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Preparation, Review & Revision of SOP
Doc no: KMCT/IEC/SOP /01 VD4 Effective date: 25 Sep 2023
Version 4 Valid till: 24 Sep 2026

PREPARATION, REVIEW & REVISION OF SOF

1.1 PURPOSE

The purpese of this SOP is w0 deline the process for writing, reviewing, distribuling and amending
S0Ps of the Institutional Ethies Commiitees {(IEC), KMCT Medical College. The SOPs provide clear,
unmmbiguous instructions so that the reloted activities of the Committes are conducted in accordance
with; New Drugs and Clinical Trials Rules (2019) and 2022 {Amendments), National Ethical
Gisidelines for Biomadical Research on Human Parncipants by [CME (2017, Indian GOP Guidelines,
WHO Operating Guidelines for Ethical Review Board that Review Biomedical Rescarch (2000), The
Internationil Conference on Harmonization - Good Clinical Practices (ICH-GCP) Guidelines E6(R2),
Declarstion of Helsinki, National Guidelines for Ethics Commitiees Reviewing Biomedical & Health
Research During Covid-19 Pandermic by IC MR { April 2020) and Lhe prevailing amendments from time
to time and Amendments from CDSCO office.

1L1. SCOPE:

This SOP covers the procedure of writing. reviewing, distributing and amending SOPs within KMCT
Medical College.

1.3, RESPONSIBILITY:

It is the responsibility of the Chairperson of the IEC o appoint an SOP team to formulate a new SOP
or fo revise existing SOP. The SOP team shall do ths by following the standard procedures, format
and coding system that is used while drafting or editing any SOP of the 1EC.

1.3.1 Seereturiat of 1IEC

The Secretafiat assists the Chairperson 1o formulate an SOP Team.

«  Co-ordinate activities of writing, reviewing, distributing and amending of $0Ps

«  Ensure that all the [EC members and involved admimsirative stafl have access to the SOPs

+  Ensure that all the TEC members and involved staff are working according to currenl VErsion
of SOPs

+  Maintain an up-to-date disi ribution Jist for each SOP distributed to the 1EC members,

«  Maintain a file of all cufrent SOPs and the list of SOPs

+  Maintain a file of all past SOFs

1.3.2 The SOP team {Member Secretary and one or more members)

- Assess the request for SOP revision inconsultation with the Seeretarat, Member Secretury amd
Chatrperson

- Propose new/modified SOP/s as needed

«  Drafl the SOP/s in consultation with the TEC members and involved administrative stafl

*  Review the draft SOP

«  Submit the draft for approval to Chairperson

Page 1 of 68
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Preparation, Review & Revision of SOP
Paoc no: KMCT/IEC/SOP /01 /V04 Effective date: 25 Sep 2023

Version 4 Valid till: 24 Sep 2026
1.3.3 Chairperson of the IEC will

= Appoint ene of more SOP team
¢ Approve the SOPs
«  Sign and dite the approved SOPs

1.3.4 IEC members and involved administrative stafT will

e Sign anid date the approved SOP when they recesve i

« Matiain s Ble oEall SOPx weccheud

L4 Instructions

1.4.1 Identify the need for new or amendment of corrent SOP

Any member of the IEC or secretariat who would feel the requirement of a revision or notices an
inconsistency / discrepancy ! has any suggestions on how to improve the existing SOPs or requests to
design an entirely new SOP can put forth his request by writing to the [EC Charperson as an email’
letter / verbal request in g meeting. The Chairperson will inform all the 1EC members sbout this request
at o regular full -board 1EC meeting. 1f the TEC members agree to the request, an appropriate SOF
team(s) will be appomted by the Chairperson and designated the task to proceed with the revision
process | formulation process of the SOP. If the [EC members do not agree no further action will be
taken. The Chairpersen will inform the member of the 1EC or Secretariat who made the request for
modification of the SOF.

1.4.2 Appoini the SOP Team(s)

¢ The Chairperson will constitute an S0P Teanys) consisting of the member secretary und two or more
members of the TEC who have s thorough understanding of the ethical review process.
-

» The SOP writing team will carry out the subseguent steps
o List all relevant procedures

» Write down step by step all the procedures of the TEC that are 1o be standardized m the form of an
SOP orgunize, divide and name each process

1.4.3 Writing and reviewing a new SOF

When the need for o new sop has been Wentified and agreed upon, 8 drafl will be written by one or
muore designated members of the SOP team, appointed by the Chairperson.

1.4.4 Format of the SOP
Each SOP will be given a number and a title that is self~explanatory and is easily understood.

+  The header of the document will have the ttle of the SOP i the column to the lefi

»  Secomd line in the left cohumnshall have the 5OF number

+  The third fine in the left column shall have the version mumber

*  The column on the right will have the effective date of the SOP and the validity date.

Fage 2 of 68
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Preparation, Review & Revision of SOP

Doc no: KMCT/IEC/SDP/01,/V04 Effective date: 25 Sep 2023

Version 4 Valid till; 24 5ep 2026
*  The footer will have the “Review dute of the SOP",

The SCPs will be ssued with sequential numbers as follows:

¢ The decument mamber stagts with the institutional and committed abbrevintion as KMOCT/IECD
*  This will the followed by the SOP number wrinten as SOP01, SOP/02 eic
*  The version numbéer foibows the SOP rumber ng SOPO 1Y 04 for version 4 of the SOP.

1.4.5 Write and review a revised SO

If an SOP superscdes a previous version, the previous SOP version will be indicated in the Document
History Form (AX 02/SOP/01/VO1) along with description of the main changes.

LAb. Prepare and submif final draft
o The S0P Team will submit the reviewed SOP to the 1IEC Members who will review it at a meeting.

» The suggestions that are agreed upon by the 1EC members present al the meeting will be discussed
amdl incorporsted mn the revised drafi SOP and it will be fimnbized.

* The SOP team would stand automatically dissolved once the IEC takes final decision regarding the
S0P,

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

* The Member Seeretary & Chairperson wall sign and date the SOPs on the last page of cach S0P
document. This date of approval wall be declared as the effective date from which the SOF will be
implemented.

148, Implement, distribute anfl file SOPs
i
* The approved SOP will be implemented from the effective date,

& The Member Secretary will discuss the approved SOP with the administrative staff and instruct them
1o implement it accordingly.

» The approved SOP {pdf copy) will be distributed via emuil w the IEC members

* (ne complete original set of cursent SOP will be filed in the SOP Master file, by the IEC Secretarmt
it the 1EC pihice. '

# The earhier version will be filled in the file entitled "Past SOPs of the IEC * by the |EC Secretariat in
the [EC office,

* The IEC members and Secretaniat will review the SOPs at least poce inevery 3 years or as and when
required.

Page 3 of BB
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Preparation, Review & Revision of SOP
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Constitution of Institutional Ethics Committee & Terms of References (TOR)
EMCT/IEC/SOP/02/VD4 Effective date: 25 Sep 2023
Version 4 Valid till: 24 Sep 2026

CONSTITUTION OF INSTITUTIONAL ETHICS COMMITTEE & TERMS OF
REFERENCES (TOR)

2.1. PURFOSE:

The purpose of this SOP & to describe the terms of reference (TOR), which provide the Fame work
for constitution, selectuen of |[EC members, responsibilities and netivities ol TEC.

1.1 SCOPE:
This S0P applies 1o the activities performed by the [EC,
2.3 RESFONSIBILITY:

It i5 the responsibility of the |EC members and Secretariat to read, understand, follow and respect the
SOP set by the 1EC.

2.4, DETAILED INSTRUCTIONS:

The IEC is formed by the Principal, KMCT Medical Collepe in accordance with the guidelines [aid
down in the New Drugs-and Climical Trinls Rules, 2019 and 2022 { Amendments) and National Ethical
Guidelines for Biomedical Research on Human Participants by ICME.

2.4.1 Appointment of members of the 1EC

Appointment / relieving / acceptance of resignation of any member of the IEC would be the prerogative
of the Principal on the recommendation of [EC,

The apposntment of the TEC member will be confirmed atter receipt of ther consent o abide by the
Good Clhineal Practice (GCP) godelines and maintepance of confidentality, The Principal wall
appoint coordinating stafT fir IEC. They will be supervised by the Member Secretary.

The Prineipalsvill appoint the IEC members under the following eireumstances:

s When u member completes his! her tenure.

If a member resigns before the tenure 15 completed.

In special snuations ncloding death or disgqualificanon of o member
To fulfill membership requirements as stated i the SOP

Mew members will be wdentified by the Chairperson Member secretary according to the membership
requirement afier discussion wiiﬁ the IEC. The names of new members to be appointed may be
sugpesied by the Chairperson/Member Secretary to the Principal, KMCT Medical Colleps. The final
decision regarding appointment of members will be taken by the Principal.

The Principat will send an official invitation 1o the proposed member (Ax 01/5%04) by mail who then
has to send the signed consent (Ax 027VIM) 1o the Principal with their latest curmculum vitas{ Ax
03/V04). The Principal then furnishes the appointment ketter for the new member. The tenure will
begim on the dote of sppointment by the Principal.

Page 5of 6B
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Constitution of Institutional Ethics Committes & Tarme of References (TOR)
KMCT/IEC/S0OP/D2/v04 Effective date: 25 Sep 2023
Version 4 Valid till: 24 Sep 2026

2.4.2 Compaosition of the IEC

The TEC will be multidisciplinary and multi-scctorial in composition and will have minimum 7 anil
makimum 15 members from medical, non-medical, seiontific and non-scientific arcas. At beast 50% of
members will be non-nffilinted 1o this institute. It will Bave representation that is varied in terms of
gender and age. The members representing medical scientist and clmicians should have post graduate
qualification & adequate experience in their respective fields,

The composition of the 1EC will be as follows:

= Chairperson (not affilisted to the institution}
Member scerctary { mstitutional)
One person from basic medical science (not affiliated 10 the mstitution)
Two/three basic medical seientists{afliliated o the inatitution)
Two clinicians (affifiated o the institution)
One legal expert (not affiliated 16 the institution)
Ore soctal scientist (not affiliated to the nstitution'}
Lay person {not affilisted to the institution)
*  One theologian (not affiliated 1o the institution)
The 1EC can #lso have o set of shemate members who can be invited as members with decision-mak ing
pawers to meet the quorum requirements. These members have the same TORs as regular members
and can attend meetings in the absence of regular members.

The IEC can maintain a panel of subject experts who are consulted for their subject capertise, for
mstance, a pacdmtrician for research in children, a cardiologist for research on heart disorders, erc,
They may be invited 10 attend the meeting to give an expert opinion on 4 specific proposal but will not
have decision making power/voting rights.

The 1EC may invite subject experts as mdependent consultants or include o representilive from o
specific patient group a5 2 member of the 1EC or special invitee, for opinion on a specific proposal, for
example HIV, genctic disorders, or cancer, with appropriste decision making power.

The Institutional Research Committee will priorly review the propesal before it is referred 1o [EC, [EC
can raise scientific queries besides ethical ones us both good science and ethics are important 10 ensure
quality of research and ParticIpant prolecion,

2.4.3 Criteria for selection of members

Members will be selected in thewr personal capacities based on their qualifications, cxpericnee, mnierest,
commitment and willingness 1 volunteer the required time and cffort for the IEC. Members are
appointed 1o the EC for s particular role, They cannot substitute for the mile o fany other member who
15 ahsent for a meeting,

u} Chairperson

A well-respected person from any background with prior experience of having served! serving in un
IEC.,

b} Member Secretary

Pape B of 68
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Constitution of Institutional Ethics Committee & Terms of References (TOR)
KMCT/IEC/SOP/02 V04 Effective date: 25 Sep 2023
Voersion 4 Valid till; 24 Sep 2026

Should be o stafT member of the institution and have knowledge and experience in clinical research
and ethics, be motivated and have pood communication skifl,

¢} Baxic Medical Scientist

Non-medical or medical person with qualifications in basic medical sciences.

dy Clinician(s)

Should be individualis with recognized medical qualification, expertise and training.
¢) Legal expert

Should have a basic degree in Law fiom a recognized university, with experience. Training in medical
law is desirable.

) Social scientist/ philosopher! ethicist/thealogian

Should be an individual with sociel! behavioural scicoce! philosophy! religious qualification and
training and/or expertise and be sensitive to local cultural and moral values. Can be from an NGO
invoved 1 health-related activities,

o) Lay personis)

Should be a literate person from the community and has ot pursued a medical science’ health related
career i the last 5 vears, They may be a representative of the community from which the participanis
are 10 be drusvn and should be aware of the local language, cultoral and morsl vilues of the community.
Invalvement in social and commmunity welfare activities s desirable.

2.4.4 Conditions of appointment
Every |EC membser must:

1. Provade o recent signed curriculum vitae (CV) and traiming certificates on human reséarch protection
and good clinical practice [GCP‘i puidelnes, il applicable;
i

2, Either be traimed in human research protection and/or GCP at the time of mduction mto the IEC, or
must undergo training and submit training certilicates within & months of appointment {(or as per
institutional policy);

1. Be willing 1o undergo training or update their skillsknowledge during their tenure as an [EC
memiber,

4. Be aware of relevant guidelinds and regulations;

5. Read, understand, accept and follow the conflict of interest (COT) policy of the IEC and declare it,
if applicable, at the approprmte time,

fr, Skzn a confidentiality {Ax 04/V4) and conflict of interest agreement/s (Ax 05/V4),
7. Be willng to place her/his full name, profession and affiliation to the TEC m the public domam; and
8. Be committed and understanding 1o the need for research and for imparting protection o research

purticipants in research.

Page 7 of 68
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Constitution of Institutional Ethics Committee & Terms of References (TOR]
KMCT/IEC/SOP/02/V04 Effective date: 25 Sep 2023
Version 4 Valid till: 24 Sep 2026
2.4.5. Tenure of membership

The tenure of IEC membership will be for a continuous period of 3 years. Any member joining the
committee in between the tenure will continee as member for their remaining tenure. Members may
be reappointed after the expiry of three years if the appointing suthonity so decides.

2.4.6 Resignation of o member

A member can resign by submitting a letter of resignation addressed w the Charman and delivered to
the Member Secretary the same will be informed by the Secretary 10 the appointing authority for formal
acceptance and 1o initiate necessary replacement/recruitment procedure for filling up the vacancy.

The members if opts to siep down due to any genuine cause may do 5o with prior notice und proper
information to the appointing authoriy.

If 2 member affiliated to the institution resigns'retires from the institution, their resignation from [EC
will also be effective from the date of resignation whether formal letter of resigmation from 1EC i=
submitted or not,

2.4.7 Disqualification of 1 member
For misconduct:

+ The process will be initinted If TEC Chairperson or Member -Secretary received a
communication in writing (provided by IEC member or a member of the public) allegng
misconduct by a member.

«  Ifthe matter is of grave significance where integrity ol TEC could be questioned, the Chairman
may suspend the membership of such TEC members tll final decision is taken by [EC. During
the period of suspension, the concerned individuals will not have any rights, privileges or
responsibilities of an TEC member and will not perform amy duties of [EC member.

«  The Chairman may call a meeting of the [EC specifically to discuss this issue or matler will be
taken up for discussipn, The meeting convened will follow the usual rubes of quorum. The
allggation will be discussed in the IEC meeting and the member alleged of misconduct will be
provided adequate opportunity to defend himself / herself

«  The alleged member would stand disqualified if members present approve of disqualification
by voting of majority of members present in the meeting. The Chairman will convey the
disqualification 1o the concerned member in writing,

For nop-attendimice

« A member can be :l':sqﬂnliﬁu:d if fuils to attend more than 3 regular consecutive |EC meetings
without prior intimation.

«  The Chairman will call a meeting of the IEC specifically 1o discuss this issue. The mecting
canvened will follow the usual rules of quorum. The allegation will be discussed in the [EC
meeting and the alieped member will be provided adequate opportunity 0 represcnt hisher
case with a letter to the Chairman in writing regarding unauthonsed absence,

. After discussion, the Chairman ( Member Secretary will inform the cessation of membership
10 other members of 1EC through written communication or in the next meeting of 1EC,

Page 8 of BB
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Constitution of Institutional Ethics Committee & Terms of References (TOR)
KMCT /IEC,/SOP/0Z/VD4 Effective date: 25 Sep 2023
Version 4 Valid till: 24 Sep 2026

1.4.8 Policy for updating/training of TEC members

Al individual selected as u new member of the 1EC will be reguired to undergo training m
Rescarch Ethics bused on ICMR guidelines and New Drugs and Clin ical Trails Rules as well
as GOP.

Al TEC members shall be required to undergo refresher course in Good clinical practice {GCT)
pnmually,

All training including GCP, SOP, New Regulatory puidclines | updates will be conducted by
the 1EC. '

All relevant information on ethics will be brought to the attention of the members of 1EC by
the Member Secretary.

The Chairman, Member Secretary and members will be encouraged by the appointing authority
to utterd] national and intermational training programs/ conferences’ workshops! seminars/
courses ut least once in a vear in the field of research ethics (over and above his own discipline)
to help in improving the quality of review of research protocols/ethics commitice submissions
and other related schivities.

IEC Seeretariat will maintain the record of training in the minutes. IEC Secretarial will provide
the feedback form 1o the members for any suggeshions.

The IEC may sponsor or reimburse the expenses of an 1EC member or prospective members
for attending conference, continuing education session workshop and/ or training programme
elc,

2.4.9 Hierarchy

-

The Chainman will be the head 6f the committee.
The Member Secretary will be the guardian of all documents, record and funds in the
possession of the committes,
Other |EC members will be regular committee members with equal ranking.
LY

2.4.10 Rolesgof 1EC members

Chairman

Review date; 18 September 2023

Comduct EC meetings and be accountable for independent and efficient functioning of the
committee

Ensure active participation of all members {particularly non-affiliated, non-medical! non-
technical) in all discussions and deliberations

Ratify minutes of the prévious meetings

In cise of anticipated absence of both Chairpersen at a plinned meeting, the Chairperson
should pominate a commiltee member as Acting Chairperson of the members present miy 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.

Seck CO declaration from members and ensure quorum and fair detision making,

Handle complaints aguinst researchers, EC members, conflict of interest 1ssucs and requests
for use of EC data elc.
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KMCT/IEC/SOP/02/V04 Effective date: 25 Sep 2023
Version 4 Valid till: 24 Sep 2026
Member Secretary

* Orpanize an effective and efficiem procedure for receiving, preparing, circulating and maintaining
each proposal for review

= Schedule EC meetings, prepare the agenda and minutes

* Drganize EC documentation, commumcation and archiving
* Ensure traiming of EC secretanat and EC members

* Ensure S0Ps are updated as and wher required

* Ensurg adherence of EC functioning fo the SOPs

* Prepare for and respond 1o sudits and inspections

* Ensure completeness of documentation at the time of receipt and timely inclusion n agendsa for EC
TEVIEW,

» Asgess the noed for expedited review/ exemption from review or full review.

* Assess the need to obtam prior scientific review, mvite mdependent consultant, patient or community
representatives,

+ Ensure quorum during the mecting and record discussions and decisions,
Bazic Medical Scientisi(s)

» Scientific and ethical review with special emphasis on the mtervention, benefit-risk analysis, research
design, methodology and statistics, continuing review process, SAE, protocol deviation, progress and
completion repor

» For clinical trials, pharmacologist to review the dmg safety and pharmacodynamics,
Clinician(s)

* Scientific review of protocols including review of the intervention, banefil-risk anulysis, research
desizn, methodelogy, sample size, site of study and statistics

* Ongoing review of the protocol (SAE, protocol deviation or violation, progress and completion
FEpRart

* Review medical care, Em:ilifj;"utul appropradencss of the principal investigator, provision for medical
cur, management and compensal kon.

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

Legal expert/s

* Ethical review of the propesal, 1CD along with translations, MoU, Clinical Trial Agreement (CTA),
regulstory approval, insumnce document, other site approvals, researcher's undertaking, protocol

Page 10 of 68
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Constitution of Institutional Ethics Committee & Terms of References (TOR)

KMCT /IEC/S0P/02/ViD4 Effective date: 25 Sep 2023
Version 4 Valid till: 24 Sep 2026
specific other permissions, such as, stem cell committee for stem cell research, HMSC for international
collaboration, compliance with guidelines eic,

= Interpret and mform EC members about new regulations if any
Suocial schentist/ philosopher ethicist/theologian
* Ethical review of the proposal, ICD along with the transkations.

* Assess impact on community invelvement, soc o—cultural context, religions or philosophical context,
if any

* Serve as a patientparticipant/ societal / community represeatative and bring m ethical and societal
CORCETTS.

Lay person(s)
* Ethical review of the proposal, 1CD along with translation(s).

* Evaluate benefits and risks from the participant’s perspective and opine whether benefits Justify the
risks,

* Serve as a patient/participant/ community representative and bring in ethical and societal concerms.
* Adsess societal aspects if any.
2.4.11 Responsibilities of IEC members

The IEC is to ensure that the research projects carried out or supported by the college are sound
scientific design, have statistical validity and are carried according to its established Standard
Operating Procedures based on the operational guidelines a5 prescribed by New Drugs and Clinical
Trmals Rules (2019} amd 2022 (Amendments), National Ethical Guidelines for B wmedical Rescarch on
Humun Fanffipanrs by ICMR (2017), Indian GCP Guidelines, WHO Operating Guidelines for Ethical
Review Board that Review Biomedical Research (20000, The Intermational Conference on
Harmonization - Good Cliniesl Practices {(ICH-GCP) Guidelines, Declaration of Helsinki and the
prevailing amendments from time to time and Amendments from CDSCO office and any guidelines
1ssned by Government of India / [CMRS DO during epidemics/pandemics,

The basic responsibility of an EC is to ensure protection of the dignity, rights, safety and well-being
of the research participants. Mz

= The IEC must ensure cthical conduct of rescarch by the imvestigator team.

*  The IEC is responsible for declaration of conflicts of interest to the Chairperson, if any, ut each
meeting and ensuring these are recorded in the minutes:

*  The IEC should perform its finction through competent initial and continuing review of all
scientific, ethical, medical and social aspects of research proposals received by it in an
objective, timely and independent manner by attending mectings, participation in discussion
and deliberutions.

= The IEC must ensure that universal ethical values and mnternaticnal scientific standards are
followed in terms of local community values and eustoms.

Page 11 of 68
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The IEC should aszist n the development and education of the research community in the given
institute (including researchers, clinicians, students and others), responsive o local healthcare
requirements.

Responsibilities of members should be clearly defined and the SOPs should be given to IEC
members at the lime of thesr appointment.

The Secretanut should support the Member Secretary and Aliernate Member Secretary (i
applicable) in all their functions and shoulkd be trained in documentation and filing procedures
under confidentislity- agreement,

The |EC should ensure that privacy of the individual and confidentinlity of data including the
documents of TEC meetings (s protected.

The 1EC reviews progress reports, final reports and adverse events { AE Vserious adverse events
{SAE} and gives needful suggestions regarding care of the participants and risk minimization
procedures, if applicable

The 1EC should recommend appropriste compensation for research reluted injury, wherever
regured.

The TEC should carry owl monioring visits at study stes as and when needed.

The IEC should participate in continumg cducation activities in rescarch ethics and get updated
on relevant guidelines and regolations.

The IEC miy see that conduct of same/similar research by different investigators from same
institution is harmonized. Replicative research should not 1o be encouraged and submission of
sume rescarch to different funding agencies shoubd not be accepted.

2.4.12 Quorum reguirements

A minimum of five members present in the meeling room.

The guorum should include both medical, non-medical or technical orfand mon-technical
members. * -

Mingmum one non-affilisted member should be part of the quorum,

Preferably the lay person should be part of the guoram,

The quorum for reviewing regulatory clinical trials should be in accordance with current
CDSCO requirements.

Mo dectsion i valid without fulfilment of the quorum

*Medical members are clinicians with appropriate medical qualifications. Technical members are
persons with quahihcations related to a particudar branch in which the study is conducted, for example
soci] selences. :
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CONFIDENTIALITY AGREEMENT & HANDLING CONFLICT OF INTEREST
3.1 PURPOSE

The purpose of this SOP 15 10 describe the process mamntainmg confidentiality and wentifying and
managmg Conflict of Interest (CO among 1EC members, guest attendecs, observers and subject
expert.

3.2 5COPE

It covers the pgreeinent on Confidentiality and Conflict of Interest concerming information and
procedurss followed by the [EC.

3.3 DEFINITHONS

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

Types of COL:

L. A persomil CO 15 5aid to exist when:

*  There i immediate famly relattonship of the member (spouse, parent or parent of spouse, child
or child of a spouse, sibling or sibling of o spouse,or a dependent — who resides with an [EC
member or consultant or who recetves 50% or more support from an 1EC member, regardiess
of age) or other close personal relationship (step relationsheps meluded) with the investigator
o0 with co- investigatons,

= JEC member or his Mher immediate fumily member serves as a contributor to the research
project as o collaborator, consuliont, rescarch staff or financer,

= Research study 1 submitted by departmental colleague /senior (may be regarded as a personal
unﬂic'ting interest if applicable.)

2. A professional COI 8 where the IEC member or his'her immediate family member serves as trustee,
director, munager, or scientific adviser of the funding agency sponsoring the research.

1. A financlal COI for IEC members and immediate family exists when the |EC member or the spouse
or dependent of a member recerves monetary benefits including, but not limited to, salary or payments
fur other services (e.g. consulting fees or service being evaluated) related 1o the project.

3.3 RESPONSIBILITY -

The TEC would refer 1o the GCP guidelines, ICMR guidelines and New Drugs and Clinical Trials
Rules, 2019 and ther modifications. It i the responsibility of each and every newly appointed
members to read, understand, socept and sign the confidentiality agreement,

5.3.1. Every member at beginning of the tenure and befors he/she commences to review rescarch
projects submitted to 1EC and before he/she starts 1o function as an |EC member and before hefshe
starts attending 1EC meeting will read the Conflidentiality Agreement (Ax: 04V04) and Conflict of
Interest Agreement (Ax: 0704} earefully and thoroughly amd will accept by sigring #t. No members
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having a conflict of interest will be involved in the oversight of the clinical irial or bisavaitubility or
bioequivalence of bwmedical of any human rescarch study and esch member & responsible to
withdraw voluntarily from review if there is a conflict of interest afier signing a declaring of CO1 fonn
(A 10V} . He'she will sign and date the document and hand over the document to the Secretarial,

3.3.2 Every observer or guest for IEC committee meeting will read the Confidentiality (Ax: 05/VD4)
and Conflict of Interest Agreement Form (Ax: 08/V04) corefully and thoroughly and will accept by
signing it before mitiating ethical review andior before commencement of the meeting. The Secrctariat
will obtuin the document for record.

3.3.3 Every Subject Expert meeting will read the Confidentiality { Ax: U8/V04) /Conflict of Intercst
Agreement Form (Ax: 0%V04) carefully and thoroughly and will accept by signing it before mitisting
ethical review and / or before commencement of IEC. The Secretarial will oblain the document for
record

The details in respect of the conflict of interest of the members will be recorded in the minutes of the
ML ings.

34 DETAILED INSTRUCTHINS

Voluntary disclosure regarding COI by IEC member

The IEC member should determine whether they have a COl before reviewing the research and declare
all sources of potential conflicts of mterest prior to engaging in any review process: [EC members
should not participate in discussing, or decision making on research proposal applications reviewed at
any level (exempt, expedited, or full-board) when they have conflicts of interest except to provide
information requested by the IEC,

a) If an IEC member has o COl for review outside a meeting {e.g., the expedited procedure
amendments), he or she should notify the IEC Secretariat and return the documents.

b) I an IEC member has a OOl for o study for which be or she has been assigned a8 a primary reviewer,

he or she will inform the 1EC secretariat so that the review is reassigned to other members.
£

¢} If an 1EC member has o COl for review of research study at o meeting, he or she will inform the
Chairperson and leave the meeting room while discussion of the study takes place. He/she may stay in
the meeting room only 10 answer questions about the research. This is applicable also for IEC meetings
at which discussion on serious adverse events, deviations/violations, amendments’ continuing review
repons related to studies are dscussed.

d) Recusal of IEC member that declares COT and leaves the meeting docs not count towards the quorum
fort the vote. The member's abdence under these circumstances is called & recusal, not an abstention or
un nbsence.

¢) [Tan [EC member finds that he/she has a COT during the conduct of a research project approved by
[EC, he'she shall report the confliet to the TEC at the next TEC meeting.

= Al the begmning of each meeting, the [EC Chairperson asks the members 1o discloge any COl
concerning uny of the items on the agenda. During the meeting, |EC member having conflict disclose
the existence of the conflict just be fore the review of the relevant fiem beging
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= [f the Chairperson has conflict of interest for a particulur project, this should be so declired and
mandled like any other member’s confhict s handled. An acting Chair should be appointed for
discussion on such a project. When determination regarding existence of COl 15 uncertain more
mformeition is gathered from relevant sourcey and determination is done by LEC member with the help
of IEC Chairperson Member Secretary or by 1EC Chairperson /| Member Secretary (as applicable)

» The IEC Chairperson has the final authority to determine whether a COl has been managed or
eliminated approprintely for research participant protection.

= The IEC shall not approve a rescarch study proposal where a COJ s not managed or ehiminated
Management of COIl

In case of o COI:

= TEC members will disclose the OO as discussed above

= |EC members will not serve as reviewers

® [EC members will not mfluence the discussion und decision making of the concerned study by
staying away duning the [EC meeting

® |[EC Member Secretary and the Secrctariat will record the points related to disclosure and
management of OOl of IEC members in the IEC minutes.
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TRAINING AND EVALUATION OF MEMBERS OF 1EC

4.1. FURPOSE

The purpose of this SOP & to deseribe roquirements and methodology for truning performance
assessment of the Institutional Ethics Committee (IEC) members and the Secretariat at EMCT Medical
Collepe.

4.2. SCOPE
The SOP applies to all the [EC members and the Secretarint
4.3 RESPONSIEILITY

It 15 the responsibility of the IEC Chairperson with the assistance of Member Secretary to ensure that
there is adequate initial and continuing training of the [EC members and the Secretariar. The
Chairperson is responsible for assessment of all IEC members and complete o self-assessment exercize
at prescribed intervals,

4.4. DETAILED INSTRUCTIONS
4.4.1. Topics for training
IEC members shoukd have knowledge of the following:

*  Relevant research ethics and regulatory guidelines

*  Roles and Responsibilitics of 1EC members

*  Review of protecol and related documents, including concepts of Risk Benefit assessment.
Equity in recruitment, Autonomy, Confidentiality and Privacy

*  Recent Developments in_relevant health seience specialtics

* SGPSE{TI'I}}: IEC

Secretariat should have knowledge and relevant skills for eonducting the following activities:

*  Competency in working on Microsofi word, Excel, 1EC office softwire
= Mamtenance of IEC Databasc

= Communicstion skills- written and verbal

*  Knowledge about the SOPs

4.4.2. Training of new 1EC Mémbers

Every ime a new commitiee s constituted, the members must undergo initial training on ethics in
clinical research and good elinical research and SOPs. One training every year at the minimum should
be provided. Member Secretary of an IFC member will provide an introductory training to the new
member. The new IEC members would be encouraged to undergo online EC training program me too,
The TEC Member Secretary, member, Chairperson will be cncouraged 10 receive continued trnning
by participating in a workshop, conference and/ or retrainmg program related to research ethics, as o
debegare, faculty, facilitator, etc, at least once every year, The IEC will conduct workshops on ethics
m clinical research and good clinical research practices from time to time to impart training to the 1EC
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Members to the Institutional faculty members, The IEC may sponsor or reimburse the expenses of an
[EC member or prospective members for attending conference, continuing education session workshop
and! or training program (if applicable),

4.4.3. Training of the Secretariat

The IEC Member Secretary along with other members will irain the Secretariat on SOPs. There will
be initial training and st least one training session per year on SOPs. The competency of staff in
computers and communication skills will be evaluated and ensured initinlly at the time of appointment
by the Member Secretary and Churperson

444 Maintenance of training records of the IEC Members and the Administrative Staff

The Secretariat should mainiain copies of the certificates of all training workshops and conferences in
rescarch ethics attended by the mdividual 1EC members, The copies will be filed in the individual
members files. The records regarding truining copies of the Secretariat will also be maintained in their
respective files.

4.4.5 Evoluation of TEC members

The committee will conduet periodic self-assessment annually through internal meeting of the
members using the self~evaluation forms.

= Seli~evaluation of Chairman will be done (Ax: 1 1/V04),
= The Charman will do evaluation of the IEC members and Member Secrotany (Ax: 127V04).
=  The mdividual feedback will be provided to all members by Member Sccretary,
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AGENDA PREPARATION, MEETING FROCEDURES & RECORDING OF MINUTES

5.1 PURPOSE

The purpose of this procedure is o claborite the administrative process and provide instructions fior
preparation of meeting agenda, review, approval, minutes, and communicating the decision o the
Principal Investigator, '

5.15COPE
This SOP applies to administragive processes coneerning the conduct of TEC meetings,
3.3 RESPONSIBILITIES

It & the responsibility of the Member Secrefary assisted by the Secretariat to prepare the agenda for
the IEC mecting, The Chairperson will review ind approve the agendn, Tt is the responsihility of the
Member Secretary to ensure proper recording and dissemination of the minutes afier the meeting is
over. It i3 the responsibility of all members to read and fpprove the minutes sent to them, The
Chairperson will review and finally spprove the minutes,

5.4 DETAILED INSTRUCTIONS

The IEC Full Board meeting will be regulorly scheduled once in three months/as and when required.
In every meeting, the tentative date of the next meeling will be decided.

S.4.1. Before full board TEC meeting

*  Prepare the agenda of the meeting

*  No limit is placed on the number of tems on the agenda, The number of tems is based on
available expertise (mémbers and consuliants), urgency, order of submission to the [EC and
IEC%vorkload.

The agenda for the IEC meeting is prepared 3 days in advance before the date of meeting. Answers 1o
the JEC queries and amended study related documents from the investigators received 7 days before
and other types of documents received 3 days prior to the date of fill board TEC meeting will be
nciuded w the agenda, Any study-related document (except if related to safety of a participant
mcluding SAE repon) received within 3 da ys preceding the date of meeting will not be considered for
the meeting. It will be deferred 1g the next meeting for discussion except in some cases when fhe matter
15 deemed wrgent and important (having direct bearing on the sufety of the rescarch participanis such
s SAE report or mujor protocol violation).

In case a meeting is to be rescheduled due 1o avoidable crcumstances, the date and time will he
mformed to the TEC members telephonically and for via ¢-mail. The Secretariat will Send vin e-mail 1o
members the sgenda of the meeting at keast | day in advance of the scheduled meeting. The Secretariat
will make sure that the meeting venue, equipment and facilities are available for the meeting day.

5.4.2 Conduct of the mecting
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The committee woukl meet once in three months or whenever it is necessary, If needed where the
situation 14 justified the meeting may be callcd mwre thin once ina month

The mecting will be held as scheduled, The members will gather n IEC meeting room on scheduled
time. The meeting shall start with welcoming of members by Chairman. The Chairman / Member
Secretary shall determune that the quorum s maintained. The Member Secretary wall discuss the
minuies of the previous meeting of IEC as well as major msues/policies discussed i minutes of the
other IEC and present the agenda for the current meeting, The Secretariat will obtam the signatures of
all the 1EC members on the attendance register, The Member Secretary will present the agenda of the
meeting for discussion,

If an IEC member has conflict of interest invohang o pl‘ﬂj:l:'l then helshe shoukl] declare the same,
before the meeting commences and leave the mecting room before the discussion on the same. This
will be recorded in the mimmtes, The investigator will present the study through a presentation. Those
mvestigators who have been asked by the IEC seeretanst to provide edditionpl information or
clarifications related o their project may do so in the meeting. The 1EC members will discuss and
clarify the commemts and suggestions, The Member secretary shall record the discussions.

5.4.3 Decision making

IEC member will withdrmw from the mectmg for the decwsion procedure concerning the study where
conflict of mterest exists. | any [EC member has herhis own proposal for TEC review hefshe will not
participate i the 1EC discussion or vote on that particular project, Decisions will only be made at
meetings where a quorum is present, Neither P1 nor any of proposed study team members participated
during the decision making of the 1EC. Only 1EC members who atend the meeting will participate in
the decision.

Types of decision:

= Approved: The study is approved in its present torm, When committes approves the study, the
certificate will be issued within & period of 15 days.

= Approved with modifications: Thizs is a conditional approval. The revisions are required. 1T
revisions are found satisfactory, approval will be granted.

*  Hesnbmit: Extensive revisions are necessary. Principal Investigator has to comply with the
changes sugeested by [EC during the meeting. The revised project will then be reviewed in the
next meeting.

*  Not approved: The study is not approved in its current form, The required modifications will
be sugpested during the meeting with reasons. If the investigntor wishes 1o appeal to the
decision, hefshe may dg so by contacting the IEC Secrctanat. The I1EC may decide to acoept or
deny the appeal. If the appeal is denied, the [EC decision 15 final and the study may not be
approved or resumed.,

»  Deferred: The decision cannot be armived at present and therefore postpone to next mecting.
Grounds for this: lack of quonam. lack of expertise etc.

%.4.4 Preparation of minutes of the meeting

+*  The Member Secretary will record the minutes of the meeting as per (Ax:13/V04) and
disseminate the same 10 the members within seven days of the meeting for their signed
approval.
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= The minutes of the TEC meeting will be ratified in the subsequent TEC meeting,

* In the record sechion of 1EC secretariat, spproved minutes will be maintained by the
eoordinating staff with confdentiality for a minimum period of five vears both as soft and hard
copies,

«  The records will be mainained in such a way that it can be retrieved by tracking the records
maintained in the tracking records of the minutes of the meeting.

5.5.5 Conduct of emergency meeting

The Member Secretary in consultation with Chmrperson may decide 1o call an emergency meeting for
any ong or more of the following reasons:

= Urgent issues (which, if not decded upon carly could adversely afTect or have sdverse impact
on paticnt safety, public safely or national cconomy efc, )

*  Decdrrence of unexpected serious adverse event(s),

= Other reasons, as deemed appropriate by the Member Sccretary'Chairperson.

Arrangement of an emergency meeting:

Thee Secretariat will endeavor to contact cach and every IEC member and inform about the date, time
andd venue of the meeting as well as the reason for calling for the meeting. For the purpose of calling

an emergency mecling, contact by telephone or email to the email address provided by the member
would be considered as sufficient.

The Secretaniut will ensure the distribution of all relevant documents for which emergency. meeting is
scheduled, The relevant details can be sent via email.

Emergency meetings may be armanged through teleconference or any virtual platform.,
The emails received from the members will be considered for the attendance.
Driscussion and decision-making process:

The Chairmar / Member Secretary / Secretarint will determine the quorum is maintained as per
requirgment.

The IEC members will act according to the relevant IEC SOPs (Expedited Review, SAE review,
Review of Protocol devintions/violations eic.) for discussion and decision-making on the matier under

consideration. The minutes of the emergency meeting would be prepared, distribined, approved and
hiled s described in the steps above for regular full board mesting,

5.5.6 Honorarinum to the Membeér

Eeimbursement of traveling expenses and ressonable honorarium will be provided to the EC members
for attending the IEC meetings.

5.5.7 Communicating Decision

The decision will be communicated in writing 10 the Pl and relevant stakeholders, preferably within i
periad of 15 working days of the IEC mecting at which the decision was made,

The commumication of the decision will include, but is not limited to, the following
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# KMCT Medical College Project No. and title of the research proposal reviewed.
» The clear klentification of the protocol of the prc;mrﬁ:d research or amendment

& The nomes-amd specific idemtification number versoon mmbers Adares of the documents reviewed,
meluding the potential research participant mformation sheet/materal and nformed consent form

& The name and tithe of the Principal Investigator
& The name of the sie(s), date and place of the decision
s A clear statement of e decigan re.nhed

» Validity of approval will be for the complete propesed duration of the study. This approval is subject
to annual review. However failure to submit completed status report by the last due date may resalt in
the expiration of approval,

-"'"llll.‘
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MANAGEMENT OF PROTOCOL SUBMISSIONS
6.1 PURPOSE

This SOP is designed to deseribe and act as a guideling for the [TEC Secretariat to manage rescarch
study submussons.

6.2 SCOPE
The scope includes the following:

«  Submission for initial review

=  Re-submission of sludy with medifications

»  Submission of protocol amendments and any other amendments
= Submission of status reports/continaing review of the study

«  Submission of Serous Adverse Events and Deviations/Violations
»  Submission of study completion/terminalion report

»  Submission of any other study related docurments

6.3 RESPONSIBILITIES

It is the responsibility of the TEC secretariat 1o receive record and distnbute the study documents for
1EC review,

6.4 DETAILED INSTRUCTIONS
64,1 Initial submission

For the initial review of study, investigators should submit all study related documents to the IEC, no
fewer than fourteen {14) days before the next scheduled meeting. The PI should submit rescarch
proposal tg the IEC for review and approval under-any of the sections mentioned below:

= Initial review application

» Re-submission of Study with Corrections

= Protocol Amendment or any other amendments

= Annual Status Reports .-'Cnn.lijnuing Review of the study

= Study Completion/Termination

& Submission of Serious Adverse Events and Deviationa™Violations
o Any other relevant document’s

The TEC will accept new submissions from Principal Investigators only after ensuring that continuwing
review applications'status reports of the proviously approved studies have been submitted by the
Principal investigator in a timely manrer. The IEC shall not precess a new research proposal from the
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Pl unless the Pl has submitred continuing review application/staius reports for engoing 1EC approved
studies.

The IEC secretariat has created an online system for subrmission of protocols and other study related
documents. From 2023, it has become mandatory o make online submission of new rescarch proposals
via the official mail id of the IEC liecakmetmedicaleollege. org). After receiving the proposal by an
mvestigator, the 1EC Sceretariat will disseminate the same to individual members a1 the carlicst. They

will also be informed through telephonic conversation regarding the same.
6.4.2 Verification of submission _

On receipt of the study related documents via mail, the IEC members will serutinize the documents
for the completeness of the online submission. The scope of administrative review is as enlisted:

Check the submissions for initial review as per checklist, (Ax:14/VD4) 1o ensure that all mandatory
forms and documents are submitted.

Notify the investigators, if the online 1EC form is incorrectly filled and/or the submission is inco mplete
b5 per the checklist, The investigator will be intimated regarding document requests and other
administrative findings and queries via email, Upon sutisfactory online submission of rescarch
proposals by investigators, o notification is sent 1o the mvestigators to submil a hard copy ol all
documents submitted online. Covering letter addressed to the Cha irrnan/Member Secretary of the JEC
and forwarded by Head of the department and guide (if any) along with the list of identifying
documents are also to be submitted by Principal Investigator (PI). The Secretariat will verify eligibitity
of Pl / research staff ivolving in the study along with delegation of responsibilities of study team
before accepting the protocal of regu latory studies/ non-regulatory studies ( if needed) and will perfirm
the actions sgainst the submission,

All clinical trials, scademie trials, bioequivalence, bioavailability, biomedical and health research and
other academic research {UG: PG, DNB, Nursing) study proposals will be submitted to the Member
Secretary of the 15C in the prescribed  Application format along with checklist and detailed study
protocol at least three weeks in advance ( especially for all clinical mials), The nvestigators shall submit
their research study proposals for ethical review as per the checklist (Ax:14/'V04) along with
application form { Ax:1 SV04),

Additionally, the investigator shall submit separale application forms according to specific projects us

-

given below: ‘'

* For clinical trials, bm.equivalrnn:, bioavailability research (Ax: 16/V04)
* For Human Genetics Testing Research (Ax: 177'Vd)
*  For Socio-behavioral and Public Health research (Ax: 18/V4)

The protocal would include the following:
L Title of the Protocol
I. Name and contact details of Pring tpal Investigator

Hi.Name and contact details of Sponsor/CRO
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iv.Recemt curriculum vitae of the nvestigators indicating qualification and
experience and medical registration certificates

v Summary / Synopsis

vi.Clear research objectives and rationale for underiaking the mvestigation in
hurman subjects m the light of existing knowledge

wii. Participant recnintment procedures or proposed methods @ advertisement
{ notices
wiil, Inclusion and exclusion criteria for entry of participants in the study

bePrecise description of methodology of the proposed research, including
intended dosages of drues, plunned duration of treatment and details of invasive
procedures ifany

x A deseription of plans to withdraw or withhold standard therapics in the course
of rescarch

%l The details of statistical analysis ol the study

xi. Procedure for seeking and obtaining informed consent with sample of
pulient information sheet and informed consent forms in English as per (Ax:
19/V04) and vernacular linguipges and the validity of the translation and back
translation (certificate) or amendments to the Informed consent document (if
any)

i, Assent form, if applicable (Ax: 20/V4)

Kiv. Safety of proposed intervention and any drug or vaccine o be tested,
including results of relevant laboratory and animal research®

XV, For research earrying more than minimal risk. an account of plans to
provide medical therapy for such risk or injury or toxicity due to over-dosage
should be in¢luded.

wvl Case Record Form / Proforma / Questionnaire
wvik Pm_i::m mstruction card, identity card, diary etc., if any

i, Froposed compensation for  participation and  reimbursement  of
medental expenses! senows adverse events occurring  during the study

participation®
¥z, Plang for storage and maintenance of all dats collected during the trial
X, Plans for publication of results — positive or negative — while

maintazning the privacy and confidentiality of the study participants
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wl, A statement on probable ethical issues and steps taken fo tackle the
same,

A%, Activity plan ! Timeline
widil.  Amendments to protocol (il any)
%X Protocol signature page

KXV, All pther relevant documents related to the study protocol including
regulatory clearunces and insurance documents as applicable®

vl Investigator's agreement with the sponsor /| Chncal Trinl Agreement
(CTA) ! Agreement 10 cemply with national and international GCP protocols
for clinical trinls®

wevil Clinical trial bodget

wxvill.  GCP training certificate (< 3 yra.) of Principal investigator and study
[eam members

XK. Details of Funding agency / Sponsors and fund allocation for the
proposcd work®

M Insurance pohicy of the study*
X0k, Investigator's Brochure®
sl Undetiaking by the Investigator®

i, Memornndum  of Understanding  (MOU)  between  collaborative
institutions

wxiv. | CTRI repistration®

worw,  DCGI Approval letrer®

woewl,  FDA marketing/manufacturing license for herbal drugs®
woadl,  Health Ministry Screening Committee {HMSC) approval®
wotil,  Chenetic Engineering Advisory Committee {GEAC) approval*
wods, " Stem cell committee (ICSCR) approval®

«l_Ethics Committee ¢learance of other centers (if applicable)

Kl Any additional document(s), as required by IEC

Note: The copies of the research propusals for clinical mial and checklist filled
m by P1 along with soft copy in CD or in #ny storage medin device need to be
suhmitted, one for the records of the IEC and one each for every member, 1EC
may constraint the need for hard-copy bused submission of research projecis
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1o practxce eco-friendly paperless system of operation. For this purpose, IEC
would review for » brief PowerPoint Presentation (PPT) to be presented by Pl
covering all the key topics which shall have equal importance as
documentation
*lApplicable for Clinical trials)

a  Upon submission of study proposal, IEC secretarint will verify and record
the details m the inward register and mention the inward no. slong with EC
reference no. on the first page of covering  letter of the protocol. The
secretunial will keep one original set of all documents for 1EC record. After
verifying documents, if TEC found incomplete submission, TEC will retumn
to respective investigator with stating the reason for the same that will
depend upon the completeness of the content of the protocol s mentioned
above, However, it is necessary for Pl 1o submit the remaining documents
before reviewing the same,

o Member Secretary / Joint Secretary will review the protocel and related
documents and will wke the decision regarding the type of the review
reqquired forthe particular protocol as follows:
¥ Full Board Review
* Expedited Review
7 Excmpt from Review

6.4.3  Policy for fees for review
The policy for fees for [EC review s as follows:

All undergraduste research proposals from the institution for academic purposes will be reviewed
without any fees.

Undergraduatg research prup-u:m;a from user institutions will be processed with a fee of Rs 1000/-
Post graduate research proposals will be reviewed with a fee of Rs 2500/-.

Faculty research proposals will be reviewed with o fee of Rs. 2500/,

For funded research;

&  Fundead researchinon-interventional  study) with  funding amount below
100,000/ Rs 2500K- -4

= Funded research {Non-imerventional study) with funding amount up to 210,00,000/- = 23000/
as entry fees and 300/~ per year thereafier till the termination of the praject.

= Funded research (Non-interventional study) with funding amount more thand 10,00, 000/- L b
L00,000/- = 25,0000~ as entry fees and 2700V- per year thereafter till the termination of the
progect,

*  Funded research (Non-interventional study) with funding amount more than 250, 00,000/ =
37,0004+ as entry fees and 21000/ per vear thereafter till the ermination of the project,

* Funded research {Interventional / Clinical Trial) having single centre operation
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®  T15,00d0- as eniry fees, and 27,000/~ per year thereafter till the termination of the project.
Additional fees 210,000/ for expedited review and 25,000/ for amendments.

*  Funded rescarch (Interventional | Climical Trial) having mmulti-centric operation 220,000/~ as
entry fees and 210,000/~ per ‘year thereafler till the termination of the project. Additional fees
15,0000~ for expedited review and T5,000¢- for amendments.

Method of pavment:

All such processing charges should be deposited in the bank account of IEC, KMCT Medical
College at Union Bank of India, Manassery branch,

Expenditure
The expenditure will be made from the IEC account towards following:
= Paying honerarmm to external members (Z20000- each) for esch meeting attended and
invited experts.
= Ethical guidelines'GCP traming programme organized by 1EC.

= Sponsorship of IEC members to present papers on rescarch ethics and represent the
IEC m national/international conference.

F i
Prcpared by: - Auaisporeno A Signature =

Reviewed by; 7 ° jmkrﬁ;k?;jhﬂﬂ T Sgnutumm-—ugfz

B
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FULL BOARD REVIEW PROCEDURE
7.1 FLIRPOSE

The 1EC shall review every research proposal involving human subjects and other forms of studies
{except in-vitro and amimal experments), before the research is initiated. IEC shall ersure that a
seienfific rationale, scope, mathodology and the cthical aspects of the study before review is taken up.
The committee shall evaliate the possible risks and benefits 1o the participants with proper justification
as well as the expected benefits to the community. The adequacy of documentation for ensuring
privacy & confidentinlity shall also be reviewed.

7.2 SCOPE

It covers the procedure applies to the review of all protocols submitted for initial review and decisions
therenl by the 1EC.

7.3 RESPONSIBILITY

The ethics review of a new project would be done through formal meetings by the IEC members and
would not resont W0 decisions on them through circulation of proposals. All the 1EC members shall
review all the protocols. The Chairman™Member Secretary can identify the primary reviewer ns per
experise and allocate the projects,

TA DETAILED INSTRUCTIONS

7.4.1.The research proposals presenting more than minimal risk that are not covered under exempt or
expedited review shall be subjected 1o full committee review. The members will review every research
proposal as per checklist {Ax: 21/V04).

7.4.1. The following decisions may be provisionally taken by the Member Secretary in communication
with the Chairman, without a formal meeting, subject to the approval of the TEC at the next scheduled
mocting:
a) Extengion of the study beyond the approved period.
£
b} Amendment to the study related document not invelving the study design.
¢} Restarting o previously discontimued research project.
bt All potifcations related to adverse events,

T.4.3. Reviewing of academic research proposals submitted by post-graduste and under-geaduste

students: W
L]

The Erhics commitiee will review the proposals of acodemic resenrch submitted by postpraduate
srucdents s part of ther thests work & undergraduate students,

7.4.4 The following types of research are considered 1o involve more than minimal risk and
require ethical upproval with a tull board review:
= Research mvohang those who lack normal phystcal / mental capacity. Al research
mvolving those who lack normal capacity, or those who during the research project
has become lacking in capacity.
® Rescarch involving sensitive topics — for example participants” sexual behavior, their
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illegal or politival behavior, their experience of violence, their abuse or exploitation,
their mental health, of their gender or ethnic stotus,

s  Research involving groups where permission of a gusrdion & normally required for
initial access 1o members, This includes research nvelving guardians such as adult
professionals (e.g. those working with children or the elderly), o research mwhere
access fo research participants i not possible without the permission of another adult,
such as another family member (e.g. the parent or husband of the participant) or a
COIMMUnItY.

o [esearch involving access 1o records of persomal or confidentiol mformation,
including genetic or other bickgical information, concerning identifiable individuals,

« Research which could induce psychological stress, anxiety or humilialion or cause
misee than minimal piin,

e  Research involving mtrusive interventions or data collection methods - for example,
the administration of substances, vigorous physical exercise etc. In particular, where
participants are persunded 1o reveal information which they would not otherwise
disclose in the course ofeveryday life.

+ The Commitiee would evalunte the possible risks to the participants, the expected
benefits and adequacy of documentation for ensuring privecy, confidentiality and
juslice [SSAUCs,

7.5 Informed consent review process

The principal investigator must obtain the panticipant’s consent in writing using Informed
Consent Form (ICF). Patient information sheet and Informed consent form should be
approved before initiation of study and fumished to Central Licensing Authority (CLA). Any
changes in Informed Consent Document (1CD) should be approved before implementation
and submitted to CLA_ As per the requirements, Table 3 of Third Schedule in New Drugs and
Clinical Trials Rules, 2019 and 2022 { Amendments), 1EC shall review the ICD using checkhist
(Ax: 227VD4). The ICD should clearly siate that the participant is entitled 1o free medical
mansgement 85 bong as required in case of mjury, and financial compensation in case of
clinical trial related injury or death. The investigator will have to clearly inform the subject
about his right 16 claim compensation in case of trial related injury or death and 1o contact the
sponsor | representative directly for any claim related queries. The contact details of primary
investigator, sponsor and ethics commitice representative should be provided n the ICD. In
order to zid the culeulation of compensation amount, the 1CT should have further details about
the subject like qualification, cccupation, annual income, address and contict detnils of the
nomines and histher relation with the participant. A copy of ICD should be provided to
participant and same should be mentioned in the 1CD document. The 1EC periodically review
the following (by the way of performing random inspection visits).

7.5.1 The investigator shall provide information nbout the study verhally as well ns using
patient information sheet, in a language that is nontechnical and understandable by the subject.
7.5.2 The Pl shall deseribe procadures for obtaming informed consent including the procedure
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of Audio Video recording from the research participant prior to enrolling mio a research study,
especially vulnerable subjects. .

T.5.3 If the subject is unable to give consent {(unconscions or minor or suffering from severe
mental illnes or dsabiliny), the same should be obisined from o legally scceptable
representative] LAR ) who is able 1o give consent for or authorize the imtervention in the patient
ws provided by law of Indin,

.54 1f the LAR i5 unable to read or write, an impartial witness who 15 not a pant of the
research team should be included in the consent process who will sign in the consent on behalf
of s [ her, '

7.5.5 1 subject is from pediatrics age group, the subjects are legally unable to provide written
mfxrmed consent and are dependent on their parent or legal geurdian 1o assume responsibility
for their participation in clinical studies. In such case:

=  Written mivrmed consent shookd be obained from the parent or legal guardian,
However, all pediatric participants should be informed to the fullest extent possible
zhout the study m a language and in terms that they are sble to understand.

»  Where uppropriate, pediatric participants should additionally sssent to enroll m the
stucly. Mature minors and adolescents (7-18 age group) should personally sign and
date a separaicly designed written assent form.

= Although a participant's wish to withdraw from o study must be respected, there may
be circumstances in therapeutic studies for serwous or life- threatening diseases in
which, in the l.'.IFI'i.I'.I:ilJl'I of the Investigator and parent or kegal guardian, the welfare of o
pediatric patient would be jeopardized by his or her failing to participate in the study.
In thig siuation, continued parental or legal guardian consent should be sufficient to
allow participation in the study,

7.5.6 Assurance that the research pamicipants shall receive information that becomes
available during the course of the research relevant to their participation including their rights,
safety and wellbeing is docandented.

7.5.7 The* provisions made for recewving and responding to querses and complaints from
research participants or their representatives during the course of o research project.

1.5.8 Any payments proposcd o be made to subjects/patients has to be docomented and
notified to [EC and incloded on the ICD {Informed Consent DocumemtVICF {Informed
Consent Form).

7.5.9 Audio Visual {AV) Recording of Informed Consent process shall follow us following:

o According to ICMR gudelines, when a participant is willing to partscrpate but not
willing to sign or give a8 thumb impression or cannot do %o, then verbal'oral consem
may be taken on approval by the EC, in the presence of an impartial witness whao
should sign and date the consent document. This process can be documented through
audio or video recording of the participant, the Pl and the imparim] witness, all of
whom should be seen in the frame. However, verbal/oral consent should only be taken
m exceptional circumstances and for specific, justifiable reasons with the approval of
the EC. It should not 1o be practiced routinely,

= [ncase of vulnerable subjects m clinical trials of New Chemical Eatity (NCE) or New
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Maolecular Entity (NME) including procedure of providing informton w the subjoct
and his understanding on such consent, should be prisiintaned by imvestigator for
record:

In case of clmical tnal of anti-HIV ond 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 should be mamtaimed by the

investigator for record.

T.6 Climienl Trinl Agreement (CTA) review process:

As per regulatory requirement, the PI must provide a legal agreement or contreact with the
head of the institute and sponsor where trial 8 0 be conducted. Thee imvestigator should sign
the same to conduct the trial in accordince with the protocol, good clinical practice guidelines,
and all spplicable requirements, among other things. EC should review the agreement and
contract budget with the followmg mentioned terms using checklist as per (Ax: 23/V04)
before giving approvak

o  Roles and responstbalitics of the vanous stakeholders myvolved (sponsor, investigator,
Contract Research Organization, any laboratory, et}

o Conduct of study i compliance with Good Chnical Practices (GCP), apphcabie
regulatory and ethical guidelnes; and the approved protocol

o Complinnce with procedures: for dota recording and reporting

»  Terms of confidentiality and non-disclosure

&  Details of insurance and indemnity {compensation details)

+ Permission for monitoring, dudit and inspection of the trial site. The contract shoukd
explicitly state that the CRO or monitor should be given aceess o the trial sites, source
data and documents, and reports. The agreement should also state that the institution
or site should allow aecess 1o the regulatory nuthonties (if needed) for an inspection.

. .AF,!‘EETHEIII o retain all essential documents (refated to the trial), until the Sponsor
mibrms the site that the documents are not required (archiving)

= Proposed communication pln

o  Details of the financial support, payments, honorarioms and fees, ete.

= Grounds for termimation of contract

= Publication policy

The allocation of oles and responsibilities of the investigators can be mentioned:

 Data processing  *

=  Bregking of the code

= Statistical analysis

= Preparation of the stody report

s  Preparation snd submission of materinls to the Ethics Committee, regulsiory
authoritics and other oversight commitiecs

= Reporting of Adverse Drug Reactions, Adverse Events, Senous Adverse Events

o  Quality Control and Quality Assurance systems with written Standard Operating
Procedures (SOPs).
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EXPEDITED REVIEW POLICY
%.1 PURPOSE

The purpese of this SOP i 1o determing if a study protocol qualifies for expedited review and provide
instructions on management, review and approval of a project through the expedited TEVIEW.

8.2 5COPE

This SOP applies to the review and approval of research studies and documents which qualify for
expedited review by TEC.

B.3 RESPONSIBILITY

It is responsibility of the Chairman | Member Secretury 1o determine if a project / protocel qualifies
for an expedited review. . TEC may appoint designate one / more members as primary reviewers (o
expedite the review nl'such proposals.

8.4 DETAILED INSTRUCTIONS

#.4.1 The Member Secretary, IEC will screen the study for its completeness and depending on the risk
involved in the rescarch study categorise it mto three [ypes, viz

I. Full board review {full board/regular review)
2. 1L Expedited review
3. 1. Exemption from review

An investigator may apply for expedited review for the study protocol using Expedited Review
Application Form (Ax; 24/404), The |EC Chairman / Member Secretary will take the final decision
regarding whether a study with *not more than minimal risk” qualifics for an expedited review

Expedited review may be done in the following circumstances:

o Research involving nongidentifiable specimen and human tissue from sources like blood banks,
tissug banks and left-over climical samples

e Research mvolving clinical documentation matermls - that  are non-ilentifiable  [(data,
documents, records)

s Modification or amendment to an approved protocel including admmistrative changes or
correction of typographical ervors and change in researcher(s)

s Revised proposals previcusly approved through expedited review, full review or conlinuing
review of approved proposals

e Minor deviations from ociginally approved research cousing no risk or minimal risk

s Progressfannual reports where there 15 no additional risk, for example activity limited 1o data
analysis. Expedited review of SAEs/unexpected AEs will be conducted by SAE subcommitiee

s For multicentre research where 1 designated muin EC among the participating sitcs has
reviewed and approved the study, a Jocal EC may conduct only an expedited review for site
specific requirements in addition to the full committee common review.

s Research during emergencies and disasters
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%.4.2. Review protocol & give comments and recommendations:

The designated primary reviewers of the IEC may review the protocol and give their comments and
recommendations 1o the Member Secretary within five days from date of receipt of the protocol The
designated primory rEVIEwers, after revicwing each study protocel will lead the discussion on the
relevint protecol in the subsequent et ing.

#.4.3. Decision of IEC:

e Aftcr reviewing the protocel by the primary reviewers, the Member Scerctary will discuss
aboui the comments with the Chairman and decision will be taken in consultation with
Chairman. The decision will be ratified n the regular meeting of IEC.
1f deemned necessary, the proposal will be discussed in the forthcoming meeting.

The expedited review process should be completed within 14 working days.
The decision will be conveyed to the principal myestigator,

s If project is disapproved of requires resubmigsion afier certmin modifications, this will be
-nformed to the Principal Investigator, The reasons for disapproval of a project will be specified
in the letter sent to Principal Investigator,
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POLICY FOR EXEMPTION FROM REVIEW
9.1 PURPOSE

The purpose of this SOP i to describe which research projects proposals can be exempted from ethics
review and do not require the approval of TEC

4.2 SCOPE
It covers the procedure applics to the all protocols cubrmitted for exemption from review by the TEC,
.3 RESPONSIBILITY

The Member Secretary will determine in consultation with the Chairman whether the protocol qualifics
for excmpiion from review, The Member Secretary will record the decision in the exemption form
with reasons forwarded by P and will infarm members in the next meeting of IEC.

9,4 DETAILED INSTRUCTIONS

The propesals submitted for initial teview or requested for the exemption from review stating the
reasen in the application form for exemption from review (Ax: 25/Vd) to the 1EC will be evaluated
for the exemption from review.

Proposals with less than minimal risk where there are no linked adentifiers, like:

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

o Observation of public behavier when informition is recorded without any kmked
identificrs and disclosure would not harm the interesis of the ohserved person

o Ouality control and quality assurance audits in the mstitution.

o Comparison of nstructional techniques. curricula, or classroom managetnent
methods.

o Consumer scceptance studies related to taste and food quality.

o Public health programs by government agencies such as program evaluation
where the sole purpose of the exercise is refincment and improvement of the
programme or monitoring {where there are no mclividual identifiers).

The research proposals which do not mvolve live hurnan participants or data derived from them are
exempl from cthics reviewas.g2.

o Audits of educational practices.
o Research on microbes cultured in the laboratory.
o Research on immortalized cell lines,

I some circumstances rescarch which appears to meet low risk criteri my need to be reviewed by
the 1FC, This might be hecause of requirements of:

o The publisher of the research,
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o An organization which is providing funding resources, existing data, access W
participants ete.

o Fthical issues involved in data,
9.4.2 Decision of 1EC:

The Secretariat will communicate the decision to the Principal Investigator within |4 days after the
decision regarding the exemption is taken, The Member Secretary will inform the TEC members about
the decision in the next full board mecting and will record in the minutes, The Chairman / Member
Secretary may kecp the application for review andl deeision regarding exemption in the next full board
meting

The PI must bring any chariges in the protocol 1o the notice of the IEC prior to implementation. The
IEC will determing if requested protoeol changes alter the risks: benefits analysis of the study, thereby
requiring A change in review oF exemplion calegory, In such cases investigator will have to resubmmt
the study protocol and related documents for change review process.
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POLICY FOR REVIEW OF RESUBMITTED PROTOCOL,

10,1 PURPOSE
The purpose of this SOP s to deseribe how [EC manages study protocols and related docurments
resubmitted after initial review,

10.2 SCOPE

It covers the procedures applies to study protocols that have been resubmitied 1o the TEC with the
Principal Investigator responding 1o clarifications and modifications sought and comments made by
the |EC during mitinl review, ]

103 RESFONSIBILITY

it 15 the responsibility of the IEC Secretarial to ensure the completeness of the documents submitted
o the IEC for reconsideration. Either the Member Secretary or designated members by the Chairman
{ Member sccretary or all the [EC members may review a resubmitted protocol s determined by the
TEC at the time of the initisl review of the project during the full boord IEC mesting.

104 DETAILED INSTRUCTHONS

10.4.1 Reviewing procedure;

The secretariat will verify the resubmitted documents if the principal investigator has replied within
30 days ol receipt of 1EC letter or P will be asked to submit the requisite documents and forward il 1o
Member Secretary.

If there are minor modifications, the protocol and related documents will be reviewed by the Member
Secretary or designated members or all the IEC members as per decision taken during initial review.
Ifthere are major modifications, the protocol and related documents will be reviewed by the Member
Secretary of designated members or all the IEC members and will be discussed in the next full board
meeting as per decision taken during initial review,

In case the decision is to be discussed, the Primary reviewer(s) / Member Secretary will present a brief
oral summary of the study design snd the comments of the 1EC members/Chairman in the 1EC full
board meeting will be sought.

The IEC members! Member Scerctary! Chairman will refer to the query letter/ commients as guidance
for the review and check whether the recommendations of the IEC have been followed or adequately
responded to and will also check for completeness of protocol and related documents as per
requirements, The review process should be completed within 7-10 days.

kA2 Decision of 1EC:
The fimal decision regarding the guery reply shall inchide ene of the following:

» [lthe IEC decision is *Approved”, it implies the approval of the study as it is presented with
no modifications amf the letter of permission can be issued to the Principal Investigator,

o [fthe IEC decision is *Approved with miner modification, the IEC Chairman may
authorize the Member Secretary /| Primary reviewer + Member Secretiry 1o
determine if the response and changes sre satisfictory and decide if Jetter of
permisaxn can be issued to the Principal Investipator.

= [fthe IEC decision s *Approved with major modification, the IEC Chairman miry
authorize the Frimary reviewer + Member Secretary to review the responses which
may or may not be discussed in next full board meeting depending on the
comments of the reviewers. If the response and changes are approved in the fall
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board, letter of permission can be issued 1o the Principal Investigator.
The decision will be communicated 1o the PI within 14 ditys, For the projects which will be
discussed in the full board meeting, the decision will be communicited within 14 days of the
meeting. Response from the P to the IEC communication is expected within 30 days of date
oFreceipt of the letter and in the absence of any respanse, the project will be declared closed
for the IEC office records. Reply to subsequent querics should be sent in 15 dave. The
Secretarial will record the decision reached on the response in the minutes of the meeting,
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POLICY FOR REVIEW OF AMENDED PROTOCOL/RELATED DOCUMENTS

11.1 PURPOSE
The purpose of this procedure is to describe how protocol amendments (post approval modifications)
or any other amendments/letters are reviowed by the [EC.

11.2 SCOPE

This SOP applies to amended study protocols! documents and etters that are modified after 1EC
approval, Amendments made to protocols or any other amendments related 1o the study may not be
implemented until reviewed and approved by the TEC

11.3 RESPONSIBILITY

Pl are responsible for obtaining 1EC approval of propesed amendments 1o an IEC approved profocol
before implementing them. Amendment i o revision, modification, addition to or deletion from an
approved research protocol.

It is the responsibility of the IEC Secretarul 10 manage protocol amendments in any pccasion 1o the
already approved protocol by the TEC. The Memiber Secretury/ Chairman will determine whether the
proposed protocal amcndment(s) is minor or major 0 nature following submission.  Minor
amendments would undergo review by the Member Seerctary / Chairman ( TEC members in expedited
marmer and will be informed in full board. If the amendments are major, it will undergo review by TEC
members and will be discussed in full board,

11.4 DETAILED INSTRUCTIONS

11.4.1 Reviewing procedure:
IEC Secretariat will accept the amended protocol submitted by the P1 and ensure completeness of
content of the protocol smendment (the details of amendment including the summary of changes from
previous version to present version and mention the reason for amendment) and will forward it 1o the
Member Secretary /| Chairman with the protocol amendment request form | Ax: 2604, If any of the
documents or information are missing ( incomplete, the Geeretariat will mform the Principal
Investigator to submit the required documents, The Member Secretary or Chairman will categorize the
amendments as minor or major amendment.
The minor amendments of the protocol and related documents will be reviewed Member Secretary
Chairman | 1EC members. The major amendments of the protocol and related documents will be
reviewed by TEC members and will be discussed in the upcoming fisll board meeting, The commitiec
members will review the amended documents and assess the change in risk / benefit ratio snd impact
of the amendment {modifications in the 1CD, re-consent of research participants, untoward effects
likely to occur becanse of the amendment or any other).
Following aspects are considered as protocol smendment (which may include but is not limited to):

o Change ifl study design

o Additional treatments or the debztion of treatments

o Changes in inclmsion/exclusion oriteria.

o Change in method of dosage formulation, such as, oml changed 0 miravenous

o A significant change i the mumber of research participants (i the

decrease/inerease in the mumber of research participants alters the fundamental
characteristics of the study, it & significant)
o A significant decrease or increase in dossge amount
o Change in nisk/benefit ratio
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11.4.2 Decision of IEC:

The TEC shall critically review the content of amendment with justification in ethics point of view
folkowing Good Clinical Practice (GCP) gudelines; 1f the proposed amendment are minor and found
sutisfactory and the decision is approved, the approval letter can be dssued to the PL. The decisaon will
e communicated to the P1 within 14 days. For the major amendments which are discussed i the full
board meeting if found satisfactory and approved, the decision will be communicated within 14 days
of the mecting. I the decision is disapproved, the same will be informed to the PLin the meeting with
the reason for disapproval, The Secretariat will record the decision reached on the proposed
amendment in the minutes of the meeting.
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POLICY FOR PERIODIC REVIEW OF FPROTOCOLS

1.1 PURPOSE

The purpose of this S0P i 1o describe how periodic reviews of previously approved protocols
are managed by the [EC, The purpose of the penodic review 15 1o monitor the progress of the
entire study, not just the changes i it, to ensure continuous protection of the rights and welfare
of research participants.

12 SCOPE

It covers the procedures applies 1o conducting any persodic review of study protocols myvelving
resgarch participants at miervals appropriate to the degree of risk. All the regulatory projects
{clinical trials or boavailability or bwequivalence studies) approved by the 1EC will be
reviewed twice ina year and non-regulstory or scademic trisks will be reviewed at least once a
vear. Depending upon the degree of risk 10 the participants, the nature of the studies, the
vulnerability of the study participants and duration of the study. the IEC may choose to review
or monitor the protocols more frequently.

12.3 RESPONSIBILITY

It is the responsihility of the Secretarint to remind the 1EC that shoukd be continuously reviewed.
The Member Secretary will determine the date of periodic review of the study in consulation
with Chairman. The 1EC i responsible for reviewing the progress made m the protocol,
assessment ol risk / benefit, the rate of acerual of participants and the occurrence of unexpected
events or problems.

124 DETAILED INSTRUCTIONS
12.4.1 Reviewing procedure:
The Member Sceretary will plan for periodic review of protocol i consultation with the
Chairnsan in the full board meeting, The progress of climical trinl research proposuls will be
followed (via periodic reports from P at regularintervals of 6 months for Jong duration studses
1.¢. studies more than 1 yebr and st regular intervals of 3 months for short durstion studies e,
studies fss than | year as per format (Ax:27/VM), But, in specml situations [EC will ask for
follow up report from Pl at shorter intervals based on the need, nature and events of rescarch
priviect, IEC members will review the progress of the entire study, protocol/Informed consent
Document amendments, not just the changes init, 10 ensure continuous protection of the rights
und welfare of research participants, 17 the Principal Investigutor fails to submit the perindic
update report within one month of the due date unless specified otherwise, the [EC secretanat
will send a reminder. If there is no response within 15 days after the date of reminder, the IEC
seeretariat will put up the matter for discussion in the next full board mecting for appropriate
neton which may consist of but not limited to:

s A letler reprimanding the Investigaior

o  Suspending review of projects for o specified time,

o A letter nsking the investigator to pul recruitment of new participants on

hold 1T deemed necessary, principal mvestigators may be called for the
discussion.
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12.4.2 Decision of 1IEC:

The committee will ensure research are conducted in accordance with the ICH GCP, New Drugs
& Chnical Trial Rules 2009 and 2022 (Amendments), Mational Ethical Guadelnes for
Biomedical and Health Research Involving Human Participants 2017 and current regulatory
gundelines’ requirements. IF 1EC found there is no need of any modifications, the [EC shall
approve the study to continue as it s, The protocol that have been suggested modifications by
the 1EC may not approve until the conditions have been met by the PI. The rescarch may be
discontinued with repson if the established procedure found to be nol satisfactory or any
significant findings that have arisen during the review process by the [EC. The decision of IEC
will be communicated to the P1 within 14 days. The Secretariat will record the decision reached
on the proposed periodic review report in the minuies of the meeting.

)
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POLICY FOR PROTOCOL DEYIATION/VIOLATHON

13.1 PURPOSE

The purpose of this SOF is 1o destribe actions (o be tnken by the IEC when investigntor(s) trinl site(s)
failis) 1o follow the procedures written in the approved protocel or comply with national and/ or
international guidelines or respond to the 1EC requests regurding statutory, cthical, scientific or
administrative matters.

13.2 SCOPE
This SOP applies 1o all 1EC approved research protocols involving human research participants,

13.3 RESPONSIBILITY

The IEC shall be responsible to receive the deviation / vielation repons. Protocol deviation/ non-
compliance/ vielation will be reported by the Investigator/ study site monitor'sponsor/ Contract-
Research Organization to the 1EC in the prescribed formut (Ax: 28/V04). The Member Secretary /
Chairman will catesorize the act as deviation/violation. The 1EC members or desygnated member(s)
(if any), will review and take a decision depending on the senousness of the deviationnon-
compliance/violation. The decision will be taken to ensure that the safety and rights of the research
participants are safeguarded.

13.4 DEFINITIONS

Protocel deviation's: Any change, divergence or departure from the study design or procedures of
protocol which does not have a major impact on the subject’s rights, safety or well-being or
completeness, accuracy, study outcome and reliability of study data and has not been approved by 1EC.
Protocol violation/s: Any deviation from the TEC approved protocol thar may affect the subject’s
rights, safety, or wellbeing and/or the completeness, accuracy, study outcome and reliability of the
study data,

13.4 DETAILED INSTRUCTIONS

The Chairman / Member Seerctary / primary reviewers will review the submitted protocol deviations/
nen-compliances’ violatwons and assess the impact on the safety wellbeing of the participants and data
integrity of the study along with risk benefit analysis,
Primary reviewers (if appointed) will send the comments 1o the MemberSecretary with the decision.
The Chairman { Member Secretary / IEC members will review the miormation available and take a
decigion depending on the sefiousness of the deviation / non-compliance! violation. The decision will
be taken 1o cnsure that the safeiyand rights of the research participants are safe guarded. The decision
will be taken by consensus / voting. The actions taken by EC could inchude one or more of the
following:
» Inform the Principal Investigator that TEC has noted the deviation (violation
* Direct the PIto ensure that deviations/violations do not occur in future and follow [EC
recommiendations.
» Fnlist measures that the P1 would undertake 1o ensure that deviations/violations do
mol pecur in future
# Reprimand the PL
Call for additional mformation

"_I'
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Suspend the study il additional information 15 made available and =
serutinized.
Suspend the study  till recommendations  made by the [EC are mmplemented by
the Pl and found to be satisfoctory by the 1EC.
Suspend the study for o fixed duration of time.
Inform the Dean/Principal
Revoke approval of the curvent study,
Inform DCGH or Other relevant regulatory authorites,
Keep other research proposals from the PI/ Co-l under abeyunce.
Review and! or inspect other studies undertaken by PLCo-L
Refuse to review subsequent applications from an wvestigator cited for non-
compliance for a specified duration of time.
Any other action considered appropriate by the [EC for safeguarding the mierests of
the rescarch participants participating in the earrent trial or in foture trals

13.5 Decision taken by TEC

The action will be tuken by the IEC based on:

s The nature and seriousness of the deviation fviclation,

e Frequency of deviation / vielstion in the study in the past.

e Frequency of deviation / violation in previous studies conducted by the samePl
Co-1 or in the same department

The decision taken by 1EC could include one or more of the following:

e Determine that no further action is required, or take other actions as appropriate.
e Inform the P1 that the 1EC has noted the violation'deviation, smd instruct the P w
ensare that devigtions violations do not oceur in futare and to follow TEC
*recommendations

Enlist measures. that the Pl would undertake to ensure that such
deviations/violations do nol occur in future.

s Dbgerve the research or consent process (depending on the nuture and frequency
of the deviation)

s Suggest modifications to the protocol

o  Aher the mterval t_i:r submission of the continuing review) annual praject siatus.

» Ask for additional training of the investigulor and study team

o Seck additional information from the PL

s Conduct sudit of trial by the TEC.

e Suspend the study Lill additional information is made available and scrutinized.

L]

Suspend the study il recommendations mode the TEC are implemented by the Pl
and found to be satisfactory by the IEC,

s Suspension or termination of the study.

e Revoke approval of the current study.

e Inform DCOGY other relevant regulatory authorstis,

s  Keep other research proposals from the P/ Co-Plunder abeyance. Review and' or
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inspect other studics undertaken by PVCo-PL

This final decision will be recorded by the Member Scoretary.

13.6 Procedure for notifving the P1 and other concerned authoritics

The Member Secretary will draft @ notification letterfacknowledge the notification letier from
Investigator. The signed letter by Member Secretary will be sent to the Pl and Departiwent
Head{s) (if required on case to case basis) anel Institational Oficiats (if required on case w
case basis). The 1EC secrctariat will send a copy of the netifieation to the relevant nationdl
authorities {if required on case W case basis) and institutes (if required on case to case basis
in case of multi-centnc trials).

7
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POLICY FOR REVIEW OF ADVERSE FVENTS/SERIOUS ADVERSE EVENTS

4.1 PURPOSE

The purpose of this SOF 1510 describe procedures for the review of initinl and follow-up
reports of adverse evenls {AE) and serious adverse events (SAE) reported 1o the IEC for
any study under its oversight,

14.2 SCOPE
This SOP applies to the review of AE/SAE reponis {events on-site as well as ol the multi-
centre studics occwrring ot ofl sic) submitted 1o the 1EC.

143 RESPONSIBILITY

It is the responsibility of the 1EC to review all SAEs reported to the 1EC in a timely
manner. TEC should make sure that researchers are made sware of the policies and
procedures concerning reporting and continuing Teview pequirements.

The Member Sccretary is responsible for receiving the complete SAE /AE reports und
directing them to the members/designated expert reviewers for detailed review.

14.4 DEFINITIONS

14.4.1, Adverse Event: An AE is any untoward medical pocurrence in a patient or clinical
imvestization subyject administered a pharmaceutical product wnd that does not necessarily
have a causal refationship with this trestment. An AE c¢an therefore be any unfavourable
and unintended sign (inchuding an abnormal laboratary finding), symptom, or discase
temporally associated with the use of n medicinal (mvestigational) product, whether or
ot pelated to the medicinal (investigational) product,

L

1442, Serious  Adverse Event:  An AE bt is associsted with death. inpatient
hospitalization (in ease the study was being conducted on out-patients), prolongation of
hospitalization (in case the study was being conducted on in-patienis), persistenl or
significant disability or incapacity, & congenital anomaly or birth defect, ot is otherwise
lifie threatening.

14.5 DETAILED INSTRUCGTIONS
]

14.5.1 SAE related activities for clinical trials or bioavailability or bisequivalence
study:

The 1EC secretariat shall receive the initial repors of SAEs oceurred for TEC approved
studies within 24 hours of the oceurrence of the s AEs of a clinical trials or bioavailability
or bivequivalence study as per format (Ax: 20/v04) mentioned n the New Dirugs el
Clinical Triaks Rules, 2019 (Third schedule Table 5). The Member Secreturyl Secretaril
will verify that the SAE reports in the prescribed format arc complete, signed and dated
by the PL, In case ho'she notes that the report i incomplete, it will be forwarded to P11
revert with adequate data

I the investigator fails to report any seriowus adverse event within the stipulated perod,
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hefshe will have 1o fumnish the reasons for delay 1o the satisfaction ol the regulatory
suthority along with the report of the serwus adverse event. This will be considered s a
violation, Follow up reports shall be received within 14 doys following causality analysis.
The WHO-UMC (Upsala monitoring centre) system or WHO / Naranjo scale may be used
to determine the causality of the SAEs and will be submitted to the IEC with signature
and date by the PLCo-Investipstor. Expert commitiee will review the SAE reports and
arrange o meeting depending on the timelines, The IEC Secretariat will receive the repont
of the expert committee and recommendation taken on the onsite SAE report. The 1EC
will receive the review report by the expert committee and will communicate the decisin
an the SAE report along with the opmmion on financial compensation to the heensing
suthority within 30 days of occurrence of SAE. 1EC shall inform the concerned Principal
Investigator about the decizion. I decision is that the research participant is entited for
finuncial compensation an emergency 1EC meeting will be scheduled immedintely for the
same. Incase of SAE, the report with due analysis will be submitted also by Ue sponsor
within 14 days. If the PI has not adhered to the above stipulated time period, the TEC
office will notify the discrepancies in the teporting time and time of oceurrence of SAE
toy the PL
If deerned necessary the bicensing authority will be informed about the SAEs.

The deliberations and communication will be presented in the subsequent Rull board
meeting,

14.5.2 SAFE related activities for academic or other than clinical trials:

The IEC secretariat shall receive the initial reports of SAEs occurred for IEC approved
studies within 24 hours of the occurrence of the SAEs as per format {Ax: 29/V04) and
SAEs of hiomedical and health research as per (Ax: 30VVIM). Such tmals will be
conducted in accordance with the approved clinical trinl protocol, ethical principles
specified in National Ethical Guidelings for Biomedical and Health Research Invelving
Hurman Participants by 1CMR with » view 1o ensuring protection of rights, safety and
mll’h-:jng of trial gubject during conduct of trials,

The SAE$ reported under the trials will be reviewed by the 1EC members / designated
reviewers through the expedited review or in the next meeting of IEC. The Sccretariat
will recerd the final review opimon or decision in the minutes of the meeting.

14.6 ACTIONS TO BE TAKEN

o The Member Secretary afier receipt of the SAE Repon will forward it
to the designated reviewer within 2 working days for review through
emai] or in writing & ketler.

o Designated reviewers will review the SAE and communicated the
opinion by e-mail or telephone'written repon to inform the Charman/
Member Secretary, IEC,

o He/she may ask Pl for further follow up information and’ or additional
details on causality of the event, provision of medical treatment il
SAE is resolved and financial compensation.

o The Member Secretary will ratify the designited reviewer’s report along with
relevant documents from PI at the next IEC meeting.
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o The final review opinion of IEC will be communicated to DOGL within
30 days from the SAE report, The IEC decision will also be
communicated 1o the Pl through email.
o Compensation if applicable will be caleulated as per formula specified
in the Mew Dmgs and Clinical Trial Rules, 2019 ond 2022
{Amendments) and ICMR guidelines and appropriule compensation
will be given to the subject according to regulatory guidelines.
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POLICY FOR RESEARCH INVOLVING VULNERABLE POPULATION

15.1 PURPOSE

The purpose of this SOP is to describe the requirements concerning review of research that mvelves
groups that counld be potentially valnerable 1o coercion in regard o autonemy and present conditions
that may affect risk/benefit determinations or bearing unequal burden in research.

15.2 SCOPE

This SOP covers the policies and procedures applied to all research dealing with vulnerable
participanis submitied 1o the IEC,

15.3 RESPONSIBILITY

IEC members are responsible for receiving, verifymg and reviewing the research protocols pertaining
1 viinerable populations. The Chairman/ Member Secretary may assign appropriate  primary
reviewers who have thorough understanding of the ethical review process with appropriate expertise
10 conduct the reviews of such research. Chairman / Member Secrctary are respensible for ensuning
that TEC members are well-versed in new and evolving regulations and puidelines pertaining to
vulnerable populations

15.4 DETAILED INSTRUCTIONS
15.4.1. Policies for reviewing the protocol with voinerable population:

Vulnerable persons are those whi are relatively (or sbsolutely) incapable of protecting their own
interests, More formally, they may have insufficient power, intelligence, education, resources,

strength, or other needed arttibutes to protect their own interests. Individunls whose willingness 1o
volunteer b a research study may be unduly influenced by the expectation, whether justified or not, of
benefits nssociated with participation, or of a retaliatory response from senior members of a licrarchy
in case of refusal 1o participate may also be considered vulnerable, Examples are members ofa group
with a hicrarchical structure, such as mwxdical, pharmacy, denial amd nursing students, subordinate
hospital and laboratory personnel, employees of the pharmaceuticsl industry, members of the armed
forces, and persons kept i detention. Other vulnerable persons include patients with incurable
diseases, people in mursing homes, unemployed or impoverished people, patients in emergency
situations, ethnic minéeity gn:mru:1 homeless people, nomads, refugees, minors, and those incapable of
giving consent. This list may not be cxhaustive as there may be circumstances in which other groups
are considered vulnerable, women for exumple, in an onthodox patrinrchal society.

The protoce] should be reviewed keeping in mind the following points when it concerns research that
involves groups that could be potentially vulnerable to coercion

e Cun the research be perfermed in any other non-vulnerable purticipants?
s |s there justification to use vulnerable population’?
= Do the benefits justify the risks?
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s Are the participants selected equitably?
» Have the measures to protect Autonomy of the vulnerable populution been described?

Any member of the |EC or Secretarst who would be deafing with such protocols shoukl be well versed
with the potential harm or risk of such population,

IEC will review the protocol and the informed consent document or assent form. The TEC will discuss
the comments from the members snd understand the recruitment strategics from the study team and
ensure the protection of Yulnerable groups are confirmed m the [EC meeting and lenter regarding
-approval/modification disspproval will be sent to the principal mvestigator. The discussion will be
documented in the minuees, The Member Secretary will ensure that the IEC recommendations hive
been incorporated in the revised protocol and protocol related documents as applicable.

15.4.2 Approval of the protocol

The final version of the protocol will be approved at & full board meeting, Wherever necessary the IEC
approval should state that if in future the vulnerability status of the participants change, for eg.
unconscious patient gaining consciousricss or o schizophrenic patient regams insight, the participant
will be re-consented.
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FOLICY FOR MONITORING AND OVERSIGHT

16.1 PURPOSE

The purpose of this SO is to deseribe the procedures for site monttoring of any 1EC approved
research,

16.2 SCOPE
It covers the procedure applies w0 any visit and‘or monitoring of any study sites as stated m the
Institutional Ethics Committez (TEC) approved study protocnls,

16.3 RESPONSIBILITY

It is the responsibility of the Full Board or Chamrperson and Member Secretary to decide a conduct
on-site monioring, Designated 1EC member(s) can also perform on-site monitonng of selected
sty sife(s).

16.4 DETAILED INSTRUCTIONS
Monitoring can be routing or “for cause™ and must be decided at a full committes meeting. For
rescarch that involves higher risk or valnerable participants or if there is any other reason for
concern, the [EC ot the time of initial review or contimiing review can suggest that routine
monitoring may be conducted al more fregoent intervals.
Some indications for “for cavse” monitonng are givien below:
»  high number of protocol vio lations! deviations;
large number of proposals carried oul ot the study site or by the same rescarcher
large number of SAE repons;
high recrnintment rate;
complaints received from participants;
any adverse media repon;
adverse information recerved from any other source;
non-cempliance with [EC directions;
misconduct by the researcher; and
any other cause as decided by the 1EC

16.4.1 Belore the visit:

The Chairman /| Member Secretary will designate one or more IEC members or appoint an
independent monitor who along with [EC members will perform the task of monitormg. The
selected members or independent monitor will be provided the information with an appo intment
letier in this regard. The identificd monitors in consultation with the Member Seeretary and the
Chairman will decide the agenda. The Secretariat will intimate in writing about the date/time of
monitoring visit and request for confirmation from the Principal Investigator or Co-mvestigator 1o
be available for the monitoring visit. The secretariat will provide relevant reference material!
documents related Lo the project for review. The monitoring board will review the project related
documents and make approprste notes,

16.4.2 During the visii:

Kev focos areas during oversight are histed below:
o Delegation log of responsibilities of study team.
o Protocol understanding of the site feam.
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o Approved protocols, Informed consent, Aundio-Visual recording of consent, case record forms and

subject daries and make sure that the site is using the most recent Version.

o lnformed consent process or audio-visual conscot or audio consent process, if possible,

o Randomly selected participants’ files to ensure that participants are signing the correct i formed

conseit,

o Investigational Drug accountability is adequatety controlled and documented throughout the
product flow at the stucy site {arrival, dispensing, use, return from the subject and return/destruction
after the study.

Laboratory and other facilities necessary for the study at the sike,

Source documents. '

Verify the investigator is enrolling only eligible subjects,

Investigator’s oversight adequacy.

Availability of study speeific logs and forms,

Protocol deviation/vielation (if any).

Views of the study participants, if possible.

sAEs are appropriately reported within the time as per the applicable regulatory requiremeni(s).
Case record forms would be checked to review the safety data ie. Adverse Events (AEs) and SAEs
for the volume or severity of adverse evenis.

The Monitor will Al the Site Maonitoring Visit Repont Form (Ax; 31/V04),

Ao oo oo o G

16.4.3 After the visil:

The 1EC member/ Independent monitor will submit the completed Site Monitoring Visit Reporn
{Ax: 311/V04) to the 1EC secretarint within 7 days of conducting a sue monitoring visit. On the basis
of the mformation and comments recejved from the designated TEC members! Independent
monitor, 1EC will take appropriate action by voting o combination of actions, some of which are
listed below, but are not fimited 10!

Continuation of the project with or without changes

Restrictions on enrolment

Recommendations for additional training

Recruiting additional members in the spudy team

Revising the protocol or ICD [ providing gualifications/ experience criteria for members of the
study team, termination of the study

o Suspending enrolment of new research participants till further review by the [EC

» Suspending all trial related procedures (except those cotended for safety and wellbeing of the
participant) till further review by the lEC

o Call 8 meeting for emergency review. (This review shoukd be initiated within 48 working howrs
(2 working days) of receipt of information). This review could be done through 3 meeting.
teleconference, email or telephonic conversation. The Member secretary will take appropriste SIEps
lo ensure that IEC members are informed about this full board meeting.

s Depending upon the complexity of the issue(s) and if they are not within the collective expertise of
all memibers, the Chairman/ Member Sccretary on hehall of [EC will invite one or more expers.
These experts could participate after they agiec 1o e confidentinlity clause and bide by the rules
and regulations of 1EC. Their opinions would be valuable but they would not be mvalved in the
decision making process of the Ethics co mmittee. The expert would be requested to provide an
opimion in writing within 30 working days, depending upon the gravity and seriousness of the
mtter. They would be designated as Subject expert during the meetings of the IEC.

e The Member Secretary / Secretariat will share the outcome of the visit fissues raised by the

Page 53 of 68
Review date: 18 September 2023



Policy for Monitoring and Oversight
KMCT/IEC /S0P 16/V04 Effective date: 25 Sep 2023
Version 4 Valid till: 24 Sep 2026

monitoring board with the concerned investigator in form of a report within | 4 working days. The
Pl should reply within 14 working days to 1IEC.

o 1 the P1 fails to comply with the requirements, 1EC can take punitive action as Protocol deviation
! nen-compliance/ violation.
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POLICY FOR REQUESTS/COMPLAINTS FROM RESEARCH PARTICIPANTS

17.1 PURPOSE

The purpose of this SOP is to describe procedures for dealing with requests for information by
research participants regarding their rights as a participant or to resolve their complaint/s that is/'are
related to their participation in 4 research approved by the IEC.

17.2 SCOPE

This SOP applics 1o handling of requests for mformation’ complaints made by participants
conceming the rights and well-being of the research participants participating in rescarch studies
approved by the [EC,

17.3 RESPONSIBILITY

It s the responsibility of the IEC Secretariat and Chairperson’ Member Secrelury 1o mitiate the
process of giving information asked by rescarch participants or o address any mjustice that has
occurred, if any complaints are received.

17.4 DETAILED INSTRUCTIONS

A request, complaint or query from a research participant will be accepted by the Secretariat and
forwarded 1o the [EC Member Scorctory after entering into the request record form - Request/
Complaint Form (Ax:32/V04). The request ¢ complaint form will be available ot all clinical trals®
sates.

= The Member Secretary may receive @ request, complaint or query directly from the
participant, He/she will record it in the request record form and notify the Secretariat.

e The Member Secretary will additionally ascertain details of the request! complant by
examining ony relevant documents and by interviewing the participant, il necessary. If
required, the Member Seeretury will call for additional relevant information and documents
frgm the Principal Investigator (P,

s The Secretariat will inform the Chairman about the request, query or complaint received from
the research participant.

* In case of a request for additional information or clarification, the Member Secretary in
vonsultation with the Chairman will provide the information himself / herself or wll
desiznate one or more IEC member(s) to provide sach information.

17.4.LIn receiving and responding 1o complainis, the pllowing guiding rights and responsibilities
will shape the participants” aftions:
» Rights of Research Participant:
Right to voluntary participation in rescarch study.
Right to have enough time to decide whether or not to be in the research study, and to make
that decision without any pressure from the people who are conducting the research,
o  Toask any questions you may bave.
Right to know sbout Institutional Ethics Committee and its responsibilities towards
protecting patients’ rights, safety and well-being involved i a rescarch praject and to provide
public assurance of that protection Right o information about Research Study in an
undersiandabie langusge,
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= Right to informed consent and if necessary audio-video consenting before partacipation in
any Research Study,

* Right 1o refusal of participation or withdrawal of participation af any point in the stody
without disclosing anmy reason,

* Right 1o recewe quality healtheare in g safe, clean environment without discrimination
because of mee, age, color, religion, nationality, culture, ethnicity, langunge, disability, sex
or manner of payment,

* Right1o be trested with dignity, respeet and courtesy in a non-judgmental andnon-threatening
MARNEr.

«  Right to information regarding investigational product, durstion of study, treatment oo
availoble as per standard of care;, amtivipated expenditure, informstion on medical
managemenl of any injury and compensation in case of any study related injury or death or
amy compensation provided for participation in an understandable langusge.

»  Right to be informed of the risks, benefits and alternatives of proposed treatment,

= Right to privacy and confidentiality.

= Right 1o be informed on how to voice 4 complaint to express concerns,vielation of your

rights and/or grievance and seck redressal.

Right te participation in research and innovative therapics.

Right to consent for diagnostic and therapeutic procedures,

Right to access clinical records.

Right to get 24 hours emergency comtact detmls of Research doctor,

Right to get contact details of Chairman and Member Secretary of Institutional Ethics
Committes.

&% & @

Responsibilities of Rescarch Participant;

* To provide correct and complete demographic information including full name, age, address,

telephone sumber and e-mail 1D (if available).

To be compliant with research protocol and procedures.

To ask guestion when he'she does not understand what the doctors, researchstudy team, or
other healthcare team members tells abowt diagnosis o teeatment.

= Carcfully weigh the riks and benefits when deciding whether 1o participate in the study.

= To mform your research stody doctor and rescarch study team, immediatelyin case of any
injury or development of any new medical conditions,

= Not to take any medications without the knowledge of research doctor and research stuily
feam

= To dischose o doctors ind research study team if currently part of any other Clinical Trial or
had participated in any other Clinieal Trial in last one year.

* Provide complete and accurate information about your health including vour previous
medical history, and all the medications that vou are presently takingincluding altcrmative
treatments like Ayurveda, Homoeopathy, Unani or herbal medications, all records of
previous investigations and treatment and ofallergic reactions, especially SCNSHIVELY 10 any
dirug,

* To follow mstructions, advice and restrictions regarding treatment plan andvisit schedules,

* Totreat hospital staff and study team with countesy,

In case of a compluint recerved from a research panticipant:
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e The Member Secretary, in consaltation with the C hairman will initiate a process 1o address any

injustice that may have occurred. Depending on the seriousness of the matter, the Churman will

direct the Member Secretary 1ot

Appoint a subcommittce OF WD OF more [EC members for enquiry in order to resolve the matter.

Call an emergency meeting of two or more 1EC members for discussion or

Consider the matter for discussion at the next full board meeting .

The Chairman’ Member Seerctury! designated 1EC members will asscss the situation and medinte

a dinbogue between the research participant and P1in an attermpt to resolve the matler.

The TEC will insist on fctual details to determine gap, if any, between truth and individual

perception,

« The final decision will be taken by the Member Secretary in consultation with the Chairman
based on the recommendation of any one of the above and it will be informed to the research
participant and the P1 by the Secretarat.

« The information including any action taken or follow-up and final decision will be recorded in

the form and the form is signed and dated.

The IEC members will be informed about the action taken and the cutcomesin the forthcoming

IEC mecting {in case of requests’ complaints not discussedin full board meeting) and minuted.

e The Secretariat will place all documents in the relevant study file.

f
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POLICY FOR RECORD KEEPING AND ARCHIVING

I18.1 PURPOSE

The purpose of this SOP is to provide instructions for preparation and mainenance of active
study fles and other related documents, 1EC administrative documents, archival of closed files
and retreval of documents,

18.2 SCOPE

This SOF applies to mainienance, archival amd retneval of sl study files and study relnted
documents snd 1EC adminiztrative documents by the |EC Secretarial,

183 RESPONSIBILITY

It is the responsibility of Member Secretary with assistance of Secretariat to ensure that all active
study files and 1EC documents and records are prepared, maintained during the study period and
kept securely for a period of three vears after the closure’ termination of the project.

15.4 DETAILED INSTRUCTIONS
18.4.1 Maintenance of the active study files

A-study master file i the file comprising all essential documents and correspondence related to
the study, This should be created for all proposals af the time of inftial submisgion to the TEC
effice. All related documents of the spproved study will be gathered, classified appropristely and
placed in the study master file: These could include copies of:

O hard copy and a soft copy of the initial research proposal and all related documents
Deecizion letters

Any amendments submitted for review and approval

ch;ufamrf approvals

SAE, AE repons

Protocol deviations'violations

Progress reports, conlinuing review activithes, site monitoring repors

All correspondence between the 1EC and researchers

Record of notification 8sued for premature termination of a study with a summary of the reasons
Final repont of the study -,

Pubhcations, if any

Strwct confidentinlity will be maintzined for the contents of the files. All active files will be kept
secured in a file cabinet with restricted access,

18.4.2 Maintenance of the IEC administrative records

The following documents related to IEC sdministration shoold be maintained:

Constiiution und composition of the IEC
Appomtment ketters
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o  Signed and dated copies of the most recent curriculum vitae of all 1EC members
»  Signed conlidentmlity agreements
« COl declarations of members
o Truining records of [EC members
« Financial records of 1EC
» Registration/accreditation documenis, as required
o A copy of national and international guidelines and applicable regulations
*  Regulatory notifications
s Mectmp-nelated documents:
»  Agends and minutes
& All commumications received or made by the IEC
= SOPs

1%.4.3 Archival and Retrieval of records

After receiving final or completion report and termination report of the studies (IEC
Secretarial):

s Remove the contents (hard and sofi copies) of the entire files from the active study files to the
archived study files

» All correspondence between the 1EC and the Investigator! Co- investigator! Study coordmator
and all other relevant records (Proposals, opinion letter, minutes of the meeting ete.) would be
retained by the 1EC for @ minimum period of three years afier the completion of the research so
that the records will be accessible to the authorized persons,

+ The cupboard where hird copies of the archived study files are kept will be kept in & lock amd
key and will have controlled access only to the secretarial.

s The coordinuting staff will maintain the confidentiality for control and archiving of the records,

Hetrieving Documents:

L2
The gvritten request for retrieval can only be made request by IEC members, auditors or any
authorized person in the specified format (Ax: 13V 04),

s Retrieval of documnents can only be done when a request is made in the required form that s
upproved (signed and dated) by the Chairman | Member Secretary.

+ For administrative purpose, the Member Seeretary can retrieve archived file(s) without having to
require TEC Chairman’s approval or can suthorize Secretarial lo retneve any file physically. In
such a situation, the register will be maintained by the [EC secrefariat.

s 1EC Secretariat will maiftain a movement register with following information related to retrieval:
File number, Name and designation of individual making a request for retricval with his‘her
signature, Date of approval of request by TEC Chairman, Date and time of retrieval, Name and
signature of 1EC stafll Secretariat retrieving the file, Date and time of returmng the file.
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15.4.4 Disposal of documents:

After completion of the archival peniod, the closed files w il be shredded and disposed, However,
all copies of the research projects and documents <ubmitted 10 1EC review will be shredded by
the authorized personnel of 1IEC after the TEC meering without any notification to the Principal
Investuzaor
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POLICY FOR REVIEWING PROTOCOLS OF AFFILIATED INSTITUTIONS

19.1 FURPOSE
The purpose of this SOP is 10 deseribe the procedurcs for revicwing protocols of submitted frome
e  Other Institutions under KMCT Trust in the Campus who do not kave a separate [EC - Nursing
College, Pharmacy Colege, etc.
e  Other Institutions which have signed Mol with KMCT Medical College.
Thest institutions will be referred to as “user” institutions and KMCT Medical College w il be the “host™
iSO

19.2 SCOPE
Applicable 1o affilinted institutions & other mstitutions which have signed MolJ for this purpose.

19,3 RESPONSIBILITY
The metbers of IEC KMCT Medical Collége are responsible for implementing this SOF,

19.4 DETAILED INSTRUCTIONS

All the affiliated institutions & the institutions which have signed Mol are given details of SOP. The
Principal/Dean/Administrator of the user institution should sign a Moll agrecing upon the conditions
followed for the review of protocols in the host institution and to implement any instructions given by
the IEC for the research purpose in view of ethical considerations.

Procedure:

e Every proposal will be sent not less than 14 days before the meeting to all members of IEC. They
will eviluste them on ethical issucs, sclentific soundness and techmical excellence of the
proposed research, befite it is taken up for main 1EC review.

e All the members will evaluate the possible risks to the study participants with proper
justifications, the expected benefit and adequacy of documentation for ensuring privacy,
confidentiality and justice issue.

s Informed consent form should mention the rights of the research participunts to claim
compensation in ease of research refated injuries and whom to contact for such claims.

e The IEC review will be done through formal meetings and will not resort to decision through
cireulation of proposal, s

s Expert opinion of additional person would be obtamed if necessary.

o In cases where & conflict of interest is determincd that may damage the scientific integrity ofa
project or cause harm to research participants, the members would take decision carcfully after
4 thorough review, In case of decision to approve, appropriste advise must be given to the
investigators {to declare such conflicts of interest to the ethics committee and future publications)
and verify if the participants are informed of the sponsorship of the research as apphicable.

o Policy for fees for review:

Undergraduate research will be reviewed for a fee of Rs. 1000/,
Post-graduate and faculty research will be reviewed for 4 fiee of Ra. 23001
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For fomded research the policy will be same -as that of the host institution (ref:

KMCT/IEC/SOP 06/ V4],
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POLICY FOR USE OF ARTIFICIAL INTELLIGENCE IN RESEARCH
2.1 PURPOSE

The purpose of this SOP is to provide instructions for ethical use of Antificial Intelligence (Al)
in research.

0.2 SCOPE
This SOP covers processes involved in review of research involving AL
0.3 RESPONSIRILITY

It is the responsibility of the 1EC members to ensure ethical conduct of rescarch involving Al
The 1EC is responsible for asscssing both the scientific rigor and ethical aspecis of all health
rescarch and should ensure that the proposal is scientifically sound and weigh all potential risks
and benelits for the populstion where the research is being carried out. IEC should check the
proposals for data source, quulity, safety, anonymizatwon, andior data pirscy, data selection
binses, participant protection, payment of compensation, possibility of stigmatization and others,

20.4 DEFINITIONS

Artificial intelligence (Al): A system’s ability to correctly interpret external dataand to use those
learnings Lo achieve specific goal and tasks throwgh flexible adaption. Al uses complex computer
algorithms o emulate human cognition albeit with far reaching capabilities of analysing lorge
datasets,

20,5 DETAILED INSTRUCTIONS
The use of Al in healthcare covers {but is not limited to) the following fields:

[}'mgnesrics and Screening

Therupeutics, Drug Discovery and Development
s Clinical Care

Epidemiclogy and Prevention of Disease
Behavioural and Mental Healthcare

e Health Management Systems using Al

20.5.1 Subject experts may.be invited i Al related proposals are to be reviewed occasionally. If
frequency of Al-technology projects are increasing, the TEC may consider including legal experts
who have experience in 1T and medical law, data scientists and computer scientists with expertise
in Al technology.

20.5.2 Training; Members should be cecasionally tramed in emerging Al technologies such as
big data, DL, internet of things: (loT), so that they are informed about these subjects 1o an
appropeiate level before they start evaluating proposals for the same.

10.5.3 Roles and responsibilities of the TEC: The [EC reviews rescarch proposal, progress and
final reports as well as reporiing of adverse events and provides suggestions for minimizing the
fisk to the study. Recommendations regarding approprite compensation for research related
injury should be made by the EC, wherever it i required. Monitoring visits at study sites should
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be carried out by the EC as and when needed. In case of conflicts in ethical requirements during

implementation of key ethical requirements, decisions on the tadeofT should be evaluated
regulbarly.

20.5.4 Types of review: As provided m the ICMR Ethical guidelines the type of review will be
based on the type and degree of risk involved and can be exempt, expedited or full commitee
review as the case may be.

20.5.5 Ethical issaes related to reviewing & protoesl: All research proposals reqoire scientific
and cthical review by the EC. While in general all issues specified in the Mational ethical
guidelines should be followed while reviewing a protocol based on Al technelogies, there are
cenain specific additional requirements to be examined by the committee before taking the
decision such as:

» Essentiality and appropriateness of the system

®  Alternates avallable and opporunity? cost companson

»  Qualihcations of researchers/ developers

o Training for Data collection procedures

s Selection of Traiming and Testing populations

s  Possible Technobogy malfunctions / glitches / failures and the redressal mechanisms Stakehobkder
responsibility and accountability to different aspects of Al technology malfunction / injury

o Adeguacy assessment of study sites

» [nformed Rehusal process

s [Data source, participant sekection process and quality assessment

= Opportunity 1o constantly upgrade Al technology with additional data and technology and its

mfluence on participants

Cunality check of the Al technology

Participants ‘right-to-be forgotten’

Data storage and sharing policies

Community considerations

e * Compensation for study related injury including medical management
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MANAGEMENT OF PREMATURE TERMINATION /(SUSPENSION / DISCONTINUATION OF
THE 5TUDY

211 PURPOSE:

The purpose of this SOP is 1o proceed and manage the premature termunation’ suspenson |
discontingation of of a research study, Protocols may be terminated at the recommendation of
the TEC, Data Safety Monitoring Board {DSMB), Principal Investigator, sponsor, Regulator or
other suthorized bodies wherein subject enrolment and subject follow-up are discontimued before
the scheduled end of the study.

21.2 SCOPE:

This SOP applies to any study approved by TEC that is being recommended for termination before
ils scheduled completion,

21,3 RESPONSIBILITY:

It is responsibility of [EC secretariat to receive premature lermination’ Suspension f
Discontinuation of the study / Withdrawal o fstudy before site initintion ofa research study report
submitted by P1 a8 per (Ax: 34/V04). It is the responsibility of the Chairman to terminate any
study that the 1EC has previously approved when the safety or benefit of the siudy participans
is doubtful er at risk, also 10 review the termination suggested by IEC members, PL, Sponsor or
other authorized bodics. The secreturiat is responsible for management of the premature
termination’ suspension/discontinuation documentsiwithdrawal of study.

21.4 DETAILED INSTRUCTIONS:
Review the report:

s The member secretary / Chairman shall review the results, reasons and accrual data and discuss
the report (Ax: 34V04) at the full board meeting,

s [fthe Premuture termination/ suspension/discontinuation repont is unclear or more information
is required from the PI, the Chawrman shall instruct the Secretariaf to seck chirifications!
additional information from the Principal Investigator,

«  The Chairman/™ember Secretary | [EC members will review the information svailable and 1ake
a decision depending on the seriousness of the rermination. The decision will be taken to ensure
that the safety and rights of-the research participants are safeguarded. The decision will be tiken
by consensus / voting. '

Record and commummication:

« The decision will be communicated to the PI within 14 days and Secretariat will record of the
Premature Termination / Suspension / Discontinuation of the study / Withdrowal of study in the
minutes of the meeting.

In ease of termination of any such study prematurely, the detailed reasons for such termination
shall be communicated to the Central Licensing Authority immediately by the PL
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Instliutional research committee

KMCT AYURVEDA MEDICAL COLLEGE

MISSION

The Institutional Research Committee (IRC) is dedicated to fostering a culture of research
excellence and innovation within KMCT Ayurvda medical college. Our mission Is lo support.
guide, and advance research endeavors across all disciplines, contributing to the mtellectual

growth, scholarly output, and societal impact 0 [ our institution,

STANDARD QPERATIVE PROCEDURE

Dhjective

Instilutional Research Committee (IRC) of K M C T Ayurveda Medical College. vonstituted
under the chairmanship of Principal ensures high scientific research standards and  offers

technical suidance and complere critical appraisal to the subimitted research proposals.
Autherity of research committec

The Director Principal, Chairpersen of IRC will appoint all the commitiee members based on

their compelence, expericnce and inlegrity
Responsibility of rescarch commitiee

IRC will go through the research protocol / proposal and state whether or not it is acceptable,
IRC of KAMC 15 commitied o

o Evaluate all the sciemific aspects of research proposals. Review and approve proposals

lor basic and clinicalResearch projects
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o Develop amd implement cdweation mul training proggrams. Create awarcness by

conducting seminars andworkshops amoengst herspital Tacully and stafT regarding climical
practice and research along with [EC (In stitutional Ethics Comrmifioe).

o Development and implementation of guidelines for smoath functioning of TRC

Composition of TRC

The commitice consist of members from various elinical, fon clinical depariments, who have the
qualification and expericnce to review and evaluate the scientific, ethcal and legal aspects of

research projects.
Juorum requircments

Mimimurmn of & members are required (o constitute the quorum for the meeting. All decisions will
be 1aken in meetings, The mectings are flexible depending on the nurmber of projects submirted

ar 1he need 1o review post-graduate thesis proposals.

Conduct of IRC meetings

The Chairperson will conduct all meetings of the PIMS- IRC. The Member Secretary 1s
responsible for organizing the meetings, maintaining the records and communicating with all
concerned, The IRC members will receive the soft copies of all research proposals on thewr
respective email 1Ds, The member scerctary will prepare the minutes of the meetings and get it
approved by the Chairperson and all the members. The Chairman can hold the meeting at any

pime if the need anses.

Elemients of review

The IRC will consider issues like study design, relevance of sample size, staustical comelation,
experimenial details and its feasibility, copduct of the swdy, risk benefit analy<s, enrollment
srocedure, outcome of the propusal, facilities & infrasimcture amd plans for data snalysis duning

the review process

Decision making
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o Dcgision will be made only in meetings where quorum is complete. Members will discuss

{he various issucs belore arriving al a consensus decision, When consensus is not amived.
thee decision of the Chairperson will be final.
o Decision may be o approve, reject or revise the proposals. Specific suggestions and

reasons for modifications and reasons for rejection will be given.

After thorough review and discussion of submitted study protocols, IRC will give any one of

the following decision

o Approved without suggestions Revision with minor amendments - approval of
revised version is given by member secrefary

 Revision with major amendments - approval of revised protocol is given after repeat
review by full commitlee

= Mot approved - the clear cul reasons Tor pot approving

The researcher will modify the proposal as per suggestions of IRC and resubmit revised

proposal within 7 days of isswing of decision.
Archiving / Record Keeping

¢ All the documents and communications of IRC will be dated, filed and archived in IRC
office.

s  Only the member secretary or persons, who are suthorized by the Chairman of IRC will
have the access 1o various documents,

o Mo document (excepl agenda) will be retnined by ony IRC member.

o [Final report of the approved projects.
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