) meeting as per decision taken during initial review. In
case the decision is to discuss the revised protocol at the full board meeting, the Primary reviewer /
member Secretary will present a brief oral summary of the study design and the comments of the IEC
members/Chairperson in the IEC Full Board meeting.

5.2 Review the revised protocol to be carried out by IEC member/ Member Secretary/

Chairperson:

e The IEC member / Primary Reviewer / Member Secretary / Chairperson will refer to the query
letter/ comments as guidance for the review and check whether the recommendations of the IEC
have been followed or adequately responded to. The primary reviewer will also check for
completeness of protocol and related documents as per requirements. The primary reviewers /
designated IEC member/ Member Secretary should complete the review process within seven
days.

e The IEC member/ Member Secretary/ Chairperson will make further comments where appropriate
e The final decision regarding the query reply shall include one of the following:

v'If the IEC decision is ‘Approved’, it implies the approval of the study as it is presented with no
modifications and the approval letter (as per format (AX 07/SOP 05-B/V7), (AX 08/ SOP 05-
B/V7) & (AX 09/SOP 05-B/V7))can be issued to the Principal Investigator.

v If the IEC decision is ‘Approved with minor modification, the IEC Chairperson may authorize
the Secretary/Primary reviewer + secretary to determine if the response and changes are
satisfactory and decide if letter of permission can be issued to the Principal Investigator.

v If the IEC decision is ‘Approved with major modification, the IEC Chairperson may authorize
the Primary reviewer + secretary to review the responses. If the response and changes are
satisfactory the member secretary will inform in the subsequent full board meeting. If the
response and changes are approved in the full board, letter of permission can be issued to
the Principal Investigator.

v' If the IEC decision is ‘Approved with major modification, the IEC Chairperson may authorize
the Primary reviewer + secretary to review the responses and subsequently discussed in full
board meeting as per IEC Decision Form AX 06/ SOP 05-B/V7 if the decision was to discuss
in the full board meeting during initial review. If the response and changes are approved in
the full board, letter of permission can be issued to the Principal Investigator.

5.3 Written communication of the IEC decision.

The decision will be communicated to the Pl within 14 working days. For the projects which will
be discussed in the full board meeting the decision will be communicated within 14 working days
of the FB meeting. Response from the PI to the IEC communication is expected within 180 days
of date of receipt of the letter and in the absence of any response, the project will be declared
closed for the IEC office records. Reply to subsequent queries should be sent in 60 days (for
regulatory trials refer SOP5A version 7 Annexure 7 Guidelines for investigators)

v The Secretariat will record the decision reached on the response in the minutes of the
meeting.
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1. Purpose

The purpose of this Standard Operating Procedure (SOP) is to describe how amended protocol/
protocol related documents are managed and reviewed by the Institutional Ethics Committee (IEC).

2. Scope

This SOP applies to previously approved study protocols but later being amended and submitted for
approval to the IEC. Amendments made to protocols cannot be implemented until reviewed and
approved by the IEC.

3. Responsibility

It is the responsibility of the IEC Secretariat to manage protocol amendments. The Member Secretary/
Chairperson will determine whether the proposed protocol amendment(s) is minor or major in nature.
Minor amendments would undergo review by the Member Secretary/Chairperson in expedited
manner and will be informed in full board. If the amendment is major it will undergo review by primary
reviewers and be discussed in full board.

4. Activity Table:

No. | Activity Responsibility
1 Receive amended pro, check contents, ensure | IEC Secretariat
completeness of the documents submitted and
distribution of amended protocol and study-related

documents

2 Review the amended protocol and related IEC Members/Member Secretary/
documents Chairperson

3 Written communication of the IEC decision to Member Secretary
investigator

5. Detailed instructions

5.1 Receive amended protocol, check contents, ensure completeness of the documents
submitted and distribution of protocol and study-related documents

a. Receive amended protocol package, check contents, ensure completeness of the
documents:

e The amendment package (hard and soft copy) forwarded by the Principal Investigator will be
received by the IEC Secretariat.

The IEC Secretariat will confirm the request for review of amended Protocol/Protocol related
documents from the Principal Investigator on previously approved Protocol/Protocol related
documents as per the form AX 01/SOP 06/V7.

e The request form should:
v’ State / describe the amendment
v' provide the reason for the amendment

v'Impact of the amendment on present study at this site: (modifications in the ICD, re-consent
of research participants, untoward effects likely to occur because of the amendment or any
other)

e The IEC Secretariat will confirm submission of:
v" Amended version of the protocol and related documents
v" Summary sheet (changes from previous version to present version)
v" Changes or modifications in the amended version are highlighted
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The IEC Secretariat will check for completeness of the contents of protocol amendment
submission package and inform the Principal Investigator to submit the required documents at the
earliest, if any of the documents are missing / incomplete.

b. distribution of protocol and study-related documents

After receipt of the amendment package, the IEC Secretariat will forward the amendment to the
Member Secretary/ Chairperson.

The IEC Secretariat will send the request for amendment and the protocol and related documents
to the Member Secretary / Chairperson within 7 working days of receipt of the documents with the
Protocol Amendment Request Form AX 01/SOP 06/V7

The member secretary or chairperson will categorize the amendments as minor or major
amendment as per section 5.2.

5.2 Review the amended protocol and related documents

The member secretary will review the amendment summary and decide whether the amendment is
major or minor and decide the review process as follows:

For minor amendment

The minor amendments of the protocol and related documents it will be reviewed by member
secretary within five working days.

For Major amendment

The amendment is considered to be major if any of the following changes (but is not limited to)
are made in the protocol and related documents:
Change in study design
additional treatments or the deletion of treatments
Changes in inclusion/exclusion criteria.
change in method of dosage formulation, such as, oral changed to intravenous
a significant change in the number of research participants (if the decreasel/increase in the
number of research participants alters the fundamental characteristics of the study, it is
significant)
f. a significant decrease or increase in dosage amount
Change in risk/benefit ratio

P20 T

The protocol and related documents will be reviewed by member secretary / either designated
primary reviewers. After review by the member secretary / designated primary reviewers, the
amendment if required will be discussed in the upcoming full board meeting. At the full board meeting,
the Secretary /primary reviewer will present a brief oral summary of the study design and the
comments of the primary reviewer /Chairperson in the IEC Full Board meeting.

Protocol Amendment Review Process

The member secretary / primary reviewers will review the amended documents and assess the
change in risk / benefit ratio and impact of the amendment (modifications in the ICD, re-consent of
research participants, untoward effects likely to occur because of the amendment or any other)
and will send the comments to the IEC office within seven days.

The final decision regarding the amendments (minor and major) as discussed in IEC full board
meeting shall include one of the following:

v If the IEC decision is ‘Approved’, it implies the approval of the amendment as it has been
submitted modifications and the letter of permission for amendment can be issued to the
Principal Investigator.

v' If the IEC decision is ‘Approved with minor modification, the IEC Chairperson may
authorize the member Secretary to issue a recommendation letter to the Principal
Investigator. If the response from the PI found satisfactory a letter of permission can be
issued to the Principal Investigator.

v' If the IEC decision is ‘Approved with major modification, the IEC Chairperson may
authorize the Primary reviewer + secretary to determine the review of the amendments
which may or may not be discussed in next full board meeting depending on the
comments of the reviewers. Member Secretary will issue a recommendation letter to the
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Principal Investigator and if response from the Pl found satisfactory a letter of permission
can be issued to the Principal Investigator.

v If the IEC decision is Disapproved after the member secretary / chairperson / designated
IEC members / Full board review the decision will be communicated to the PI giving
reasons for disapproval.

v' If the PI has requested expedited review in the ANNEXURE 1 (AX 01/SOP 06/V7),
(applicable only for minor amendment) then the approval letter (AX02/SOP06/V7) will be
issued to the PI and the same will be informed in the subsequent full board meeting.

5.3 Written communication of the IEC decision to investigator

v' The decision will be communicated to the PI within 14 working days and for the
amendments which will be discussed in the full board meeting the decision will be
communicated within 14 working days of the meeting.

v" The IEC Secretariat will record the decision reached on the proposed amendment in the
minutes of the meeting.

6. Glossary
Amendment A package of the amended parts and related documents of the protocol
protocol package previously approved by the IEC. In the course of the study, the Pl may
decide to make changes in the protocol.

Minor protocol Minor amendments are those that do not increase the risk or decrease the
amendments potential benefit to the subjects

Major protocol Major amendments are those that adversely affect the risk benefit ratio of
amendments the study or specifically increase the risk to the participants of the study

7. Annexure

Annexure 1  AX 01/SOP 06/V7  Protocol Amendment Request Form
Annexure 2  AX 02/SOP 06/V7 Project Amendment/Document Amendment Approval letter

Annexure 1
AX 01/SOP 06/V7
Protocol / Protocol related documents Amendment Request Form

StUAY TIHl . e e

Principal Investigator (Name, Designation & Affiliation): ...

1. Date of EC approval: ........ccooveiiiinennn. Date of start of study: ........cooiviiiiiiiiii,
2. Details of Amendment(s
Sr. | Existing Provision | Proposed Amendment Reason Location in the
No. Protocol/Informed
Consent Document
(ICD)
3. Impact on benefit-risk analysis Yes|:|No |:|

IfYES, AESCriDE IN DiEf ... e
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Yes[ |No[ ]

If Yes, have necessary changes been made in the informed consent? Yes |:|No |:|

5. Type of review requested for amendment:

Expedited Review (No alteration in risk to participants)

[]

Full review by EC (There is an increased alteration in the risk to participants) |:|

6. Version number of amended Protocol/Investigator’s brochure/ICD: .................................

Signature of Principal Investigator (PI) with date: .............

Annexure 2
AX 02/SOP 06/V7

Protocol Amendment/Document Amendment Approval letter

To

XXXXX (PI)
Department

Ref: - IEC No. Project title
Dear Dr.

We have received from you the following document (s).
1.
2.

At the Institutional Ethics Committee meeting held on
were reviewed.
After consideration, the IEC has decided to approve:
(a) The aforementioned study-related documents OR
(b) The following documents:

1.

2.
The members who attended this meeting held on
document was discussed are listed below.
1.
2.
3

the abovementioned documents

at which the above-mentioned

It is to be noted that neither you nor any of your proposed study team members were present during
the decision-making procedures of the Institutional Ethics Committee.

OR

After reviewing the documents, the IEC has decided to approve the aforementioned study-related

documents.

Yours truly,

Signature of Chairperson/ Member Secretary
with Date
IEC
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1. Purpose

The purpose of this Standard Operating Procedure is to describe how continuing reviews of previously
approved protocols are managed by the Institutional Ethics Committee (IEC).

The purpose of the continuing review is to monitor the progress of the entire study, not just the changes
in it, to ensure continuous protection of the rights and welfare of research participants.

2. Scope

This SOP applies to conducting any continuing review of study protocols involving research participants
at intervals appropriate to the degree of risk. All the regulatory projects approved by the Institutional
Ethics Committee registered with CLA will be reviewed twice in a year and non-regulatory trials/
academic clinical trials will be reviewed at least once a year. Depending upon the degree of risk to the
participants, the nature of the studies, the vulnerability of the study participants and duration of the
study, the IEC may choose to review the protocols more frequently then as stated above.

3. Responsibility

It is the responsibility of the IEC Secretariat to remind the IEC and the principal investigators regarding
study protocols that should be continuously reviewed. The Chairperson is responsible for determining
the date of continuing review if the project will be reviewed more frequently in the year. This decision
is taken during the IEC full board meeting wherein the project is finally approved or can be taken later
based on the continuing review reports, SAE reports, IEC monitoring reports, protocol deviations or
new safety data received.

The IEC is responsible for reviewing the progress made in the protocol, the occurrence of unexpected
events or problems, and the rate of accrual of participants.

4. Activity Table

No. | Activity Responsibility
1 | Determine the date of continuing review and IEC Secretariat
Notify the Principal Investigator or study team
2. | Manage continuing review package upon receipt | IEC Secretariat
and distribute to member secretary/chairperson

3. | Review the annexure/ related documents of Member Secretary/ IEC Members
continuing review

4. | Written communication of the IEC decision to IEC Secretariat
investigator

5.Detailed Instructions

5.1. Determine the date of continuing review:

- For regulatory trials:

All the regulatory projects approved by the Institutional Ethics Committee registered with CLA will be
reviewed twice in a year. Depending upon the degree of risk to the participants, the nature of the
protocol, vulnerability of the study participants and duration of the study, the IEC may request the PI to
submit continuing review reports more frequently (less than six months) while issuing the project
approval letter.

The IEC may request to submit continuing review reports more frequently for ongoing regulatory trials
if there is change in the risk benefit ratio as perceived by the IEC members in the full board meeting
while reviewing continuing review reports, SAE reports, IEC monitoring reports, protocol deviations or
new safety data received.
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- For non-regulatory / academic clinical trials:

All the non-regulatory projects / academic clinical trials approved by the IEC will be reviewed once in a
year. Depending upon the degree of risk to the participants, the nature of the protocol, vulnerability of
the study participants and duration of the study, the IEC may request the Pl to submit continuing review
reports more frequently (less than twelve months) while issuing the project approval letter.

The IEC may request to submit continuing review reports more frequently for ongoing non regulatory /
academic clinical trials if there is change in the risk benefit ratio as perceived by the IEC members in
the full board meeting while reviewing continuing review reports, SAE reports, IEC monitoring reports,
protocol deviations or new safety data received.

The IEC will notify the Principal Investigator or study team the period of continuing review required

for the given project.

- For all regulatory clinical trials it is the responsibility of the principal investigator to submit a

periodic review report / continuing review report (within 1 month of the due date i.e. 5 months
from the date of approval for studies which will continue beyond six months). Such periodic
reports have to be submitted to IEC at six monthly intervals till the completion of the study.
It is the responsibility of the principal investigator / study coordinator to ensure the periodic
review processing fees along with the periodic review report need to be submitted within the
timelines for all regulatory and sponsored trials. The coordinators should make the appropriate
invoices as per section 15.1 of Guidelines for Investigators regarding review fees.

- For academic / non-regulatory trials it is the responsibility of the principal investigator that for
studies which will continue for more than a year, a continuing review report needs to be
submitted (within 1 month of the due date i.e. 11 months from the date of approval)

For submission of continuing review report Refer to SOP 7V 7

Notifying the Principal Investigator or the study team about the required frequency of the continuing
review of the project.

The IEC Admin will look through the document archives/master chart of projects approved by the
IEC for the due date of continuing review of the projects. If continuing review reports are not
received as per the timelines (end of 5 months for regulatory projects and end of 11 months for non
regulatory / academic clinical trials) the IEC secretariat will send 15t reminder letter to the Pl in the
subsequent week (1%t week of the six/ twelve month)

If the Principal Investigator(PI) fails to submit the Continuing review report within one month of the

due date (i.e. 11" months / 5" Months from the date of approval, unless specified otherwise), the

IEC secretariat will send a reminder as per the format mentioned in AX 01/SOP 07/V7 within 7

working days of this due date. If there is no response within 15 days after the date of reminder, the

IEC secretariat will put up the matter for discussion at the forthcoming full board meeting for

appropriate action /s which may consist of the following but not limited to:

a) Second reminder to the PI

b) Third reminder (if no response to second reminder received within 30 days) with communication
to the Dean about the same.

c) Discussion in the full board meeting regarding no response to three reminders sent to the PI.
The following decision will be taken by the IEC on case to case basis:

- Refuse to review subsequent applications of new projects from the principal investigator for a
specified duration of time.

- Suspending review of new projects (not approved by the IEC) already submitted by the PI.

- Putrecruitment of new participants on hold for the concerned project.

- Suspend the present concerned project.

- Revoke approval of the concerned project and inform DCGI for regulatory projects.

- Suspend other projects done by the PI for specified duration of time.
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5.2 Managing the continuing review package upon receipt.

e The IEC Secretariat will receive a package (soft and hard copy) submitted by the Study Team for
continuing review for each approved protocol. The IEC Secretariat will make sure that the contents
of the package include the following documents:

» Continuing Review Application Form (AX 02/SOP 7/ V7) duly filled with an explanation for any
“yes” (ticked on the Continuing Review Application Form (AX 02/SOP 07/ V7) answers on the
application form.

» The IEC Secretariat will check for complete information and for the presence of the required
signatures of the Principal Investigator in the Continuing Review Application Form. The IEC
secretariat will ensure the periodic review processing fees (refer section 15.1 of Guidelines for
Investigators)

5.3 Review process of annexure /related documents of continuing review

Member Secretary will review the Continuing Review Application Form (AX 02/SOP 07/V7). The member
secretary can designate (if required) one/two IEC members to review the Study report and related
documents and inform the decision to the other IEC members at the next full board meeting.

5.4 Review of Continuing Review Application

55

5.6
v
v

The Continuing review submission may undergo expedited review (as per the procedure described in
SOP 05-C/ V7) or full board review (as per the procedure described in SOP 05-B/ V7) as deemed
appropriate by the IEC Chairperson/ Member Secretary.

The IEC Chairperson/ Member Secretary/ Member/s could reach one of the following decisions after
review:

1. Noted: The IEC approves the continuation of the above-mentioned project without any
modifications (as per the format AX 03/SOP 07/ V7)

2. Moaodifications recommended: Protocols that have been suggested modifications by the IEC may
not proceed until the conditions set by the IEC in the decision have been met. Protocols should be
amended and submitted to the IEC, within one month for re-review.

3. The project cannot be continued: The reasons for discontinuation of the project will be mentioned
in the letter notifying the decision to the Principal Investigator.

4. The decision will also include any significant findings that have arisen during review process and
this will be communicated to Principal Investigator. It is the responsibility of Principal Investigator
to provide this information to the participants and once done submit the report to IEC.

Payment for continuing review:

For regulatory and sponsored projects there is a payment for continuing review (refer section 15.1 of
Guidelines for Investigators) if PI fails to submit the fees for continuing review as per the timelines, but
has submitted the continuing review report as per the timeline then the pending fees has to be submitted
within three months of the stipulated time period.

Non payment of this fees within the given timelines will be discussed in the subsequent full board
meeting and IEC will take action on case to case basis.

Written communication of the IEC decision to investigator

The decision will be communicated to the PI within 14 working days of the meeting.

The IEC Secretariat will record the decision reached on the proposed continuing review report in the
minutes of the meeting.

6. Annexure

Annexure 1 AX 01/SOP 07/ V7 Reminder letter by the IEC to investigator
Annexure 2 AX 02/SOP 07/ V7 Continuing Review/Annual Report Format
Annexure 3 AX 03/SOP 07/ V7 Continuing Review report Approval Letter
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Annexure 1
AX 01/SOP 07/ V7
Reminder letter by the IEC to Investigator for non-regulatory / non-sponsored studies
Date:-
Name of Principal Investigator :-
Department :-
Ref: - Project Title: XXXXXX
The above referenced project was approved by the IEC on xxxx and will due for the continuing Annual
Review by the IEC You are requested to submit an periodic Status Report in one of the prescribed format
as given below at the earliest on or before xxx
a) If ongoing, status report in the format as per form no. (AX 02/SOP 07/ V7)
b) If completed — status report in the format as per form no. (AX 01/SOP 08/ V7)
c) If terminated / not initiated — status report in the format as per form no. (AX 01/ SOP 09/ V7)

Signature with date
Member Secretary

OR
Annexure 1
AX 01/SOP 07/ V7
Reminder letter by the IEC to Investigator for regulatory / sponsored studies

Date:-

Name of Principal Investigator :-
Department :-

Ref: - Project Title: XXXXXX

Respected Sir,

The above referenced project was approved by the IEC-I on xxxx and will be due for the periodic Review by
the IEC-I/1I/11l. You are requested to submit a periodic Status Report in one of the prescribed format as given
below at the earliest on or before XXXXXXXXXX.

a) If ongoing, status report in the format as per form no. (AX 02/SOP 07/V7)

b) If completed — status report in the format as per form no. (AX 01/SOP 08/ V7)

c) If terminated / not initiated — status report in the format as per form no. (AX01/ SOP 09/V7)

Please note the sponsored projects fees will be accepted by cheque / demand draft/ NEFT which will
include the TDS, drawn in the name of ‘Diamond Jubilee Society Trust, Seth G. S. Medical College & KEM
Hospital’ or by online only through following details:

Name of Account: Seth GS Medical College & KEM Hospital, Diamond Jubilee society Trust
Account No: 60236880148

Account Type: Saving

Name of Bank: Bank of Maharashtra Parel Branch

Add of Bank: Vikas Apartment, Dr. Ambedkar road, Parel, Mumbai 400012.

IFSC Code: MAHB0000079

MICR Code: 400014011

PAN No: AABTS5336G

Kindly submit periodic protocol review processing fees i.e. Rs. 10,000/- / 2500/- + 10% TDS to IEC-I. Please
note a letter from sponsor is required (on sponsors letterhead) mentioning the following details: Gross
amount, TDS amount deducted and the net amount to be paid as IEC periodic review processing fees.
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Please note if sponsor / investigator is not deducting any TDS then they have to provide a letter stating that
no TDS has been deducted and actual fees of Rs. 10,000/- is being paid.

Payer / remitter’s reference no.

Payer PAN number
Beneficiary details
Payment date
Trans currency
Payment method
Transaction reference humber
Net amount

9. TDS

10. Gross amount
Thanking you,

Sincerely yours,

®INO g~ wW N

Signature with date
Member Secretary

Annexure 2
AX 02/SOP 07/V 7
Continuing Review/Annual Report Format
Date: ..o

IEC NO. Of the Project: ......oue e
S 18 0 R T 1= S

Date of EC APProval: .....c.ouieieiiie e
2. Date of Start of Study: ..................... Proposed Date of Completion: .................ooooeits
Period of Continuing Report: .................ooc... B0
3. Does the study involve recruitment of participants?
a. If Yes, Total number of participants approved by IEC: ............. Number Screened: ............
Number Enrolled: ...... Number Ongoing: ......... Number Completed: ............
b. Report of DSMB/Sponsor site monitoring report during this period. Yes |:| No |:|
If yes, state the NUMDbDET: ... e
4. Have there been any amendments in the research protocol/Informed Consent Document (ICD) during
this continuing review period? Yes |:| No |:|
If No, Skip to point no. 5
a. If Yes, date of approval for Protocol and ICD; ........ccoviiiiiii e
b. In case of amendment in the ICD was re-consent sought from participants? Yes |:|N0|:|
If yes, state the nUMber: ...
5. Is any new information that is available does it change the benefit-risk analysis of human participants
involved in this study during this continuing review period? Yes |:|No |:|
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If yes, discuss in detail: ...

6. Have any ethical concerns occurred during this continuing review period Yes|:| No |:|
I YES, QIVE AEaIlS: L. i e e e

7. a. Have any adverse events been noted during this continuing review period? Yes|:| No |:|
If yes, state the NUMbDET: ... e
b. Have any SAE occurred during this continuing review period? Yes |:|No|:|
Ifyes, NUMDbDEI Of SAE: ... e e et e
c. Have you reported the SAE to EC during this continuing review period? Yes|:| No |:|

8. Has there been any protocol deviations/violations that occurred during this continuing review period?
Yes[ ] No [ ]
If yes, number of deviations ........ ..ot
Have you reported the deviations to EC? Yes |:| No |:|

9. In Case of Multicentric trials, have reports of off-site SAEs been submitted to the EC during this

continuing review period? Yes |:| No |:| NA|:|
10. Are there any publications or presentations during this continuing review period?

Yes |:| No |:|

Signature of Principal Investigator (Pl) with Date: ...

Annexure 3
AX 03/SOP 07/ V7
Continuing Review report Approval Letter

Name of the Principal Investigator: -
Department:-

Ref: - Project Title:
Sub: - Letter dated:

This is with reference to the above stated letter regarding the continuing review report of the above
mentioned project. The Continuing Review Report was noted and reviewed in the IEC meeting held on
XXXXXXXX

The IEC allows continuation of the above-mentioned project without any modifications.
You are requested to submit the next continuing review report within 1 month of the due date i.e. on or
before XXXXX.

Signature with date
Member Secretary

Date of approval:
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1. Purpose

The purpose of this Standard Operating Procedure (SOP) is to provide instructions on the review of
Study Completion Report for every study previously approved by the Institutional Ethics Committee
(IEC).

2. Scope

This SOP applies to the review of the Study Completion Report which is an obligatory review of each
investigator’s activities presented to the IEC as a written report of study completed.

3. Responsibility

It is the responsibility of Principal Investigator for DHR studies to submit the completion report
incorporating the introduction, aim and objectives, material and methods with results along with the
completion annexure (AX 01/SOP 08/ V7) to IEC for review.

It is the responsibility of Principal Investigator for clinical trials and academic clinical trials to submit
the Clinical Study Report (CSR) along with the completion annexure (AX 01/SOP 08/ V7) to IEC for
review. If the CSR is awaited, it is the responsibility of Pl to submit the completion annexure and
ensure IEC as clinical study report (CSR) will be submitted within one year from the date of
completion notification and if CSR is not available from sponsor within a year same should be notified
to IEC.

It is the responsibility of the IEC Chairperson/ Member secretary to review the study report and notify
it or request for further information, if necessary.

4. Activity Table

No. Activity Responsibility

1. Manage completion report package upon receipt and IEC Secretariat
distribute to member secretary/chairperson

2. Review the annexure/ related documents of completion Member-Secretary/ IEC
report Member

3. Written communication of the IEC to investigator Member-Secretary

5. Detailed instructions

5.1 Manage completion report package upon receipt and distribute to member
secretary/chairperson

e The IEC Secretariat will receive 1 copy (soft and hard) of Study Completion Report filled as per
the format — AX 01/SOP 08/ V7 from the Principal Investigator. The study completion report is
expected from the investigator within 1 month of completion of the study at the site. A brief study
report containing data analysis from all centres can be submitted by the investigator once
available from the sponsor.

e |tis the responsibility of the IEC Secretariat to review the report for completeness. If necessary,
the IEC secretariat will retrieve the master file from the archiving with permission of the Member
Secretary.

e The IEC Secretariat shall forward the Study Completion Report along with Study Completion
Report Form- AX 01/SOP 08/V7 and sends it to the Member secretary.

5.2 Review the annexure/ related documents of completion report

e The completion report submission may undergo expedited review (as per the procedure
described in SOP 05-C/V7) or full board review (as per the procedure described in SOP 05-B/ V7)
as deemed appropriate by the Member Secretary.

e The member secretary can designate (if required) one/two IEC members to review the Study
report and related documents and inform the decision to the other IEC members at the next full
board meeting.

e The IEC Secretariat will send the Study Completion Report Form AX 01/SOP 08/V7 to the
designated IEC members if required.

e In case there is a significant finding during the review process by the designated IEC members
this will be communicated to Principal Investigator. It is the responsibility of Principal Investigator
to provide the required information to the IEC.

5.3 Procedures for review and communication
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5.3.1 During the Board meeting

e The IEC Secretariat shall request the IEC member(s) designated the task to review a copy of the
Final Report to present his/her comments.

e The Member Secretary entertains any discussion of the study.

e |f appropriate to the discussions, the Chairperson may call for voting for final decision or whether
to request further information or to take other action with the investigator.

5.3.2 After the Board meeting

e The IEC Secretariat will note the decision in the meeting minutes and the study shall be
considered as closed if decision by IEC is “Noted”.

e The IEC decision is notified to the investigator as
a) noted in the IEC records
b) request for additional information / clarification

e Once the completion report is accepted by IEC, the decision will be communicated to the PI within
14 working days of the date of the receipt from the investigator/ full board meeting. The Admin will
archive the entire study protocol for a period of 5 years for regulatory trials and 3 years for non-
regulatory/ academic clinical trials from the date of completion of the project if the decision is
noted and closed.

e For regulatory trials when the Pl submits only completion notification and trial site status then the
project will go for archival for 5 years from this date. Subsequently if the Pl submits the complete
study report the date of receipt of this report will be noted and IEC admin will now modify the start
of archival period date to this date and project will be archived for 5 years from this date.

e For thesis / dissertations no dues certification will be stamped only after confirming the
submission of study completion report.

6. Annexure
Annexure 1 AX 01/SOP 08/V7 Study Completion Report Form

Annexure 1
AX 01/SOP 08/V7
Study Completion report form

Date: ...

IEC NO. Of the ProjeCt: ..o e

11 0 Y 11 =
Principal Investigator (Name, Designation & Affiliation): ...,

1. Date of EC approval: ..o
2. Date of start of study: ..., Date of study completion: ...................oonel.
3. Provide details of:
a. Total number of study participants approved by the EC for recruitment: ..............................
b. Total number of study participants recruited: ......... ...
c. Total number of participants withdrawn from the study (If any): ...,
Provide the reasons for the withdrawal of participants: ..o
4. Describe in brief the publication/presentation/dissemination plans of the study findings. (Also,
mention if both positive and negative results will be shared) ....................coooilL

6. State the number (if any) of Deviations/Violations/Amendments made to the study protocol during
the study period
Deviations: .................. Violations: ...................... Amendments: ...

7. Describe in brief plans for archival of records/record retention .........................ocl

8. Is there a plan for post study follow-up? Yes[ |No []
IfYes, describe in Brief: ...

9. Do you have plans for ensuring that the data from the study can be shared/accessed easily?

Yes |:| No |:|

(Review of Study Completion Reports) SOP 08 Page 3 of 4



SOP 08/V7
Effective from 9t December 2024

10.

11.

12.
13.

14.

IfYES, dESCrIDE IN DIIE . .o e

Is there a plan for post study benefit sharing with the study participants?

IfYes, describe in Brief: ... s

Number of SAEs that occurred in the study: ...

Have all SAEs been intimated to the EC?
Is Medical management or compensation for SAE provided to the participants?

If Yes, provide details ........c.ouiiiiiii

IEC (KEMH, Mumbai)
Valid up to 8" December 2027

Yes |:| No|:|

Yes[ No[ ]
Yes[ [No[]

Signature of Principal Investigator (PI) with date: ...,

(Review of Study Completion Reports)
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1. Purpose
The purpose of this Standard Operating Procedure (SOP) is to describe how the Institutional
Ethics Committee (IEC) proceeds and manages the premature termination/ suspension /
discontinuation of the study / withdrawal of study before site initiation / during the conduct of a
research study. Protocols may be terminated at the recommendation of the IEC, Data Safety
Monitoring Board (DSMB), Principal Investigator, sponsor, Regulator or other authorized bodies
wherein subject enrollment and subject follow-up are discontinued before the scheduled end of
the study.

2. Scope
This SOP applies to any study approved by IEC that is being recommended for termination
before its scheduled completion.

3. Responsibility

1. It is responsibility of IEC secretariat to receive premature termination/ Suspension /
Discontinuation of the study / Withdrawal of study before site initiation / during the conduct of
a research study report as per (AX 01/SOP 09/V7) submitted by the Principal Investigator and
forward it to the member secretary / chairperson with required documents if needed.

2. It is responsibility of the member secretary / chairperson to review the report and take the
decision.

3. It is responsibility of the IEC secretariat to record and communicate the decision to the IEC
members and PI.

4. Activity Table
No. Activity Responsibility

1 Receive premature termination/ Suspension / Discontinuation of the | IEC Secretariat
study / Withdrawal of study before site initiation / during the conduct
of a research study

2 Review the report and take the decision. Member Secretary /
Chairperson
3 To record and communicate the decision to the IEC IEC Secretariat
members and PI.
4 Store the Protocol Documents IEC Secretariat

5. Detailed instructions

5.1 Receive premature termination/Suspension/Discontinuation of the study/Withdrawal
of study before site initiation / during the conduct of aresearch study.

The IEC Secretariat will receive 1 copy (soft and hard) of premature termination/ Suspension

/ Discontinuation of the study / Withdrawal of study before site initiation / during the conduct

of a research study filled as per the format — AX 01/SOP 09/V7 with covering letter from the

Principal Investigator.

e It is the responsibility of the IEC Secretariat to review the report for completeness. If
necessary, the IEC secretariat will retrieve the master file from the archiving with
permission of the Member Secretary.

e The IEC Secretariat shall forward the premature termination/Suspension / Discontinuation
of the study / Withdrawal of study before site initiation / during the conduct of a research
study Form- AX 01/ SOP 09/V7 and sends it to the Member secretary.

5.2 Review the report and take the decision.

o The member secretary shall review the results, reasons and accrual data and discuss the
report at the next up-coming Full Board meeting.

e The Member Secretary in the meeting will inform members of the premature termination
of the project and the IEC members will review the Premature Termination Report AX 01/
SOPO9/V7

o If the Premature termination/ suspension/discontinuation Report is unclear or more

(Management of Premature Termination /Suspension / Discontinuation of the study/Withdrawal of study)
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information is required from the PI, the Chairperson shall instruct the IEC Secretariat to
seek clarifications/ additional information from the Principal Investigator.

e The Chairperson/member secretary / IEC members will review the information available
and take a decision depending on the seriousness of the termination. The decision will be
taken to ensure that the safety and rights of the research participants are safeguarded.
The decision will be taken by consensus /voting.

e This action will be recorded by the Member Secretary.

5.3 Record and communicate the decision to the PI
The decision will be communicated to the Pl within 14 working days and IEC Secretariat
will record the decision reached on the Premature Termination/Suspension/Discontinuation
of the study/Withdrawal of study before site initiation / during the conduct of the research
study in the minutes of the meeting.

5.4 Storage and Archival of the protocol documents
e The IEC Secretariat will keep the original version of the Premature Termination Report
AX 01/ SOP 09/V7 in the Protocol file and send the file to archive.
¢ The regulatory protocol documents will be stored for a period of 5 years and non-
regulatory for a period of 3 years from the date of project Termination.

6. Annexure

ANNEXURE1 AX 01/SOP 09/V7 Premature Termination/Suspension/Discontinuation Report Format

Annexure 1
AX 01/ SOP 09/V7
Premature Termination/Suspension/Discontinuation Report Format

Date: .
IEC NO. Of the PrOJECL: . .eeieiti e
SHUAY T O e e e e e
Principal Investigator (Name, Designation & Affiliation): ...
1. Date of EC approval: ........cooviiiiiiiiiiiiiiinenn, Date of start of study: ...
2. Date of last progress report submitted t0 EC: ...
3. Date of Termination/Suspension/Discontinuation: ...,
4. Tick the appropriate

Premature Termination [ ] Suspension [ ] Discontinuation| ]

Reason for Termination/Suspension/Discontinuation: ..............coooiiiiiiii e

Action taken post Termination/Suspension/Discontinuation (If any): ...,
5. Plans for Post study follow up/withdrawal (If any): ...

6. Details of study participants:

Total participants to be recruited: ............ Screened: ............. Screen Failures: ..................
Enrolled: ......... Consent Withdrawn: ................ Reason (Give details): ...............ocoiiini.
Withdrawn by Pl: ... Reason (Give details): ...,
Active on treatment: .......... Complete treatment: ......... Participants on follow-up: ...............
Participants lost to follow-up: ............ Any other: ............ Number of drop outs: .................

ReasoNs fOr @aCh drOP-0UL: ..o e e e
7. Total number of SAEs reported till date in the study: ...

(Management of Premature Termination /Suspension / Discontinuation of the study/Withdrawal of study)
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Have any unexpected adverse events or outcomes observed in the study been reported to the EC?
Yes [ ] No [

8. Have there been participant complaints or feedback about the study? Yes [ ] No [
IfYes, provide details: ... ....ooiuirii i

9. Have there been any suggestions from the SAE Sub Committee? Yes [ | No [
If Yes, have you implemented that suggestion? Yes [ | Nol_|

10. Do the procedures for withdrawal of enrolled patrticipants take into account their rights and welfare?

Yes [] No []
(e.g., making arrangements for medical care of research participants): If Yes, provide details

SUMMaArY Of rESUILS (I @MY ) o et e e

Signature of Principal Investigator (P) with Date: ..o e

(Management of Premature Termination /Suspension / Discontinuation of the study/Withdrawal of study)
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1. Purpose

The purpose of this Standard Operating Procedure (SOP) is to provide instructions for taking
action(s) when investigator(s)/trial site(s) fail(s)to:

e Follow the procedures written in the approved protocol

e Comply with national and/ or international guidelines, statutory provisions, institutional guidelines
or rules or procedures mandated by the Institutional Ethics Committee (IEC) for the conduct of
human research

e Respond to the IEC requests regarding statutory, ethical, scientific or administrative matters

2. Scope
This SOP applies to all IEC approved research protocols involving human research participants.

3. Responsibility

e |t is responsibility of IEC secretariat to receive deviation /violation reports as per (AX
01/SOP10/V7) with covering letter mentioning details of deviations (as per table mentioned below
the annexure 1) submitted by the Principal Investigator and forwards it to the member secretary.

e |t is responsibility of the member secretary to categorized the submitted protocol deviations as
minor and major and assign one/ two primary reviewers if required.

e |t is responsibility of the member secretary / designated reviewers to review the protocol
deviations and take the decision in the full board meeting regarding the same.

e ltis responsibility of the IEC secretariat to record and communicate the decision to the PI.

4. Activity Table

No. | Activity Responsibility

1 Receiving deviation /violation reports and forward it to the IEC Secretariat
member secretary/chairperson

2 categorized the protocol deviations and assign one/ Member Secretary
two primary reviewers

3 To review the protocol deviations Member Secretary /

Reviewers
4 Record and communicate the decision to the PI. IEC Secretariat

5. Detailed instructions
Detection of Protocol deviation/ non-compliance/violation

Protocol deviation/non-compliance/violation may be detected in one the following ways (but not
limited to those listed below):

e Protocol deviation/ non-compliance/ violation may be reported by Investigator/ study site/
sponsor/ Contract-Research Organization to the IEC

e The IEC members performing monitoring of the project at trial site may detect protocol
deviation/non-compliance/violation if the project is not been conducted as per protocol/
national/international regulations.

e The IEC Secretariat may detect protocol deviation/non-compliance/violation from failure to comply

with statutory requirements/failure to respond to requests from IEC within reasonable time
limit/failure to respond to communication made by IEC.

e The IEC members may detect protocol deviation/non-compliance/violation when scrutinizing
annual/ periodic reports/ SAE reports /sponsor monitoring report any other communication

Protocol Deviation/Violation SOP 10_Page 2 of 5
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received from the Investigator/ trial site/ sponsor/ study monitor/ contract research
organization/ethics committee monitor.

e The IEC secretariat and/ or IEC members may become aware of a protocol deviation/ non-
compliance/ violation while reviewing study-related documents including reports filed in by the
Principal Investigator.

e  Communication/ complaint/ information received from research participant who has been
enrolled or any individual who has been approached for enroliment

e Any report/ communication brought to the notice of Member, Secretary/ Jt. Secretary/ Chairperson
of IEC by an independent person

¢  Communication received from the Head of the Institution informing IEC about an alleged protocol
violation/ non-compliance/ protocol deviation

e Atleast PDs should be reported quarterly (not exceeding three months from the detection of the
deviation).

5.1 Receiving deviation /violation reports and forward it to the member secretary

The IEC Secretariat will receive 1 copy (soft and hard) of protocol deviation Report filled as per
the format — AX 01/SOP 10/V7 with covering letter from the Principal Investigator. Investigator
must give in writing the Root Cause Analysis for Protocol Deviations with CAPA (Corrective and
Preventive Action) plan in the covering letter.

e It is the responsibility of the IEC Secretariat to review the report for completeness. If
necessary, the IEC secretariat will retrieve the master file from the archiving with permission
of the Member Secretary.

e The IEC Secretariat shall forward the protocol deviation Report along with protocol deviation
Form-AX 01/SOP 10/V7 and covering letter and sends it to the Member secretary.

5.2 Categorize the protocol deviations and assign one/ two primary reviewers

The member secretary will categorize the protocol deviations as minor or major. The definition of
major and minor are as follows:

- Protocol Deviation (Minor) and Protocol Violation (Major):

o Protocol Deviation- A protocol deviation is any change, divergence, or departure from the study
design or procedures of a research protocol that is under the investigator's control and that has
not been approved by the IEC. Upon discovery, the Principal Investigator is responsible for
reporting protocol deviations to the IEC using the standard reporting form.

o Protocol Violation (Major protocol deviations): - A protocol violation is a deviation from the
IEC approved protocol that may affect the subject's rights, safety, or wellbeing and/or the
completeness, accuracy and reliability of the study data. If the deviation meets any of the
following criteria, it is considered a protocol violation. Example list is not exhaustive.

I.  The deviation has harmed or posed a significant or substantive risk of harm to the research
subject. For example:
e A research participant has received the wrong treatment
¢ A research participant had met withdrawal criteria during the study but was not withdrawn.
¢ A research participant received an excluded concomitant medication.

II. The deviation compromises the scientific integrity of the data collected for the study. For
example:
¢ A research participant was enrolled but does not meet the protocol's eligibility criteria.
e Failure to treat research participants per protocol procedures that specifically relate to
primary efficacy outcomes. (if it involves patient safety it meets the first category above)
e Changing the protocol without prior IEC approval.
¢ |Inadvertent loss of samples or data.
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lll. The deviation is a willful or knowing breach of human participant protection regulations,
policies, or procedures on the part of the investigator(s). For example:
e Failure to obtain informed consent prior to initiation of study-related procedures
¢ Falsifying research or medical records.
e Performing tests or procedures beyond the individual's professional scope or privilege
Status (credentialing)
IV. The deviation involves a serious or continuing noncompliance with federal, state, local or
Institutional human participant protection regulations, policies, or procedures. For example
¢ Working under an expired professional license or certification
e Failure to follow federal and/or local regulations, and intramural research policies
¢ Repeated minor deviations

V. The deviation is inconsistent with the NIH Human Research Protection
Program’s research, Medical and Ethical principles. For example.
¢ A breach of confidentiality.
¢ Inadequate or improper informed consent procedure.

5.3 To review the protocol deviations

The Minor protocol deviations and related documents will be reviewed by either member secretary
and will be notified in the full board meeting.

Major protocol deviations and related documents will be reviewed by either member secretary /
one / two designated primary reviewers. After review by the member secretary / designated
primary reviewers the report will be discussed in the upcoming full board meeting.

e The member secretary / primary reviewers will review the submitted protocol deviations and
assess the impact of the deviation on the safety wellbeing of the participants and data integrity
of the study along with risk benefit analysis.

o Primary reviewers will send the comments to the member secretary with the decision.

e The Chairperson/member secretary / IEC members will review the information available and
take a decision depending on the seriousness of the deviation / violation. The decision will be
taken to ensure that the safety and rights of the research participants are safeguarded. The
decision will be taken by consensus / voting. The actions taken by IEC could include one or
more of the following:

o Inform the Principal Investigator (PI) that IEC has noted the deviation /violation
o Direct the PI to ensure that deviations/violations do not occur in future and follow IEC
recommendations.
o Enlist measures that the Pl would undertake to ensure that deviations/violations do not
occur in future

Call for additional information.

Suspend the study till additional information is made available and is scrutinized.

Suspend the study till recommendations made by the IEC are implemented by the PI

and found to be satisfactory by the IEC.

Suspend the study for a fixed duration of time.

Inform the Institutional Head/Director/Dean.

Revoke approval of the current study.

Inform DCI/ Other relevant regulatory authorities for regulatory trials.

Keep other research proposals from the Pl under abeyance.

Review and/ or inspect other studies undertaken by PI.

Refuse to review subsequent applications from an investigator cited for non-compliance

for a specified duration of time.

Any other action considered appropriate by the IEC for safeguarding the

interests of the research participants participating in the current trial or in

future trials.

e The action taken by the IEC will be based on:

o The nature and seriousness of the deviation /violation
o Frequency of deviation / violation in the study in the past
o Frequency of deviation / violation in previous studies conducted by the
same PI/ Co-PI or in the same department.
o If protocol deviations in any study meet any of the following criteria will warrant

O O O

OO O0OO0OO0OO0O0

o
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additional necessary action (as listed above and will be taken on case to case

basis)

- Deviations reported > 50% of the approved sample size.

- >5 deviations are reported in the same patient.
However, the nature of the deviations will be looked at prior to this (e.g.
distinguishing between patient related protocol deviations versus investigator
related deviations)

e This action will be recorded by the Member Secretary.

5.4 Record and communicate the decision to the PI.

e The decision will be communicated to the Pl within 14 days except if the decision is project
suspension/termination, which will be communicated to the Principal Investigator within 1
working day of the meeting.

e The IEC Secretariat will record the decision reached on the protocol deviation / violation in
the minutes of the meeting.
6. Annexure

Annexurel AX 01/SOP 10/V7 Deviation/Violation Record

Annexurel
AX 01/SOP 10/V7
Protocol Violation/Deviation Reporting Form (Reporting by case)

Date: ...
Study Title:

2. Participant ID: ..., Date of occurrence:
3. Total number of deviations/violations reported till date in the study:
4. Deviations/Violations identified by:
Principal Investigator/Study team Sponsor/Monitor ] SAE Sub Committee/EC ]
5. Is the deviation related to (Tick tpe appropriate box):

Consenting [] Source Documentation []
Enroliment ] Staff ]
Laboratory assessment L] Participant non-compliance []
Investigational Product [] Others (Specify) []
Safety Reporting []

6. Provide details of Deviation/Violation:

7. Corrective action taken by PIl/Co-l:

8. Impact on (If any): Study Participants [ ] Quality of data [ ]

9. Are any changes to the study/Protocol required? Yes| |

No

If Yes, give details

Protocol Deviation/Violation SOP 10_Page 5 of 5
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1. Purpose

This Standard Operating Procedure (SOP) describes the Terms of References (TOR), which provide
the framework for constitution, responsibilities, and activities of the SAE Subcommittee.

2. Scope
The SOP applies to all activities performed by the SAE Subcommittee.

3. Responsibility

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

4., Activity Table

No. Activity Responsibility
1 | Composition of the SAE Subcommittee Chairperson, IEC Members and IEC Secretariat
2 | Membership requirements Chairperson
3 | Tenure of Membership Chairperson, IEC Members and IEC Secretariat
4 | Initiation of the process of appointment IEC Secretariat
5. | Appointment of new members Chairperson
6. | Resignation and disqualification of IEC Members and IEC Secretariat
members
7. | Conditions of appointment IEC Members and IEC Secretariat
8. | Selection and appointment of Head of the Chairperson of the IEC for CT
SAE subcommittee
9. | Quorum requirements IEC Members and IEC Secretariat

5. Detailed Instructions

5.1 Ethical basis:

e Serious Adverse Event (SAE) Subcommittee of the Institutional Ethics Committee’ (IEC) first
established in 21st April 2009. The SAE Subcommittee will review all serious adverse events
(SAE) and unexpected adverse events (UAE) and adverse events (AES) at this site / other sites in
all types of research studies involving human participants approved by IEC.

e The committee will consist of members who collectively have the qualifications and experience to
review and evaluate the scientific, medical and ethical aspects of adverse event reports involving
human participants.

e In evaluating all the adverse event reports, the SAE Subcommittee is aware of the diversity of
laws, culture and practices governing research and medical practices in various countries around
the world and especially in India.

e The SAE subcommittee attempts to keep itself informed of the requirements and conditions of the
various localities where proposed research is being considered.

e The committee will follow all applicable guidelines released by the regulatory authorities and
revised from time to time

e The SAE Subcommittee will work according to its established Standard Operating Procedures and
follows all applicable guidelines

e The mandate is to

o To ensure the protection of the rights, safety and wellbeing of human participants involved in
clinical research projects.

o To provide public assurance of that protection.
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5.2 Composition of the SAE Subcommittee:

e The SAE Subcommittee will be appointed by the Chairperson of Ethics Committee (IEC-I).
e The SAE Subcommittee will be multidisciplinary and multi-sectoral in composition.

e The SAE Subcommittee will be composed of at least 5 and a maximum of 12 members.

e The members preferably should be from medical and scientific backgrounds.

e The Composition shall be as follows:
o Head of the SAE Subcommittee (who is a member of the IEC-I or Clinical trial (CT)).

o One Executive Secretary (who is a member of the any IEC -1, Il or IIL.).
o At least one member possessing post graduate degree in the subject of Pharmacology (who
is the member of the any IEC I,I1,111).

o At least one member possessing post graduate degree in the subject of General Medicine
(who is the member of any IEC).
o Member Secretary of the committee/s reviewing regulatory proposals.

e The requirement, appointment and terms of membership will be the same as described below in
sections 5.3 t0 5.8.

e The SAE Subcommittee may invite legal expert member of the IEC to provide opinion on the legal
implication of adverse event.

5.3 Membership requirements:

e The Chairperson of Ethics Committee/ Clinical trial (CT) is responsible for appointing the SAE
Subcommittee members.

e The IEC members can suggest names of potential IEC members but the final decision will remain
with the Chairperson.

e Members will be selected in their personal capacities based on their interest, ethical and/or
scientific knowledge and expertise, as well as on their commitment and willingness to volunteer
the necessary time and effort for the SAE Subcommittee work.

5.4 Tenure of Membership:

e The tenure of Institutional Ethics Committee members will be for a continuous period of three (3)
years from the date of appointment and will co-incide with the appointment on IEC board.

e The IEC members will recommend names of individuals to the Chairperson. The Chairperson will
select and appoint a member for the new tenure from the list provided by the IEC or otherwise

5.5 Appointment of new members:

The SAE Subcommittee members will be appointed by the Chairperson. New members will be
appointed under the following circumstances:

When any member completes his/ her tenure.

If any member resigns before the tenure is completed.

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

To fulfill the membership requirements as per 5.3 of this SOP.

New members will be identified by the Chairperson according to the requirement (i.e. as per
the composition specified in Section 5.2 of this SOP), membership requirement (Section 5.3 of
this SOP) and if the potential member fulfils the conditions of appointment as defined in 5.5 of
this SOP after discussion by the IEC he/she will be appointed on SAE Subcommittee. The
final decision regarding appointment of members will be taken by the Chairperson.

5.6 Resignation and Disqualification of Members:

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

e Disqualification for conduct unbecoming of an SAE Subcommittee member: A member may be
disqualified from continuance should IEC determine by a three-fourth majority specifically called
for the purpose that the member's conduct has been unbecoming of an SAE Subcommittee
member.
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e The process will be initiated if IEC Chairperson or Head of SAE Subcommittee receives a
communication in writing (provided by IEC member) alleging misconduct by a SAE
Subcommittee member.

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

e The Chairperson may call for a meeting of the IEC specifically to discuss this issue or the matter
will be taken up for discussion. The meeting convened will follow the usual rules of quorum. The
allegation will be discussed at the IEC meeting and the member alleged of misconduct will be
provided adequate opportunity to defend him/her.

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

5.7 Conditions of appointment:
Members will be appointed on SAE Subcommittee if they accept the following conditions:
e Willingness to publicize his/her full name, profession and affiliation.

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

e Willingness and commitment in terms of time to perform the role and responsibility as SAE
Subcommittee member.

5.6 Hierarchy:
e There will be one SAE Subcommittee-Head, one executive Secretary of SAE Subcommittee.

e The Member Secretary of the IEC for CT will be the guardian of all documents in the possession
of the committee. In case of anticipated absence, the head of SAE subcommittee will nominate a
SAE subcommittee member as Acting Executive Secretary. The Acting executive secretary will
have all the powers of the executive secretary of the SAE subcommittee for that meeting.

e Other SAE Subcommittee members will be regular committee members with equal ranking.
e The Head of the SAE Subcommittee will be appointed by the Chairperson.

e The executive secretary, will be nominated by and from amongst the SAE Subcommittee
members for 3 years term. The executive secretary may be re-elected any number of times.
Should he/she resign or be disqualified, the SAE Subcommittee members will elect a
replacement for another term.

5.7 Head of the SAE Subcommittee:
e The Head of the SAE Subcommittee will be appointed by the Chairperson.
e The Head of the SAE Subcommittee will be affiliated to the institution.

e The Head of the SAE Subcommittee will be responsible for conducting SAE subcommittee
meetings, and will lead all discussions and deliberations pertinent to the review of All type of
adverse event reports [Serious Adverse Event (SAE), Unexpected Adverse Event (UAE),
Adverse Event (AE), Suspected Unexpected Serious Adverse Event (SUSAR)].

e The Head and secretary of the SAE Subcommittee will sign minutes of the SAE Subcommittee
meeting.

e In case of anticipated absence, the head of SAE subcommittee will nominate a SAE
subcommittee member as Acting Head. The Acting Head will have all the powers of the Head of
SAE subcommittee for that meeting.

5.8 Functions of the Executive secretary of the SAE Subcommittee:
e To receive All type of adverse event reports (SAE, UAE, AE, SUSAR’s).
e To organize an effective and efficient tracking procedure for each onsite adverse event

e report received.
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e To inform the adverse events (serious and unexpected) reports to other members of the

e  SAE Subcommittee.

e To schedule and organize the SAE Subcommittee meetings.

e To prepare and maintain meeting agenda and minutes.

e To prepare the communication letters related to the adverse event reports.

e To communicate with the IEC members and applicants/investigators and regulators.

e To provide necessary administrative support for SAE Subcommittee related activities.

e To ensure adherence of the SAE Subcommittee functioning as per SOPs.

5.9 Functions of the IEC Secretariat:

The IEC Secretariat will perform the functions as mentioned in SOP11-B/V7 for the SAE
Subcommittee:

e Functions of the Administrative Manager, Officer/s, Executive Assistant.
e To support the Executive Secretary in executing functions of the SAE Subcommittee.

e To prepare the agenda of the SAE subcommittee with help of Secretary of the SAE Subcommittee.
The agenda of the SAE Subcommittee will include the information on SAE/ UAE at the site in the
following format:

Participant | Letter Type of | Type of Date | whether |[Outcome | Causality
ID no./ and report SAE/ of study in the
date of UAE onset | drug opinion of
reporting withheld Pl
Summary:

Total no. of SAE Reported=00
Total no. of Death = 00

e The agenda will also include information about SAE/UAE reports for the SAE /UAE occurring at
other trial sites.

e To prepare the minutes (to be prepared within 5 working days of the meeting) with the help of the
Secretary of the Subcommittee The minutes of the SAE Subcommittee will include the information
on SAE /UAE at the site in the following format:

Participant | Letter Type Type of Date whether SAE Causality

ID no./ and of AE/SAE/ | of study Outcome | in the
date of report | UAE onset | drug opinion of
reporting withheld Pl

e The minutes will also include IEC opinion regarding relatedness of the SAE on receipt of Follow up
report with due analysis. For SAE reports wherein IEC opinion regarding causality of the SAE is
related then the minutes will also include calculation of financial compensation as per NDCT rules
2019. In addition the notification /recommendation on the other site SAE/UAE reports will be
reported in the minutes.

e To perform any other functions as instructed by Executive Secretary/ Head of the SAE
Subcommittee.

5.10 Roles and Responsibilities of the SAE Subcommittee members:

e To attend the SAE Subcommittee Meetings and participate in discussions and deliberations so that
appropriate decisions can be arrived at.

e To review Serious Adverse Event and unexpected adverse reports and recommend appropriate
action(s) as follows:

o The SAE /UAE reports will be reviewed completely in the SAE subcommittee meeting with a

special focus on relatedness to the clinical trial, medical management and financial
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compensation to be given to the research participant as per New Drugs and Clinical Trials,
Rules (NDCTR,2019, 19t March 2019). The SAE subcommittee while reviewing may solicit
opinion of one or more subject expert in writing, if the Sub-committee decides to consult
experts. The information can be provided to expert after he/ she/ they agree(s) to the
confidentiality clause and abide by the rules and regulations of IEC and the necessary
confidentiality documents are signed.
o The subject expert would be requested to provide an opinion in writing within 2 working

days, depending upon the gravity and seriousness.

The following decisions/actions including the following but not limited to, are listed below:

o Note the information about the SAE in records for future reference.

o To opine on compensation entitled to research participants (as per New Drugs and Clinical
Trials, Rules (NDCTR 2019, 19" March 2019) experiencing Serious Adverse Event and
unexpected adverse events and recommend appropriate action(s).

o Request further follow up information and/ or additional details on causality of the event,
provision of medical treatment till SAE is resolved and financial compensation.

o Provide periodic follow-up of the research participant till SAE is resolved or till death occurs
(whichever is earlier). In case of pregnancy which is reported as SAE to send follow up
reports of the child in utero and after delivery. Additional reports on the follow up of the new
born baby may be requested by the IEC on case to case basis.

o If appropriate to the discussions, the recommendation regarding a specific action or
combination of actions to be taken is arrived at by the SAE subcommittee meeting. The
recommendations will be communicated to the other IEC members (Members include the
IEC which accorded approval to the study) within 5 working days.

o To maintain confidentiality of the documents and deliberations of the SAE Subcommittee
meetings.

o To declare any conflict of interest.

o To provide information and documents related to training obtained in biomedical ethics and
biomedical research to the IEC secretariat.

o To carry out the work delegated by Head of the SAE Subcommittee.

o To assist Head of the SAE Subcommittee in carrying out IEC work as per SOPs.

5.11 Quorum Requirements:

The SAE Subcommittee meeting will be held as scheduled provided there is quorum. For the
SAE Subcommittee meeting, a quorum will consist of at least 4 members as follows- one
member (preferably pharmacologist), one member (preferably clinician), executive secretary and
Head/ Acting head of the SAE subcommittee.

5.12 Minutes of the SAE subcommittee meeting:

Minutes of SAE subcommittee meeting will be prepared by SAE subcommittee Executive
secretary. These minutes will be communicated to the other IEC members via email (Members
include the IEC which accorded approval to the study) within 5 working days. The IEC members
will be requested to approve / raise queries within working 2 days. If queries are raised SAE sub
committee to reply to these queries satisfactorily within 1 working day. The final minutes will
then be presented by the members secretary in the next Full Board meeting of IEC (The IEC
which accorded approval to the study).

5.13 Responsibilities of the SAE Subcommittee:

The SAE Subcommittee primary responsibilities will be protection of safety, rights and
confidentiality of the research participants.

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

The SAE Subcommittee will maintain concise but clear documentations of its views on each
adverse event report.

The SAE Subcommittee will review the serious adverse event, unexpected adverse event and
adverse event and other site SAE reports (CIOMS, SUSARs) of each research project at
appropriate and specified intervals.

The SAE Subcommittee will ensure that appropriate compensation is paid to the research
participant as per (New Drugs and Clinical Trials, Rules (NDCTR 2019, 19th March 2019).
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1. Purpose
The purpose of this Standard Operating Procedure (SOP) is to describe procedures for the review
of initial and follow-up reports of serious adverse events (SAE) at our site and reports of
Suspected/ unexpected adverse events (UAE) occurring at other trial sites.

2. Scope
This SOP applies to the review of SAE reports at our site and Suspected / UAE reports of other trial
sites submitted to the IEC.

3. Responsibility
It is the responsibility of the IEC to review SAE reports at our site and Suspected / UAE reports of
other trial sites submitted to the IEC.

4. Activity Table

No. Activity Responsibility

1 | Receipt of AE, Serious adverse events IEC Secretariat.
(SAE) at our site and reports of Suspected/
unexpected adverse events (UAE)

occurring at other trial sites.

2. L . IEC Secretariat.
Submission of AE, Serious adverse events

(SAE) at our site and reports of Suspected/
unexpected adverse events (UAE)
occurring at other trial sites

3 | Preparation of the Agenda for the Secretary of the SAE Sub-committee.
Subcommittee Meeting.

4. | Review and discussion of SAE report at the | SAE Subcommittee members.
Subcommittee meeting.

5. | Discussion/Decision at the IEC meeting. Members of the IEC.

6 | Preparation of the Minutes for the IEC Secretariat.
Subcommittee Meeting.

7 | Communication of the IEC decision about | IEC Secretariat.
SAE review to the principal investigator.

8 | Communication of the IEC decision about | Member Secretary / Chairperson of the IEC.
SAE review to DCI.

9 Discussion/Information at the full board Member Secretary of the IEC.

IEC meeting

5. Detailed Instructions

5.1 Onsite SAE and reports of offsite Suspected/ UAE:

5.1.1 Receipt of Onsite SAE and reports of offsite Suspected/ UAE:

e The IEC Secretariat will receive the following documents within the specified time frame pertaining
to SAE experienced by the research participants ON SITE for research proposals approved by the
IEC:

o On site SAE report to be submitted by the Principal Investigator within 24 hours Initial report
and with due analysis report within 14 days of their occurrence as per the format specified in

- Annexure 1: AX 01/SOP 11-B/V7 (Table 5 Data elements for reporting serious adverse
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events occurring in a clinical trial or bioavailability or bioequivalence study of Initial
Report/Follow up report As per NDCTR 2019) &

- Annexure 2: AX 02/SOP 11-B/V7 (SAE Reporting format for Biomedical Health Research)

o In the case of SAE, the report with due analysis will be submitted by the sponsor (as
applicable by NDCT rules 2019) within 14 days along with the format specified in AX 01/SOP
11-B/V7 (TABLE 5 Data Elements for Reporting Serious Adverse Events occurring in a clinical
trial or bioavailability or bioequivalence study)

o On site SAE close out report to be submitted by the Principal Investigator with the format
specified in AX 03/SOP11-B/V7.

The IEC Secretariat will verify that the report is complete in all respects and is signed and dated by
the Principal Investigator (PI) or Sponsor as the case may be and that it has been received at the
IEC office within the specified timelines above. If the report has been received beyond the
specified time, this will be considered as a deviation (and PI will be requested to submit duly filled
Deviation Annexure AX 01/SOP 10/V7).

The IEC Secretariat will sign and write the date and type of report when the report is received.

For all the onsite SAE reports received at the IEC office, the executive assistant will forward these
reports to the executive secretary of the SAE Subcommittee within two working days.

5.1.2 Review of Onsite SAE and reports of offsite Suspected/ UAE:

The secretary of the SAE Subcommittee will review the SAE / Suspected /UAE report and arrange
a meeting to gather IEC opinion complying to the timelines as per NDCT rules.

The SAE and Suspected/ UAE reports submitted to the IEC will be reviewed by the SAE
subcommittee as per requirement.

At the meeting, the members of the SAE subcommittee will review all the SAE/ Suspected/ UAE
reports received and the committee will deliberate on issues involved in the report and decide
further course of action as any of the following:

o Noted
o Seek clarification
o Ask further details

If clarification/ further details are required regarding the SAE the PI will be communicated and
requested to respond within 7 days of receipt of the letter.

5.1.3 Process of communication

Minutes of SAE subcommittee meeting will be prepared by SAE subcommittee Executive
secretary within 5 working days.

These minutes will be communicated to the other IEC members via email (Members include the
IEC which accorded approval to the study) on the same day.

The IEC members will be requested to approve / raise queries within working 2 days. If queries are
raised SAE sub committee to reply to these queries satisfactorily within 1 working day. If objection
is received from more than 2 IEC members an emergency IEC meeting (refer SOP 14) will be
scheduled within 7 days for the same.

The final minutes will then be presented by the members secretary in the next Full Board meeting
of IEC (The IEC which accorded approval to the study).

If approval is obtained from all the IEC members the decision will be communicated to the
Licensing authority (DCGI) within 30 days of the occurrence of the SAE as per NDCT rules 2019.
The IEC opinion regarding relatedness and the quantum of financial compensation as per NDCT
rules 2019 will be communicated to the Licensing authority (DCGI) within 30 days of the
occurrence of the SAE.

5.1.4 Inform Investigator:

The IEC secretariat will draft a formal letter to the concerned Principal Investigator and inform him/
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her about the IEC decision. This letter will be signed and dated by the Member Secretary (IEC)
and will be sent to the Principal Investigator within a period of 7 days from the date of the SAE
subcommittee meeting.

The Principal Investigator will be requested to reply to the query letter on the SAE report within 7
working days. If no response is received (within 7 days of dispatch of EC query letter) from the
investigator regarding the query raised on the given SAE, a reminder letter will be sent to the
investigator stating that the response to the query letter must be sent within 5 working days of the
dispatch of reminder letter. If no response is received to the reminder letter, this should be
informed by the member secretary of the IEC in the full board meeting and decision will be taken
on case to case basis.

The Administrative Officer will file a copy of the query letter in the study file.

5.1.5 Inform Licensing authority (DCGI):

The Member-Secretary of the IEC will forward the letter describing the opinion on the SAE report,
along with the opinion on financial compensation, to the to the DCGI within 30 days of the
occurrence of the SAE-death.

The Administrative Officer will file a copy of these letters in the study file.

5.2 Onsite AE:
5.2.1 Receipt of AE report:

The IEC Secretariat will receive the following documents pertaining to AE experienced by the
research participants for research proposals approved by the IEC:

o On site AE reports to be submitted by the Principal Investigator periodically 6" Months (With
continuation report ) as decided by the IEC

o In view of the risk assessment of a given research proposal the IEC can request adverse
events to be reported earlier, if deemed necessary at specified timelines in the project
approval letter.

The SAE/IEC Secretariat will verify that the report is complete in all respects and is signed and
dated by the Principal Investigator (PI) and that it has been received at the IEC office within the
specified timelines above. If the report has been received beyond the specified time, this will be
considered as violation.

The IEC Secretariat will sign and write the date on which the report is received.

For all the onsite AE reports received at the |IEC office, the Executive Assistant will forward these
reports to the Member Secretary within two working days.

5.2.2 Review of AE Reports:

AE reports submitted to the IEC will be reviewed by the member secretary and if required present
in the fullboard meeting of IEC.

5.2.3 Inform Investigator:

The IEC secretariat will draft a formal letter to the concerned Principal Investigator and inform him/
her about the IEC decision on the concerned AE report. This letter will be signed and dated by the
Member-Secretary and will be sent to the Principal Investigator within a period of 14 working days
from the date of the IEC meeting.

If in the IEC meeting queries are raised on the AE report, the principal investigator will be
requested to reply to the query letter on the AE report.

If no response is received prior to the next full board meeting the issue will be discussed in the
forthcoming full board meeting and decision will be taken on case to case basis.

5.2.4 Further action:

The executive will file a copy of these letters in the study file.

5.3 SAEs occurring at other sites:

Review of Serious Adverse Events (SAE) Reports and Suspected/ Unexpected Adverse Events (UAE)
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e The investigator will need to submit the SAEs occurring at other sites (CIOMS, SUSARS) in the
form of soft copies only (Pendrive) along with the appropriate covering letter (hard copy)
mentioning the total number of reports and its details in the following format:

Sr. | Country |MFR Type of SAE | Date of | Date Outcome Causality
No. Control | Report event| onset of -
No. of ADR Investigator Sponsor
ADR report

e For every SAE term use separate row. Do not club SAE terms.

Please mentioned causality as Related (R) or Not Related (NR)[do not use word possibly,
unlikely, probable, associated, NoO]

The SAEs occurring at other sites will be reviewed by the Secretary of the SAE Subcommittee
and informed to other members of the Subcommittee and discussed in the forthcoming
scheduled Subcommittee meeting. The agenda and minutes of the SAE Subcommittee will
include the information on SAEs at other sites.

The discussion will be communicated by the SAE Subcommittee Executive Secretary to the
Secretariat who will include it in the appropriate IEC agenda

5.4 During the Full board IEC meeting:

e The IEC Member Secretary will read out the minutes of all the SAE Sub- committee meetings
including the recommendations/decisions of the SAE sub- committee.

e The member secretary may present project wise onsite SAE data if required and any issues put
forth by SAE subcommittee, the issue can be re-discussed and decision can be arrived requesting

any of the following actions which are listed below:
o Terminate the study.

o Suspend the study till review is completed (safety monitoring of ongoing patients to be
continued).

o Suspend the study till additional information is available.
o Suspend the study for a specified duration of time.

o Suggest changes/ amendments in protocol, Patient Information Sheet/ Informed Consent
Document/ Investigators’ Brochure/ any other study-related documents.

o Suspend the study till amendments requested for by the IEC are carried out.
o Suspend enrollment of new participants.
o Suspend certain activities under the protocol.

o Direct the Investigator to inform participants already enrolled in the study about the AEs and if
required obtain their consent again (re-consent) regarding continuation in the research trial.

o Direct the Investigator to inform participants already enrolled in the study about the AE and
request them to undertake additional visits, additional procedures, additional investigations, etc.
as prescribed in the amendment.

o Note the information about the SAE in records for future reference.
o Request further follow up information and/ or additional details.

o Provide periodic follow-up of the research participant till SAE is resolved or till death occurs
(whichever is earlier).

o Any other appropriate action.
o The decision shall be recorded in the minutes of the full board IEC meeting:
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SOP11-B_Page 5 of 10



SOP11-B/V 7

IEC (KEMH, Mumbai)

Effective from 9" December 2024 Valid up to 8™ December 2027

— If the recommendation from the IEC includes suspension of the study or suspension of any
one or more of the study-related procedures or activities, amendments in the protocol or other
study-related documents (excluding Investigators’ brochure), re- consenting of research
participants, the decision will be conveyed to the Principal Investigator through telephone, or
via email within 24 hours. Such a communication will be documented by the IEC Member-
Secretary in the study file. A formal letter to the Principal Investigator informing about the IEC
recommendations in such situations will be sent within 5 working days of the IEC meeting
having taken place.

6. Glossary:

adverse event

Adverse Any untoward medical occurrence in a patient or clinical investigation participant

Event administered an investigational product and which does not necessarily have a causal
relationship with this treatment. The adverse event can therefore be any unfavorable or
unintended sign or experience associated with the use of the investigational product,
whether or not related to the product.

Adverse A response to a drug which is noxious and unintended, and which occurs at

Drug doses normally used in man for the prophylaxis, diagnosis, or therapy of disease, or for

Reaction the modifications of physiological function.

IND Investigational New Drugs means substances with potential therapeutic actions during
the process of scientific studies in human in order to verify their potential effects and
safety for human use and to get approval for marketing.

Unexpected An adverse event, the nature or severity of which is not consistent with the applicable

product information (e.g.: Investigator's brochure for an unapproved investigational
product or package insert /summary of product characteristics for an approved
product)

SAE
(Serious
Adverse
Event)

The adverse event is SERIOUS and should be reported when the patient outcome is:
Death: Report if the patient's death is suspected as being a direct outcome of the
adverse event.

Life-Threatening: Report if the patient was at substantial risk of dying at 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.

Examples: Pacemaker failure; gastrointestinal hemorrhage; bone marrow suppression;
infusion pump failure which permits uncontrolled free flow resulting in excessive drug
dosing.

Hospitalization(initial or prolonged) - Report if admission to the hospital or
prolongation of a hospital stay results because of the adverse event.

Examples: Anaphylaxis; pseudomembranous colitis; or bleeding causing or prolonging
hospitalization.

Disabilitv- Report if the adverse event resulted in a significant, persistent, or
permanent change, impairment, damage or disruption in the patient's body
function/structure, physical activities or quality of life.

Examples: Cerebrovascular accident due to drug-induced hypercoagulability; toxicity;
peripheral neuropathy.

Congenital Anomaly- Report if there are suspicions that exposure to a medical
product prior to conception or during pregnancy resulted in an adverse outcome in the
child.

Examples: Vaginal cancer in female offspring from diethylstilbestrol during pregnancy;
malformation in the offspring caused by thalidomide.

Requires Intervention to Prevent Permanent Impairment or Damage— Report if
suspect that the use of a medical product may result in a condition which required
medical or surgical intervention to preclude permanent impairment or damage to a
patient.

Examples: Acetaminophen overdose-induced hepatotoxicity requiring treatment with
acetylcysteine to prevent permanent damage; burns from

Radiation equipment requiring drug therapy; breakage of a screw requiring
replacement of hardware to prevent malunion of a fractured long bone.

Review of Serious Adverse Events (SAE) Reports and Suspected/ Unexpected Adverse Events (UAE)
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SUSAR An adverse reaction that is classed in nature as serious and which is not consistent
(Suspected with the information about the medicinal product in question set out.

Ungxpected * In the case of a licensed product, in the summary of product characteristics (SmPC)
Serious for that product.
Adverse * |n the case of any other investigational medicinal product, in the IB relating to the
Report) trial in question.

7. Annexure;

Annexure 1 AX 01/SOP11-B/V7 Table 5 Data Elements for Reporting Serious Adverse Events

occurring in a clinical trial or bioavailability or bioequivalence study
of Initial Report/Follow up report

Annexure 2 AX 02/SOP11-B/V7 Serious Adverse Event Report (Biomedical Health Research)

Annexure 3 AX03/SOP11-B/V7 Serious Adverse Event Close out Report (For SAE at the site)

Annexure 1
AX 01/SOP 11-B/V7
Table 5
THIRD SCHEDULE
Data Elements for Reporting Serious Adverse Events occurring in a clinical trial

or bioavailability or bioequivalence study of Initial Report/Follow up report

Sr. No.

Details

Country (Name of the country should be specified) INDIA

SAE report of death or other than death, Please tick (V) Death Other than
o Death

O
Page Yes/No
No.

Patient Details:

Initials and other relevant identifier (hospital or out-patient department
(OPD) record number etc)*

Gender

Age or date of birth

Weight

Height

Suspected Drug(s) :

Generic name of the drug*

Indication(s) for which suspect drug was prescribed or tested.

Dosage form and strength.

Daily dose and regimen (specify units - e.g., mg, ml, mg/kg).

Route of administration.

Starting date and time of day.

Stopping date and time, or duration of treatment

Other Treatment(s):

Provide the same information for concomitant drugs
(including non-prescription or Over the Counter OTC drugs)
and non-drug therapies, as for the suspected drug(s).

Details of Serious Adverse Event :

Full description of the event including body site and severity,
as well as the criterion (or criteria) for considering the report
as serious. In addition to a description of the reported signs
and symptoms, whenever possible, describe a specific
diagnosis for the event*

Start date (and time) of onset of event.

Review of Serious Adverse Events (SAE) Reports and Suspected/ Unexpected Adverse Events (UAE)
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Stop date (and time) or duration of event.

Dechallenge and rechallenge information.

Setting (e.g., hospital, out-patient clinic, home, nursing home).
7. Outcome:

Information on recovery and any sequelae; results of specific
tests or treatment that may have been conducted.

For a fatal outcome, cause of death and a comment on its
possible relationship to the suspected event; Any post-
mortem findings.

Other information: anything relevant to facilitate assessment
of the case, such as medical history including allergy, drug or
alcohol abuse; family history; findings from special
investigations etc.

8. Details about the Investigator*

Name and Address

Telephone number

Profession (specialty)

Date of reporting the event to Central Licencing Authority:
Date of reporting the event to ethics committee overseeing
the site:

Signature of the Investigator or Sponsor

Note: Information marked * must be provided.

9. Causality assessment of SAE by: (Related/Not Related):
Principal Investigator

Sponsor

Annexure 2
AX 02/SOP 11-B/V7

. I : i I 0

1. Participant details:

Initials and ID Age at the time event Gender Weight:.....oooviiinn. (Kgs)
...................................................... Male [0 Female [ Height.....................(Cms)
2. SUSPECtEd SAE GIBGNOSIS: ........... . .ov..eeeooeeo oo oo oo oo oo
3. Date of onset of SAE: | | | | Date of reporting SAE: | | | |

Describe the event:

5. Report type: Initial [  Follow-up ] Final
If Follow-up report, state date of Initial report | | |

6. Have any similar SAE occurred previously in this study? If, yes, please provide details: Yes [J No [

Review of Serious Adverse Events (SAE) Reports and Suspected/ Unexpected Adverse Events (UAE)
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7. In case of a multi-centric study, have any of the study sites reported similar SAES?
(Please list number of cases with details if available)

8. Tick whichever is applicable for the SAE: (Kindly note that this refers to the intervention being evaluated and
not disease process)

A. Expected event [J Unexpected event (|
B. Hospitalisation [J Increased Hospital Stay [ Death O Congenital anomaly/ birth J
Defect
Persistent or signifi [J Event requiring inter- 0O Event which Other (|
cant disability / vention (Surgical or poses threat
incapacity medical) to prevent SAE of life
In case of death, state probable cause of death......... ...

C. No permanent/significant functional/cosmetic impairment [
Permanent/significant functional/cosmetic impairment E
Not Applicable

9. Describe the medical management provided for adverse reaction (if any) to the research participant. (Include
information on who paid, how much was paid and to whom).

10.Provide details of compensation provided/ to be provided to participant (include information on who pays, how
much, and to whom)

11.0utcome of SAE
Resolved [J Ongoing O Death [J Others (Specify) O

Signature of Principal Investigator: ..............ooiiiii e | | | |

Annexure 3
AX 03/SOP11-B/V7
Serious Adverse Event Close out Report
(For SAE atthe site)

Sr. No. Details

Review of Serious Adverse Events (SAE) Reports and Suspected/ Unexpected Adverse Events (UAE)
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1. EC Project No. & Title
2. SAE term:
3. Date of onset:
4. Initial reporting date to IEC
5. Follow up reporting date to IEC:
6. Causality assessment of SAE by Related / Not related

a. Principal Investigator

b. IEC

c. Sponsor

If related compensation
recommended by IEC:

7. Medical care expenses paid by PI/
participants.

8. Reimbursement by Pl if SAE is
related: Yes/ No.
Proofs provided - Yes/No.

9. SAE narrative in short

10. Event resolved- participant recovered
/ temporarily disabled/permanently
disabled/ Death

11. Compensation paid or not paid

12. SAE Close out details

13. Procedures completed — Yes /No, if
not completed what are the
reasons?

For IEC office use only
Verified by:

Name:

(Signature with date of IEC administrative staff)

Signature of Principal Investigator: Date

Review of Serious Adverse Events (SAE) Reports and Suspected/ Unexpected Adverse Events (UAE)
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1. Purpose

The purpose of this Standard Operating Procedure (SOP) is to provide the procedures to identify a site
for monitoring and how the site will be monitored.

2. Scope

This SOP applies to any visit and/or monitoring of any study sites as stated in the Institutional Ethics
Committee (IEC) approved study protocols.

3. Responsibility

It is the responsibility of the designated IEC member(s) or designated qualified Independent monitor
identified by the chairperson of IEC to perform on-site monitoring of selected study site(s) of projects
approved by IEC.

The IEC members or IEC Secretariat in consultation with the Chairperson may initiate an on-site
evaluation of a study site for a routine monitoring or for cause monitoring.

4. Activity Table

No. Activity Responsibility

1 Selection of study sites and Identification of | IEC members / Chairperson
monitors for site monitoring

Before the visit IEC members / representative, IEC Secretariat
3 During the visit IEC members / representative
4 After the visit IEC members /representative, IEC Secretariat

5. Detailed instructions
5.1 Selection of study sites and Identification of monitors for site monitoring

o |EC will identify the site(s) for routine monitoring at the time of approval of the project depending upon
the reason provided by any IEC member or later after the start of the project can be for cause
monitoring. This decision will be recorded in the IEC Decision Form - AX 06/SOP 05-B/V7

e For all regulatory trials one routine monitoring will be performed by the IEC during the conduct of the
trial (preferably before 1/3 of the participants are enrolled at the site).

e For cause monitoring conducted by IEC could include any one or more of the following as discussed
in the IEC full board meeting:

o High number of protocol violations or
o On case to case basis if
- Remarkable number of SAE reports, or
- High recruitment rate, or
- Non-compliance, or
- Suspicious conduct, or
- Complaints received from participants, or
- Any other cause as decided by IEC.

e The Chairperson will identify and designate one or more IEC members or independent monitor to
carry out routine and for cause monitoring of the study site in full board meeting.

e The reason (whether routine / for cause) for identifying a particular site for ‘monitoring’ will be
provided to an IEC member.

(Site Monitoring Visit) SOP12_Page 2 of 7
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5.2 Before the visit

The IEC Chairperson will designate an IEC member or appoint an Independent monitor (who has no
conflict with the project) who along with IEC members will perform the task of monitoring. The email
regarding appointment as monitor for the concerned project will be sent to the selected member. If
independent monitor is appointed he / she will sign a Confidentiality/ Conflict of Interest Agreement
Form prior to accessing documents related to study and visiting the study site.

The IEC Secretariat will inform the Principal Investigator in writing about the date/time of monitoring
visit and request for confirmation from the Principal Investigator or Co-investigator to be available for
the monitoring visit. If possible Pl will be requested to schedule patients visits (monitoring visit and
participants schedule visit must match) on the day of the monitoring to ensure that EC monitor is able
to interact with the enrolled participant.

The IEC member(s)/ Independent monitor along with IEC members will:
o Contact the site to notify them that they will be visiting them. At that time, the monitor and the site
will coordinate the time for the site evaluation visit.

o Review the IEC project files for the study and site profile and make appropriate notes.

o Be provided with relevant reference material/ documents related to the project that may have to
be referred to during the study visits and collect the Site Monitoring Visit Report Form- AX
01/SOP 12/V7 from the IEC Secretariat.

5.3 During the visit

The IEC member/Independent monitor along with IEC members will-
o Check the log of delegation of responsibilities of study team

o Check if the site is using latest IEC approved versions of the protocol, informed consent
documents, case record forms, diaries, advertisements, etc.

O Review the informed consent document to make sure that the site is using the most recent
version,

o Observe the informed consent process or audio visual consent or audio consent, if applicable
(refer annexure 1 AX 01/SOP 25/ V1)

o Review randomly selected participants files to ensure that participants are signing the correct
informed consent form,

Observe laboratory and other facilities necessary for the study at the site.
Review the project files of the study to ensure that documentation is filed appropriately.

Review the source documents for their completeness.

o O O O

To review the log book in the room where Investigational Product (IP) is stored. Check the
temperature log of the room and whether there is access control.

Whenever possible interview a small number of study participants to check for understanding of
the trial procedures and safety of the intervention / procedures.

Fill the Site Monitoring Visit Report Form- AX 01/SOP 12/V7, sign and date it.
Check the site assessment checklist annexure 12 (AX12/SOP05-A/NVT)

Check whether any duly filled participant feedback form (as per Annexure 10 AX 10/SOP 05-
B/V7) are available at the trial site for regulatory trials.

O

5.4 After the visit

The IEC member/ Independent monitor will submit the completed Site Monitoring Visit Report Form-
AX 01/SOP 12/ V7 to the IEC secretariat within 14 days of conducting a site monitoring visit.

The report should describe the findings of the monitoring visit.
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The IEC will discuss the findings of the monitoring process and take appropriate specific action in the
subsequent full board meeting, some of which are listed below:

o

o

o

o

o

o

Continuation of the project with or without changes,
Restrictions on enrollment,

Recommendations for additional training,
Recruiting additional members in the study team,

Revising the protocol or ICD or CRF / providing qualifications/ experience criteria for members of
the study team, termination of the study,
Suspension of the study

Subsequent to the discussion of the monitoring report in the full board meeting the decision will be
communicated to the PI.

The IEC Secretariat will convey the decision to the Principal Investigator in writing within 14 working
days of the meeting.

The PI should reply within 14 working days to IEC.

The IEC Secretariat will place the copy of the report in the protocol file.
If the PI fails to comply to the requirements, IEC can take further action as per SOP 10.

6. Glossary
Independent The expert with appropriate experience and training, who is not an IEC member, who
monitor may or may not be affiliated to the institution and who will perform the tasks of site
monitoring along with designed IEC members.
Monitoring An action that IEC or its representatives visit study sites to assess how well the
visit selected investigators and the institutes are conducting research, taking care of
participants, recording data and reporting their observations, especially serious
adverse events found during the studies. Normally monitoring visit will be arranged
in advance with prior naotification to the principal investigators.
7. Annexure
Annexure 1  AX 01/SOP 12/ V7 Site Monitoring Visit Report
Annexure 1
AX 01/SOP 12/ V7
Site Monitoring Visit Report
1) | CT Project No:
2) | Title:
3) Principal Investigator:
4) Institute:
5) | Type of study: 0O Investigator initiated O Pharma O Thesis
Source of funding: O Intramural O Extramural O Pharma
6) | a) Date of IEC approval:
b) Is the period of IEC approval valid: 0 Yes O No @ONA
7) | Start Date of study: / /
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8) | Duration of study:

9) | Date of monitoring visit: / /

10) | Reason for monitoring: O Routine

O For Cause (State reason)

O Protocol Violations/Deviations

O SAE reporting

O Recruitment rate

O Any complaints related to the research
O Non Compliance / Suspicious conduct

O Other
11) | Last Monitoring done: [ Yes Date of last monitoring / /
O No
O NA
12) | Project Status: O Ongoing O Accrual Completed O Follow-up
O Completed 0O Suspended O Terminated
O Closed O Closed Prematurely

In case of the response to the above question is option 5, 6, or 8 kindly provide reason:

13) | Recruitment Status:

» Total participants/samples to be recruited -
Screened:

Screen failures:

Enrolled:

Withdrawn: Reason:
Discontinued: Reason:
Completed:

Active:

» Follow up:

VV YV VYV VYV

14) | Is the recruitment on schedule?

O Yes

O No If ‘No’ is it acceptable? [ Yes O No ONA
If ‘No’ State reasons/Steps taken by PI to improve recruitment:

15) | Drug reconciliation: Received: Used: Balance:
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16) | Protocol
a) Have there been any amendments to the Protocol? OO Yes O No [ONA
If Yes, then state changes leading to amendment:

b) Is the Protocol version approved by IEC? O Yes [ONo [ONA
¢) Is the latest version of the protocol being used for the study? O Yes [ONo ONA

17) | Informed Consent

a) Is Informed consent obtained from all enrolled participants? O Yes O No O NA
b) Have there been any amendments to the ICF? O Yes 0O No [ONA

If Yes, then state changes leading to amendment:

c) Is the Informed consent form version approved by IEC? OYes ONo ONA
d) Is the latest version of the ICF being used for the study? OYes ONo ONA
e) Is there source documentation of the ICF process? O Yes [ONo [ONA

f) Is ICF signed by PI /Co-Principal Investigator/Co-I? O Yes [ONo @ONA

g) Is ICF signed by Participant? OYes ONo ONA

h) Is ICF signed by LAR? OYes ONo ONA

j) Is ICF signed by Impartial Witness? 0 Yes 0O No [ONA

K) Is the correct language used for the participant 0 Yes [ No [ONA

18) | Any Protocol Deviations/Violations noted? O Yes ONo ONA
Have all the deviations/violations notified to IEC? O Yes [ No O NA
Comments (If Any)

19) | Have the eligibility, inclusion exclusion criteria been adhered to? O Yes [ No O NA

20) | Are all the Case report forms complete? O Yes ONo ONA

20) | Have there been any AE/SAE on the study? O Yes ONo [ONA
If Yes
a) No. of Adverse events:
b) No. of Serious adverse events:
c¢) No. of deaths reported:

» Deaths unrelated to participation in the trial:

» Deaths possibly related to participation in the trial:

» Deaths related to participation in the trial:
d) Were all the SAE reports notified and submitted to IEC within with in 24hrs of the knowledge of PI1?
O Yes ONo ONA
Comments (If Any)

21) | Is the log book available in the Investigational Product (IP) Room Yes[] Noll NAL
Comments (if any)
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22)

Are the Investigational drugs accountability and prescription procedures performed and documented?
O Yes ONo ONA
If ‘Yes’ kindly state the issues:

23) | Any are there any changes to the study personnel? O Yes ONo ONA
If “Yes’ kindly state the same:
Is the change notified to IEC? O Yes ONo ONA
Is the utilization of sanctioned funds appropriate? O Yes O No [ONA
If ‘No’ kindly state the issues:

24) | No of participants monitored during this visit:

25) | Feed back form from the participant (Annexure 10 AX 10/SOP 05-B/V7) available as per IEC Policy
O Yes O No

26) | Patient charter displayed OO0 Yes [ No

27) | Duration of the visit:

28) | Any outstanding tasks/action items from the visit?

Monitoring visit conducted by:

Name Sighature with date

Lead monitor
Monitor 1
Monitor 2
IEC Admin 1
IEC Admin 2
Study team member present: 1)

2)

3)
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1. Purpose

The purpose of this Standard Operating Procedure (SOP) is to describe the administrative processes
and provide instructions for the preparation, review, approval and distribution of meeting agenda,
minutes and action, invitation and notification letters of Institutional Ethics Committee (IEC) meetings.

2. Scope

This SOP applies to administrative processes concerning the preparation of the agenda for all Full
Board IEC meetings. These are tasks to be completed before, during and after the meeting.

3. Responsibility

It is the responsibility of the IEC Secretariat to prepare the agenda for the IEC meeting and to ensure
proper recording and dissemination of the minutes after the meeting is over. The Chairperson will
review and approve the agenda and the minutes sent to him/her as per the timelines stated in the
below sections (5.1.1 and 5.3).

4. Activity Table

No. Activity Responsibility

1 Preparation of meeting agenda prior to a | IEC Secretariat
board meeting

2 During the Meeting IEC Secretariat, Members and

Chairperson

3 After the Board Meeting and Preparing the IEC Secretariat/ Member Secretary
minutes

4 | Approval of minutes IEC members / Chairperson

5 Filing the minutes IEC Secretariat

5. Detailed instructions
5.1 Before each Board meeting
5.1.1 Preparation of meeting agenda

e The IEC Secretariat will prepare the agenda to include:

Meeting no.:
Date :-
Venue : -
Time -

Period 1
1. Confirmation of quorum by the chairperson
2.  Welcoming members by chairperson Roll call and apologies from absent IEC member:
3. Discussion of points, if any arising from minutes of the last meeting
4. Declaration of Conflict of interest
(All of the above will be documented in the minutes of the meeting)

Period 2 Issues to be discussed

A. New protocol presentation, review, discussion and reaching a consensus to approve/raise
gueries

B. Review the responses forwarded by the Principal Investigator to the query letter
/resubmitted protocols

C. To discuss protocol/ICD amendments and other project related documents
D. To discuss continuing review report, Completion, Termination

» To discuss continuing review report
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» Reminders already sent to Pl for continuing review report not yet received
» To discuss Completion report

» To discuss termination report

E. To discuss Deviation report
F. To discuss other letters related to the projects
G. IEC Site monitoring reports

H. To inform about the SAE Subcommittee meeting and to read out minutes of the SAE
Subcommittee meeting.

Period 3:

1] ISSUES TO BE REPORTED FOR CONSIDERATION:
A] i) Responses forwarded by the Principal Investigator to the query letter/resubmitted protocols
reviewed and approved by the Primary reviewers /member Secretary / Chairperson (n =00)

ii) Responses forwarded by the Principal Investigator to the query letter/resubmitted protocols
reviewed by the Primary reviewers / member Secretary / Chairperson query for which needs
to be communicated to the PI

B] Projects Exempted from review:
C] Expedite review process done for the following projects and query letter / approval given: (n =NIL)

D] Minor Protocol / ICD amendments and other project related documents reviewed and approved
by the IEC member Secretary and Chairperson

E] Continuing review report/ completion report/ final clinical trial report reviewed and approved
by The IEC member Secretary and Chairperson.

» Continuing review report

» Completion report:-

» Termination report:-
F] Protocol deviations reviewed and noted by the IEC member Secretary and Chairperson
G] IEC Site monitoring reports
H] Other letters reviewed and noted by the IEC member Secretary / Chairperson

2] ISSUES TO BE INFORMED TO THE MEMBERS AT FULL BOARD which are reviewed / approved
by the IEC member Secretary / Chairperson and letters already sent to the principal
investigators

A. Responses forwarded by the Principal Investigator to the query letter/resubmitted
protocols

B. Minor Protocol / ICD amendments and other project related documents reviewed and
approved by the IEC member Secretary and Chairperson

C. Continuing review report/ completion report/ final clinical trial report reviewed and
approved by the IEC member Secretary and Chairperson.

e Continuing review report
e Completion report:-

e Termination report:-
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F] Protocol deviations reviewed and noted by the IEC member Secretary and Chairperson

G] IEC Site monitoring reports
Period 5:

A. Other points for discussion (n =0)

1. Policy decisions of the meeting of IEC-I /1I/1I.

2. Report of any other subcommittee or group appointed/ designated by Chairperson for
any specific or general purpose.

B. Other issues of interest to the members with permission of chairperson
C. Next Meeting to be scheduled on xxxxxx (19, 20, reserved for staff society)

e The IEC Secretariat will collect and verify all forms/documents for completeness to keep all
these papers in the meeting.

e The IEC Secretariat will prepare the meeting agenda, according to the above mentioned
format.

e The IEC Secretariat will schedule protocols in the agenda on a first-come first-serve basis.

o |EC-I / IEC-II / IEC-HI will preferably meet every month. Duration of meeting between three
committees should not be more than 2 weeks.

e Answers to the IEC queries and amended study related documents (Protocol, ICD, CRF and
IB) from the investigators received 7 days before and other types of documents received 3
days prior to the date of full board IEC meeting will be included in the agenda.

e Agenda for the IEC meeting is prepared 3 days in advance before the date of meeting, any
study-related document received within 3 days preceding the date of meeting will not be
considered for the meeting. It will be deferred to the next month’s meeting for discussion
EXCEPT where in the opinion of the IEC Secretary or Chairperson has direct bearing on the
safety of the research participants (such as SAE report, major protocol violation). Such
important matters will be taken up at the imminent meeting.

¢ In case a meeting is to be rescheduled due to unavoidable circumstances, the date and time
will be informed to the IEC members telephonically and/ or via e-mail.

e The IEC Secretariat will send the agenda of the meeting to members via e-mail at least 1 day
in advance of the scheduled meeting.

e The IEC Secretariat will make a meeting room reservation for the scheduled meeting date
and time.

e The IEC Secretariat will make sure that the room, equipment and facilities are available in
good running conditions and cleaned for the meeting day.

5.2 Conduct of the meeting

e The committee will endeavor to hold regular meetings at least once every month. The gap
between any two meetings will not exceed 60 days. Even if there are no research proposals for
review, the gap between two meetings will not exceed 12 (twelve) weeks. Regular meetings may
not be held in the months of May and October/ November when the college is closed for vacation.
Meeting will be held as scheduled provided there is quorum.

e To review the regulatory protocol, a quorum for IEC-1 meeting will consist of at least 5 of its
members as detailed below:
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» One basic medical scientist (preferably a pharmacologist),

» One social worker (or a social scientist, theologian, ethicist, Philosopher, member or
representative of a non-governmental voluntary agency or a similar person),

» A clinician,
» A lay person from the community and
» Alegal expert

To review the non-regulatory or biomedical & health research protocol, a quorum for IEC-2 & 3
meeting will consist of at least 5 of its members as detailed below:
» The quorum should include both medical, non-medical or technical or/and non-technical
members.
» Minimum one non-affiliated member, preferably the lay person

o All full board meetings will be conducted offline only with physical presence of the IEC members.
In situations where one or two members are unable to come physically then the review of the
studies may be done through virtual / hybrid EC meeting ensuring appropriate scientific and
ethical review and fulfilling the quorum requirements. EC members present during the virtual /
hybrid meeting should decide through consensus or cast online vote expressing their decision.
Any disagreement to be recorded with reasons.

Meeting could be digitally recorded (audio/video) with permission of members and IEC secretariat
is responsible to note the attendance/ participation in the online meeting.
e Atthe discretion of the Chairman, guests may be allowed to observe the Board meetings.

e These guests may include a potential client, student, inspectors, auditors, members of other
Ethics Committees, surveyors, regulators, members of regulatory agencies, representatives of
patient groups, representatives of special interest groups, representatives of accrediting
organizations, members of general public etc. and are required to sign a confidentiality agreement
AX 03/SOP 03/V7 prior to attending the meeting.

e The IEC Secretariat will obtain signatures on the Confidentiality Form AX 03/SOP 03/V7 from
newly appointed members/ Guests/ observers/ Subject Expert prior to the start of the meeting.

e The IEC Secretariat will obtain the signatures of all the IEC members on the attendance register.

¢ Regarding consent of IEC members, the attendance register will record consent and attendance
in the template described in Annexure 3 AX 03/SOP 13/V7.

e The IEC Secretariat will obtain from members the written conflict of interest AX 01/SOP13/V7
prior to the start of meeting

e The Chairperson will initiate the meeting after ensuring that the quorum has been met. The
Chairperson at his/ her discretion will delegate the responsibility of conducting the meeting as per
agenda to the Member-Secretary.

e The Chairperson will ask the members whether anyone has any conflict(s) of interest in the
projects to be discussed and if so, to declare the conflict.

e The Chairperson will decide if the Conflict of Interest is potentially significant enough to cloud the
member’s judgment. If yes, the Chairperson will ask the concerned member to leave the meeting
room when the concerned issue is being discussed.

e The Member Secretary will ask the members whether any points need to be discussed regarding
minutes of the previous meeting. If no points are raised, the minutes will be considered as
confirmed.

e The Member Secretary will present the agenda of the day’s meeting for discussion.

e The meeting shall generally proceed in the order organized in the agenda. However, the
Chairperson may allow adjustments in the order of issues to be discussed depending on the
situation.

e In case of projects submitted for initial review; the detailed instructions given in SOP 05-B/V7 are
followed.
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e Investigators who have been asked by the IEC secretariat to provide additional information or
clarifications related to their project may do so by attending the IEC meeting. The discussion
amongst IEC members will not be done while the investigator is in the meeting room.

e For other points on the agenda, the member secretary will present the gist of the matter/ read the
relevant letters from the investigator (if deemed necessary) and request the members to give their
comments. The Member-Secretary assisted by the secretarial staff will also record a gist of
discussions and decisions arrived on other issues discussed at the meeting.

e In regard to regulatory clinical trials, a maximum of 5 initial protocols will be taken up for
discussion at every monthly meeting.

During the discussion at the meeting

The primary reviewer shall brief the members about summary of the study protocol and read out the
comments and evaluation provided. The comments of subject expert (if applicable) will be discussed
by the member secretary. The other IEC members shall give their comments right after the
presentation.

e The investigator/sub-investigator may be called in to provide clarifications on the study protocol
that he/she has submitted for review to the IEC.

e The IEC members will discuss and clarify the comments and suggestions. The Member secretary
(assisted by the Secretarial staff) shall record the discussions

Decision making
e The final decision on the project as: “Approved/ Approved with minor modification/ approved with

major modification/Disapproved or any other/Monitoring required ----" in the meeting shall be by
consensus and will be recorded in the IEC Decision Form AX 06/SOP 05-B/V7 by the Member
Secretary.

e In case no consensus reached, voting will be taken. A majority vote for approval, disapproval,
request for modifications of a study suspension or termination of an ongoing study is defined as
2/3 of the members (who have reviewed the project), present at the meeting and voting. If there
is dissent it will be minuted with reasons.

e The following will not vote at the meeting:

a. Member(s) of the committee who is/are listed as investigator(s) on a research proposal

b. An investigator or study team member invited for the meeting

c. An independent consultant invited for the meeting to provide opinion Specific patient
groups invited for the meeting

o If the IEC decision is ‘Approved’, it implies the approval of the study as it is presented with no
modifications and the study can be initiated.

e If the IEC decision is ‘Approved with minor modification, the IEC Chairperson may authorize the
Secretary/Primary reviewer + secretary to determine if the response and changes are satisfactory
and to decide if letter of permission can be issued to the Principal Investigator.

o If the IEC decision is ‘Approved with major modification, the IEC Chairperson may authorize the
Primary reviewer + secretary to determine to review the responses which will be discussed in
next full board meeting. If the response and changes are approved in the full board, letter of
permission can be issued to the Principal Investigator.

o If the IEC decision is ‘Disapproved’ or any other, the decision should be made on the basis of
specific reasons which are communicated by the IEC to the principal investigator in the letter of
notification.

e The IEC Secretariat will obtain the signature of all the members and of the Chairperson of the IEC
on the IEC Decision Form AX 06/SOP 05-B/V7.

e |If the study is approved, the Committee will determine the frequency of Continuing Review from
each investigator.

e The IEC Secretariat will list participating members in the meeting and summarize the guidance,
advice and decision reached by the IEC members.

5.3 After the Board meeting and preparing the Minutes
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e The IEC Secretariat will compose the summary of each meeting discussion and decision in a
concise and easy-to-read style in the minutes within 14 working days of the meeting day. During
epidemics/ emergency meetings it will be done as early as possible.

e The IEC Secretariat will make sure to cover all contents in each particular category to include the
following as in annexure 2 AX 02/SOP 13/V7.

5.4 Approval of the minutes

e The IEC Secretariat will check the correctness and completeness of the minutes and forward the
minutes to the IEC members/Chairperson for review within 14 working days of the meeting day.

e After obtaining approval from the Chairperson via email, the minutes will be approved and signed
by the chairperson in upcoming full board meeting.

5.5 Filing the minutes
e The IEC Secretariat will place the original signed version of the minutes in the minutes file.

e The Administrative Officer will file the IEC Decision Forms in the project files and place all
correspondence in the appropriate files.

6. Glossary

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

Majority A motion is carried out if one half plus one member of the required quorum votes in its
vote favor.

7. Annexure
Annexure 1 AX 01/SOP 13/V7 Conflict of Interest form
Annexure 2 AX 02/SOP 13/V7 Sample format for minutes of the meeting
Annexure 3 AX 03/SOP 13/V7  Template for consent for recording and attendance
Annexure 1
AX 01/SOP 13/V7

Conflict of Interest form
Date:
To,

The Chairperson,
IEC-I / IEC-II/IEC -llI,
I hereby declare the conflict of interest for the project no. EC/ /
entitled,
as:
1. lam the investigator / co-investigator/Author/study team
2. | have Financial interest
3.
4.
in the project which will be discussed in today’s meeting i.e. xxx.
Dr.
Member, IEC-I / IEC-I/IEC-III.

Chairperson,
IEC-I / IEC-II/IEC-III.

Annexure 2

AX 02/SOP 13/ V7
Sample format for minutes of the meeting

Institutional Ethics Committee-I/II/11]
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Seth GS Medical College and KEM Hospital

Meeting number XX/XXxX
Minutes of the Meeting held on xxxxxx
The minutes of the meeting no. xxxx of the Institutional Ethics Committee (IEC) =I/ll/lll, Seth GS

IEC (KEMH, Mumbai)
Valid up to 8t December 2027

Medical College and KEM Hospital held on xxxxx have been prepared by , Member
Secretary of the IEC-I/II/III.

The meeting of the IEC-I/11 /Il was held on xxx at xxx pm in the xxx Venue .

____ chaired the meeting. After making sure that the quorum was duly constituted, initiated the

meeting by welcoming all the members.

Roll call

The following IEC-I/1I/1Il members attended the meeting:

Chairperson

Member Secretary

Legal Expert
Social scientist
Lay person

CoNOUA~AWNE

Apologies were received

Basic medical scientist
Physician
Member
Member

asked the members whether anyone has any conflict
of interest in the projects to be discussed and if so, to declare the conflict.

e Discussion of points, if any arising from minutes of the last meeting held on xxxxx
circulated by email to the members.

Period 2

Issues to be discussed

A. SAEs - Lead Discussant: xxx

1. SAE at our site letter:
2. SAE/SUSAR/CIOMS/IND Safety reports from other site:
B. Discussion on SAEs minutes of the meeting scheduled on xxxxx.

1. SAE at our site letter:

Partici | Letter no./ | Type of Type of | Date | whether Causality IEC
pant ID | and date report SAE/UA | of study drug QOutco in the Opinion on
of E onset | withheld me opinion of | Causality
reporting Pl
Related / Related /
Not Related | Not Related
/Noted /Noted

2. SAE/SUSAR/CIOMS/IND Safety reports from other site:

C. To discuss Deviation report (n=xx)

D. New protocol presentation, review, discussion and reaching a consensus to approve/raise

queries

1. EC/PHARMA-xx/xxxx Sponsored By

(n=xx)

Name of the Principal Investigator:

Name of the Co-Investigators:

Title: “

”

Dept. of

(Agenda Preparation, Meeting Procedures and Recording of Minutes)
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Primary reviewers

Non-scientific members

Documents reviewed

Summary by

Recruitment
Strategy (RS)

Administrative issues

Scientific issues

Ethical issues

Final Decision af
the meeting:

Risk Benefit | Risk Categories
Assessment Q The research involves less than minimal risk to subjects.
Q The research involves minimal risk to subjects.
Q The research involves more than minimal risk to subjects.
Benefits Categories
Q The research provides no prospect of direct benefit to
individual subjects, but likely will vyield generalizable
knowledge about subject’s disorder or condition.
Q The research provides no prospect of direct benefits to
individual subjects, but likely will yield
generalizable knowledge to further society’s understanding of
the disorder or condition under study.
Q The research provides the prospect of direct benefits to
individual subjects.
Q The research provides no prospect of direct benefits to
individual subjects, to science, or to society.
Vulnerability
Approved

Minor modification MS

MS + PR
Major modification MS + PR

MS + PR+ FB

Disapproved (Reason)

Monitoring required (Reason)

protocols

» To discuss continuing review report

Review the responses forwarded by the Principal Investigator to the query letter /resubmitted

To discuss protocol/ICD amendments and other project related documents
. To discuss continuing review report, Completion, Termination

» Reminders already sent to PI for continuing review report not yet received
» To discuss Completion report
» To discuss termination report

H.

To discuss other letters related to the projects

I. IEC Site monitoring reports

Period 3:

1]
Al

ISSUES TO BE REPORTED FOR CONSIDERATION:
i) Responses forwarded by the Principal Investigator to the query letter/resubmitted protocols

reviewed and approved by the Primary reviewers /member Secretary / Chairperson (n =00)

i) Responses forwarded by the Principal Investigator to the query letter/resubmitted

protocols

reviewed by the Primary reviewers / member Secretary / Chairperson query for which needs to be
communicated to the PI (n =00)
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B] Projects Exempted from review:
C] Expedite review process done for the following projects and query letter / approval given:
D] Minor Protocol / ICD amendments and other project related documents reviewed and approved by the
IEC member Secretary and Chairperson
E] Continuing review report/ completion report/ final clinical trial report reviewed and approved by The
IEC member Secretary and Chairperson.

» Continuing review report

» Completion report:-

» Termination report:-
F] Protocol deviations reviewed and noted by the IEC member Secretary and Chairperson
G] IEC Site monitoring reports
H] Other letters reviewed and noted by the IEC member Secretary / Chairperson

2] ISSUES TO BE INFORMED TO THE MEMBERS AT FULL BOARD which are reviewed / approved by
the IEC member Secretary / Chairperson and letters already sent to the principal investigators

A. Responses forwarded by the Principal Investigator to the query letter/resubmitted protocols
B. Minor Protocol / ICD amendments and other project related documents reviewed and approved by the
IEC member Secretary and Chairperson
C. Continuing review report/ completion report/ final clinical trial report reviewed and approved by the
IEC member Secretary and Chairperson.
» Continuing review report
» Completion report:-
» Termination report:-
D. Protocol deviations reviewed and noted by the IEC member Secretary and Chairperson

Period 5:
A. Other points for discussion (n =0)
e.g.
1. Policy decisions of the meeting of IEC-I /1I/II.
2. Report of any other subcommittee or group appointed/ designated by Chairperson for
any specific or general purpose.
B. Next Meeting to be scheduled on xxxxxx
C. Other issues of interest to the members with permission of chairperson
Since there was no other business, chairperson concluded the meeting by thanking all the members.

Member Secretary Chairperson

Annexure 3
AX 03/SOP 13/ V7
Template for consent for recording and attendance

Meeting Date: XXX

Venue: XXX

Time: Xxx

| consent for recording of the IEC meeting held on xxxxx.
Sr. Name Designation in the IEC Signature with Date
No.

Chairperson

Member Secretary
Basic Medical Scientist)
Clinician

Legal Expert

Lay person

Social scientist

QINO|O AW IN
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Title: Conduct of Emergency Meeting
SOP Code: SOP 14/V7 dated 19" November 2024
Prepared by Reviewed by Approved by

Signature with date

Signature with date

Signature with date

Accepted by

Aq

Dr. Raakhi Tripathi,
Member Secretary,
IEC-I

b
e )

Dr. Nithya Gogtay,
Jt. Member
Secretary, IEC-I

A%

Dr. Manju Sengar
Chairperson, IEC-I

\p e
/ oL

\\"Aﬁd
Dr. Vyankatesh

Shivane,
Member, IEC-I

ol

Dr. Sunil Kuyare
Chairperson, IEC-II

A
\_M 04

Dr. M. G. Karmarkar

Chairperson, IEC-lII

IEC-III
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1. Purpose

The purpose of this Standard Operating Procedure (SOP) is to identify the administrative process for
preparing for an emergency meeting; and to provide instructions on the review and approval of study
activities using the Emergency Meeting Procedures

2. Scope

This SOP applies to emergency Institutional Ethics Committee (IEC) meetings. Emergency meetings
may be scheduled to approve safety / life threatening issues, SAE and other study activities that
require Full Board review.

3. Responsibility

It is responsibility of the Member Secretary in consultation with Chairperson to call an emergency
meeting. It is responsibility of the IEC secretariat to arrangement of an emergency meeting. It is
responsibility of the Chairperson/Secretary to conduct the meeting and discuss the matter with the
IEC members for the decision making.

4. Activity Table

No. Activity Responsibility
1 Call for an emergency meeting IEC Member Secretary and Chairperson
5 Arrangement of an emergency | IEC Secretariat
meeting
3 Discuss the matter and take a | IEC Members, Member Secretary and Chairperson
decision

5. Detailed instructions
5.1 Call for an emergency meeting

The Chairperson/ Member Secretary will decide to call an emergency meeting for any one
or more of the following reasons:
» Urgent issues (which, if not decided upon early could adversely affect or have adverse
impact on patient safety, public safety or national economy etc.)
» Occurrence of unexpected serious adverse event(s).
» A matter of life and death for the patients continuing in the trial.
» Other reasons, as deemed appropriate by the Chairperson.

5.2 Arrangement of an emergency meeting
Contact and inform IEC members

e The IEC Secretariat will endeavor to contact each and every IEC member and inform about
the date, time and venue of the meeting as well as the reason for calling for the meeting. For
the purpose of calling an emergency meeting, contact by telephone or email to the email
address provided by the member would be considered as sufficient.

e The IEC Secretariat/ General Manager/Deputy manager will ensure distribution of all relevant
documents to the members containing relevant information about the matter(s) for which
Emergency Meeting is scheduled or send the relevant details (incase the documents are too
many) via email.

e The General Manager/ Deputy manager will attach a separate sheet with information about
meeting date, time, phone numbers, the meeting ID humber and an attendance confirmation
form to the packets.

e The General Manager / Deputy manager will refer to and act according to the relevant SOPs
depending upon the matter under consideration.

5.3 Discuss the matter and take a decision during the meeting
e The Chairperson/Secretary will determine if there is a quorum.

e If a quorum is not met, the meeting will be postponed for 15 minutes. However, if there is no
quorum at the end of 15 minutes; the meeting would be held with a quorum of at least three
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members (other than Chairperson and including at least one scientific member) are present, given
the urgency of the matter under consideration.

e The IEC members will act according to the relevant IEC SOPs (Expedited Review, SAE review,
Review of Protocol deviations/violations etc.) for discussion and decision-making on the matter
under consideration. The minutes of the emergency meeting would be prepared, distributed,
approved and filed as described in the steps above for regular full board meeting.

6. Glossary

Emergency
meeting

An |IEC meeting that is scheduled outside of a normally scheduled meeting to
review study activities that require full IEC review and approval. In order to hold
an emergency meeting, a quorum decided earlier must be maintained throughout
the entire discussion. Emergency meetings may be held via teleconference, online
meeting, if applicable.
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Title:

Maintenance of Active Project Files

SOP Code:

SOP 15/ V7 dated 19'" November 2024

Prepared by
Signature with date

Reviewed by
Signature with date

Approved by
Signature with date

Accepted by

By

Dr. Raakhi Tripathi,
Member Secretary,
IEC-I
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Jt. Member
Secretary, IEC-I
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Dr. Manju Sengar
Chairperson, IEC-I
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Dr. M. G. Karmarkar
Chairperson, IEC-IIl
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1. Purpose

The purpose of this Standard Operating Procedure (SOP) is to provide instructions for preparation,
circulation and maintenance of active study files and other related documents approved by the
Institutional Ethics Committee (IEC).

2. Scope

This SOP applies to all active study files and their related documents that are maintained in the IEC
office.

3. Responsibility

It is the responsibility of IEC Secretariat to ensure that all study files are prepared, maintained, circulated
and kept securely for the specified period of time under a proper system that ensures confidentiality and
facilitates retrieval at any time.

4. Activity Table

No. Activity Responsibility
1 Organize the contents of the active study files IEC Secretariat
2 Maintain the active study files IEC Secretariat

5. Detailed instructions
5.1 Organize the contents of the active study files
The IEC Secretariat will:

e Submission receive in the IEC office. Preserve soft copy and one original set (hard copy) of the entire
package called as master file. A Study Master File is the file comprising all essential documents and
correspondence related to the study/protocol. Study master files should be established at the time of
initial submission.

e The study files are assigned unique identifiers (serial project no.EC/PHARMA-XX/20XX, EC/GOVT-
XX/20XX, EC/OA-XX/20XX & EC/XX/20XX.)

o All documents related to the study file are gathered, classified and combined together appropriately.

e The IEC admin will save the submissions (softcopy) which will be stored separately for IEC-I, IEC- I
& IEC-IIl on external hard (Nasbox) disk in office PC.

e The submitted hard copy protocols and the related documents will be labelled and stored in cupboard
with lock and key in separate cupboard of IEC-I, Il & 111

5.2 Maintain the active study files

The IEC Admin will:

¢ Collect and file related documents of the approved study appropriately.
e Attach an identity Label to the set of documents.

e Keep all active study documents in a secure place.

e Maintain the study files in an easily accessible, but secure place until the final report is received,
reviewed and accepted by the IEC or the matter will be discussed at Full Board by IEC.

e The soft copies of active study files stored on computer which are password protected and will be
accessible only to the IEC secretariat.

e The cupboard where hard copies of the active study files are kept will be kept in a lock and key and
will have controlled access only to the IEC secretariat.

e The active study files will be password protected and will be accessible only to the IEC secretariat.
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o If any IEC member/non-members (auditor or other authorized person) of IEC wants to have access,
they can access the project file with the help of IEC secretariat after the permission of MS/
chairperson.

e Annual subscription of appropriate anti-virus and malware protector will be availed for the soft copy
submissions.

¢ Annual maintenance of fireproof service provider and paste control provider will be availed for the
protection of hard copies.

e Send all closed study files to the archive.

6. Glossary
Active Any approved protocol, supporting documents, records containing communications and
Study File reports that correspond to each approved study.
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1. Purpose

The purpose of this Standard Operating Procedure (SOP) is to provide instructions for archival / disposal
of closed files and retrieval of documents in a secure manner while maintaining access for review by
auditors, inspectors and other authorized persons. This SOP is made to ensure protection, maintenance
and archival of its documents submitted to the IEC and confirms to the applicable regulations and
guidelines. The SOP seeks to enhance transparency, accountability, and better relationship with
stakeholders, by providing a framework for archival that can be viewed by all stakeholders.

2. Scope

This SOP applies to archiving the study files and administrative documents that are retained for at least
five years or for longer duration if specifically mandated after completion of the research/ termination of
research so that the records are accessible to auditors, inspectors and other authorized persons. Copying
files and documents for or by authorized representatives of the national authority is allowed when
required.

3. Responsibility

It is the responsibility of the Institutional Ethics Committee (IEC) Secretariat to maintain closed study files
and administrative documents.

4. Activity Table

No. Activity Responsibility

1 After receiving the notification of termination, | IEC members, secretariat

completion / final report

2 Retrieving Documents IEC secretariat

3 Disposal of closed files and copies of protocols and | IEC secretariat
documents submitted for IEC review

5. Detailed instructions:

5.1 After receiving the notification of termination, completion / final report:

e |EC Secretariat and Members will review the termination, completion / final report of the study.
o A member of the IEC Secretariat should:

o Remove the contents of the entire file from the active study folder (soft copy) to the archived
study folder.

o Remove the contents of the entire file from the active study cupboard (hard copy) to the archived
study cupboard in the archival room.

o Verify that all documents are present in an organized manner.

o The soft archived study files will be password protected and will be accessible only to the IEC
Secretariat.

o The cupboard where hard copies of the archived study files are kept will be kept in a lock and key
and will have controlled access only to the IEC secretariat with pest control and fire control.

o If any IEC member/ non-members of IEC (auditor or other authorized person) wants to have
access, they can access the project file with the help of IEC secretariat after the permission of
chairperson.

o A staff of the IEC Secretariat should

- Perform inventories of miscellaneous administrative documents.

(Archiving, retrieving and disposal of documents)
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- Send it/ them to the appropriate storage facility so that it/ they may be retrieved.

o The IEC Secretariat maintains past board membership information as well as the active
administrative documents as permanent records.

o Shift the contents (hard copy) to the archival room specifying the cupboard / shelf / location of the
files as per Annexure 3 AX 03/ SOP16/ V7.

5.2 Retrieving Documents

e The request for retrieval can only be made by an IEC member, auditor or other authorized person in
by filling up, signing and dating request form: AX 01/SOP 16/V7

e The requestor must also sign and date the log of request. (AX 02/SOP 16/V7)

e Retrieval of documents can only be done when a request is made in the request form (AX 01/SOP
16/V7) that is approved (signed and dated) by the IEC Chairperson/Member Secretary.

e For administrative purpose and while discussing / keeping the study completion report & CSR, IEC
Secretary can retrieve archived file(s) without having to require IEC Chairperson’s approval. For this
purpose the IEC secretary can authorize a staff member of the IEC secretariat to physically retrieve a
file. In such a situation, the register/ log will be signed by the IEC secretariat member physically
retrieving the file.

o A member of IEC Secretariat will retrieve archived document(s) and will return the remaining file back
to its place.

e The IEC Secretariat maintains a register with following information related to retrieval: File number,
Name and designation of individual making a request for retrieval with his/her signature, Date of
approval of request by IEC chairperson, Date and time of retrieval, Name and signature of IEC staff/
IEC Secretariat retrieving the file, Date and time of returning the file.

e The IEC Secretariat will also record, sign and date when the document has been returned and kept.
5.3 Disposal of closed files and copies of protocols and documents submitted for IEC review.

e The trial master file will be maintained in the IEC office for complete period of the study and for five
years following closure of the study. After completion of the archival period the closed files will be
shredded and disposed off in the IEC office shredding facility. However, all the copies of the research
projects and documents submitted for IEC review will be shredded by the authorized IEC personnel
after the IEC meeting without any notification to the Principal Investigator. A log book of disposed
documents will be maintained.

o After the disposal of documents, if the investigator now submits study related documents (e.g. audit
report etc.) then these documents will be noted by IEC and will be shredded within six months.

6. Glossary
Administrative Documents include official minutes of Board meetings and the Standard Operating
Documents Procedures, both historical files and Master Files, Account related documents as.
Closed Study | Any approved protocol, supporting documents, records containing
File Communications and reports that correspond to a study which is completed or

terminated or discontinued or suspended or not initiated.

7. Annexure

Annexure 1 AX 01/SOP 16/V7 Document Request Form
Annexure 2 AX 02/SOP 16/V7 Log of Requested IEC Documents
Annexure 3 AX 03/SOP 16/V7 Template Log of archived files and their location

(Archiving, retrieving and disposal of documents)
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SOP 16/V7
Effective from 09" December 2024

Annexure 1
AX 01/SOP 16/V7
Document Request Form

IEC (KEMH, Mumbai)
Valid up to 8" December 2027

Name of Document requested:

Requested by: Name:

[ ] Chairperson [ ]1EC Secretariat [_]IEC Member

[ ]1EC Secretariat staff [ ] Authority [ ] Others

Purpose of the request:

Signature of person requesting and date
date

Annexure 2
AX 02/SOP 16/V7
Log of requested IEC Documents

Signature of Member Secretary/ Chairperson and

No File Name and Date Date of Retriev Returned Archived
Number Designation of | Requested | approval ed by Date by
and person (Name, (Name,
Document | requesting with Signatu Signature
his/her re and and Date)
sighature Date)
Annexure 3
AX 03/ SOP 16/V7
Template Log of archived files and their location
IEC Project Protocol Date of Date of Location of File Proposed Sighature
registration ID completion | Archival Date of of IEC
number Cupboard | Shelf | Shredding | Secretariat
No. No.

(Archiving, retrieving and disposal of documents)
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SOP 17/V7 IEC (KEMH, Mumbai)
Effective from 9" December 2024 Valid up to 8" December 2027

1. Purpose

The purpose of this SOP is to describe procedures for dealing with any grievance put forth by research
participant/s regarding their rights or to resolve their queries and / or complaint/s that is/are related to
their participation in research approved by the Institutional Ethics Committee (IEC).

2. Scope

This SOP applies to handling of requests for information/ complaints made by participants concerning
the rights and well-being of the research participants participating in research studies by the IEC.

3. Responsibility

It is the responsibility of the IEC Secretariat and Chairperson/ Member Secretary to provide the
information asked by research participants or to address any injustice that has occurred, if any
complaints are received.

4. Activity Table

No. Activity Responsibility

1. | Receiving the query/complaint from research IEC Member Secretary/ Members/
participant IEC Secretariat

2. | Initiating process to identify the problem Chairperson/ Member Secretary

3. | Deliberations to arrive at solution IEC Chairperson/ Member Secretary/

Members
4. | Communication with the research participant IEC Secretariat
5. | File to the request document IEC Secretariat

5. Detailed instructions:

e A grievance, complaint or query, from a research participant will be accepted by the IEC
Secretariat and forwarded to the IEC Member Secretary after entering into the Participant’s
grievance / Complaint Record Form (AX 01/ SOP17/V7)

e The Member Secretary may receive a grievance, complaint or query directly from the
participant. He/she will record it in the grievance /complaint record form AX 01/SOP 17/V7 and
notify the IEC Secretariat.

e Participant’s grievance /Complaint record form AX 01/SOP 17/V7 is available at the reception /
OPD counters of KEM Hospital and at all the clinical trial sites.

e The Member Secretary will additionally ascertain details of the grievance / complaint by
examining any relevant documents and by interviewing the participant if necessary. If required,
the Member Secretary will call for additional relevant information and documents from the
Principal Investigator (PI).

e The IEC Secretariat will inform the Chairperson about the grievance, query or complaint
received from the research participant.

e In case of a request for additional information or clarification, the Member Secretary in
consultation with the Chairperson will provide the information himself / herself or will designate
one or more IEC member(s) to provide such information.

5.1 Participant Grievance redressal policy

In case of a complaint received from a research participant, the Member Secretary, in consultation with
the Chairperson will initiate a process to address any injustice that may have occurred. Depending on
the seriousness of the matter, the Chairperson will direct the Member Secretary to:

(Responding to Research Participant’s Grievance or Complaint) SOP17_Page 2 of 5



SOP 17/V7 IEC (KEMH, Mumbai)
Effective from 9" December 2024 Valid up to 8" December 2027

Appoint a subcommittee of two or more IEC members (at least 1 IEC member should be non-affiliated)
for enquiry in order to resolve the matter.

Call an emergency meeting of two or more IEC members for discussion or

Consider the matter for discussion at the next full board meeting.

The Member Secretary/ designated IEC members will assess the situation and mediate a dialogue
between the research participant and PI in an attempt to resolve the matter.

The IEC will insist on factual details to determine the gap, if any, between truth and individual
perception.

Call an mediator or arbitrator as required

Report writing and documentation of the facts.

Prepare recommendation to the research participant.

The final decision will be taken by the Member Secretary in consultation with the Chairperson based on
the recommendation of any one of the above and it will be informed to the research participant and the PI
by the IEC Secretariat.

The information including any action taken or follow-up and final decision will be recorded in the form AX
01/ SOP 17/V7 and the form is signed and dated.

The IEC members will be informed about the action taken and the outcomes in the forthcoming IEC
meeting and will be documented in the minutes of the meeting.

The IEC Secretariat will place all documents in the separate file labeled as Research Participant
Grievance and redressal actions.

6. Annexure
Annexure 1 AX 01/SOP 17/V7 Participant’s Grievance / Complaint Record Form
Annexure 1
AX 01/SOP 17/V7
Participant’s Grievance / Complaint Record Form
Date:
Received by:

Grievance received |  Letter / Date:
through U E-mail / Date:

U walk-in / Date / Time:
U Other, specify:

Participant’s Name:

Contact
Address:

Phone:

Title of the
Participating
Study:

of

Starting date

participation:

Information
requested/
complaint/query
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Action taken:

Final Decision:

Signature of the IEC Member Secretary

Date
HeJeldeleh ¢

TTHH o ¢ /THAHTIT 2b/dY b
gfasmeft i Rreraa 3t

SaRT uTed:

Qox/ A
Qe airw:
2 Q are-za1/ak@/ada:
Qsea, Afdse &

& ATETH I 9o

gfastreft & AT
HUSh FY:

YT et aTer
3TETTA T ANV
graemeft glarelr
IR aira:
ATAY IS FATTHRY /
RIeprrd /| [odre

hTLATS T quTeT;

Jfeas faoiy

Afaear afadr e afia & gedner:
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SOP 18/V7 IEC (KEMH, Mumbai)
Effective from 9" December 2024, Valid up to 8™ December 2027

1. Purpose

The purpose of this Standard Operating Procedure (SOP) is to provide guidelines for dealing with the
appeal/complaint made by the investigator (Principal Investigator (PI) / Co-Investigator from KEMH as
per the (PI definition refer section SOP5-A V7 section 5.1.1 & 5.1.2) against the IEC office /members.

2. Scope:

This SOP applies to handling of appeal/complaint made by the investigator (principal investigator, co-
investigator) against the IEC office/ members. The investigator/s may submit the appeal/complaint to
IEC office/ IEC Chairperson/ Member Secretary to the Head of the Institution.

3. Responsibility:

It is the responsibility of the IEC to adhere to the principles of fairness, confidentiality, integrity and
prevention of detriment while addressing appeal/ investigating the complaints by investigators.

It is the responsibility of the Member Secretary in consultation with the Chairperson to initiate a
process to give information to the participants or to identify and address any injustice that has
occurred if complaints are received from investigators.

4. Activity Table

No. Activity Responsibility

1. | Receiving the appeal/complaint from IEC Members Secretary/ IEC
investigators Secretariat

2. | Initiating process to identify the problem IEC Member secretary/ Chairperson

3. | Deliberations to arrive at solution IEC Chairperson/ Member Secretary/

Members
4. | Communication with the investigator IEC Member Secretary/ IEC Secretariat
5. | File the request document IEC Secretariat

5. Detailed instructions:

5.1 Receiving the appeal/complaint from investigators

e |EC secretariat will receive a request, complain or appeal by the investigator directly or via Letter /
email written to Head of the Institution.

e The annexure 1, AX 01/SOP 18/V7 will be filled and forwarded by the IEC secretariat to the member
secretary/chairperson.

5.2 Initiating process to identify the problem

e The Member Secretary /IEC Secretariat will call for relevant information and documents from the
Investigator, as required.

e In case of a request for additional information or clarification, the Chairperson/ Member Secretary
may decide to provide the information himself/herself or will designate one or more IEC member
to provide such information. The IEC Secretariat will make all documents relevant to the request,
available to the Chairperson/ designated member.

5.3 Deliberations to arrive at solution

e The Member Secretary/ designated IEC members will assess the situation and mediate a
dialogue between the investigator and member/ IEC office representative against whom complaint
is lodged in an attempt to reach the amicable solution.

e The Chairperson / Member Secretary may consider the matter for discussion at the next full board
meeting or call an emergency meeting of two or more IEC members for discussion in order to
resolve the matter.

e The IEC will insist on factual details to determine gap, if any, between truth and individual
perception.

e The Head of the institution if involved in the matter by investigator will be informed about the
deliberations between investigator/s and IEC and the final decision on the matter. The
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suggestions/ recommendations of the Head of the institution will be followed by IEC and the
investigator/s.

e If the mutual agreement regarding workable solution is reached the matter will be considered as
resolved.

e If there is no mutual agreement and matter is not resolved, a meeting will be called as soon as
possible with Head of the institution and Chairperson and Member secretary and / or IEC member
and the concerned investigator/s to resolve the matter.

e The information of all these meetings including any action taken or follow-up will be recorded in
the form AX 01/SOP 18/V7 and the form is signed and dated.

5.4 Communication with the investigator

e The final decision will be informed to the investigators by the IEC Secretariat.

e The IEC members will be informed about the action taken and the outcomes in the forthcoming
IEC meeting.

5.5 File the request document

e The IEC Secretariat will place all documents in the relevant study file.

6. Annexure
Annexure 1 AX 01/SOP18/V7 Complaint/ Appeal Record Form

Annexure 1
AX 01/SOP 18/V7
Complaint / Appeal Record Form for Investigators

Date:

Received by:

Complaint/ Appeal
received through:

Letter to Head of the Institution:

Letter /Date:

E-mail /Date:

Walk-in / Date /Time:

O O 0O 0 O

Other, specify:

Investigator’s Name:

Contact address:

Phone:

Details of
complaint/appeal:

Deliberations with
investigators:

Actions taken:

Outcome:

Signature of the IEC Member Secretary/ Chairperson:
Date:
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1. Purpose

The purpose of this Standard Operating Procedure (SOP) is to describe the type of research projects
for which the Institutional Ethics Committee (IEC) may grant waiver for requirement of obtaining
written informed consent and the format of the application form to be used by the investigators for
requesting waiver of consent. The Application Form AX 01/SOP 19/V7 is designed to standardize the
process of applying for consent waiver.

2. Scope

This SOP applies to all protocols with a request of granting consent waiver submitted for review by
the IEC. The decision should be taken by the IEC members during expedited review or at the Full
Board meeting.

3. Responsibility

It is the responsibility of the IEC Secretariat to manage waiver of consent application form. The
Member Secretary/ Chairperson/ Primary reviewers to review and take a decision regarding the
waiver of consent application. It is the responsibility of the IEC secretariat to communicate the
decision to the investigator.

4. Activity Table

No. Activity Responsibility
1 | Receive the submitted documents. IEC Secretariat
2 | Review of protocol and application for waiver of consent IEC Members
3 | Decision regarding waiver of consent IEC Members at
Full Board meeting
4 | Communicate and record the decision to the Investigator IEC Secretariat

5. Detailed instructions

Receive the submitted documents.

e When a request for waiver of consent is submitted by the Principal Investigator to the IEC
secretariat, in the given format AX 01/SOP 19/V7 stating the reasons for the consent waiver. The
IEC Secretariat will check if the concerned documents are filled completely, and the required list
of documents is enclosed and forward the package to the member secretary /chairperson.

Review of protocol and application for waiver of consent

v' The IEC Primary reviewer / Member Secretary /Chairperson will review the request taking
into consideration the types of studies for which waiver of consent may be granted. (Criteria
stated on the back of the annexure AX 01/SOP19/V7).

v The IEC will ensure that there are adequate mechanisms described in the protocol for
protection of the identity of the research participants and maintaining confidentiality of the
study data. This is necessary as the participant cannot be assured directly about
confidentiality of health data through a formal informed consent process, when consent
waiver is granted.

Decision regarding waiver of consent

v’ The decision regarding approval/disapproval of waiver is informed to the principal
investigator in writing. If the waiver is not granted, the IEC will provide reasons for the same.

v' The decision whether to grant the waiver is taken and will be inform in the upcoming full
board meeting.

6. Annexure
Annexure 1 AX 01/SOP19/V7 Application form for requesting waiver of consent
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Annexure 1
AX 01/SOP 19/V7
Application form for requesting waiver of consent
IEC NO. Of the Project: ..o
Principal Investigator’'s Name: ....................., Department: .........coooieiiiiiiiiiienenn.
B I A= ) T 0 [T o P

wn e

5. Request for waiver of informed consent:

e Please check the reason(s) for requesting waiver (Please refer the back of this annexure for criteria that
will be used by IEC to consider waiver of consent).
a. Research involves ‘not more than minimal risk’.
b. There is no direct contact between the researcher and participant.
c. Emergency situations as described in ICMR Guidelines (ICMR 2017 Guidelines), National

Guidelines for Ethics Committees Reviewing Biomedical & Health Research.

d. ANy Other (PlEaSE SPECIY ) 1u.veiiiii e

o State the measures described in the Protocol for protecting confidentiality of data and privacy of
research participants

Signature with date of Principal INVeStigator: ..o e e
Final decision at full board meeting held ON: ... e
Waiver granted: Yes [ | No[]

o) el =101 (=Te M 1T o] oI U PPSPN

Signhature of the Chairperson/Member Secretary With Date: ........cooviiiiii e

Type of research projects which may qualify for consent waiver: A request to waiver written informed
consent must be accompanied by a detailed explanation. The investigator is also required to provide assurance
regarding protection of identity of research participants and maintenance of confidentiality about the data of the
research participants. The following criteria (ICMR 2017 & National Guidelines for Ethics Committees Reviewing
Biomedical & Health Research) must be met for a research project so that it can qualify for granting a waiver of
both written and verbal consent.

1. The proposed research presents no more than minimal risk to participants. (ICMR guidelines 2017, National
Guidelines for Ethics Committees Reviewing Biomedical & Health Research) e.g. a retrospective review of
patient case records to determine the incidence of disease/ recurrence of disease. [Minimal risk would be
defined as that which may be anticipated as harm or discomfort not greater than that encountered in routine
daily life activities of general population or during the performance of routine physical or psychological
examinations or tests. However, in some cases like surgery, chemotherapy or radiation therapy, great risk
would be inherent in the treatment itself, but this may be within the range of minimal risk for the research
participant undergoing these interventions since it would be undertaken as part of current everyday life.

2. When it is impractical to conduct research, since confidentiality of personally identifiable information has to be
maintained throughout research as maybe required by the sensitivity of the research objective. (ICMR
2017guidelines, National Guidelines for Ethics Committees Reviewing Biomedical & Health Research).

e.g. conducting interviews with citizens about their religious beliefs/ people with HIV and AIDS/conducting phone
interviews with homosexuals.

The only record linking the participant and the research would be the consent document and when there is a
possible legal, social or economic risk to the participant entailed in signing the consent form as they might be
identified as such by signing the consent form, the requirement for obtaining consent can be waived of by the
IEC.

[In case of telephonic interviews, waiver of written informed consent may be requested but this does not mean
that verbal consent cannot be utilized].

The following points need to be considered.

a. The following documents need to be submitted for the IEC review.
e A script for verbal consent - a verbal consent script provides all of the elements of consent in a more
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informal style. In addition, each subject should be provided with an information sheet that describes the
study and gives contact names and numbers.
e The interview schedule (questions to be asked???) will confirm that the interview is a simple 5-minute
call and that no questions are asked that compromise a person’s confidentiality or position.

b. Normally, investigators will be asked to keep a log of those who were approached about the study and
offered verbal consent. A simple chart can indicate the participants as participant 1, participant 2, and
participant 3. A column can indicate that verbal consent was given and a date. Since a specific number of
study participants are to be recruited. It is important that investigators keep some record to indicate that
they are not enrolling more participants than they originally requested.

. Research on publicly available information, documents, records, work performances, reviews, quality
assurance studies, archival materials or third-party interviews, service programs for benefit of public having a
bearing on public health programs, and consumer acceptance studies. (ICMR 2017 guidelines, National
Guidelines for Ethics Committees Reviewing Biomedical & Health Research).

. Research on anonymized biological samples from deceased individuals, left over samples after clinical
investigation, cell lines or cell free derivatives like viral isolates, DNA or RNA from recognized institutions or
qualified investigators, samples or data from repositories or registries etc. (ICMR 2017 guidelines, National
Guidelines for Ethics Committees Reviewing Biomedical & Health Research).

. In emergency situations when no surrogate consent can be taken. (ICMR 2017 guidelines, National
Guidelines for Ethics Committees Reviewing Biomedical & Health Research) When consent of
person/patient/responsible relative or custodian/team of designated doctors for such an event is not possible,
the IEC can allow waiver of consent for recruiting participant in a research study. However, information about
the intervention should be given to the patients whenever he/she gains consciousness or to relative/legal
guardian when available later.
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1. Purpose
The purpose of this Standard Operating Procedure (SOP) is to describe procedures to review
proposals involving vulnerable populations. The SOPs provide clear, unambiguous instructions so
that the related activities of the Board are conducted in accordance with Indian laws and relevant,
National and International Guidelines. It describes the requirements concerning review of research
that involves groups that could be potentially vulnerable to coercion in regard to autonomy, and
present conditions that may affect risk/benefit determinations or bearing unequal burden in research.

2. Scope
This SOP covers the policies and procedures applied to all research dealing with vulnerable
population submitted to the IEC.

3. Responsibility

» |tis the responsibility of the Secretariat of IEC to maintain up-to-date tools for review of research
pertaining to vulnerable groups based on new and evolving applicable regulations and
guidelines.

= |EC Chairperson/ Member Secretary is responsible for ensuring that IEC members are well
versed in new and evolving regulations and guidelines pertaining to vulnerable populations, for
selecting primary reviewers with appropriate expertise to conduct the reviews of such research,
and for securing appropriate consulting expertise as needed for selected reviews.

» |EC member is responsible for conducting appropriate review of research planned for vulnerable
populations, including an assessment of potential for coercion, in consultation with any
appropriate experts and resources as described in this SOP.

3.1 IEC Secretariat of the Institutional Ethics Committee will perform following task

« Maintain on file the updated checklist (1-8) which conforms to applicable regulations and
guidelines.

» Document review of risk assessment in IEC minutes for the protocols involving vulnerable
population.

= Confirm that the complete informed consent and assent documents as relevant.

3.2 Chairperson / Member Secretary will:
Select appropriate primary reviewer(s).
3.3 IEC members will:

» Complete checklist during review of research with vulnerable populations and present

recommendations at the convened meeting.

4. Activity Table

No. Activity Responsibility
1. Reviewing the protocol with vulnerable | Any member of IEC and designated
population reviewer, IEC secretariat or
administrative staff
2. Appoint one or more reviewers Chairperson/ Member Secretary
3. | Review the protocol IEC members

(Reviewing proposals involving vulnerable Populations) SOP 20_Page 2 of 13



SOP 20/V7 IEC (KEMH, Mumbai)
Effective from 9" December 2024 Valid up to 8" December 2027

5. Detailed instructions
5.1 Reviewing the protocol with vulnerable population

Vulnerable persons are those who are relatively (or absolutely) incapable of protecting their own
interests. More formally, they may have insufficient power, intelligence, education, resources,
strength, or other needed attributes to protect their own interests. Individuals whose willingness
to volunteer in a research study may be unduly influenced by the expectation, whether justified or
not, of benefits associated with participation, or of a retaliatory response from senior members of
a hierarchy in case of refusal to participate may also be considered vulnerable. Examples are
members of a group with a hierarchical structure, such as medical, pharmacy, dental and nursing
students, subordinate hospital and laboratory personnel, employees of the pharmaceutical
industry, members of the armed forces, and persons kept in detention. Other vulnerable persons
include patients with incurable diseases, people in nursing homes, unemployed or impoverished
people, patients in emergency situations, ethnic minority groups, homeless people, nomads,
refugees, minors, and those incapable of giving consent. This list may not be exhaustive as there
may be circumstances in which other groups are considered vulnerable, women for example, in
an orthodox patriarchal society.

The protocol should be reviewed keeping in mind the following points when it concerns research

that involves groups that could be potentially vulnerable to coercion

e measure to protect autonomy,

e risk/benefit determinations with respect to the vulnerability

¢ bearing unequal burden in research.

Any member of the IEC or Secretariat who would be dealing with such protocols should be well

versed with the potential harm or risk of such population participating in the study. The checklist

for different vulnerable population is being provided in Annexure (1-8). Special justification is
required for inviting vulnerable individuals to serve as research participants and, if they are
selected, the means of protecting their rights and welfare must be strictly applied.

5.2 Appoint the Reviewers

The Chairperson will appoint two or more members of the IEC who have a thorough

understanding of the ethical review process and experience in the field of research to review

such type of protocols. The reviewers should be familiar and trained in the concept of
vulnerability and protections for participants with diminished autonomy.

IEC Secretariat duties

e Provide a suitable checklist according to the participants to be recruited in study to the
investigator. Inform the investigator to download the appropriate application form and informed
consent document/ assent form. If the checklists are not available the investigators want to
include vulnerable population in the study. They have to mention in the protocol details
regarding justification of including the vulnerable population for the study, risk and benefits to
the study participants along with mechanism of minimizing risks, measures to protect their
autonomy, measures for recruitment of such participants along with measures taken for
protection of privacy and confidentiality.

e [EC can recommend for written / verbal Informed consent /audio —visual consent /audio
consent (leprosy patients) in the vulnerable population. This decision will be taken on case to
case basis. All the protocol dealing with vulnerable population will be considered for Full Board
review.

e Provide appropriate reference material or help reviewer to locate such material related to
vulnerable populations when specifically requested for, by a reviewing member.

5.3 Review the protocol

¢ [EC Members will review the protocol and the informed consent document or assent form.

e The member secretary will confirm that the IEC recommendations have been incorporated in
the revised protocol and in the final draft of informed consent document or assent form.

e Research involving vulnerable populations will not be considered for expedited review or
exemption from review.

Approval of the protocol

o The final version of the protocol will be approved by the board with the appropriate checklist
as given in annexure (1- 8).

o Wherever necessary the IEC approval should state that if in future the vulnerability status of
the participants changes for e.g.; unconscious patient gaining consciousness, then the
protocol and ICD should be amended and resubmitted to the IEC for reconsideration and
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approval Following which the participant should be re-consented and reconsidered for the

same.
6. Glossary

SOP Detailed, written instructions, in a certain format, describing activities and actions
(Standard undertaken by the IEC to achieve uniformity of the performance of a specific function.
Operating The aim of the SOPs and their accompanying checklists and forms is to simplify the
Procedure) functioning, whilst maintaining high standards of Good Clinical Practice.

IEC members

Individuals serving as regular members of the Institutional Ethics Committee. The
Committee has been constituted in accordance with the EC membership requirements set
forth in NDCTR,2019.

Vulnerable Vulnerable persons are those who are relatively (or absolutely) incapable of protecting their

population own interests. More formally, they may have insufficient power, intelligence, education,
resources, strength, or other needed attributes to protect their own interests.

Children are persons who have not attained the legal age for consent to treatments or

Children procedures involved in the research, under the applicable law of the jurisdiction in which the
research will be conducted.

Assent Assent means a child's affirmative agreement to participate in research. Mere failure to
object should not, absent affirmative agreement, be construed as assent.

Pregnancy encompasses the period of time from implantation until delivery. A woman shall
be assumed to be pregnant if she exhibits any of the pertinent presumptive signs of

Pregnant pregnancy, such as missed menses, until the results of a pregnancy test are negative or

women until delivery.

Fetus Fetus means the product of conception from implantation until delivery.

Viable fetus Viable, as it pertains to the neonate, means being able, after delivery, to survive (given the
benefit of available medical therapy) to the point of independently maintaining heartbeat and
respiration.

Non viable Nonviable neonate means a neonate after delivery that, although living, is not viable.

fetus

Neonate Neonate means a newborn.

Mentally Mentally incapable to give consent due to the situation /condition

impaired

persons

Situational Disasters create vulnerable persons and groups in society, particularly so in disadvantaged

vulnerability communities,

Harm is a negative safety or health consequence; any detrimental effect of a
significant nature

Risk “chance”/probability that harm can occur

7. Annexure

Annexure 1 AX01/SOP 20/V7 Checklist—Requirements for Research Involving Children

Annexure 2 AX02/SOP 20/V7 Checklist—-Requirements for Research Involving Pregnant Women &
Fetuses

Annexure 3 AX03/SOP 20/V7 Checklist- Research Involving Cognitively Impaired Adults

Annexure 4 AX04/SOP 20/V7 Checklist-Research Involving Students, Employees or Residents

Annexure 5 AX05/SOP20/ V7 Checklist- Considerations for Genetic Research

Annexure 6 AX06/SOP 20/V7 Checklist- Requirements for Research involving terminally ill patients

Annexure 7 AX07/SOP 20/V7 Checklist- Considerations for Research in HIV participant

Annexure 8 AX08/SOP 20/V7 Checklist- Requirements for Research involving economically/socially
backward/illiterate patients

Annexure 9 AX09/SOP 20/V7 Checklist—Requirements for Research involving elderly patients

Annexure 10 | AX10/SOP 20/V7 Checklist—-Requirements for Research involving
institutionalized/Refugees/Migrants/Homeless

(Reviewing proposals involving vulnerable Populations)
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Checklist-Requirements for Research Involving Children

INVESHIQAtOr: .ouiie s IEC No. of the Project: ........coooiiiiiiiiiiiinns
I (0 Lo I = R
For the Principal Investigator IEC Office
RISK DETERMINATION BENEFIT ASSESSMENT IEC ACTION
0 Minimal * [] Direct benefit Approvable
[] No direct benefit
0 Greater than minimal risk | [] Potential to child Approvable

[l Greater than minimal risk

[] No direct benefit to individual offer
general knowledge about the child’s

condition or disorder.

Approvable case —by- case

*%

* Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research
are not greater than those ordinarily encountered in daily life or occurring during the performance of
routine physical or psychological examinations or tests.

** Risk may not be more than a minor increase over minimal risk, consent of both parents is required under

normal circumstances.
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Yes No NA

Does the research pose greater than minimal risk to children? 0 0 0

If yes: Are convincing scientific and ethical justifications given? 0 0 0

If yes: Are adequate safeguards in place to minimize these risks? O O 0

Does the study involve normal volunteers? 0 0 N

If yes: Is the inclusion of normal volunteers justified? 0 0 0

Are the studies conducted on animals and adults appropriate and justified? 0 0 0

If No: Is the lack of studies conducted on animals and adults justified? 0 0 0

Will older children be enrolled before younger ones? 0 0 0

Is permission of both parents necessary? 0 0 0

If Yes: Are conditions under which one of the parents may be considered: “not O O 0

reasonably available” described?

If Yes: Are the conditions acceptable? 0 0 0

Will efforts be made ensure that parents’ permission to involve their children in O O 0

research studies is free from coercion, exploitation, and /or unrealistic promises?

Are provisions made to obtain the assent of children over 7 and, where O O 0

appropriate, honoring their dissent?

Are provisions made to protect subjects’ privacy and the confidentiality of O O 0

information regarding procedures?

Are there special problems that call for the presence of a monitor or IEC member O O 0

during consent procedures?

Are special needs of adolescents such as counseling and confidentiality accounted O O O

for in the research design?

Are there any special problems such as confidentiality and reporting that might O O 0

arise in sensitive research about child abuse or sexual practices of teenagers?

Does the research involve implications for other family members? (for example, O O 0

genetic risk, HIV infection, Hepatitis C)

If Yes: Are there adequate mechanisms in place to deal with other members of the O O O

family?

Are parents required to be present during the conduct of the research? (Are O O 0

proposed participants to be very young? Are the procedures involved painful? Must

the subject stay overnight in the hospital when they otherwise would not have to?)

Recruitment strategies for paediatric studies: 0 0 0

a. OPD or IPD

b. By a qualified pediatrician or neonatologist

c. From the departmental database

d. From the well baby clinic

e. Any other

Signature of Principal Investigator: .........cooooiiiiiiiiii Date: oo
IEC Office use only

Comments

Primary Reviewer Signature & Date:

Annexure 2
AX 02/ SOP 20/V 7
Checklist-Requirements for Research Involving Pregnant Women & Fetuses

INVeSHIgAtOr: . .o IEC No. of the Project: ...,
S 00 I =

THIS RESEARCH INVOLVES PREGNANT WOMEN OR FETUSES

No. | | Yes | No | NA |
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Where scientifically appropriate, preclinical studies, including studies on pregnant
animals, and clinical studies, including studies on non-pregnant women, have been
conducted and provide data for assessing potential risks to pregnant women and
fetuses;

The risk to the fetus is not greater than minimal, or any risk to the fetus which is
greater than minimal is caused solely by interventions or procedures that hold out the
prospect of direct benefit for the woman or the fetus;

w

Any risk is the least possible for achieving the objectives of the research;

O

O

O

The woman'’s consent or the consent of her legally authorized representative is
obtained in accord with the informed consent provisions, unless altered or waived.

The woman or her legally authorized representative, as appropriate, is fully informed
regarding the reasonably foreseeable impact of the research on the fetus.

No inducements, monetary or otherwise, will be offered to terminate a pregnancy;

Women'’s participation in the research will not have an effect on the decisions by
investigator with respect to the timing, method or procedures used to terminate a
pregnancy; and

The decision of investigator determining the viability of a fetus will not have an effect if
the women participates in the research.

Fetuses of uncertain viability

Yes

No

NA

Does the research hold out the prospect of enhancing the probability of survival of
the particular fetus to the point of viability, and any risk is the least possible for
achieving the objectives of the research;

OR

The purpose of the research is the development of important biomedical knowledge
which cannot be obtained by other means and there will be no risk to the fetus
resulting from the research;

The legally effective informed consent of either parent of the fetus or, if neither parent
is able to consent because of unavailability, incompetence, or temporary incapacity,
the legally effective informed consent of either parent’s legally authorized
representative is obtained.

Nonviable fetuses

Yes

No

NA

=

Vital functions of the fetus will not be artificially maintained;

O

O

O

n

There will be no risk to the fetus resulting from the research;

O

O

O

The purpose of the research is the development of important biomedical knowledge
that cannot be obtained by other means; and

The legally effective informed consent of both parents of the fetus will be obtained
except that the waiver and alteration provisions do not apply. However, if either parent
is unable to consent because of unavailability, incompetence, or temporary
incapacity, the informed consent of one parent of a nonviable fetus will suffice to meet
the requirements of this paragraph. The consent of a legally authorized representative
of either or both of the parents of a nonviable fetus will not suffice to meet the
requirements of this paragraph.

Signature of Principal Investigator: ...........coooiiiiiiiiiiiins Date: .oovieiiiii

IEC Office use only

Comments

Primary Reviewer Signhature & Date:
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Effective from 9" December 2024 Valid up to 8" December 2027
Annexure 3
AX 03/ SOP 20/ V7
Checklist- Research Involving Cognitively Impaired Adults
INVESHIgAtOr: .. IEC No. of the Project: ...,
S (0o Y I = PP

e The purpose of this checklist is to provide support for IEC members or the Designated Reviewer when
reviewing research involving cognitively impaired adults as subjects.

1. For review, using this checklist is to be completed by the Designated Reviewer to document
determinations required by the regulations and protocol specific findings justifying those
determinations and retained.

2. For review using the convened IEC is to document determinations required by the regulations and
protocol specific findings justifying these determinations.

1. | Research Involving Cognitively Impaired Adults in which there is Anticipated Direct Benefit to
the subject (All items must be “Yes”)

One of the following is true (Check the box that is true) U Yes J No

The risk to the participants is presented by an intervention or procedure
that holds out prospect of direct benefit for the individual subject.

More than minimal risk to participants is presented by monitoring
procedure that is likely to contribute to the participants well — being.

The risk is justified by the anticipated benefit to the participants. 0 Yes [J No
The relation of anticipated benefit to the risk is at least as favourable to the [l Yes 0 No
participants as that presented by available alternative approaches.

The proposed plan for the assessment of the capacity to consent is adequate. [0 Yes 00 No
Assent is required of: (One of the following must be “Yes”) [l Yes 0 No

One of the following is true (Check box that is true)

All participants

All participants capable of being consulted.

None of the participants
The consent document includes a signature line for a legally authorized O Yes [0 No
representative.
2. | Research Involving Cognitively Impaired Adults in which there is No Anticipated Direct Benefit
to the subject (All items must be “Yes”)

The proposed plan for the assessment of the capacity to consent is adequate. | [1 Yes [0 No
The objectives of the trial cannot be met by means of study of participants O Yes [0 No
who can give consent personally.
The foreseeable risks to the participants are low. [ Yes [0 No
The negative impact on the participants’ well-being is minimized and low. [J Yes [J No
The trial is not prohibited by law. [0 Yes [l No
Participants have a disease or condition for which the procedures in the [1 Yes 0 No
research are intended.
Participants will be particularly closely monitored. [0 Yes [0 No
Participants will be withdrawn if they appear to be unduly distressed. [0 Yes [0 No
The proposed plan for the assessment of the capacity to consent is adequate. | [1 Yes [l No
Assent is required of (One of the following must be “Yes”) [0 Yes [l No
One of the following is true (Check box that is true)

All participants

All participants capable of being consulted.

None of the participants
The consent document includes a signature line for a legally authorized [J Yes [J No

representative.

(Reviewing proposals involving vulnerable Populations) SOP 20_Page 8 of 13
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Signature of Principal Investigator: .........ccoooiiiiiiii Date: .o

IEC Office use only

Comments

Primary Reviewer Signature & Date:

Annexure 4
AX 04/SOP 20/V 7
Checklist-Research Involving Students, Employees or Residents

INVESHIQAtOr: .o s IEC No. of the Project: ...,
T80 Y 11 = P

Participants who are students, employees or residents require special considerations.

Does the employer or supervisor of the research participant need to be aware of the [J Yes 00 No
research project?
Is there a letter of support from the employee\administrator? 0 Yes 0 No
Have the participants been assured that their status (education, employment, and/or O Yes 1 No
promotion) will not be affected by any decision to participate or not?

Have the risks to participants been minimized? [ Yes [ No

Have participants been assured that participation is voluntary (no signs of coercion)? | [ Yes [] No

Have participants been assured that confidentiality will be protected or maintained? [ Yes 0 No
Signature of Principal Investigator: .........ccooiiiiiiiiiie Date: oo

IEC Office use only

Comments

Primary Reviewer Signature & Date:

Annexure 5
AX 05/SOP 20/V 7
Checklist-Considerations for Genetic Research

INVESTIGAtor: .. v IEC No. of the Project: .........ocooiiiiiiiinnn,
10 Y 11 =
Yes No
1. | Will the samples be made anonymous to maintain confidentiality? 0 0
2. | Has the investigator established clear guidelines for disclosure of 0 O
information, including interim or inconclusive research result?
3. | Has the appropriateness of the various strategies for recruiting participants | 0
and their family members been considered?
4. | Does the proposed study population comprise family members? 0 O
5. | Will family members be implicated in the studies without consent? 0 O
6. | Will the samples be destroyed in the future? 0 0
7. | Is genetic counseling being offered? 0 O

(Reviewing proposals involving vulnerable Populations) SOP 20_Page 9 of 13
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Signature of Principal INVestigator: ... . ..o Date:

IEC Office use only

Comments

Primary Reviewer Signature & Date:

Annexure 6
AX 06/SOP 20/V7
Checklist-Requirements for Research involving terminally ill patients

INVESHIgAtOr: . i IEC No. of the Project: ........coooiiiiiiiiiiins
S (0 Lo I = PP

Yes | No | NA

Does the research pose greater than minimal risk to terminally ill patients?

If yes: Are convincing scientific and ethical justification given?

If yes: Are adequate safeguards in place to minimize these risks?

Are appropriate studies that have been conducted on animals and adults justified?

If No: Is the lack of appropriate studies conducted on animals and adults justified?

Do the anticipated benefits justify requiring the subjects to undertake the risks?

Is the inclusion of vulnerable population warranted?

Can the research question be answered by using a non-vulnerable population?

Will efforts be made to ensure that participants are free from coercion, exploitation, and/or
unrealistic promises?

Are provisions made to obtain the consent?

Are provisions made to protect participant’s privacy and the confidentiality of information
regarding procedures?

Are there special problems that call for the presence of a monitor or IEC member during O 0 0
consent procedures?

[l e e e i (e i i |
[ En e e e (e e |
[ En e e e (e e |

O
O
O

O
O
O

Are special needs of counseling and confidentiality accounted for in the research design? 0 0 0

Are there any special problems such as confidentiality and reporting that might arise in this O 0 0

research?

Signature of Principal Investigator: ..o, Date: oo

IEC Office use only
Comments
Primary Reviewer Signhature & Date:
Annexure 7
AX 07/SOP 20/V 7
Checklist - Considerations for Research in HIV participant

INVESTIgator: ..o IEC No. of the Project: ........cccooiiiiiiiiininnn,

ST 0 Y 11 =
No. Yes No
1 Was the consent taken voluntarily? 0 0
2. During the consent process, is the privacy maintained? 0 [
3 Is the pre testing counseling provisions are in place? 0 [
4 Will the samples be made anonymous to maintain confidentiality? If yes, stop 0 |

here in stored sample study.
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5. Has the investigator established clear guidelines for disclosure of information, O 0
including interim or inconclusive research result?

6. Where is the test being carried out? Is the laboratory provide high-quality testing 0 0
services, and guality assurance mechanisms.

7. The disclosure of the test results will be done only to the study O 0
team/sponsors/regulators with the participant consent.

8. Has the appropriateness of the various strategies for recruiting participants and O 0
their care takers been considered?

9. Does the proposed study require family members/caretakers permission? 0 0

10. | Will confidentiality be maintained? 0 0

11. | Will family members/care takers be disclosed about the test results? 0 0

12. | Will the samples be destroyed in the future? O 0

13. | Will the samples be stored for future? O 0

14. | Is post HIV testing counseling being offered and given? 0 0

15. | Will the participant provided with effective referral to appropriate follow-up O O

services as indicated, including long term prevention and treatment support?

Signature of Principal Investigator: .........c.cooiiiiiiiiiiieee e, Date: oo

IEC Office use only

Comments

Primary Reviewer Signature & Date:

Annexure 8
AX 08/SOP 20/V 7
Checklist-Requirements for Research involving economically/socially backward/illiterate patients

INVESTIGAtor: .. v IEC No. of the Project: .........ocooiiiiiiiinnn,
I (0o I =
Yes No NA
Does the research pose greater than minimal risk to patients? 0 0 0
If yes: Are convincing scientific and ethical justification given? O O O
If yes: Are adequate safeguard in place to minimize these risks? O O O
Do the anticipated benefits justify requiring the subjects to undertake the 0 O O
risks?
Is inclusion of vulnerable population warranted? 0 0 0
Can the research question be answered by using a non-vulnerable | [J 0 0
population?
Will efforts be made ensure that participants are free from coercion, 0 0 0
exploitation, and /or unrealistic promises?
Are provisions made to obtain the consent? 0 0 O
Are provisions made to protect participants’ privacy and the confidentially of O O O
information regarding procedures?
Are there special problems that call for the presence of a monitor or IEC 0 O 0
member during consent procedures?
Are special needs of counseling and confidentiality accounted for in the 0 0 0
research design?
Are there any special problems such as confidentiality and reporting that | [ 0 0
might arise in this research?

Signature of Principal Investigator: ... Date: ..o

IEC Office use only |
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Comments

Primary Reviewer Signature & Date:

Annexure 9
AX 09/SOP 20/V 7

Checklist-Requirements for Research involving elderly patients

INVESTIGAtOr: «.ouee e IEC No. of the Project: .........coooiiiiiiiiinnnn,
T80 Y 11 = O
Yes No NA
Does the research pose greater than minimal risk to elderly patients? 0 0 O
If yes: Are convincing scientific and ethical justification given? 0 O O
If yes: Are adequate safeguards in place to minimize these risks? 0 O O
Do the anticipated benefits justify requiring the subjects to undertake the risks? 0 O O
Is the inclusion of vulnerable population warranted? O O 0
Can the research question be answered by using a non-vulnerable 0 O 0
population?
Will efforts be made to ensure that participants are free from coercion, 0 O O
exploitation, and /or unrealistic promises?
Are provisions made to obtain the consent? 0 O O
Are provisions made to protect participants’ privacy and the confidentiality of | [} O O
information regarding procedures?
Are there special problems that call for the presence of a monitor or IEC O O O
member during consent procedures?
Are special needs of counseling and confidentiality accounted for in the O O O
research design?
Are there any special problems such as confidentiality and reporting that might 0 0 0
arise in this research?

Signature of Principal Investigator: ..........ccciiiiiiiiiiiiiiiiee, Date: ..o

IEC Office use only

Comments

Primary Reviewer Signhature & Date:

Annexure 10
AX 10/SOP 20/V7

Checklist-Requirements for Research involving institutionalized/Refugees/Migrants/Homeless

INVesStigator: .. ... IEC No. of the Project: ...,
0 00 I = PP
Yes No NA
Does the project involve recruiting
[1 Institutionalized
[0 Refugees
[l Migrants
[0 Homeless
Does the research pose greater than minimal risk to these patients? 0 0 [
If yes: Are convincing scientific and ethical justification given? 0 0 0
If yes: Are adequate safeguard in place to minimize these risks? 0 0 0
Do the anticipated benefits justify requiring the subjects to undertake the risks? 0 0 0

(Reviewing proposals involving vulnerable Populations)
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Is inclusion of vulnerable population warranted? 0 0 0
Can the research question be answered by using a non-vulnerable 0 0 0
population?

Will efforts be made ensure that participants are free from coercion, 0 0 0
exploitation, and /or unrealistic promises?

Are provisions made to obtain the consent? 0 0 0
Are provisions made to protect participants’ privacy and the confidentially of 0 O O
information regarding procedures?

Are there special problems that call for the presence of a monitor or IEC 0 0 0
member during consent procedures?

Are special needs of counseling and confidentiality accounted for in the 0 0 0
research design?

Are there any special problems such as confidentiality and reporting that might | O 0 0
arise in this research?

Signature of Principal Investigator: .........ccooiiiiiiiiicie e, Date: oo

IEC Office use only

Comments

Primary Reviewer Signature & Date:
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1. Purpose

In case of multicentric studies wherein IEC has been given the responsibility of designated IEC
(DEC), IEC will undertake a common review of the study proposal with mutual agreement of all the
ECs of participating centers (PEC).

2. Scope
This SOP applies to concerned ECs designated and participating investigators from centers
involved, and other stakeholders involved in multicentric, clinical trials and biomedical and health
research.

3. Responsibility

Coordinating Pl will submit the study proposal to IEC as DEC for review using the ICMR common
forms for EC review. It is the responsibility of the IEC as a DEC to conduct a detailed initial review
of the proposal which is common for all centers involved in a multicenter research. IEC as DEC will
communicate recommendations and final decision to the coordinating PI. Pl from other sites will
submit the same proposal to PEC. PEC will primarily review the local issues specific to the center.

4. Activity Table

No. | Activity Responsibility

1 Determine the protocol submitted by coordinating PI for Member Secretary/ chairperson
Common ethical FB review.

2 Selection and allocation of projects to IEC members Member Secretary

3 Review of the assigned protocols Designated IEC Members

4 Compile the comments of IEC members Member Secretary

5. Discussion of the comments in FB meeting All IEC members

6. Communication of recommendations and final decision to Member Secretary
coordinating PI

5. Detailed Instructions

5.1 Consider the protocol submitted by coordinating Pl for common ethical full board review.
In case of request by Pls of multicentric study, member secretary/ chairperson will review/screen
the study proposal for its eligibility for common review as per ICMR guidelines 2017. The study
determined to have low or minimal risk, survey or multicentric studies using anonymized samples or
data or those that are public health research studies will be considered for common review by IEC
as DEC.

5.2 Selection and allocation of projects to IEC members (Selection of PR)

e The Member Secretary will assign Primary Reviewer based on expertise in the related field
and experience along with nonscientific member to the research study for scientific, ethical
and statistical review. The Primary Reviewer will be members of the IEC and will have to
present a detailed relevant review of the assigned multicentric study proposal.

e The Primary Reviewers will present the research study at a regular full board.

e In case the PR is not in position to review due to some reason, he/she should inform the
Member Secretary at the earliest, so that the research study can be assigned to another
member.

¢ In the event of his/her absence, a PR can send comments on the research protocols to the
Member Secretary, which will be tabled and discussed during the meeting. However, a final
decision on the research protocol will be arrived at, by a broad consensus at the end of
discussion among attending members and not solely based on comments.

e ltis the responsibility of the assigned PRs to review the research protocol assigned to them
thoroughly and communicate their observations, comments and decisions to the IEC during
the meeting.

e The Member Secretary can invite an expert (if necessary) for comments during the full board
meeting.

(Common Ethic Review of Multicentre Research)
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5.3 Review of the assigned protocols ene-EC
IEC members will carry out initial review of proposal which is common to all participating
centers. The protocol will be reviewed by each member as per guidelines (how to review a
study protocol described in AX 01/SOP 05-B/V7.)
5.3.1 Examine the qualification of investigators and assess adequacy of study sites
e The IEC members must examine disclosure or declaration of potential conflicts of interest
e The IEC members must assess / ascertain, if required by reviewing the local study site
whether the facilities and infrastructure at study sites can accommodate the study.
5.3.2 Guidelines for PR for evaluation of a project
Refer to SOP 5B section 5.3.2

6. Discussion of the comments in FB meeting.
The proposal will be discussed in FB meeting by all IEC members. The comments compiled by MS will

be presented in the FB. Representatives from the participating ethics committees (PEC) may be invited
to discuss local ethical issues if required. These special invitees will not have voting rights but can
participate in DEC meeting to provide their comments and local perspectives.

7. Communication with the coordinating PI/PEC.
The final recommendations and final decision regarding the proposal will be communicated to the

coordinating Pl. Coordinating PI is directed to communicate the recommendations of DEC to PEC so
that study can be initiated at the local center as and when the approval from PEC is obtained without
waiting for PEC approvals at other participating centers. DES will review continuing review reports,
annual reports, serious adverse events related to the study, causality assessment, protocol deviations,
unanticipated problems involving risks to participants or others, significant complaints/any potential
noncompliance, monitoring reports of PEC reported to DEC from other centers.

DEC will direct the PEC to monitor the corresponding local site. Report of which will be submitted to
DEC for review.

6. Glossary

Designated Ethics | The participating EC of a multicentre study which assumes the responsibility to
Committee (DEC): undertake a common initial and continuing review of study proposal with mutual
agreement of all the participating centres of a multicentre study is called as the
Designated Ethics Committee.

Participating The Participating Centre ECs are located at the participating centres in a
Centre Ethics | multicenter research (including DEC) and are responsible for detailed review of
Committee (PEC): research in accordance to ICMR National Ethical Guidelines, 2017.

Coordinating PI: Coordinating Pl is the Pl at DEC who takes an overall responsibility for the
conduct of the multicentre research along with Pls from all the participating
centres and is also responsible for ongoing communication between DEC and
Pls at other participating centres.

Principal The PI is the person who takes an overall responsibility for the conduct of

Investigator: multicentre research at various centres involved in research. Each centre can
have additional co-investigator(s), who may coordinate the study with in the
centre.

Multicentre Multi-centre study is conducted at more than one centre by different

research researchers usually following a common protocol. However, certain studies

where each centre with a Pl is involved in different research roles according to
the objective/methodology such as quality control, data management may also
be considered as multi centre studies. Each centre can have multiple sites
from which participants can be recruited. However, each site should have a
responsible nodal person as applicable at the local level. (one PI but different

sites)
7. Annexure
Annexure 1 AX 01/SOP 21/V7 Flow chart for common review process of multicentric study
Annexure 2 AX 02/SOP 21/V7 Draft - LoU format for Common Review of multicenter

research

(Common Ethic Review of Multicentre Research)
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Annexure 1
AX 01/SOP 21/V7
Flow chart for Common Review Process of Multicentre Research

|

DEC conducts a full committee review meeting
(May be attended by PEC nominees in person/video conference and
give recommendations/ comments via e-mail.)

L |

DEC communicates its recommendations to coordinating PI

L

Coordinating Pl communicates the recommendations of DEC to Pls at participating centres.

L ]

Pls communicate the recommendations of DEC to PECs

1

PEC may primarily review the local issues specific to the centre. However, PEC may
also review full proposal through full committee meeting/expedited review

1

PECs issues decision letter to Pl at respective participating centres.

/ N\

The study can be initiated at the centre Wait for approvals from PEC at all
as and when the PI receives the the centres before initiating the study
approval from Participating centre EC. simultaneously (if required depending

on study type)

| |

Any adverse events/deviations to be communicated by Pls to PECs and

1

PECs review the adverse events/deviations and decide if they must be reported to DEC

1

DEC may communicate to PECs depending on the type of event and its impact on other centres if
any.

1

Continuing Review / Annual Review /Monitoring at respective ECs whenever required

(Common Ethic Review of Multicentre Research)
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Annexure 2
AX 02/SOP 21/V7
Draft - LoU format for Common Review of multicenter research Designated EC
Name of EC:

Participating Centre ECs (Add additional sheets according to the number of centres involved)

Name of EC:

The Officials signing below agree that Participating centre EC of
......................................................................................................... (name of the institution)
may utilize the services of the Designated EC
.......... (name of the institution) for efficient Common Ethics Review of Multicentre Research protocols.

It is understood that Designated Ethics Committee would undertake full ethics committee review.
Ethical issues related to local centres may be reviewed by Participating Centre EC in expedited or full
review and the final decision may be communicated to Designated Ethics Committee.

This agreement is limited to the following specific Proposal(s):

Title of Research Proposal:

The responsibilities of centres will be fulfilled in accordance with the ICMR Guidelines and they are
responsible for ensuring compliance with the Guidelines.
For Designated Ethics Committee:

N AMIE: ceeiiiieeeeceitereeeeteeaneeeeeserensasesessssessesssaransassscssessssessseeanssssssssasanssssseennssssesssesssssssssennssssesssesnnsasansen
AAAIESS: ooeeereeeeeeriiiirneeeesisneresssssseanessssssasesssssssssass sessssssssssssssssassssssssass sesssssssasssssssssessessssasesesssnsnsasssssnns

N AMIE: e iitiee e tireeereteeneereeeeseransesesessnsessessseransssesessasessssssesanssssssssesanssssseennssssssssesasssssseennsasnessseennsssesen
AAAIESS: cooereeeeieeereiisreereeiesneeerssssseenessssseseesssesssseass sessssssssssssssssasssssssssss sesssssssasssssssssessessssasssssssnsnsasssssnns

(Common Ethic Review of Multicentre Research)
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1. Purpose

The purpose of this Standard Operating Procedure (SOP) is to describe how the IEC Secretariat of
the Institutional Ethics Committee (IEC) manages protocol submissions to the IEC during periods of
lockdown/ epidemics.

2. Scope

Initial submission received during periods of lockdown or epidemics will be managed collectively by
the three boards.

Lockdown Periods: Any announcement by Hospital, Municipal, State or National Authorities restricting
movements of individuals for certain duration. It will also be applicable to research during epidemics.

3. Responsibility

It is the responsibility of the IEC secretariat to ascertain epidemics/ periods of lockdown with the three
member secretaries and follow the procedure of submission, review and decision conveying as
follows : receive the submission, ensure complete documentation, record receipt of the submission,
forward to the member secretary, review the protocol, and schedule a meeting

4. Activity Table:

SN | Procedure Responsibility
Submission and initial review

a. | Submit research proposal (electronically) Researchers

b. | Receive, record, verify completeness and allot reference no. IEC Secretariat / Member

Secretary

C. Categorize depending on risk (Exempt/ Expedited, Full board), identify | Member Secretary in
need for review by experts/ independent consultants/ patient / others, consultation with
designate reviewers Chairperson

d. Perform Initial review of documents as described in Table 4.3 of ICMR Primary/ secondary
National Ethical Guidelines, fill study evaluation form Reviewers

e. | Schedule virtual Meeting, Prepare Agenda, invite members IEC Secretariat/Member
(Independent Consultants/Subject Experts/ PI/ Member secretary Secretary
of local EC/ in consultation with Chairperson).

5. Detailed instructions for meeting
Virtual EC meeting

SN| Procedure Responsibility

a. | Openthemeeting, determine quorum (Section 4.8.4 of ICMR National Chairperson
Ethical Guidelines), COI declaration, Summaries Agenda

b. | Briefpresentationand/oraddressqueriesontheresearchproposaland Researchers/ subject experts
leave meeting prior to decision (optional)

c. | Present observations on item reviewed Primary/ secondary Reviewers
Discuss further on the item and reach consensus EC members
Record Decision and rejoin member who had declared COI before IEC Secretariat / Member
moving on to subsequent item on agenda Secretary

f. Record minutes of meeting, ratify approved decisions of Member Secretary/
exemption/expedited review/ Full board before closing meeting Chairperson

6. Communication with the investigator:

SN| Procedure Responsibility
a. | Communication of decision and maintaining records. IEC Secretariat/ Member
Secretary

b. | Followup/monitoring/analysisof SAE/handling ofissues related to non- Member Secretary in

compliance, violation, complaints etc. consultation with Chairperson

(Management of Initial Protocol Submissions during epidemics/lockdown periods) SOP22_Page 2 of 2
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1. Purpose

The purpose of this Standard Operating Procedure (SOP) is to identify the administrative process to
assist treating physicians to comply with Central Drug Standard Control Organisation (CDSCO)
requirements for <Emergency Uses>, <Compassionate Uses>, and <Single Patient Expanded
Access>.

2. Scope

This SOP applies to emergency use of drugs. Out side review or emergency meeting may be
scheduled to approve life threatening issues, and issues related to emergency drug use in practice.

3. Responsibility

It is responsibility of the Member Secretary in consultation with Chairperson to call an emergency
meeting or review. It is responsibility of the IEC secretariat to arrangement of an emergency meeting or
review. It is responsibility of the Chairperson/Secretary to conduct the meeting or review and discuss
the matter with the IEC members for the decision making.

4. Activity Table

No. | Activity Responsibility
1 Call for an emergency meeting | IEC Member Secretary and Chairperson
or review

Arrangement of an emergency | IEC Secretariat
meeting or review
Discuss the matter and take a | IEC Members, Member Secretary and Chairperson
decision

2

3

5. Detailed instructions
5.1 Call for an emergency meeting or review

The Chairperson/ Member Secretary will decide to call an emergency meeting or review for

any one or more of the following reasons:

e Urgent issues related to emergency Uses>, <Compassionate Uses>, and <Single Patient
Expanded Access>.

e Other reasons, as deemed appropriate by the Chairperson.
5.2 Arrangement of an emergency meeting or review
Contact and inform IEC members

e The Secretariat will endeavor to contact each and every IEC member and inform about the
date, time and venue of the meeting as well as the reason for calling for the meeting. For the
purpose of calling an emergency meeting, contact by telephone or email to the email address
provided by the member would be considered as sufficient.

e The IEC Secretariat/ IEC administrator will check the following required documents:

o Letter from clinician forwarded by Dean, Seth GSMC & KEMH regarding requirement of
emergency use of drug / device.

o Complete drug/ device information

o Letter from sponsor/Clinician (clinical dilemma in case of off label use)

e The IEC administrator will prepare packets for distribution to the members containing the
information and documents about the matter(s) for which review / Emergency Meeting is
scheduled or send the relevant details (incase the documents are too many) via email.

e The IEC administrator will attach a separate sheet with information about meeting date, time,
phone numbers, the meeting ID humber and an attendance confirmation form to the packets.

e The IEC administrator will refer to and act according to the relevant SOPs depending upon the
matter under consideration.

Emergency or Compassionate use of drugs. SOP 23 Page 2 of 3



SOP 23/Vv7 IEC (KEMH, Mumbai)
Effective from 9" December 2024 Valid up to 8" December 2027

5.3 Policy
e Whenever possible, Clinician are to notify the IEC in advance of a proposed <Emergency Use>.

e Clinician are to notify the IEC in advance of a proposed <Compassionate Uses>.

e cannot be used in a non-exempt systematic investigation designed to develop or contribute to
generalizable knowledge.

e < Primary Reviewers> can inform Clinician of whether a proposed use, if carried out as described,
will meet CDSCO requirements or whether a use already carried out met CDSCO/DCGI
requirements.

e KEMH Clinicians follow “SOP7: (continuing review)” to provide written notification to the Clinician of
the results of this SOP.

e The <Emergency Use> of a drug or biologic and <Single Patient Expanded Access> are “research”
as defined by CDSCO, the patient is a “subject” as defined by CDSCO, and the CDSCO may
require data from an <Emergency Use> to be reported in a marketing application.

e <Single Patient Expanded Access> and <Compassionate Use> require continuing review.

¢ Initial and continuing review of <Single Patient Expanded Access> and <Compassionate Use>
follow this procedure as well to check for any AEs /SAEs along with post trial access issues if
patient benefits.

5.4 Discuss the matter and take a decision during the meeting/without meeting in circulation

e The Chairperson/Secretary will determine if there is a quorum (chairperson, secretary and one
scientific member and one external member) during the meeting.

¢ OQutside the meeting, it can be circulated to one scientific and one nonscientific person for review.

e The minutes of the emergency meeting would be prepared, distributed, approved and filed as
described in the steps above for regular full board meeting.

6. Glossary
Emergency | An IEC meeting that is scheduled outside of a normally scheduled meeting to review
meeting study activities that require full IEC review and approval. In order to hold an

emergency meeting, a quorum must be maintained throughout the entire discussion.
Emergency meetings may be held via teleconference, if applicable.

Compassio | The World Health Organization defines compassionate use (CU) as a “program that is
nate use of | intended to provide potentially life-saving experimental treatments to patients suffering
from a disease for which no satisfactory authorized therapy exists and/or who cannot

drugs enter a clinical trial.
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1. Purpose
The purpose of this Standard Operating Procedure (SOP) is to provide criteria to determine if a
study case or case series qualifies for review and provide instructions on management, review and
approval of a case or case series through the expedited review process by ratification in full board.

2. Scope
This SOP applies to the review and approval of case or case series and documents, which qualify
for expedited review by ratification in full board by the IEC.

3. Responsibility
It is the responsibility of the Member Secretary / Chairperson of the Institutional Ethics Committee
(IEC) to determine if a case / case series qualifies for an expedited / full board review and if
required designate one / two primary reviewers. Designated IEC members (including Member
Secretary and/or Chairperson) will be responsible for reviewing the case / case series and related
documents within the given time frames. The Member Secretary / Chairperson are responsible to
take the decision.

3.1 IEC Secretariat of the Institutional Ethics Committee

The IEC Secretariat will receive and verify the following documents and will forward these
documents to the member secretary for further course of action.

e A request / cover letter signed by the faculty / investigator forwarded by Head of the
Department to IEC for review.

e The manuscript in its entirety.
e Images accompanying case report/case series (e.g. clinical and imaging)
e Xerox copy of written consent from the patient if prospective.

4. Activity Table

Activity Responsibility
No.
1. | Receive the submitted documents IEC Secretariat
2. | Determine case / series for expedited / full board review | Member Secretary /
Chairperson
3. | Review of case study/series Designated IEC Member
4. | Decision of IEC Secretary/Chairperson
5. | Communicate with the IEC and the Investigator IEC Secretariat

5. Detailed instructions
5.1 Process of IEC review and requirements from investigator /faculty

e The case report or case series should be submitted BEFORE submitting to a peer reviewed
journal along with the processing fees.
e The submission should include —
o Arequest/ cover letter to IEC for review forwarded by HOD
o The manuscript in its entirety
o Written consent from the patient in case of prospective case.

(In the event that the patient is deceased, consent from the next of kin must be included in
the submission. In case the next of kin cannot be traced, the investigator must provide
evidence that every effort was made to contact the relative/next of kin and that failed)

o |EC review charges: The review processing fees shall be collected as Rs 500/- for case
series and Rs 250/- for case reports. The payment details will be given to the writer via
email once the submission is complete.

e The case report/case series should not have ANY personal identifiers.
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If an identifier is required for the case report/case series for advancing medical knowledge [for
example the face is not fully hidden], then the consent form must state that so that the
patient/next of kin is aware of the same.

Images accompanying case report/case series (e.g. clinical and imaging)

The CARE guidelines for the manuscript must be followed.

5.2 Review protocol & give comments and recommendations.
Member Secretary in consultation with chairperson will send the case / case series for review to
designated EC member to give their comments and recommendations to the IEC Secretariat within
seven days from date of receipt of the proposal.

5.3 Decision of IEC

Decision about approval will be taken by the member secretary in consultation with
Chairperson.

Decision will be communicated to investigator/ faculty within 14 working days of receipt of
proposal.

The decision will be informed to the IEC members at the next full board meeting.

If deemed necessary by Primary reviewers, Member Secretary/ Chairperson, the project shall
be discussed at the forthcoming full board meeting.

The review process should be completed and the reply should be given within 14 working
days. If by any reason the case / series is taken for full board, then the decision will be
communicated within 14 working days after full board meeting.

5.4 Communicate with the IEC and the investigator/faculty.

The IEC Secretariat will send the no objection letter via mail or Hard copy to the faculty /
Investigator if the case / series has no objection.

If case / series is disapproved or requires resubmission after certain modifications or
clarification, this will be informed to the faculty / Investigator. The reasons for disapproval of a
case / series will be specified in the letter sent to faculty / Investigator hard copy.

6. Glossary
Case report A report of 1-2 patients; usually 800-1500 words
Case series A report of more than 2 patients. Word count will depend upon the journal
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1. Purpose

The purpose of this SOP is to describe the procedures for Audio-Visual (AV) recording, storage and
archival of the informed consent and assent process for regulatory studies.

2. Scope
This SOP applies to all those regulatory clinical trials approved by the DCGI, which require documenting
of the written informed consent and assent process.

2.1 An audio-video recording of the informed consent process in case of vulnerable subjects in
clinical trials of New Chemical Entity or New Molecular Entity including procedure of providing
information to the subject and his understanding on such consent, shall be

2.2 maintained by the investigator for record:

2.3 Provided that in case of clinical trial of anti-HIV and anti-leprosy drugs, only audio recording of
the informed consent process of individual subject including the procedure of providing
information to the subject and his understanding on such consent shall be maintained by
the investigator for record.

2.4 Statement that there is a possibility of failure of IP to provide intended therapeutic effect
Statement that in case of Placebo controlled trials, the placebo administered to the
subjects shall not have any therapeutic effect

2.5 Any other pertinent information

3. Responsibility
1. IEC will ensure that Principal investigator will conduct AV recording of the informed consent
process, store and archive without violating the participant confidentiality as detailed below in
section 6.

2. IEC will specifically ask for consent for AV Consenting in addition to the ICF
3. AV recordings may be reviewed by IEC members

4. Applicable rules, regulations and guidelines:
GSR 227-E, New Drugs and Clinical Trials Rules, 2019 published in the Gazette of India dated 19t
March 2019.

5. Detailed Instructions for Pl to follow:
All basic principles and procedures for the administration and documentation of the informed consent
process are described in SOP Initial review of submitted protocol.
1) If the participant is unable to give consent for medical or legal reasons, the consent should be
taken from the legally acceptable representative (LAR) and the process recorded.
2) 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.
3) AV recording should be done with assent wherever applicable.
4) Ensure the following infrastructure is available prior to counseling of potential participant:
a. The informed consent process should be carried out in the designated area when the
following conditions should be met that is -
i. Free from disturbance
. Wwell lit
iii.  Ensures privacy for the participant
iIv. Participant should be comfortable
b. Camera having video facility with
v" Good resolution (at least1280x720 pixels)
v’ Sufficient memory (at least 4 GB)
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v’ Sufficient battery backup (at least 2 hours)

v Show non-editable date & time on video (preferably)
a. Mike system
b. Computer/laptop with CD/DVD writer
c. Blank CDs/DVDs with cover
d. External Hard disk (at least 500 GB to 1 TB)

5) Before starting the informed consent process (and the AV recording of the same)
i. Ensure that all the necessary equipment mentioned above is functional.

i. The potential participant/LAR/ Impartial witness should be informed that the whole process
of taking the consent is being recorded as per Govt. of India notification to ensure that he/she
has understood all the potential risks and benefits involved in the study including failure of
the IMP, study details and his/her rights for the purpose of documentation and the
confidentiality of the same is assured.

iii. The potential participant/LAR/ impartial witness should be made aware that his/her recording
may be shown to government agencies or members from the IEC and independent auditors.

iv. His/her consent should be documented in a separate ICD that states the same. The process
of obtaining signatures of the potential participant/LAR/ impartial witness & Principal
Investigator or her designee on this Audio-video consent form should be carried out as per
specified in Annexure 2 AX 02/SOP 25/ V7

6. Actual AV recording process:

i. The Pl/Co-lI/medically qualified person delegated by the Pl and the potential participant/LAR
(and if need be the impartial witness) should sit comfortably facing each other / side-by-side
in such a way that their faces will be captured in the frame simultaneously.

i. The PI/Co-l/medically qualified person delegated by the PI should introduce himself/herself by
name, designation and his/ her role in the research, and state the current date and time.

iii. Participant/LAR should be requested to introduce his/her name, age and address and in case of
LAR, he/she should clearly state relation to actual participant as well as the reason why the
participant cannot give consent. Participant/LAR should also state the language he/she
understands best and is literate in. The PIl/Co-l/medically qualified person delegated by the PI
may facilitate this process to ensure all above points are captured in the recording.

iv. In case participant/LAR is illiterate and an impartial witness is needed, the impartial withess
should be requested to introduce him/her, give his/her address and state the language that
he/she is literate in.

v. The Participant/LAR should state that he has been informed about the fact that the entire
consent process is being recorded and that he/she has agreed for the same.

vi. The Informed Consent Process should be carried out as per AX 08/SOP 05-A/V7 and AX
01/SOP 25/ V7:Administering and documenting informed consent.

vii. The participant should be allowed to read the consent document (and this process should
be recorded)

viii.  The PI/Co-l/medically qualified person delegated by the PI should explain all the elements of
the approved ICF in the language best understood by the potential participant

ix. Explanation or narration given by the Pl/Co-l/medically qualified person delegated by the PI, all
the questions asked by the potential participant/LAR and answers given to them should be
clearly audible and recorded.

X. At any point during the consent process, if the participant wishes to take more time to read/
understand the consent document, including, for example, take it home to discuss with relatives
the recording shall be stopped mentioning the time of stopping.

xi.  The participant/LAR (wherever applicable) should be invited to sign the consent form only after
satisfactory answers (in the investigator’s judgement) have been given by the participant/ LAR
to all the above-mentioned questions.

xii.  Participant/LAR should read out all the statements mentioned in ICF as per Schedule-Y and
state whether he/she agrees or not for each statement and affix signature/thumb print at the end

xiii.  The actual signing process should be recorded.
(Audio Visual (AV) Recording of Informed Consent Process) SOP 25 Page 3 of 7
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The impartial withess should be requested to enter the name and details of the participant and
the date the consent is documented. The impartial witness will also be requested to sign and
date the consent form.

The PI/Co-l/medically qualified person delegated by the PI will also sign and date the consent
form at the end of the process.

The recording will be stopped after thanking the participant.
» The recording should be checked for completeness and clarity of both audio and video

recording.

» No editing should be done on the recording so as to maintain authenticity.
» The computer/laptop should be password protected. The password will be known only to the

Pl and members of the study team as designated by the PI. A register should be maintained
wherein, each time the data is accessed, the details of who accessed thedata, date and
reasons for the same this should be entered into the designated register.

» The recording should be then transferred to a CD labeled according to study name, unique
identifier assigned to the participant, date and time of the recording, no. of recordings
(applicable during re-consenting) and archived in the external Hard drive. The CD should be
filed in the participant binder.

» The study participants should be informed that there is possibility of failure of investigational
product to provide intended therapeutic effect.

» In case of placebo-controlled trial, the placebo administered to the subjects shall not have
any therapeutic effect.

7. Archival

a. The soft copies of the recordings should be stored in a password protected external hard
drive for minimum of five years.

b. The original recording in the computer/laptop will be deleted when study is closedout.

8. Annexure
Annexure 1, AX 01/SOP 25/ V7, Checklist for Monitoring of Audiovisual recording of AV consent

Process

Annexure 2, AX 02/SOP 25/ V7, Guidance document for audio visual recording of AV consent

Process

Annexure 1
AX 01/SOP 25/ V7

Checklist for Monitoring of Audiovisual recording of AV consent Process

Facility where informed consent process should be carried out - (well lit, free from
noise, privacy ensured, dedicated room, camera permanently set /temporary
arrangement, voice recording to be tested before hand):

a. Yes No

b. Remarks:

Whether consent for AV recording already taken before start of recording/ it is taken in
front of the camera Yes No

Whether elements enlisted in Appendix V of NDCTR is covered during discussion.
a. Yes No
b. Remarks:

Introduction of each person — name , age (person conducting the informed consent
discussion participant/ legally acceptable representative (LAR) wherever relevant /
impartial witness wherever relevant) involved during informed consent process and
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10.

11.

12.

13.

information about necessity for audiovisual recording - by name, designation and his/
her role in the research, current date and time, enquiry of the language participant
understands , showing the consent form in the camera which is going to be used for

the study
a. Yes No
b. Remarks:

The following minimum elements should feature in the recording of the informed
consent process: (Purpose, treatment allotment, randomization , procedure , follow up
, benefit/risks, compensation for Participation, Compensation for Study related Injury,
nominee name and details , voluntariness and right to withdraw and contact for further
information — Investigator name and EC Chair/member secretary name)

a. Yes No

b. Remarks:

If Inclusion Criteria has been administered by a designated person who is not medically qualified?
a. Yes No
b. Remarks:

Is there evidence that subject's queries of a medical nature were answered in
the process or assurance was given to clarify the same later?

a. Yes No
b. Remarks:

The consent is taken in language the participant/ legally acceptable representative
(LAR)understands best and is literate in.

a. Yes No

b. Remarks:

Information to the participant/ LAR and impartial witness (as applicable) that the
process of taking the consent is being recorded for the purpose of documentation as
required by the government rules.

a. Yes No

b. Remarks:

Information to the participant/ LAR and impartial withess (as applicable) that the
confidentiality of information and privacy of participants is assured.

a. Yes No

b. Remarks:

Information to the participant/ LAR and impartial witness (as applicable) that the
recording may be shown to government agencies or members from the IEC.

a. Yes No

b. Remarks:

Explanation or narration by the person conducting the informed consent discussion.
a. Yes No
b. Remarks:

Whether audio-visual recording is performed for all subjects, independently.
a. Yes No
b. Remarks:
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14,

15.

16.

17.

18.

19.

20.

21.

22.

23.

Questions regarding participation asked by the potential participant/LAR are answered
satisfactorily.

a. Yes No

b. Remarks:

Ample time was given to read and understand the consent as per the content?
a. Yes No
b. Remarks:
Opportunity to discuss the same with family members
a. Yes No
b. Remarks:

Reading out by the participant/LAR (or having read out by impartial witness) the
statements mentioned in Informed Consent

a. Yes No

b. Remarks:

Stating whether participant agrees or not for each statement.
a. Yes No
b. Remarks:

Whether checked for participants understanding of the informed consent process

a. Yes No
b. Remarks:

Documentation of signatures of all those involved in the Informed Consent Process.
a. Yes No

b. Remarks:

Clarity and completeness of AV recording (pages vis-a- vis timing)
a. Yes No
b. Remarks:
Check whether re-consenting is done for changes in ICF/LAR inclusion in the beginning if any.
a. Yes No
b. Remarks:
Check whether re-consenting is done by the same Investigator
a. Yes No
b. Remarks:

24. Whether re-consenting is done in same language

25.

26.

27.

a. Yes No

b. Remarks:
How much timing taken for the re-consent

a. Yes No

b. Remarks:
Storage of recording in password protected laptop/ desktop computer and/ or hard drive and
labelled CD

a. Yes No Remarks:
Access of AV consent recorded allowed only to the principal investigator and
designated members of the study team.

a. Yes No Remarks:

Signature of IEC Monitors:

Signature of IEC Monitors

(Audio Visual (AV) Recording of Informed Consent Process) SOP 25 Page 6 of 7



SOP 25/V7 IEC (KEMH, Mumbai)
Effective from 9" December 2024 Valid up to 8" December 2027

Name Signhature with date

Lead monitor

Monitor 1

Monitor 2

IEC Admin 1

IEC Admin 2

Annexure 2
AX 02/SOP 25/V7
Guidance document for audiovisual recording of AV consent Process

Pre-recording checklist:

1. Equipment is functioning correctly - YES /NO

2. All parties (trial team personnel conducting the consent, the patient and as applicable legally
acceptable representative (LAR), impartial witness and/or translator are seated comfortably and are
seen within the frame of the video recording. YES /NO

3. All parties are reminded that this AV recording is in compliance with regulatory requirements YES
/NO

4. All parties are informed that this AV recording will be kept confidential but can be shown to others
as per legal requirements or for ensuring compliance with law. YES /NO

AV recording:

1. Reconfirm that the video recording frame includes all concerned parties. YES /NO

2. The member of the research team should state the date, time, title of the research protocol and
the language of the written informed consent document. YES /NO

3. All concerned parties should identify themselves by stating their names, designation and role with
respect to the consent process for this research. YES /NO

4. If LAR is involved, he/she should state relation to participant. YES /NO

5. |If translator is involved, he/she should confirm that he/she is proficient in the language of the
informed consent document as well as the language in which the medically qualified authorized
member of the research team is proficient in for the consent process. YES /NO

6. At any point during the recording, any participant may request for a break (e.g. to go to the
bathroom or answer a phone or if mother want to feed her baby). In such a case, the AV recording
shall be stopped mentioning the time of stopping. It will be resumed/ restarted by stating the date
and time of restarting the recording. YES /NO

7. The medically qualified authorized member of the research team administering the consent shall
use the checklist to ask the potential participant/ LAR questions to document the authenticity of the
informed consent process. Translation will be done as applicable. The answers of the participant/
LAR shall be recorded for each point. YES /NO

8. The actual signing process by all concerned parties should also be recorded. YES /NO

Post recording checklist:

1. The memory card/ storage device used in the camera for video recording will be the source
document. Check the file for clarity regarding the audio and video recording. YES /NO

2. Rename the file with the unique number for the patient on this research protocol. YES /NO

3. Make backup one by copying that file onto the dedicated external Hard Disk which will be
used to document all consent AV recording for a specific research protocol. YES /NO

4. This external HDD should be suitably labeled and password protected. YES /NO

Store the external HDD in a secure location to ensure confidentiality. YES /NO

6. Make backup two by copying that file onto a remote cloud storage with encryption using the
computer with internet access. YES /NO

7. This should also be suitably located, labeled and password protected. YES /NO

o
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