Institute Ethics Committee

Standard Operating Procedures

(Human Studies)
JANUARY 2026

IRITIH W& [H]

All India Institute of Medical Sciences
Tatibandh, GE Road
Raipur — 492099
Chhattisgarh
Website: www.alimsraipur.edu.in



http://www.aiimsraipur.edu.in/

Contents

1.0 Name of Ethics COMMUILIEE .....ccveevvvieiieiieriieeiieie e et esiee e eree e eeeesseeseeseeeeeas 01
2.0 ADDICVIALIONS ...eeeuvieiieeiieeiiieieeeieeeieesteesteeteesteesseeesseeseessaesnseeseessseenseenseesseesnseenseas 01
T B 1S 10118 (o) 4TRSS 01
BiL SOP ettt 01
3.2 DOCUMENEATION 1.ttt ettt st et e st sttt esieesate e b e setesabeenneenaee 02
3.3 INVESTIZALOT ..veieiiie ettt et ettt e et e e sere e et eesteeesebeeeabeeeneaeessraeesaseeensneesnnes 02
3.3.1 Responsibilities of INVestigator(s)........ccecvveerererercieeeiiieeiie e 02
3.4 CO-INVESTIZALOT(S) 1eeuvvieirireirieeeiiee ettt erree ettt e sreeesereeeaeeeseseeessseeesseesssaeessseeans 06
TR I 010101 ) R TURR 06
3.5.1 Responsibilities 0f SPONSOT.......cccuevieeriieriiiiierieieeee e 06
4.0  Objective of SOP of IEC-AIIMS RaipUT......ccceevieriieiiinieiiieiesieeeee e 09
5.0  Responsibility of IEC-AIIMS RaIPUL......ccceeriiiriieiieiierieeieeeesee e 10
6.0  Functions of [EC-AIIMS RaIPUL.......cceecieriieiiieiieeie et sve e 10
7.0  Composition of IEC-AIIMS RaIPU .......cccvieiieriierieeieeiie e 13
7.1 Procedure for constitution of IEC-AIIMS Raipur.........cccccveeviverienieecieeninens 15
8.0  Membership reqUITCMENL. .......ccueeriieiieeieeiieree et et seeeieeaeeseeeaeeseeesseeeneeeeens 16
8.1 Confidentiality and Conflict of interest..........ccceevvvevierieriieeriecieeeeceeeee e 17
9.0  Terms of references (TORS) .....c.cccuieiieiiiiiiesieee et 18
10.0  QUOTUM TEQUITEIMENL «..e.vteutieuteiienteeieeieeitesteeatesteenteeteetesteesbeeaeesseenbesseensesseensesneas 18
11.0  Procedure for resignation, replacement or termination of members .................. 19
11.1 Resignation/replacement proCedure..........cceeveerverrueeneeneeenieeneeseeeneenees 19
11.2 Termination ProCedUIe........ccuerieriiierierieeieeriee sttt esiee e 20
12.0  Conduct Of IEC MEELINGS ....cveevuieruiiiiieiiieeieeiiesee et eite et sieesieeeieeseeeseeeeeens 21
13.0 Independent CONSUILANES .........cccveeriieriiriieiienie et 21
14.0  Application ProCEAUIE .......cccvieriieriieeieeiiesite ettt et sae e e seee e ebeeneee e 22
15.0  ProCESSING fRE...cuuiiiieiieiieeiiei ettt ettt et e st e e ees 24
16.0  DOCUMENEIATION ....eeeuvieniieeiieeiieiieeee et e stteste et et e s e et eteeseeeenseeseesseeenseenseesseenns 25
17.0 Review procedure for research proposal ..........ccceeeiieeciiiecieeeiieeeieeee e 27
17.1 Proposal Cat@@OTY ......ccueeuieiuierieeieeeiie sttt sttt sieesteesaeeseeeeeteeneeesnees o 27
17.2 ReVIEW PrOCEAUIE......cccuiieiieiieciieeie ettt 28
17. 3 TYPES OF TEVIEW ..ttt e teesiaeeteesaeesaeeeeens 29
17.3.1 EXemption from TEVIEW .....cceevuirieriieieniieieriiemiieie et 29
17.3.2 EXPedited TEVIEW ....ccueeeeiieiieiieeiie ettt seae e 30
17.3.3 FULL TOVIEW....eintieiieee ettt ens 33
18.0 Review procedure for research proposal involving vulnerable population......... 36
19.0  EIements Of TEVIEW ....cccueiiuiiiiiiiiiiiieiie ettt st 38
20.0  DeCiSION MAKING ....ccvuviiiiiiieiiieeieesiie ettt ettt ettt et e saee e 39
21.0 Communicating the deCISION  ......cceocuieiiiiiiiiiiiieie e 40
22.0  Follow-up procedure of approved proposals..........cccveevieercriieiieeinieeecer e 41
23.0  Record keeping and archiVINg ...........ccveeeviriiiieiciieiiee et 43

24.0  Updating I[EC-AIIMS Raipur MEemMDETS........cc.eeecuiieiciieeieeeiieeciee e eieeesvee e 45



ANNEXUTE — Lo e e e e e ettt e e e e e e e e et aeeeseeeeeeeaaaeesseeeeeaannaaaeseaaeees 46

Constitution of Institute Ethics Committee of AIIMS Raipur..........ccceeevveivennenne.
ANNEXUIE — 2.ttt ettt st ettt et sttt e st e n e 47
Consent letter to be Chairman/Member of IEC-AIIMS Raipur............ccveeeneeeneee.
ANNEXUTE — BA .ottt et e 48
Appointment order for Chairman of IEC-AIIMS Raipur.........ccccoeevvvieriveninnnene
ANNEXUTE — 3B ..ot 49
Appointment order for Member of IEC-AIIMS Raipur.........cccocceevievieniieniennens
ANNEXUIE — 4.t sttt et sttt st 50
Office order of constitution of IEC-AIIMS Raipur..........ccceeeveeevieencieeenrie e
ANNIEXUTE — 5.iiiieiiieeiie et e et e et e e e te e et eeete e e saeeessteeeseeesnseeessseeansaeesnseesnnseesnseessnsessnnseenns 51
Confidentiality Agreement Form for [EC Members ...........cccceevevviievienieeieenneene
ANTNEXUTE — O...eevieeiiieeiiieeeiee et e et e e et eeeteeeteeessaeeessseesnseeesnseeessseeansaeasnseesnnseesnseessnsessnnseesns 53
Conlflict of Interest Agreement Form for [EC Members ..........cccccceeevevveeireennnnnne.
ATNNIEXUTE — 7 oentieeiiee ettt eeieeeste e et e e et eesseeeesseeessseeassseeenseeesnseeenseeansaeesnseesnsessnseessnsesennseenns 54

Confidentiality Agreement Form For Guest / Observer Attendees to IEC Meetings
ANNEXUIE — 8.ttt ettt et e b e et e bt e sbe e sat e et e s bt e sate e bt e sbeesaneenees 55

Confidentiality Agreement Form for Subject Experts(Affiliated / nonaffiliated to the
INSTIEULION) 1.utiitieeiieeieeeee ettt ettt e et e e tee st eenbeestaesaaeenseessaeesseessaenseeenseeseennns

ANINEXUTE — D .o e e e ettt e e e e e e e et raeeeeeeeeeeearaaeeeeeeeeaanaaaeseeaenes 56

Proformafor research proposal involving human subjects to be submitted to the
Institute Ethics Committee for approval(Form 1A) .....c.cooevieiinieninienieicieee

ANNEXUTE — 101ttt et ettt e e e e e e e ee e et eeseeeeesaaaaaessseeeeaasnnaassseeenes 59

Proforma to be submitted to the AIIMS, Raipur Institute EthicsSub-Committee
(Human Studies) for MD/MS/DM/M.Ch/Ph.D/MSc Students (for Thesis or
Dissertation)/MBBS student projects (Form 1B)........cccocevviiniiiinieninieciieeeee

ANNEXUTE — L1 et e e e e e e et e e e e e e e e e eearaaeeseeeeeaanaaaeeeeaenes 60

Form to be filled by Principal Investigator (PI) for submission to Institute Ethics
Committee, AIIMS Raipur (FOImM 2)......ccoeieniiiiiniieieiieeseeeeeeee e

ANNEXUTE — 120ttt ettt st et st e 71
General Format for Participant/Patient/Volunteer Information Sheet....................
ANNEXUIE — I3ttt ettt st ettt et s e 73
Consent Form for participants more than 18 years of age (Form 3A) ...................
ANNEXUTE — [ oottt st ettt st e be e s s es 74
Consent Form for participants less than 18 years of age (Form 3B)......................
ANNEXUTE — 15 ittt st ettt e s s 75
Assent Form for participants of age 12 — 18 years (Form 3C).......ccccoceveriinennen.
ANNEXUTE — 10ttt ettt sttt et e 76
Informed Consent Document For Drug Clinical Trial ...........cccoooevveeeieiinirinneee,
ANNEXUTE — 17 ..ot s 79
Informed Consent Document For Medical Device Clinical Investigation..............
ANNEXUTE — L8 ..o e 83



Case Report Form (CRF) For Investigational Medical Device............ccccecuvenneeee.

ANNEXUIE — 1.ttt ettt ettt 85
Undertaking by the Principal Investigator for Drug Clinical Trial ........................
ANNEXUTE — 20 ...ttt 87
Undertaking by the Investigator for Medical Device Study.........cccccevvverrveninnnene
ANNEXUTE — 21 oottt &9
Ongoing Approved Research Review Submission Form (Form 4A).....................
ANNEXUTE — 22 ..ttt sttt et et et et st 90

Format for submission of revised/additional documents, protocol and information
regarding already approved projects to be submitted by the Principal Investigator (PI)
(FOTIM 4B oottt ettt ettt e e st e e s b e e essbeesntaeesabeeesnseeesnseeennes

ANNEXUTE — 23 ..ttt ettt ettt et st sen e 91
Initial Check list to verify completeness of documents submitted..........
ANNEXULE — 24 ...ttt ettt ettt e ettt e e bt e et e e bt e e eabeeesabeesbteeenbeeesateesneeeaas 93

Check list for verification of proposals submitted to Institute Ethics Committee
(HUMAN STUAICS) ..veevveieiiieeiiieciie ettt et e e s vee e e eaaneas

ANNEXUTE — 25 ..ttt st sttt 96
Format for Query Letter after IEC ReVIEW........cccccveiiiiiieiiiieceeeeeeeeee
ANNEXUIE — 20ttt ettt ettt ettt et sb e sttt he e st et e b e st ens 97
Format for Six Monthly Progress Repor.........ccccocveviiieniiiinmienieeeeecceeeen
ANNEXUTE — 27 ittt ettt ettt ettt sbt e sttt e s bt e st e et e s bt e st e e bt e b e st ens 99
Format for Approval Notice by IEC-AIIMS Raipur ........cccoocveverienenienienieieeene
ANNEXUIE — 28ttt ettt ettt ettt e bt st et ettt e b naee 102

Data elements for reporting serious adverse events occurring in a clinical trial or
bioavailability or bioequivalence Study..........ccoceeverieierieninienieeeeeeee e

ANNEXUTE — 29 et e e e e e e e e e e e eeeeeeeee e aaaeeeeeeeenanaaaaaaaaees 104

Data elements for reporting serious adverse events occurring in a medical device
ClINICAl INVESTIZATION ... .etieiiiiieieeiieie ettt

ANNEXUTE — 30 .. ittt ettt e eett e e e e ettt e e e eettaeeeeeabeeeessreeeeeerseeeensreeaeanns 106
Application/Notification for Amendment.............ccceeeviieeiiiiniieeiieeeee e

ANNEXUTE — 31 ottt ettt st sttt st 107
Request for Extension of Approval of Resear ..........ccccceevvevienieeiienieciecieece e,

AINEXUTE — 32 oottt e e ee e e e e e eeeeeeeeeeeeeeeeeeeeeeeeeenneeennenee 109

Study Completion Report FOrm..........ccooviiiiiiiiiimiiiiiiecceeeeeee e
ANNEXUTE — 33 ..ottt e ettt e et e e e bt e e ette e eeteeeeateeeetbeeeteeesbeeesareeenseeeans 111

Office Order for IEC ReVIEW FEE ..ooovvviiiieiiiiiieeeee
ANNEXUTE — 3 oo, 112

Receipt of Payement of IRC Review Fee...............c.ooooiiiiin .
ANNEXUIE — 35 oo 113

Waiver of Consent and Undertaking for Confidentiality ..............c........
ANNECXUIE — 30 .ottt et et et 115

Undertaking by PI for Publication..........ccceceooviiiiiiiiiiiii e,



Institute Ethics Committee

All India Institute of Medical Sciences, Raipur (Chhattisgarh)
Academic Section, Room No. 2103, 2" Floor,

Medical College Complex, Gate No. 5

Tatibandh, GE Road,

Raipur-492 099 (CG)

www.aiimsraipur.edu.in

1.0 Name of Ethics Committee

The Ethics Committee will be called as “Institute Ethics Committee of All India
Institute of Medical Sciences Raipur (IEC-AIIMS Raipur)”. The following may be
called as “Standard Operating Procedures for the Institute Ethics Committee of All

India Institute of Medical Sciences, Raipur”.

2.0 Abbreviations

Standard Operating Procedures, Institute Ethics Committee and All India
Institute of Medical Sciences, Raipur hereinafter referred to as SOP, IEC and AIIMS

Raipur, respectively.

3.0 Definitions

3.1 SOP

A SOP is an authorized written procedure giving detailed instructions for
performing various tasks, OR, SOP is a detailed written instruction to achieve
uniformity of the performance of the specific function. This Standard Operating
Procedures (SOP) defines the process for writing, reviewing, distributing, and
amending SOPs of the Institute Ethics Committee (IEC), AIIMS Raipur. The SOPs
will provide clear, unambiguous instructions to conduct activities of the [EC-AIIMS

Raipur in accordance with the Good Clinical Practices (GCP) guidelines for Clinical
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Research in India by Central Drugs Standard Control Organization (2001), the
ICMR guidelines 2017 (with latest updates related to special areas as mentioned on
the website dated October 2024 and March 2025), New Drugs and Clinical Trial rule
2019, ICMR National Guidelines for Ethics Committees reviewing Biomedical and
Health Research during COVI-19 Pandemic, April 2020, WHO Operating
Guidelines for Ethical Review Committee that Review Biomedical Research, and
ICH (International Conference on Harmonization) Guideline for Good Clinical

Practice (GCP) E6(R3) dated 6 January 2025.

3.2 Documentation

All records, in any form (including, but not limited to, written, electronic,
magnetic, and optical records; and scans, X-rays, and electrocardiograms) that
describes or records the methods, conduct, and/or results of a trial, the factors

affecting a trial, and the actions taken.

3.3 Investigator
Investigator is a person responsible for the conduct of the clinical trial at a trial
site. If a trial is conducted by a team of individuals at a trial site, the investigator is

the responsible leader of the team and may be called the Principal Investigator.

3.3.1 Responsibilities of Investigator(s)

e The Investigator(s) shall be responsible for the conduct of the trial according
to the protocol and the GCP Guidelines and for compliance as under Section

of TABLE 4 given in THIRD SCHEDULE (rules 8, 10, 11, 25, 35, 42 and
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49), New Drugs and Clinical Trial Rule 2019 and Chapter IV of Medical
Device Rule 2017 and their amendments time to time.

e Its Investigator responsibility to strictly follow these rules

e Investigator shall conduct any clinical investigation in respect of
investigational medical device in human participants in accordance with
these rules and with the permission granted by the Central Licensing
Authority. Grant of permission to conduct clinical investigation on medical
device to be obtained by Investigator from Central Licensing Authority in
Form MD-22 to be obtained by Investigator or sponsor. Grant of permission
to conduct, clinical performance evaluation of new in vitro diagnostic
medical device shall be made to the Central Licensing Authority in Form
MD-24 to need to be obtained by Investigator or sponsor.

e Investigator should submit undertaking (Annexure 19) as per TABLE 4,
New Drugs and Clinical Trial Rule 2019, G.S.R. 227(A), dated 19" March
2019 and Table 9 (Annexure 20), G.S.R. 78(E), Medical Device Rule 2017,
dated 31° January 2017 for conduct of clinical trial and clinical investigation
on medical device.

e Investigator should prepare and submit case record form as per Table 6
(Annexure 18), G.S.R. 78(E), Medical Device Rule 2017, dated 31 January
2017 for conduct clinical investigation on medical device to Ethics
Committee for approval.

e Standard operating procedures are required to be documented by the

investigators for the tasks performed by them.
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e During and following a subject’s participation in a trial, the investigator
should ensure that adequate medical care is provided to the participant for
any adverse events.

e Any report of serious adverse event of death occurring in clinical trial, after
due analysis shall be forwarded by the Investigator as well as sponsor to
chairman of the ethics committee, Head of the Institution where the trial has
been conducted and licensing authority in a format of Table 5 (Annexure 28)
THIRD SCHEDULE ( rules 8, 10, 11, 25, 35, 42 and 49), New Drugs and
Clinical Trial Rule 2019 and Table 7 (Annexure 29), ( G.S.R. 78(E), Medical
Device Rule 2017, dated 31% January 2017) within fourteen (14) days of
occurrence of serious adverse event of death.

e The report of the serious adverse event other than death, after due analysis,
shall be forwarded by the Investigator to the Licensing authority, Chairman
of the Ethics Committee and the Head of the Institution where the trial has
been conducted within fourteen (14) days of occurrence of the serious
adverse event. (in a format of Table 5 (Annexure 28) THIRD SCHEDULE
(rules 8, 10, 11, 25, 35, 42 and 49), New Drugs and Clinical Trial Rule 2019
and Table 7 (Annexure 29), G.S.R. 78(E), Medical Device Rule 2017, dated
31st January 2017 within fourteen (14) days of occurrence of serious adverse
event.

e In case, the Investigator fails to report any serious adverse event within the
stipulated period, he/she shall have to furnish the reason for the same to the

satisfaction of the Licensing Authority along with the report of the serious
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adverse event” (New Drugs and Clinical Trial Rule 2019, G.S.R.227(E),
dated 19" March 2019 and Medical Device Rule 2017, dated 31st January
2017).

e The investigator shall provide information to the clinical trial subject through
informed consent process as provided in TABLE 3 (Annexure 16) of New
Drugs and Clinical Trial Rule 2019 about the essential elements of the
clinical trial and the subject’s right to claim compensation in case of trial
related injury or death and as per Table 8 (Annexure 17), (G.S.R. 78(E),
Medical Device Rule 2017, dated 31st January 2017) in case of medical
device related studies.

e The investigator shall also inform the subject or His/ Her nominee(s) of their
rights to contact the sponsor or his representative whosoever had obtained
permission from the Licensing Authority for conduct of the clinical trial for
the purpose of making claims in the case of trial related injury or death.

e An audio-video recording of the informed consent process in case of
vulnerable subjects in clinical trials of New Chemical Entity or New
Molecular Entity including procedure of providing information to the subject
and his understanding on such consent, shall be maintained by the
investigator for record: Provided that in case of clinical trial of anti-HIV and
anti-leprosy drugs, only audio recording of the informed consent process of
individual subject including the procedure of providing information to the
subject and his understanding on such consent shall be maintained by the

investigator for record”.
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3.4 Co-investigator(s)
Co-investigator(s) is/are a person(s) legally qualified to be an investigator, to

whom the Investigator delegates a part of his responsibilities.

3.5 Sponsor

Sponsor is an individual or a company or an institution that takes the
responsibility for the initiation, management and / or financing of a Clinical Study.
An Investigator who independently initiates and takes full responsibility for a trial

automatically assumes the role of a Sponsor.

3.5.1 Responsibilities of Sponsor

e The clinical trial Sponsor is responsible for implementing and maintaining
quality assurance systems to ensure that the clinical trial is conducted and
data generated, documented and reported in compliance with the protocol
and Good Clinical Practice (GCP) Guidelines issued by the Central Drugs
Standard Control Organization, Directorate General of Health Services,
Government of India as well as with all applicable statutory provisions.
Standard operating procedures should be documented to ensure compliance
with GCP and applicable regulations.

e Sponsors are required to submit a status report on the clinical trial to the
Licensing Authority at the prescribed periodicity.

e In case of studies prematurely discontinued for any reason including lack of
commercial interest in pursuing the new drug application, a summary report

should be submitted within three (3) months. The summary report should
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provide a brief description of the study, the number of patients exposed to
the drug, dose and duration of exposure, details of adverse drug reactions
(Annexure — 21), if any, and the reason for discontinuation of the study or
non-pursuit of the new drug application;

¢ C(linical investigation of medical device and clinical performance evaluation
of new in vitro diagnostic medical device will be carried out as per
CHAPTER VII of Medical Device Rule 2017 and its amendments time to
time. Sponsor shall conduct any clinical investigation in respect of
investigational medical device in human participants except in accordance
with these rules and in accordance with the permission granted by the
Central Licensing Authority. Grant of permission to conduct clinical
investigation on medical device to be obtained by sponsor from Central
Licensing Authority in Form MD-22 to be obtained by sponsor. Grant of
permission to conduct, clinical performance evaluation of new in vitro
diagnostic medical device shall be made to the Central Licensing Authority
in Form MD-24 to be obtained by sponsor.

e Any report of serious adverse event of death occurring in clinical trial, after
due analysis shall be forwarded by the sponsor to chairman of the ethics
committee, Head of the Institution where the trial has been conducted and
licensing authority in a format of Table S5(Annexure 28) THIRD
SCHEDULE ( rules 8, 10, 11, 25, 35, 42 and 49), New Drugs and Clinical
Trial Rule 2019 and Table 7 (Annexure 29), G.S.R. 78(E), Medical Device
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Rule 2017, dated 31 January 2017within fourteen(14) days of occurrence of
serious adverse event of death.

e The report of the serious adverse event other than death, after due analysis,
shall be forwarded by the sponsor to the Licensing authority, Chairman of
the Ethics Committee and the Head of the Institution where the trial has been
conducted within fourteen (14) days of occurrence of the serious adverse
event. (in a format of Table 5 (Annexure 28) THIRD SCHEDULE (rules &,
10, 11, 25, 35, 42 and 49), New Drugs and Clinical Trial Rule 2019 and
Table 7 (Annexure 29), G.S.R. 78(E), Medical Device Rule 2017, dated 31%
January 2017 within fourteen (14) days of occurrence of serious adverse
event.

e In case of injury or death occurring to the clinical trial subject, the sponsor
(whether a pharmaceutical company or an Institution) or his representative,
whosoever had obtained permission from the Licensing Authority for
conduct of the clinical trial, shall make payment for medical management of
the subject and also provide financial compensation for the clinical trial
related injury or death in the manner as New Drugs and Clinical Trial Rule
2019, G.S.R. 227(E), dated 19" March 2019. The sponsor or his
representative, whosoever had obtained permission from the Licensing
Authority for the conduct of clinical trial, shall pay the compensation within
thirty (30) days of the receipt of such order in case of clinical trial related

injury or death as per the order of Licensing Authority as defined under
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CHAPTER VI, COMPENSATION (New Drugs and Clinical Trial Rule
2019, G.S.R.227(E), dated 19" March 2019).

e Academic clinical trials conducted at AIIMS Raipur may be investigator-
initiated and undertaken without external sponsorship or dedicated funding.
In accordance with the New Drugs and Clinical Trials Rules, 2019,
notwithstanding the absence of external sponsorship, the rights, safety, and
well-being of research participants shall remain paramount. All provisions of
SAE reporting, medical management, and compensation, as applicable under
NDCTR 2019, shall apply to such academic clinical trials. In the event of
any trial-related injury or serious adverse event requiring compensation, the
Institutional Ethics Committee shall assess causality and recommend
compensation, and the final responsibility for compensation shall be
determined in accordance with institutional policy and the decision of the
Competent Authority of AIIMS Raipur, consistent with applicable regulatory

provisions.

4.0 Objective of SOP of IEC-AIIMS Raipur

The objective of this SOP is to maintain effective functioning of I[EC-AIIMS
Raipur and to ensure the quality and technical excellence and consistent ethical
review of all the submitted health and biomedical research proposals and ongoing
approved research studies involving human participants in accordance with the
Indian Council of Medical Research (ICMR) ethical guidelines for biomedical

research on human subjects.
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5.0 Responsibility of IEC-AIIMS Raipur

The responsibility of IEC-AIIMS Raipur will be to ensure that the research
projects that are carried out at All India Institute of Medical Sciences Raipur
e Are sound in design, have statistical validity and are conducted according to
the ethical standards expected by Indian Council of Medical Research and
International Conference on Harmonisation/Good Clinical Practice
guidelines
e Do not compromise right, safety and benefits of the patients or volunteers/
study participants.
e Are conducted under the supervision of trained medical / bio-medical
persons with the required expertise.
e Include, solely, patients or participant who has given voluntary and informed
consent.
The IEC-AIIMS Raipur will also ensure that no research project shall be / can
be started unless Ethics Clearance /Approval is obtained and that no retrospective /
post facto Ethics Clearance/ Approval can be provided to research projects which

were neither submitted nor vetted by the Institute Ethics Committee.

6.0 Functions of IEC-AIIMS Raipur
e To provide independent, competent and timely review of the ethical aspects
of the proposed studies before their commencement and monitoring the

ongoing studies regularly.
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e To review all research projects involving human subjects to be conducted at
the Institute, irrespective of the funding agency.

e To review the proposals before start of the study as well as monitor the
research throughout the study until and after completion of the study through
appropriate well documented procedures for example periodic reports, final
reports and site visits etc.

e To review and approve all types of research proposals involving human
participants with a view to safeguard the dignity, rights, safety and well-
being of all actual and potential research participants. The goals of research,
however important, should never be permitted to override the health and
well-being of the research subjects.

e To look into the aspects of informed consent process, risk-benefit ratio,
distribution of burden and benefit and provisions for appropriate
compensations wherever required.

e To ensure that all the cardinal principles of research ethics viz. Autonomy,
Beneficence; Non-maleficence and Justice are taken care of in planning,
conduct and reporting of the proposed research.

e To examine compliance with all regulatory requirements, applicable
guidelines and laws.

e To record the reasons for revoking of its approval accorded to a trial
protocol, and to communicate such a decision to the Investigator as well as to

the Licensing Authority.
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e To forward the report, in case of serious adverse event of death occurring to
the clinical trial subject, after due analysis along with its opinion on the
financial compensation, if any, to be paid by the Sponsor or his
representative, whosoever had obtained permission from the Licensing
Authority as defined under rule 21(b) for conducting the clinical trial, to the
Licensing Authority within thirty (30) days of the occurrence of the serious
adverse event of death as per New Drugs and Clinical Trial Rule 2019,
G.S.R. 227(A), dated 19" March 2019 and Medical Device Rule 2017, dated

31°" January 2017 in case of death related to medical device.
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e To forward the report, in case of serious adverse event, other than death
occurring to the clinical trial subject, after due analysis along with its opinion
on the financial compensation, if any, to be paid by the sponsor or his
representative, whosoever had obtained permission from the Licensing
Authority as defined under rule 21 (b) for conducting the clinical trial, to the
Licensing Authority within thirty (30) days of the occurrence of the serious
adverse event of death as per New Drugs and Clinical Trial Rule 2019,
G.S.R. 227(A), dated 19" March 2019 and Medical Device Rule 2017, dated
31% January 2017.

7.0 Composition of IEC-AIIMS Raipur

The IEC-AIIMS Raipur will comprise of 7-15 core members for smooth
functioning of Institute Ethics Committee.

The Chairman of the committee will be from outside the Institution and not
Head/former Head the institute to maintain the independence of the committee. The
Member Secretary, drawn from the institution itself, will conduct the business of the
Committee. Other members will be from medical and non-medical, scientific and
non-scientific background including a representative from the general public to
reflect the differed viewpoints. There will be adequate representation of age and
gender in the committee to safeguard the interests and welfare of all sections of the

society.
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The IEC-AIIMS Raipur will include atleast:

The Chairman

One — two Medical Scientists (One Pharmacologist is compulsory)
One — two Clinicians

One legal expert or retired judge

1.
2.
3.
4.
5.

One social scientist/ philosopher/ ethicist/ theologian representative of non-
governmental voluntary agency
6. One lay person from the community

7. Member Secretary

IEC- AIIMS Raipur will have a set of 5-20 alternate members which will be
referred as ‘Additional Members’ who can be invited as members with decision-
making powers to meet the quorum requirements. These members have the same
TORs as regular members and can attend meetings in the absence of regular
members.

[EC- AIIMS Raipur will have subcommittees such as the SAE subcommittee/
Expedited review committee/Audit Committee etc. as per requirement. These
will be part of the main committee and comprise Chairperson/Member Secretary
and two - three appropriate designated members of the main IEC-AIIMS Raipur
as defined in the SOPs.
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7.1 Procedure for constitution of IEC-AIIMS Raipur

e Director, AIIMS Raipur will select and nominate the Chairman and Member
Secretary for IEC-AIIMS Raipur

e The IEC will be constituted by the Director in consultation with the
Chairman.

e The Director, AIIMS Raipur will invite the members to join ethics
committee by sending the official request letter (Annexure — 1).

e Members will confirm their acceptance to the Director, AIIMS Raipur by
providing all the required information for membership (Annexure — 2)

e The Director, AIIMS Raipur will offer formal appointment orders to the
members of IEC after the receipt of their acceptance and signing the
agreement of confidentiality (Annexure — 3).

e The Director, AIIMS Raipur will ensure that the IEC is established in
accordance with the applicable laws and regulations of the state, country and
in accordance with the value and principles of communities they serve
(Annexure -4).

e The Director, AIIMS Raipur will designate and instruct Chairman of IEC or
his representative to conduct the regular proceedings of the IEC for the
institute.

e At regular intervals, the Director, AIIMS Raipur will review the functioning

of IEC.
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8.0 Membership requirement

e The duration of appointment of members will be initially for a period of
three (03) years which may be extended for the period of one-three years.

e At the end of three (03) years, as the case may be, 50% of the members will
be replaced by a defined procedure.

e At the end of five (5) years, the committee will be reconstituted for re-
registration, and 50% members will be replaced by new members with a
defined procedure.

e Member should be aware of local, social and cultural norms, as this is an
important social control mechanism.

e Members should be conversant with the provisions of clinical trials under
New Drugs and Clinical Trial Rule 2019, G.S.R. 227(A), dated 19" March
2019, Medical Device Rule 2017, dated 31% January 2017, ICMR National
Guidelines for Ethics Committees reviewing Biomedical and Health
Research during COVI-19 Pandemic, April 2020 and Good Clinical Practice
(GCP) guidelines for clinical trials in India and other regulatory requirements
to safeguard the rights, safety and well-being of the trial subjects and update
in these guidelines time to time.

e The members representing as basic medical scientists and clinicians should
have post-graduate qualification and adequate experience in their respective

fields and aware of their role and responsibilities as committee members.
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8.1: Confidentiality and conflict of interest:

e [t is the responsibility of each IEC member reviewing research project or
attending IEC meeting to read, understand, accept and sign the agreement
contained in the confidentiality / conflict of interest form. (Annexure No. 5
to Annexure No. 8)

e The form should be read, understood, accepted and signed by each IEC
member at the beginning of the tenure of his/ her membership and before he
or she starts reviewing the research proposals.

e Any guest or observer/ independent consultant attending an IEC meeting will
also read, understand accept and sign the confidentiality/ conflict of interest
form before attending the IEC meeting or ethical review process.

e The forms which duly signed and dated will be kept for record purpose in a
separate file entitled “Confidentiality / Conflict of Interest agreement form in
the IEC office.

e There should be no conflict of interest. If there is any conflict of interest then
the member should declare it in written to the chairman prior to review. The
member shall voluntarily withdraw from the ethics committee meeting while
decision is being taken and this will be recorded in minutes of the meeting.

e In case one of the ethics committee members is part of the research team
either as a Principal investigator or Co- investigator, then the member shall

not participate in the discussion.
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9.0 Terms of references (TORSs)

1. The Terms of References include working of IEC with regards to its
members and will be maintained in IEC-AIIMS Raipur office. This will
include

a. Terms of appointment of the members with reference to the duration of
their term, the policy for their removal, replacement and resignation,

b. Frequency of the meetings

c. Payment of processing fee to the IEC for review

d. Honorarium / consultancy to the members/consultants

2. As per the changing requirements of the committee, the SOP will be updated
periodically. The term of appointment of members could be extended for
another term on the basis of his/her contribution and a defined percentage of
members could be changed on regular basis. Persons either trained in bioethics
or well conversant with ethical guidelines and laws of the country would be
preferred. Substitute member may be nominated if meetings have been

continuously missed by a member due to any unforeseen circumstances.

10.0 Quorum requirement

Minimum of 50% committee strength plus one member and not less than five
(05) members will be required to compose a quorum.
A quorum should include at least one member whose primary expertise is in a

non-scientific area, a clinician and at least one member who is independent of the
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institution/research site. No quorum should consist entirely of members of one
profession or one gender.

The quorum requirements of IEC-AIIMS Raipur will have the following
representation:

a. Basic medical scientists (preferably a pharmacologist)
b. Clinicians

c. Legal expert

o

Social scientist or representation of non-governmental voluntary agency or
philosopher or ethicist or theologian or similar person

e. Lay person from the community

11.0 Procedure for resignation, replacement or termination of

members

11.1Resignation/replacement procedure

e A member can tender resignation from the committee with proper reasons to
do so.

e In case of inability to attend the meeting, members are contacted either
personally or telephonically and if they wish to rescue themselves, they are
allowed to do the same with prior permission of the Chairman/ member
secretary.

e The members who have resigned may be replaced at the discretion of the

Director, AIIMS Raipur in consultation with Chairman, IEC.
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e [EC members who decide to withdraw must provide Chairman/Member
Secretary, the written notification of their proposed resignation date at least
30 calendar days prior to the next scheduled meeting.

e In case of resignation, the Director will appoint a new member in
consultation with the Chairman, falling in the same category of membership
ex. Basic Medical Scientist with Basic Medical Scientist. Recommendations
may be sought from the resigning member.

e Appointment may be made with joint consultation of the Member Secretary
and the Chairman.

e In case of new appointment of a member, the procedure as described in

section 7.1 Procedure for constitution of IEC-AIIMS Raipur will be adopted.

11.2Termination procedure

e The membership will be reviewed by the IEC if the contribution of the
member is not adequate and/or there is long period of (member) non
availability

e In all such situations/circumstances, Director in consultation with Chairman/
Member Secretary can serve a letter of termination to the member.

e Documentation of the termination will be recorded in the minutes of the next

duly constituted IEC meeting and [EC membership circular will be revised.
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12.0 Conduct of IEC meetings

The Chairman will conduct all the meetings of the IEC. If for reasons beyond
control, the Chairman is not available, the Deputy Chairman or an alternate
Chairman will be elected from the members by the members present, who will
conduct the meeting. The Member Secretary is responsible for organizing the
meetings, maintaining the records and communicating with all concerned. He/she
will prepare the minutes of the meetings and get it approved by the Chairman before

communicating to the researchers.

13.0 Independent consultants

[EC-AIIMS Raipur may call upon subject experts as independent consultants who
may provide special review of selected research protocols, if needed. [EC-AIIMS
Raipur may invite subject experts as independent consultants or include a
representative from a specific patient group as a member of the IEC AIIMS Raipur
or special invitee, for opinion on a specific proposal, for example HIV, genetic
disorders, or cancer, with appropriate decision-making power. (ICMR ICMR
National Ethical Guidelines 2017 (updated October 2024)). If required, subject
experts could be invited to offer their views, for example for drug trials a
pharmacologist, preferably a clinical pharmacologist, will be included, pediatrician
for research in children, a cardiologist for research on heart disorders, etc. They may

be invited to attend the meeting to give an expert opinion on a specific proposal but
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will not have decision making power/voting rights in the decision-making process
which will be made by the members of the IEC-AIIMS Raipur (ICMR ICMR
National Ethical Guidelines 2017).

14.0 Application procedure

e All proposals should be submitted in the prescribed application form, on any
of the working day.

e To consider proposals in the forthcoming meeting, the proposals should be
submitted within the submission window, as is intimated via electronic mail
issued by the IEC office periodically. The proposals submitted after this
period will be considered in next meeting.

e Every protocol or amendment submitted for review to IEC must contain
number, version and date.

e All the research proposals must be submitted in English language only.

e The applicant of proposal should submit one (01) hard copies and one soft
copy by email/online portal of proposal along with relevant documents. The
list of documents is mentioned in “Checklist” and shall be available on the
institutional ethics committee webpage along with rest of the forms and
documents.

e Required number of copies of the proposal along with the application and
documents in prescribed format duly signed (with official seal) by the

Principal Investigator (PI) and Co-investigators / Collaborators should be
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forwarded by the Head of the Departments and Institution (or as deemed
applicable as per institutional channels and norms) to the ethics committee.

e All planned research proposals should be submitted for IEC review only
after the approval of Institute Research Cell. Proof of approval needs to be
submitted.

e The application should be addressed to the Chairman, Institute Ethics
Committee, All India Institute of Medical Sciences, Raipur (CG), through
Member Secretary.

e [EC office will verify the proposals for completeness as per the checklist
(IEC Checklist: Annexure- 23).

e Receipt of the application will be acknowledged by the IEC office.

e Every application will be allotted an IEC registration number to be used for
all future correspondence and reference.

e The date of meeting will be intimated to the Principal Investigator, to be
present, if necessary to offer clarifications. The Principal Investigator should
prepare brief presentation of his/her research proposal. If required, he/she
may be asked to present in IEC meeting to clarify the points raised by the
members.

e The Principal Investigator and preferably the members from his/her research
team should be present for the meeting to offer clarifications, if necessary.

e The decision of IEC regarding the proposal will be communicated to the

Principal Investigator via a query letter. If revision is to be made, the revised
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document in required number of copies should be submitted within a

stipulated period of time as specified in the communication.

15.0 Processing fee

e The waiver of processing fee is permissible to all the research proposals which are non-funded
studies and departmental studies.

e Projects/studies funded by government agencies like ICMR, UGC, DST Government of India,
State Science & Technology Department and other non-profitable funding agencies like UNICEF,
WHO, USAID etc. will be levied processing charges based on Office Order issued pertaining to the
same (SAO/IEC/2/2025-1EC/993) (Annexure 31).

e All research proposals/clinical trials funded/sponsored by pharmaceutical companies, Agencies,
Multinationals will be levied processing charges based on Office Order issued pertaining to the
same (SAO/IEC/2/2025-1EC/993). Additional charges (as applicable) will be levied for SAE
reporting (taken up during sub-committee or full board meetings) and expedited review of trials
(but to only be considered during Full Board Meetings) (SAO/IEC/2/2025-1EC/993). The payment
of the initial review fee is mandatory prior to the approval of the study. Additionally, the annual
review fee for the first year may be paid upon submission of the initial review fee. Should the
sponsor or Principal Investigator (PI) require additional time to remit the annual fee, it can be
deferred until recruitment commences and the study has been active for at least six months. The PI
may provide a signed undertaking to accept responsibility for timely payment in order to prevent

any delays or suspension of the study at the site.
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e Processing fees will be handled as per Institutional Protocol and receipt acknowledging payment of
charges will be issued to PI. Copy of the same will be retained in the [EC records and the same will

be updated in the Accounts ledger based on completed Acknowledgment receipts received
(Annexure 32).
16.0 Documentation
For a thorough and complete review, all research proposals should be
submitted with the following documents:

1. Name of the applicant with designation

2. Name of the Institute/ Hospital / Field area where research will be conducted

3. Approval of the Head of the Department and Institution or relevant
regulatory body

4. Protocol of the proposed research mentioning the approximate duration for
which it will be conducted.

5. Ethical issues in the study and plans to address these issues.

6. All relevant annexure like Proforma, Case Report Forms, questionnaires,
follow - up cards, etc. (Annexure No.9 to Annexure No.20, Annexure 23,
Annexure 24 for reference)

7. Informed consent process, including patient information sheet and written
informed consent form in English and local language(s). The patient
information sheet should provide adequate and complete information in
understandable language. It should also assure that any new information that

becomes relevant during the trial and is related to their participation will be

Code No.: IEC-AIIMSRAIPUR/SOP/001

Institute Ethics Committee Date of i Versi
(Human Studies) ate ol issue ersion
AIIMS Raipur
Standard Operating Procedure 12.01.2026 2.0

Prepared by: Dr. Upasana Kachroo, Member Approved by: Dr. Gopal Prasad Soni,
Secretary, IEC-AIIMS Raipur Chairman, IEC-AIIMS Raipur

Signature: W Signature: 6{”"

_25-


http://www.aiimsraipur.edu.in/

Institute Ethics Committee

All India Institute of Medical Sciences, Raipur (Chhattisgarh)
Academic Section, Room No. 2103, 2" Floor,

Medical College Complex, Gate No. 5

Tatibandh, GE Road,

Raipur-492 099 (CG)

www.aiimsraipur.edu.in

given to them. The consent form should be as per New Drugs and Clinical Trial
Rule 2019 and Medical Device Rule 2017.

8. For any drug / device trial, all relevant pre-clinical animal data and clinical
trial data from other centres within the country / countries, if available.

9. Curriculum vitae of all the investigators with relevant publications in last
five years.

10. Any regulatory clearances required.

11. Source of funding and financial requirements for the project.

12. Other financial issues including those related to insurance.

13. An agreement to report only Serious Adverse Events (SAE) to IEC
(Annexure 28, Annexure 29)

14. Statement of conflicts of interest, if any.

15. Agreement to comply with the relevant national and applicable international
guidelines.

16. A statement describing any compensation for study participation (including
expenses and access to medical care) to be given to research participants; a
description of the arrangements for indemnity, if applicable (in study-related
injuries); a description of the arrangements for insurance coverage for
research participants, if applicable.

17. All significant previous decisions (e.g., those leading to a negative decision
or modified protocol) by other ECs or regulatory authorities for the proposed

study (whether in the same location or elsewhere) and an indication of the
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modification(s) to the protocol made on that account. The reasons for
negative decisions should be provided.

18. Plans for publication of results — positive or negative- while maintaining the
privacy and confidentiality of the study participants (with a signed
undertaking.)

19. Any other information relevant to the study

20. An agreement to submit periodic progress report and final report at the end

17.0 Review procedure for research proposal

17. 1 proposal category
All research proposals submitted to IEC-AIIMS Raipur shall be categorised based
on risk to participants as:

e Less than minimal risk

e Minimal risk

e More than minimal risk
Risk categorisation shall guide:

o Type of IEC review (exempted / expedited / full board)

e Frequency of continuing review

e Requirement for insurance

e Monitoring and audit intensity
Any change in risk profile during the conduct of the study shall be promptly
reported to the IEC.
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17. 2 Review Procedure

1. The meeting of IEC-AIIMS Raipur will be held on periodic intervals i.e.
approximately every month. Additional meetings will be held as and when
necessary, in accordance with the workload.

2. The proposals must be sent to the IEC-AIIMS Raipur as per submission
window shared via electronic mail by the IEC Office.

3. The IEC’s member-secretary or secretariat will screen the proposals for their
completeness and depending on the risk involved categorize them into three
types, namely, exemption from review, expedited review and full review.

4. The decisions will be taken by consensus after discussion in the meeting and
not by circulation of the proposal. If required, voting will be done. Decision
will be consolidated only after consensus decision is reached. ZIN case of
objections raised, same shall be documented and communicated. In case PI
raises queries, decision of the Chairman, representing the board, will be
final.

5. Researchers will be invited to offer clarifications if need be. If required, the
Principal Investigator will be asked to present the research proposal. In
absentia of principal investigator (with prior permission), co-investigator will
be asked to present the research proposal.

6. Independent consultants/Experts will be invited to offer their opinion on
specific research proposals if needed. However, they will not have voting

right for decision making.
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7. The decisions will be documented in the minutes and Chairman’s approval

will be taken in writing.
17. 3 Types of review

17.3.1 Exemption from review
Proposals which present less than minimal risk fall under this category as
may be seen in following situations:
a. Research on educational practices such as instructional strategies or
effectiveness of or the comparison among instructional techniques,
curricula, or classroom management methods. Additionally, incidental
findings/rare  presentations which are consequent of routine
investigation/examination, and not part of planned intramural/extramural
proposals, may be considered in this category, provided all precautions
have been taken by the researcher to secure patient autonomy, safety and
benefit (Signed undertaking and checklist for the same may be submitted
via a formal hardcopy by the researcher to the Chairperson, IEC).
Exceptions:

1. When research on use of educational tests, survey or interview
procedures, or observation of public behaviour can identify the human
participant directly or through identifiers, and the disclosure of
information outside research could subject the participant to the risk of
civil or criminal or financial liability or psychosocial harm.

ii.  When interviews involve direct approach or access to private papers.
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17.3.2 Expedited review

The proposals presenting no more than minimal risk to research participants
may be subjected to expedited review. The Member Secretary and the Chairman of
the IEC or designated member of the Committee or Subcommittee of the IEC may
do expedited review only if the protocols involve:

a. Minor deviations from originally approved research during the period of
approval (usually of one year duration).

b. Revised proposal previously approved through full review by the IEC or
continuing review of approved proposals where there is no additional risk or
activity is limited to data analysis.

c. Research activities that involve only procedures listed in one or more of the
following categories:

a. Clinical studies of drugs and medical devices only when
1. research is on already approved drugs except when studying
drug interaction or conducting trial on vulnerable population
or
i1. Adverse Event (AE) or unexpected Adverse Drug Reaction
(ADR) of minor nature is reported.
d. Research involving clinical materials (data, documents, records, or
specimens) that have been collected for non-research (clinical) purposes.
e. When in emergency situations like serious outbreaks or disasters a full review
of the research is not possible, prior written permission of IEC may be taken

before use of the test intervention. Such research can only be approved for
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pilot study or preliminary work to study the safety and efficacy of the
intervention and the same participants should not be included in the
clinical trial that may be initiated later based on the findings of the pilot

study.

a.Research on interventions in emergency situation
When proven prophylactic, diagnostic, and therapeutic methods do
not exist or have been ineffective, physicians may use new
intervention as investigational drug (IND) / devices/ vaccine to
provide emergency medical care to their patients in life threatening
conditions. Research in such instance of medical care could be
allowed in patients

1. When consent of person/ patient/ responsible relative or
custodian/ team of designated doctors for such an event is not
possible. However, information about the intervention should
be given to the relative/ legal guardian when available later;

2. When the intervention has undergone testing for safety prior to
its use in emergency situations and sponsor has obtained prior
approval of DCGI;

3. Only if the local IEC reviews the protocol since institutional
responsibility is of paramount importance in such instances.

4. If Data Safety Monitoring Board (DSMB) is constituted to

review the data;
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b. Research on disaster management

A disaster is the sudden occurrence of a calamitous event at
any time resulting in substantial material damage, affecting persons,
society, community or state(s). It may be periodic, caused by both
nature and humans and creates an imbalance between the capacity
and resources of the society and the needs of the survivors or the
people whose lives are threatened, over a given period of time. It may
also be unethical sometimes not to do research in such circumstances.
Disasters create vulnerable persons and groups in society, particularly
so in disadvantaged communities, and therefore, the following points
need to be considered when reviewing such research:

1. Research planned to be conducted after a disaster should be
essential culturally sensitive and specific in nature with
possible application in future disaster situations.

2. Disaster-affected community participation before and during
the research is essential and its representative or advocate must
be identified.

3. Extra care must be taken to protect the privacy and
confidentiality of participants and communities.

4. Protection must be ensured so that only minimal additional

risk is imposed.
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5. The research undertaken should provide direct or indirect
benefits to the participants, the disaster-affected community or
future disaster- affected population and a priori agreement
should be reached on this, whenever possible, between the
community and the researcher.

6. All international collaborative research in the disaster-affected
area should be done with a local partner on equal partnership
basis.

7. Transfer of biological material, if any, should be as per
Government rules taking care of intellectual property rights
issues.

f. Expedited review may also be taken up in cases of nationally relevant

proposals requiring urgent review.

17.3.3 Full review

All research presenting with more than minimal risk, proposals/ protocols
which do not qualify for exempted or expedited review and projects that involve
vulnerable population and special groups shall be subjected to full review by all the
members.

While reviewing the proposals, the following situations may be carefully
assessed against the existing facilities at the research site for risk/benefit analysis:

a. Collection of blood samples by finger prick, heel prick, ear prick, or

venipuncture:
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1. from healthy adults and non-pregnant women who weigh normal for
their age and not more than 500 ml blood is drawn in an 8 week
period and frequency of collection is not more than 2 times per week;

ii.  from other adults and children, where the age, weight, and health of
the participants, the collection procedure, the amount of blood to be
collected, and the frequency with which it will be collected has been
considered and not more than 50 ml or 3 ml per kg, whichever is
lesser is drawn in an 8 week period and not more than 2 times per
week;

iii.  from neonates depending on the hemodynamics, body weight of the
baby and other purposes not more than 10% of blood is drawn within
48 — 72 hours. If more than this amount is to be drawn it becomes a
risky condition requiring infusion/blood transfusion;
iv.  Prospective collection of biological specimens for research purposes
by non-invasive means. For instance:
1.Skin appendages like hair and nail clippings in a non-
disfiguring manner;
2.Dental procedures - deciduous teeth at time of exfoliation or if
routine patient care indicates a need for extraction of
permanent teeth; supra and sub-gingival dental plaque and
calculus, provided the collection procedure is not more
invasive than routine prophylactic scaling of the teeth;

3.Excreta and external secretions (including sweat);
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4.Uncannulated saliva collected either in an unstimulated
fashion or stimulated by chewing gum or by applying a dilute
citric solution to the tongue;

5.Placenta removed at delivery;

6.Amniotic fluid obtained at the time of rupture of the
membrane prior to or during labor;

7.Mucosal and skin cells collected by buccal scraping or swab,
skin swab, or mouth washings;

8.Sputum collected after saline mist nebulisation and bronchial
lavage.

b. Collection of data through non-invasive procedures routinely employed in
clinical practice. Where medical devices are employed, they must be cleared/
approved for marketing, for instance

1. physical sensors that are applied either to the surface of the body or at
a distance and do not involve input of significant amounts of energy
into the participant or an invasion of the participant's privacy;

ii.  Weighing or testing sensory acuity;

iii.  Magnetic resonance imaging;

iv.  Electrocardiography, echocardiography; electroencephalography,
thermography, detection of naturally occurring radioactivity,
electroretinography, ultrasound, diagnostic infrared imaging, Doppler

blood flow.
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v.  Moderate exercise, muscular strength testing, body composition
assessment, and flexibility testing where appropriate given the age,
weight, and health of the individual.

c. Research involving clinical materials (data, documents, records, or
specimens) that will be collected solely for non-research (clinical) purposes.
Additionally, researcher involved in studies on such materials will be
required to submit a signed undertaking from the institutional custodian of
samples as per IEC format. Additionally, for studies accessing codified
patient records or stored samples retrospectively, waiver of consent request
may be applied for, along with a signed undertaking for maintaining utmost
confidentiality of such data (Annexure 33).

d. Collection of data from voice, video, digital, or image recordings made for
research purposes.

e. Research on individual or group characteristics or behaviour not limited to
research on perception, cognition, motivation, identity, language,
communication, cultural beliefs or practices, and social behaviour or
research employing survey, interview, oral history, focus group, program

evaluation, human factors evaluation, or quality assurance methodologies.

18.0 Review procedure for research proposal involving vulnerable

population

1. Vulnerable research participants are individuals whose willingness to

volunteer in a research trial may be duly influenced by the expectation
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(whether justified or not), benefits associated with participation, retaliatory
response from higher authority in case of refusal to participate, and whose
consent may not be valid for various reasons. They include infants, children
and adolescents, pregnant and lactating women, students and employees,
mentally challenged patients, critically ill patients etc.

2. All the IEC 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.

3. Vulnerable group can become participants only if the study is designed to
protect or advance the health of this population and for which the non-
vulnerable group would not be suitable participants

4. In case of trials involving children, the assent of the child should be obtained
from the age of twelve to eighteen (12-18) years unless there is no medically
accepted alternative to the therapy (provided consent has been obtained from
parents/guardian) (Annexure — 14).

5. The language and presentation of the contents in the ‘Participant Information
Sheets’ and the ‘Consent/Assent forms’ must be in the manner which is
understood by a child of 10 years of age (that is, to a fifth grade level)

6. For the adult participants who are unable to provide consent for themselves,
only their legal guardian can sign the consent form on their behalf. The legal
relationship must be confirmed by the primary investigator (research team)

and the necessary evidence (documents) must be viewed and recorded.
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7. Rights and welfare of people who are unable to give informed consent must
be protected. Informed consent should be obtained from legally accepted
representatives (LAR) in the presence of impartial witness with adequate
explanation of risks and benefits.
8. Expert opinion of additional members would be obtained if necessary.
19.0 Elements of review

1. Scientific design and conduct of the study
Approval of appropriate scientific review committees
Examination of predictable risks/harms

Examination of potential benefits

A T

Procedure for selection of subjects in methodology including inclusion/
exclusion, withdrawal criteria and other issues like advertisement details
Management of research related injuries, adverse events

Compensation provisions

Justification for placebo in control arm, if any

A S

Availability of products after the study, if applicable

10. Patient information sheet and informed consent form in English and
Hindi/Other local language

11. Protection of privacy and confidentiality: All research data, whether paper-

based or electronic, shall be stored securely with restricted access limited to

authorised personnel. Electronic data shall be protected through password-

controlled systems, and confidentiality of participant information shall be

maintained throughout the study period and archival duration. Any breach of
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confidentiality shall be reported to IEC-AIIMS Raipur for appropriate review
and action.

12. Involvement of the community, wherever necessary

13. Plans for data analysis and reporting

14. Adherence to all regulatory requirements and applicable guidelines

15. Competence of investigators, research and supporting staff

16. Facilities and infrastructure of study sites

17. Criteria for withdrawal of patients, suspending or terminating the study in
AIIMS Raipur

20.0 Decision making

1. All decisions will be taken in meetings and not by circulation of project
proposals.

2. Members will discuss the various issues before arriving at a consensus
decision.

3. A member should withdraw from the meeting during the decision procedure
concerning an application where a conflict of interest arises and this should
be indicated to the Chairman prior to the review of the application and
recorded in the minutes.

4. Decisions will be made only in meetings where quorum is complete.

5. Only members can make the decision. The expert consultants will only offer
their opinions.

6. Decision may be to approve, reject or revise the proposals. Specific

suggestions for modifications and reasons for rejection should be given.

Code No.: IEC-AIIMSRAIPUR/SOP/001

Institute Ethics Committee Date of i Versi
(Human Studies) ate ol issue ersion
AIIMS Raipur
Standard Operating Procedure 12.01.2026 2.0

Prepared by: Dr. Upasana Kachroo, Member Approved by: Dr. Gopal Prasad Soni,
Secretary, IEC-AIIMS Raipur Chairman, IEC-AIIMS Raipur

Signature: W Signature: 6{”"

-39


http://www.aiimsraipur.edu.in/

Institute Ethics Committee

All India Institute of Medical Sciences, Raipur (Chhattisgarh)
Academic Section, Room No. 2103, 2" Floor,

Medical College Complex, Gate No. 5

Tatibandh, GE Road,

Raipur-492 099 (CG)

www.aiimsraipur.edu.in

7. All approved proposals should be subjected to the following standard
conditions. Additional conditions may be added by the IEC-AIIMS Raipur.

a. Principal Investigator should submit quarterly report of the ongoing
project with special emphasis on any serious adverse event related to
research methodology.

b. The final report of the completed study should be submitted by the
Principal Investigator.

c. The Principal Investigator should highlight the changes in the
protocols/brochures/informed consent form etc. being amended from
the previous documents while submitting the amended documents to
IEC-AIIMS Raipur.

8. In cases of conditional decisions, clear suggestions for revision and the
procedure for having the application re-reviewed should be specified.

9. Modified proposals may be reviewed by an expedited review through
identified members.

10. Procedures for appeal by the researchers should be clearly defined.

21.0 Communicating the decision

1. Decision of the meeting on the proposals (a query letter in most instances; no
provisional letter of approval shall be issued separately) will be
communicated by the Member Secretary in writing only to the Principal
Investigator within 10 working days after the meeting at which the decision
was taken in the specified format (Annexure — 26). A certificate of approval

will be sent to the applicant within 10-15 working days after receiving
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satisfactory compliance to queries raised (Annexure — 27). All the approvals
will be valid for only three years or for the duration of the project whichever
is less. Investigator has to get his or her project re-approved/extended (which
ever applicable) after that period if necessary.

2. Suggestions for modifications, if any, will be sent by IEC-AIIMS Raipur.

3. Reasons for rejection will be informed to the researchers.

4. The schedule / plan of ongoing review by the IEC will be communicated to
the Principal Investigator.

22.0 Follow-up procedure of approved proposals

1. Progress reports should be submitted at prescribed intervals for review and
final report should be submitted at the end of study (Annexure -25).

2. IEC-AIIMS Raipur will review progress of all the studies, from the time of
decision till termination of study, for which positive decision has been taken
by IEC.

3. The progress of all the research proposals will be followed at a regular
interval of at least once-a-year. However, in special situations, IEC will
conduct the follow-up review at shorter intervals in accordance with the
need, nature and events of research project.

4. Protocol deviation, if any, should be informed with adequate justifications.

5. Any new information related to the study should be communicated in writing
to IEC-AIIMS Raipur.

6. The following events will require follow-up review/renewed approval

(Annexure -22)
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a. Any protocol amendment likely to affect rights, safety or well-being
of research subject of conduct of study.

b. Serious or unexpected ADR related to study or product, action taken
by Investigator, Sponsor and Regulatory Authority.

c. Any event or information that may affect the benefit/risk ratio of the
study.

7. The following events should be reported as “Serious Adverse Events” by the
investigators

a. The death of a study subject, whether or not related to an
investigational agent

b. A life-threatening adverse event

c. Inpatient hospitalization or prolongation of existing hospitalization
for more than 24 hours (excluding elective hospitalization for
conditions unrelated to the study)

d. A persistent or significant incapacity or substantial disruption of the
ability to conduct normal life functions

e. A birth defect in an offspring of a study participant, regardless of the
time after the study, the congenital defects is diagnosed.

8. A decision of a follow-up review will be issued and communicated to the
applicant indicating modification/suspension/termination/continuation of the
project.

9. Premature termination of study should be notified to [IEC-AIIMS Raipur with

reasons along with summary of the data obtained so far.
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10. Change of investigators / sites should be informed to IEC-AIIMS Raipur.
11. On completion of study, the Principal Investigator must submit summary of
results along with brief report. (Annexure -30)
23.0 Record keeping and archiving
1. The documents will be properly dated, filed, labelled and archived in secure
place in IEC-AIIMS Raipur Record Room for future reference.
2. IEC-AIIMS Raipur will keep record of following documents.
a. Constitution and composition of [IEC-AIIMS Raipur
b. Standard Operating Procedures of IEC-AIIMS Raipur
Curriculum Vitae (CV) of all members of IEC.
The published guidelines established by IEC-AIIMS Raipur for

o

submission of research proposal.

e. Copy of all study protocols with enclosed documents, progress
reports, and SAEs.

f. Agendas and minutes of all IEC meetings duly signed by the
Chairman.

g. Copy of all existing relevant national and international guidelines on
research ethics and laws along with amendments.

h. Copy of all correspondence with members, researchers and other
regulatory bodies.

i.  Record of all notification issued for premature termination of a study
with a summary of the reasons

j. Final report of the approved projects.
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k. Record of all income and expenses of the IEC, including allowances
and reimbursements made to the secretariat and EC members;

3. All documents related to research proposal will be archived for a minimum
period of five years (05 years) after the completion/termination of study or
longer if mandated as per regulatory norms.

4. One soft of copy of research proposals will be archived and rest of the copies
will be destroyed after required duration.

5. Only authorized person will have access to data related to IEC-AIIMS
Raipur. Any unofficial or non-regulatory access to such documents will be
liable for penalty as deemed fit by the IEC board.

6. The IEC data will be stored on separate computer dedicated for IEC work
only. Other than IEC, no other data will be stored in this computer. No
person, other than authorized by Chairman, IEC-AIIMS Raipur, will have
access to this computer.

7. 1EC-AIIMS Raipur may undertake:

e Routine audits of ongoing research

o For-cause audits in case of serious adverse events, protocol deviations, or
complaints

e Post-trial audits for selected high-risk studies

Monitoring and audits shall be conducted using IEC-approved audit checklists
aligned with ICMR, NDCTR, and ICH-GCP guidelines, and findings shall be

documented with corrective and preventive actions where required.
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24.0 Updating IEC-AIIMS Raipur members

1. All relevant new guidelines should be brought to the attention of IEC
members.

2. Any change in the regulatory requirements should be brought to their
attention, and they should be aware of local, social and cultural norms, as
this is the most important social control mechanism.

3. The IEC members should be encouraged to attend national and international
training programs in research ethics for maintaining quality in ethical review
and be aware of the latest developments in this area.

4. For drug trial review, it is preferable to train the IEC members in Good

Clinical Practice.
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Annexure — 1

Constitution of Institute Ethics Committee of AIIMS Raipur

Letter Ref. No. Date:

From
Director
AIIMS Raipur

To

Sub: Constitution of Institute Ethics Committee (Human studies) - Reg.

Dear Sir / Madam,

On behalf of All India Institute of Medical Sciences, Raipur, Chhattisgarh, I request your
concurrence for appointment as a Chairman/Member of Institute Ethics Committee of AIIMS,

Raipur.

Kindly send your written acceptance in the enclosed format. You are also requested to provide your

brief curriculum vitae.

On receipt of your acceptance, I shall send you the formal appointment letter.

Thanking you

Y ours sincerely,

Name and Signature of Director, AIIMS Raipur
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Annexure — 2

Consent letter to be Chairman/Member of IEC-AIIMS Raipur

From,

To

The Director

All India Institute of Medical Sciences
Raipur

Sub: Consent to be a Chairman/Member of Institute Ethics Committee (Human Studies) - Reg.
Ref: Your Letter No: dated:

Dear Sir,

In response to your letter stated above, I give my consent to become Chairman/Member of
Institute Ethics Committee (IEC) of AIIMS Raipur. I shall regularly participate in the IEC meeting
to review and give my unbiased opinion regarding the ethical issues.

I shall be willing for my name, profession and affiliation to be published.

I shall not keep any literature or study related document with me after the discussion and
final review.

I shall maintain all the research project related information confidential and shall not reveal
the same to anyone other than project related personnel.

I herewith enclose my curriculum vitae.

Thanking you,

Y ours sincerely,

Signature

Name of the Chairman/Member Date:
Address:

Telephone No: Mobile: Office: Residence:
Email:
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Annexure — 3A

Appointment order for Chairman of IEC-AIIMS Raipur

Letter Ref. No. Date:

To

Dear .

I am pleased to appoint you as Chairman of the Institute Ethics Committee (IEC) (Human Studies)
at All India Institute of Medical Sciences, Raipur (Chhattisgarh) w.e.f. for a term of

year / months provided following conditions of appointment are met.

¢ You should be willing to publicize your full name, profession and affiliation.

® You are willing to record all reimbursement for work and expenses, if any, within or related
to an Ethics Committee and make it available to the public upon request.

e You consent to sign confidentiality agreement between you and the IEC-AIIMS Raipur
regarding meeting deliberations, applications, information on research participants, and
related matters.

The renewal of your appointment will be by consensus and one month notice on either side will be
necessary prior to resignation/ termination of appointment. Terms and conditions regarding the
resignation procedure, disqualification procedures, replacement procedures etc. may be found in the
Standard Operating Procedures (SOPs) of [EC-AIIMS Raipur.

We sincerely hope your association with IEC-AIIMS Raipur will be fruitful to the Institute and the
Community we serve.

Thanking You.

Yours Sincerely,

Director,
AIIMS, Raipur.
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Annexure — 3B

Appointment order for Member of IEC-AIIMS Raipur

Letter Ref. No. Date:

To

Dear .

I am pleased to appoint you as of the Institute Ethics Committee
(IEC) (Human Studies) at All India Institute of Medical Sciences, Raipur (Chhattisgarh)
w.e.f. for a term of year / months provided following conditions of

appointment are met.

¢ You should be willing to publicize your full name, profession and affiliation.

e You are willing to record all reimbursement for work and expenses, if any, within or related
to an Ethics Committee and make it available to the public upon request.

¢ You consent to sign confidentiality agreement between you and the IEC-AIIMS Raipur
regarding meeting deliberations, applications, information on research participants, and
related matters.

The renewal of your appointment will be by consensus and one month notice on either side will be
necessary prior to resignation/ termination of appointment. Terms and conditions regarding the
resignation procedure, disqualification procedures, replacement procedures etc. may be found in the
Standard Operating Procedures (SOPs) of IEC-AIIMS Raipur.

We sincerely hope your association with IEC-AIIMS Raipur will be fruitful to the Institute and the
Community we serve.

Name and Seal of Chairman Name and Signature of Appointee
[EC-AIIMS Raipur with date

Tatibandh, GE Road

Raipur — 492099 (CG)
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Annexure — 4

Office order of constitution of IEC-AIIMS Raipur

Letter Ref. No.: Date:
OFFICE ORDER
I herewith establish and constitute an Ethics Committee of All India Institute of Medical
Sciences, Raipur, to ensure a competent review of all ethical aspects of project proposal received
and execute the same free from any bias and influence that could affect the objective.
The following members will constitute the Institute Ethics Committee (Human studies)
1. Chairman

Designation Affiliation
2. Member Secretary(Convener)

Designation Affiliation
3. Member

Designation Affiliation
4. Member

Designation Affiliation
5. Member

Designation Affiliation
6. Member

Designation Affiliation
7. Member

Designation Affiliation
8. Member

Designation Affiliation
9. Member

Designation Affiliation
10. Member

Designation Affiliation

The tenure of this membership will be for a period of 2years extendable to3yearsfrom the date of

appointment.

Signature
Director, AIIMS Raipur
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Annexure-5

Confidentiality Agreement Form for IEC Members

In recognition of the fact, that I

3

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

Whereas, the fundamental duty of an IEC member is to independently review both scientific
and ethical aspects of research protocols and make a determination and the best possible objective
recommendations without bias.

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

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

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

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

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

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

In the course of my activities as a member of the IEC, I may be provided with confidential
information and documentation (which we will refer to as the Confidential Information; subject to
applicable legislation, including the Access to "Confidential Information"). I agree to take
reasonable measures to protect the Information Act, not to disclose the Confidential Information to
any person; not to use the Confidential Information for any purpose outside the Committee's
mandate, and in particular, in a manner which would result in a benefit to myself or any third party;
and to destroy all Confidential Information (including any minutes or notes I have made as part of
my duties) to the Chairperson upon termination of my functions as a Committee member.

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

Signature Date

Chairperson’s Signature Date

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

Signature Date
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Annexure-6

Conflict of Interest Agreement Form for IEC Members

It is the policy of the IEC that no member may participate in the review, comment or
approval of any activity in which he/she has a conflict of interest except to provide information as
requested by the IEC.

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

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

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

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

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

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

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

Agreement on Conflict of Interest

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

Whenever I have a conflict of interest, I shall immediately inform the Chairperson not to count me
for discussion or decision making in respect of such proposal.

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

Signature Date

Chairperson’s Signature Date

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

Signature Date
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Annexure-7

Confidentiality Agreement Form For Guest / Observer Attendees to IEC

Meetings
I, (name), understand that I am
being allowed to attend the Institutional Ethics Committee meeting scheduled on
at am/pm as a Guest. The meeting will be conducted in
the , All India Institute of Medical Sciences. During the

meeting of the Institutional Ethics Committee some confidential information may be disclosed or
discussed. Upon signing this form, I ensure to take reasonable measures to keep the information as
confidential.

Signature of the Guest Date

Chairperson of IEC Date

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

Signature of the Guest Date
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Annexure-8

Confidentiality Agreement Form for Subject Experts
(Affiliated / non affiliated to the institution)

(Name and Designation) as a non-member of

Institutional Ethics Committee (IEC) understand that the copy / copies given to me by the IEC

is/are confidential. I shall use the information only for the indicated purpose as described by the

IEC and shall not duplicate, give or distribute these documents to any person(s) without prior

permission from the IEC. Upon signing this form, I agree to take reasonable measures and full

responsibility to keep the information as Confidential.

Signature of the Guest

Date

Chairperson of IEC

Date

L

(name) acknowledge that I have

received a copy of this Agreement signed by the Chairperson of the IEC and me.

Signature

-55-
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Annexure — 9

Proforma for research proposal involving human subjects to be submitted to the

—

10.

11.

12.

-56 -

Institute Ethics Committee for approval (Form 1A)

Title of the research proposal

Name of the Principal Investigator with qualification and designation

Name of the Co-Investigator(s) with qualifications and designation

Name of the Institute / Hospital / Field area where research will be conducted
Forwarding letter from the Head of the Department and Institution.

Date of approval by Institute Research Cell:

Protocol of the proposed research: (includes and not limited to) clear research objectives,
rationale for undertaking the investigations in human participants in the light of existing
knowledge, inclusion and exclusion criteria for entry of participants. Precise description of
methodology of the proposed research, including sample size (with justification), type of
study design (observational, experimental, pilot, randomized, blinded etc.), intended
intervention, dosages of drugs, route of administration, duration of treatment and details of
invasive procedures if any, Plan to withdraw or withhold standard therapies in the course of
research. Plan for statistical analysis of the study. Ethical issues in the study and plans to

address these issues.

Proposal should be submitted with all relevant enclosures like proforma, case report forms,
questionnaires, follow-up cards, participant recruitment procedures and brochures, if any,
Informed consent process, including patient information sheet and informed consent form
in English and Hindi/Other local language(s). Investigator's brochure for trial on drugs/
devices/ vaccines/ herbal remedies and statement of relevant regulatory clearances. Source

of funding and financial requirements for the project.

For any drug / device trial, all relevant pre-clinical animal data and clinical trial data from

other centres within the country / other countries, if available.
Usefulness of the project / trial
Expected ‘benefits’ to volunteers / community. ‘Benefits’ to other categories if any.

Explain all anticipated ‘risks’ (adverse events, injury, and discomfort) of the project, efforts
taken to minimize the ‘risks’. Proposed compensation and reimbursement of incidental
expenses and management of research related and unrelated injury/ illness during and after

research period. Description of the arrangements for indemnity, if applicable in study-



13.

14.

15.

16.

17.

18.

19.

20.

21

22.

23.

24.

25.

26.

Note:
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related injuries and description of the arrangements for insurance coverage for research

participants, if applicable.

Agreement to report all Serious Adverse Events (SAE) to IEC-AIIMS Raipur
Other financial issues including those related to insurance.

An account of storage and maintenance of all data collected during the trial.
Research proposals approval by scientific advisory committee/Research Cell

For international collaborative study details about foreign collaborators and documents for
review of Health Ministry's Screening Committee(HMSC) or appropriate Committees
under other agencies/ authority like Drug Controller General of India (DCGI)

For exchange of biological material in international collaborative study a MoU/ Material

Transfer Agreement between the collaborating partners.
Statement of conflicts of interest, if any.

Agreement to comply with the relevant national and applicable international guidelines,

Good Clinical Practices (GCP) protocols for clinical trials.

. All significant previous decisions (e.g., those leading to a negative decision or modified

protocol) by other ECs or regulatory authorities for the proposed study (whether in the
same location or elsewhere) and an indication of the modification(s) to the protocol made

on that account. The reasons for negative decisions should be provided

A statement on, probable ethical issues and steps taken to tackle the same like justification

for washout of standard drug, or the use of placebo control.
Curriculum vitae of all the investigators with relevant publications in last five years.

Plans for publication of results / positive or negative / while maintaining the privacy and

confidentiality of the study participants.
Any other information relevant to the study.

Signature of the Principal Investigator with date.

. No research project shall be / can be started unless ethics clearance/approval is obtained.

Please bear in mind that no retrospective / post facto ethical clearance can be provided to
research projects which were neither submitted nor vetted by the Institute Ethics

Committee.
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Submit three (03) copies of the Research Proposal along with Covering letter and ‘soft
copy’ by email.

Proforma must be accompanied by Consent Form (Form 3A/3B) in English and
Hindi/Other local language

Consent form should be accompanied with patient/participant information sheet in simple
language and it should address to the subjects, in dialogue format.

Submissions will be received on all working days.

While submitting replies raised by the IEC, the candidates are advised to mention IEC
reference number/s and also attach a copy of the comments of the IEC.

While submitting amendments in protocols a covering letter should be provided clearly
stating the changes and a certificate by the PI that the changes made in the protocol will not

affect the safety of the subject in anyway.



Annexure — 10

Proforma to be submitted to the AIIMS, Raipur Institute Ethics Sub-Committee (Human
Studies) for MD/MS/DM/M.Ch/Ph.D/MSc¢ Students (for Thesis or Dissertation)/MBBS
student projects (Form IB)

® Nk w =

10.

11.

12.

13.

14.
15.
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Title of the project:

Name and department/address of the investigator:

Name of Faculty (Guide/Co-guide) with designation & department:

Date of approval by Institute Research Cell/Regulatory Body:

Sources of funding

Objectives of the study:

Justification for the conduct of the study:

Methodology: It should provide details of number of patients, inclusion criteria, exclusion criteria,
control(s), study design, dosages of drug, duration of treatment, investigations to be done etc
Permission from Drug Controller General of India (DCGI) if applicable

Ethical issues involved in the study:

less than minimal risk/ minimal risk/ more than minimal risk to the study subjects

[Along with the level of risk, the risks should be discussed in detail]

Do you need exemption from obtaining Informed Consent from study subjects — if so give

justifications

Whether Consent forms part 1 and 2 in English and Hindi/Other local language are enclosed?

(if the consent form in local language is not applicable, appropriate explanations must be provided)
Conflict of interest for any other investigator(s) (if yes, please explain in brief)

Whether soft copy of the proforma (CD) has been attached?

We, the undersigned, have read and understood this protocol and hereby agree to conduct the study
in accordance with this protocol and to comply with all requirements of the ICMR guidelines

(2017)

Signature of the Investigators: Date:
Signature of the Guide : Date:
Signature of the Head of the Department: Date:
Signature of the Dean (Academics): Date:



Institute Ethics Committee

Ffgd TR A FE e AR (SR EE)
All India Institute of Medical Sciences, Raipur (Chhattisgarh)
Website :www.aiimsraipur.edu.in , Email :jiec@aiimsraipur.edu.in

Annexure — 11

Ethics Committee Registration No.: ECR/714/Inst/CT/2015/RR-21
DHR Ethics Committee Registration No. : EC/NEW/INST/2022/CG/0075

General Instructions: a) Tick one or more options as applicable. Mark NA if not applicable
b) Attach additional sheets if required

SECTION A - BASIC INFORMATION

1. ADMINISTRATIVE DETAILS

(@) Name of Organization:

(d) Department/DivisSion: .......c.coiiiiiiiiiiii e (e) Date of submissior{' I I |

(f) Type of review requested:
Exemption from review [

(9) Title of the study:

Expedited review [

Full committee review [1

(h) Protocol number (Ifany): ......oouiieiiec e

(i) Details of Investigators:

Version number:

Name

Designation and
Qualification

Department and
Institution

Address for communication

(Include telephone/mobile, fax numbers and
email id)

Principal Investigator/MBBS/PG/Super-specialty student

Co-investigator:
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http://www.aiimsraipur.edu.in/
mailto:iec@aiimsraipur.edu.in

Guide/ Co-guide:

() Number of studies where applicant is a:

i) Principal Investigator attime of submission ii) Co-Investigator at time of
submission:

"Refer to National Ethical Guidelines for Biomedical and Health Research Involving Human Participants 2017 on Page 36 Table 4.2.
for types of review

2. FUNDING DETAILS AND BUDGET

(a) Total estimated budget for site:

At SIEE...iiiii e I IndTaL
Globally ..o

(b) Self-funding [ Institutional funding [ Funding agency (Specify) [1

(c) In case the funding of the project is confined to only consumables or limited as per terms set by the
funding body, please specify (attach proof as annexure):

SECTION B - RESEARCH RELATED INFORMATION

3. OVERVIEW OF RESEARCH
(a) Lay summary” (within 300 words):
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(b) Type of study:
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Basic Sciences
Retrospective
Prospective
Qualitative
Quantitative
Mixed Method

OoO0ooOooao

Clinical Trial
Epidemiological/

Public Health
Socio-behavioural
Biological samples/ Data
Any others (Specify)

OO

00O

Cross Sectional
Case Control
Cohort

Systematic Review

O00agd



1. METHODOLOGY
(a) Sample size/ number of participants (as applicable)

ALSITE. v ININdia......oooeeiii Globally

Control  group...

Justification for the sample size chosen (100 words); In case of qualitative study, mention the criteria used for
saturation

‘Summarize in the simplest possible way such that a person with no prior knowledge of the subject can easily understand it.

(b) Is there an external laboratory/outsourcing involved for investigations?* Yes [ No [ NA

O

(c) How was the scientific quality of the study assessed?

Independent external review [ Review by sponsor/Funder [ Review within PI's institution [
Review within multi-centre [ No review []

research

group Date of | | | |

review:

Comments of scientific committee, if any (100 words)

SECTION C: PARTICIPANT RELATED INFORMATION

2. RECRUITMENT AND RESEARCH PARTICIPANTS
(a) Type of participants in the study:
Healthy volunteers O Patients [ Vulnerable persons/ Special groups O

Others O (Specify)

Participant recruitment methods used:
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(a) What are the potential benefits from the study? Yes No If yes, Direct Indirect

For the participant O O O O

For the society/community O O O O

Forimprovementinscience (| (| O O

Please describe how the benefits justify the FiSKS ... e
(b) Are adverse events expected in the study® ? Yes[No OO NA O

Are reporting procedures and management strategies described in the study? Yes [0 No [JifYes,

IS0 LTSRS PP PR TPPP

2. INFORMED CONSENT

(a) Are you seeking waiver of consent? If yes, please specify reasons and skip to item no. 8 Yes [ No [

°For categories of risk refer to National Ethical Guidelines for Biomedical & Health Research Involving Human Participants 2017, Page 6 Table 2.1

°The term adverse events in this regard encompass both serious and non-serious adverse events.

(b) Version number and date of Participant Information Sheet (PIS):.........o.iiii e e
Version numberanddate of Informed Consent FOrmM (ICF) ... ... i e
(c) Type of consent planned for :
Signed consent O Verbal/Oral consent [ Witnessed consent [0 Audio-Video (AV) O
consent
Consent from LAR O For children<7 yrs 0 Verbal assent from [0 written assent from O
(If so, specify from whom) parental/LAR minor (7-12 yrs) along minor (13-18 yrs) along
consent with parental consent with parental consent
Other O
(5111577 OSSOSO

(d) Who will obtain the informed consent?
Pl/Co- O Nurse/Counselor [ Research Staff [ Other LI (SPecify) . .....veoeoeeeeeeeeceeoeeeeeceeeeeeeee e
ANY 100IS 10 DB USEA ....eiiiieiiiie ettt e et e et e ettt e e e Rttt ettt e e n e e e e nnn
(e) Participant Information Sheet (PIS) and Informed Consent Form (ICF)
English O Local language O Other LI (SPECIfy ).
List the languages in which translations Were dONE ........... ..o e e

Iftranslation has notbeen done, PIease JUSHITY ...........ooiiii i e s

(f) Provide details of consent requirements for previously stored samples if used in the study”

(g) Elements contained in the Participant Information Sheet(PIS) and Informed Consent Form (ICF)
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Others D (SDECIY) oo e et

(a) i. Will there be vulnerable persons / special groups involved? Yes 1 No 0 NA [T
ii. If yes, type of vulnerable persons / special groups
Children under 18 yrs O Pregnant or lactating women O
Differently abled (Mental/Physical) O Employees/Students/Nurses/Staff O
Elderly O Institutionalized O
Economically and socially disadvantaged O Refugees/Migrants/Homeless O

Terminally ill (stigmatized or rare diseases) O

Any other (Specify): L e
ii. Provide justification for iNCIUSION/EXCIUSION ... ittt s
iv. Are there any additional safeguards to protect research participantS?...........cccooiiiiiiiiiiiiiii e

“If participant samples are sent outside for investigations, provide details of the same and attach relevant documentation such as an MTA / MoU

(b) Is there any reimbursement to the participants? Yes [ No [
If yes, Monetary [ Non-monetary [ Provide details

(c) Are there any incentives to the participants? Yes [ No [
If yes, Monetary [ Non-monetary [l Provide details

(d) Are there any participant recruitment fees/ incentives for the study provided to the Pl / Institution?

If yes, Monetary [ Non-monetary [ Provide details Yes [ No [

2. BENEFITS AND RISKS
(a) i. Are there any anticipated physical/social/psychological discomforts/ risk to participants? Yes [ No [

If yes, categorize the level of risk®:

Less than Minimal risk O Minimal risk O
Minor increase over minimal risk or low risk ] More than minimal risk or high risk O
ii. Describe the risk ManagemMent SIrAtEOY: ...t it

-65 -



Purpose and procedure O Data/ Sample sharing O Compensation for study related injury O
Others(Specify) O Need to recontact O Statement that consent is voluntary O
Confidentiality O Commercialization/ Benefit sharing O
Storage of samples O Statement that study involves research O
Return of research results [1 Use of photographs/ Identifying data [
Payment for participation O Contact information of Pl and Member []

Secretary of EC

1. PAYMENT/COMPENSATION

(a) Who will bear the costs related to participation and procedures®?

PI O Institution O Sponsor [ Other agencies [ (specify)
(b) Is there a provision for free treatment of research related injuries? Yes 1 No OO NnA LD
If yes, then who will provide the treatment? ... ...
(c) lIsthere a provision for compensation of research related SAE? If yes, specify. Yes 1 No OO NnA O
Sponsor [ Institutional/Corpus fund O Project grant [ Insurance O

(d) Is there any provision for medical treatment or management till the relatedness is determined for injury to the
participants during the study period? If yes, specify. Yes 1 No OO NnA L

(e) Isthere a provision for ancillary care for unrelated iliness during the study period? If yes, please specify.

Yes O No OO Nn/A O

“Information on re-consent requirements can be found at National Ethical Guidelines for Biomedical and Health Research Involving Human Participants
2017, Page 54 in Section 5.8.
SEnclose undertaking from PI confirming the same
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1. STORAGE AND CONFIDENTIALITY
(a) Identifying Information: Study Involves samples/data. If Yes, specify Yes 1 No [ NA O
Anonymous/Unidentified (| Anonymized: Reversibly coded O Irreversibly coded (| Identifiable [J
If identifiers must be retained, what additional precautions will be taken to ensure that access is limited /data is

safeguarded? (e.g. data stored in a cabinet, password protected computer etC.) .........ooiuiiiiiiiiii

(b) Who will be maintaining the data pertaining to the STUAY? ... e e e
(c) Where will the data be analyzed? and BY WHOM? ............uuiuuiieeiieeiieee et e e e

(d) For how long Will the data De SIOrEA? ... et e e e e e
(e) Do you propose to use stored samples/data in future studies? Yes [ No [ Maybe [

Ifyes, explainhow you mightuse stored material/datainthefuture?................cccooiiii e

SECTION D: OTHER ISSUES

2. PUBLICATION, BENEFIT SHARING AND IPR ISSUES

(a) Will the results of the study be reported and disseminated? If yes, specify. Yes [ No O NA L]
(b) Will you inform participants about the results of the study? Yes I No CINAL]
(c) Are there any arrangements for continued provision of the intervention for participants, if effective, once the
study has finished? If yes describe in brief (Max 50 words) Yes 1 No [ NA L]
(d) Is there any plan for post research benefit sharing with participants? If yes, specify Yes [ No O NA LD

(f) Do you have any additional information to add in support of the application, which is not included elsewhere in
the form? If yes, provide details. Yes [ No [
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Clinical Trial-Specific Details (To be filled MANDATORILY only if the study is a clinical trial)

Nature of Clinical Trial

[ Sponsored

O Investigator-initiated / Academic

Funding Status

[0 Funded (external sponsor / grant)

O Intramural / Institutional

O Unfunded {purely academic)

Study Setting

O Single-centre

O Multicentre - India

O Multicentre — Global

Type of Intervention

[0 Mew drug / Investigational New Drug

O Approved drug - new indication / dose / route
[0 Medical device / IVD

[ Standard of Care (SOC) comparison

[0 Other (specify):
Regulatory Category (as applicable)

O Academic Clinical Trial (as per NDCTR 2019)

O Regulatory Clinical Trial requiring COSCO permission

O BA/BE Study

[ Mot applicable

Risk Categorisation (based on benefit-risk assessment)
[ Minimal risk

O Mare than minimal risk

O High risk

Brief justification:

7.

Signature of Investigator:
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10.

Sponsor [ Spensor-Investigator Responsibility
[ External Sponsor identified
O Investigator acting as Sponsor-Investigator (academic trial)

SAE Reporting and Management
o | confirm that provisions for identification, immediate medical management, and reporting of Serious Adverse Events
(SAEs) are described in the protocol and shall be followed in accordance with applicable regulations.
o SAE reporting shall be underiaken within prescribed timelines to the IEC, Sponsor (if applicable), and Competent
Authority, as required.
o Please mention who will bear the cost of SAE management in the event an adverse event is reported:

Compensation & Financial Responsibility (if applicable)

O Insurancefindemnity available

O Institutional mechanism to be followed (academic/intramural trial)
00 Mot applicable (minimal risk)

Declaration by Investigator

| hereby declare that for the proposed clinical trial, a clear plan for identification, immediate medical management, documentation, and
reporting of Serious Adverse Events (SAEs) has been incorporated in the protocol as per ICMR Guidelines, NDCTR 2019, and |CH-
GCP. | confirm that any SAE occurring during the conduct of the study shall be:

Promptly identified and medically managed at no cost to the participant,

Reported to the Institutional Ethics Committee and other comcerned authorities within prescribed timelines, and

Subjected to causality assessment by the IEC, in accordance with applicable regulatory reguirements.

| further acknowledge that regulatory provisions relating o SAE reporting and compensation, where applicable, shall prevail
irespective of the academic nature, funding status, or standard-of-care nature of the study, and that | shall comply with the decisions
and recommendations of the |IEC and the institution in this regard.




SECTION E: DECLARATION AND CHECKLIST °

11. DECLARATION (Please tick as applicable)

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

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

[ | /We confirm that this study will be conducted in accordance with the latest ICMR National Ethical Guidelines
for Biomedical and Health Research Involving Human Participants and other applicable regulations and guide-
lines.

O | /We confirm that this study will be conducted in accordance with the Drugs and Cosmetics Act 1940 and its
Rules 1945 as amended from time to time, GCP guidelines and other applicable regulations and guidelines.

O | /We will comply with all policies and guidelines of the institute and affiliated/collaborating institutions where
this study will be conducted.

O I/We will ensure that personnel performing this study are qualified, appropriately trained and will adhere to
the provisions of the EC approved protocol.

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

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

O | /We confirm that we shall submit any protocol amendments, adverse events report, significant deviations
from protocols, progress reports and a final report and also participate in any audit of the study if needed.

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

O | /We will protect the privacy of participants and assure confidentiality of data and biological samples.

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

O I/We have the following conflict of interest (PIl/Co-l):

OO TS T T TSSOSO TSSOSO TSSO U RSO TT PR PPRRO
O OSSOSO TTSOUPOTR RSO PRTPTRY
O | /Wedeclare/confirmthatallnecessary governmentapprovals will be obtained as perrequirements where-

er applicable.

SIGNATUIE ANA SEAL ...t ettt e et e e e enn e e enaee s

Name of PI /MBBS/PG/Superspeciality student

ST e A E= Y (U= g o JET=T USSR

Name of Co-PI/Guide: | I I |

Name of Co-Pl/Co-Guide:

SIGNALUIE @NA SEAI ...ttt ettt et e et et aeeaneeeenreeeanes I .......... I .......... I l
LIV Ta L= [ 5SS
Signature and seal: III I

19These formats are adaptable and can be modified by the Ethics Committee members depending on their needs and requirements

Acknowledgement for Receipt of Application (Copy to be provided to PI)
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12. CHECKLIST

S. No Items Yes | No NA Encll\;):ure (IIfE(a:pE:iatgizg
ADMINISTRATIVE REQUIREMENTS
1 Cover letter O O O
2 Brief CV of all Investigators O O O
3 Good Clinical Practice (GCP) training of investigators in last 3 years O O O
4 Approval of scientific committee O O O
5 EC clearance of other centers™ O O O
6 Agreement between collaborating partners™ O O O
7 MTA between collaborating partners™® O O O
8 Insurance policy/certificate O O O
9 Evidence of external laboratory credentialsin case_o_f an O O O
externally outsourced laboratory study QA/QC certification
10 Copy of contract or agreement signed with the sponsor or donor agency O O O
Provide all significant previous decisions (e.g. those leading to a
1" negatiyg decision or modified protocol) by cher ECs/RegL_JIatory 0O 0O O
authorities for proposed study (whether in same location or
elsewhere) and modification(s) to protocol
PROPOSAL RELATED
12 | Copy of the detailed protocol™’ O O O
13 Investigators Brochure (If applicable fordrug/ biological /devicetrials)| O a |
14 Participant Inforr_nation Sheet (PIS) and Participant Informed Consent O O O
Form (ICF)(English and translated)
15 Assent form for minors (12-18 years) (English and Translated) O O O
16 Prqforma/Questionnaire / Ca_lse Re_port Forms (CRF)_/ Interview guides/ O O O
Guides for Focused Group Discussions (FGDs) (English and translated)
17 Advertisement/material to recruit participants (fliers, posters etc) O O ]
PERMISSION FROM GOVERNING AUTHORITIES
Other permissions Required Not Received | Applied dd/ EC Remarks
required mmlyy
18 CTRI O O O
19 DCGI O O O
20 HMSC O O O
21 | NAC-SCRT O O O
22 | ICSCR O O O
23 | RCGM O O O
24 GEAC O O O
25 | BARC O O O
26 Tribal Board O O O
27 | Others (Specify) | O O
ANY OTHER RELEVANT INFORMATION/DOCUMENTS RELATED TO THE STUDY
Item YES NO NA Enclosure no. EC remarks
28 O O O
29 O | O
*For multicentre research.

MTA-Material transfer agreement; CTRI-Clinical Trial Registry-India; DCGI-Drug Controller General of India; HMSC- Health Ministry’s Screening Committee;
NAC-SCRT- National Apex Committee for Stem Cell Research and Therapy,; IC-SCR-Institutional committee for Stem Cell Research; RCGM- Review Com-
mittee on Genetic Manipulation; GEAC- Genetic Engineering Approval Committee;, BARC- Bhabha Atomic Research Centre

""Refer to National Ethical Guidelines for Biomedical and Health Research Involving Human Participants 2017, section 4 Page no. 35 Box 4.4(b)
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Annexure — 12

Patient Information Sheet (P1S)
Title of the Study:
[Insert Study Title]
Principal Investigator:
[Mame, Designation, Department, and Institution])
Purpose of the Study:

You are being invited to participate in a research study, Before you decide whether o
participate, it 15 important for vou to understand why this research is being done and what it
will involve. This study aims to [briefly explain the purpose of the research, in layman’s terms].
Your participation in this study will help us [mention the specific outcomes or advancements

expected from the study, if applicable].
Voluntary Participation:

Your participation in this study 15 entirely voluntary. You are free to decline participation or
withdraw from the study at any point without any impact on vour ongoing medical care or legal
rights. Your decision to participate or not will not affect your treatment at this institution.

Study Procedures:

If vou agree to ke part in this study, vou will be asked to [explain the study procedures in
smmple terms)]. This may include [details of mterventions such as blood tests, questionnaires,
eic.]. All procedures will be conducted following standard medical practices, and any necessany
precautions will be taken to ensure vour safety.

Duration of Participation:

Your participation in this study will last approcimately [insert time frame]. You will need to
attend [number of visits] visits to our facility for [insert details of procedures for each visit]. In
case of any changes to the schedule, vou wall be informed in advance.

Risks and Discomforts:

We do not anticipate any major risks or discomforts associated with vour participation in this
study. However, there may be minor risks such as [insert specific nisks, e.z., slight pain from
blood draws, fatigue from answering questions, ete.]. 1M any serious adverse effects ocour,

appropriate medical attention will be provided.
Benefits:

While your participation in this study may not provide direct benefits to vou, it will help
advance scientific knowledge and contribute to improved treatment options for conditions ke
vours. We hope the results of this research will benefit future patients.

Compensation and Treatment for Injury:
If wou experience any injury or harm as a result of participating in this siudy, appropriate
medical care will be provided at no cost to vou, Additionally, compensation for any study-

related injuries will be offered as per institutional policies.

Confidentiality:
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Your privacy and the confidentiality of your data are of utmost importance to us. All the
information we collect duning this study will be kept confidential. Your data will be
anonyvmized, and no information that could identify you will be shared with anyone outside the
study team. Only authorized personnel will have access to yvour data for research purposes.

Drata Use and Future Research:

Your samplesfdata collected during the study may be stored for future research, subject to
ethical approvals. ou have the option to agree or decline the use of your data in future research
projects. Please indicate vour preference below:

I:l Yes, [ agree for my samples/data to be used for future research.
D Mo, | do not agree for my samplesfdata to be wsed for future research,

Withdrawal from the Study:

You are free to withdraw from the study at any point without providing any reason,
Withdrawing from the study will not affect vour medical care in any way.

Contact Information:

If you have any questions or concerns about this study, vou may contact the Principal
Investigator:

D [Insert Name|

Phone: [Insert Contact Number]

Email: [Insert Emal Address)

For any ethical concerns, vou may contact the Institutional Ethies Commuittee:
Institutional Ethics Committee (1IEC)

[Insert Institution Mame)

Phone: [Insert Contact Mumber)

Consent:
Before participating in this study, please ke your time to read this document carefully and

discuss it with amvone you wish. 1f vou agree to participate, vou will be asked to sign a written
consent form.



Annexure — 13

Consent Form for participants more than 18 years of age (Form 3A)

Participant Consent Form

Participant’s Name:

Address:

Title of the project:

The details of the study have been provided to me in writing and explained to me in my own
language. I confirm that I have understood the above study and had the opportunity to ask
questions. I understand that my participation in the study is voluntary and that I am free to
withdraw at any time, without giving any reason, without the medical care that will normally be
provided by the hospital being affected. I agree not to restrict the use of any data or results that
arise from this study provided such a use is only for scientific purpose(s). I have been given an

information sheet giving details of the study. I fully consent to participate in the above study.

Signature of the participant/

Thumb Impression : Date
Signature of the witness : Date:
Signature of the investigator : Date:
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Annexure — 14

Consent Form for participants less than 18 years of age (Form 3B)

Parents/Legally accepted representative (LAR) Consent Form

Participant’s Name:

Address:

Parent/LAR’s Name:

Title of the project:

The details of the study have been provided to me in writing and explained to me in my own
language. I confirm that I have understood the above study and had the opportunity to ask
questions. I understand that my child/ward’s participation in the study is voluntary and that I am
free to withdraw my child/ward at any time, without giving any reason, without the medical care
that will normally be provided by the hospital being affected. I agree not to restrict the use of any
data or results that arise from this study provided such a use is only for scientific purpose(s). I have
been given an information sheet giving details of the study. I fully consent for the participation of

my child/ward in the above study.

Assent of child/ward obtained (for participants 12 to 18 years of age)

Signature of the parent/ LAR/

Thumb Impression : Date
Signature of the witness : Date:
Signature of the investigator : Date:
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Annexure — 15
Assent Form for participants of age 12 — 18 years (Form 3C)
Principal Investigator:
Name of Participant:
Title:
We are doing a research study. [ am [you or your representative's name]
We are doing this study to find out [write the purpose of your study]
We are asking you to take part in this study because you [give reason]
But we will only take you if you allow us. If you do not want to do so your treatment will continue as usual.
If you decide to take part now, but wish to discontinue later, you can tell us and we will take you out of the
study.
Once you agree to take part, you will have to [mention procedures that will be done]

These procedures can [write about risks/discomforts]

It is possible that the study will help you feel better. It can also occur that you do not get any benefit but the
information we get from you may help other children in future.

We have asked your parents [or guardian] their permission and it is all right with them.

Do not hesitate to ask questions. You can also ask us about anything later on if there are no questions right
now.

Child's signature/Thumb Impression

I have been explained about the study and I agree to take part in it.

Child’s Name:
Date:

Certificate by the Investigator (his/her representative obtaining assent):

. Signature of the
Tick one - .
Investigator / representative
The child can read the assent form and was able to understand it
The child was not capable of reading the assent form, but I verbally
explained the information.
Name of Investigator / representative: Date:
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Annexure — 16

Informed Consent Document For Drug Clinical Trial

(Table 03: New Drugs and Clinical Trial Rule 2019, dated 19" March 2019)
1. Checklist of informed consent documents for clinical trial subject:
1.1 Essential elements:
(1) Statement that the study involves research and explanation of the purpose of the research.
(i1) Expected duration of the participation of subject.
(ii1) Description of the procedures to be followed, including all invasive procedures.
(iv) Description of any reasonably foreseeable risks or discomforts to the Subject.
(v) Description of any benefits to the Subject or others reasonably expected from research. If no
benefit is expected Subject should be made aware of this.
(vi) Disclosure of specific appropriate alternative procedures or therapies available to the Subject.
(vii) Statement describing the extent to which confidentiality of records identifying the Subject will
be maintained and who will have access to Subject's medical records.
(viii) Trial treatment schedule and the probability for random assignment to each treatment (for
randomized trials).
(ix) Statement describing the financial compensation and the medical management as under:
(a) In case of an injury occurring to the subject during the clinical trial, free medical management
shall be given as long as required or till such time it is established that the injury is not related to
the clinical trial, whichever is earlier.
(b) In the event of a trial related injury or death, the sponsor or his representative or the investigator
or centre, as the case may be, in accordance with the rule 39, as the case may be, shall provide
financial compensation for the injury or death.
(x)An explanation about whom to contact for trial related queries, rights of Subjects and in the
event of any injury.
(xi) The anticipated prorated payment, if any, to the subject for participating in the trial.
(xi1) Responsibilities of subject on participation in the trial.
(xiii) Statement that participation is voluntary, that the subject can withdraw from the study at any
time and that refusal to participate will not involve any penalty or loss of benefits to which the
subject is otherwise entitled.
(xiv) Statement that there is a possibility of failure of investigational product to provide intended
therapeutic effect.
(xv) Statement that in the case of placebo controlled trial, the placebo administered to the subjects
shall not have any therapeutic effect.

(xvi) Any other pertinent information.
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1.2 Additional elements, which may be required:

(a) Statement of foreseeable circumstances under which the participation of the subject may be
terminated by the Investigator without his or her consent.

(b) Additional costs to the subject that may result from participation in the study.

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

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

(e). A statement that the particular treatment or procedure may involve risks to the Subject (or to
the embryo or foetus, if the Subject is or may become pregnant), which are currently unforeseeable.
(f) Approximate number of Subjects enrolled in the study.

2.Format of informed consent form for Subjects participating in a clinical trial —

Informed Consent form to participate in a clinical trial

Study Title:

Study Number:

Subject's Initials: Subject's Name:
Date of Birth/Age:

Address of the Subject

Qualification

Occupation: Student or Self-Employed or Service or Housewife or Others (Please click as
appropriate) .

Annual Income of the subject:

Name and address of the nominees and his relation to the subject (for the purpose of compensation

in case of trial related death).

Place Initial box (Subject)

(1) I confirm that I have read and understood the information [ ]
Sheet dated for the above study and have had the opportunity to ask questions.
(i1) I understand that my participation in the study is voluntary and [ ] that I am free to

withdraw at any time, without giving any reason, without my medical care or legal rights being
affected.

(ii1) I understand that the Sponsor of the clinical trial, others working on the Sponsor's behalf, the
Ethics Committee and the regulatory authorities will not need my permission to look at my health

records both in respect of the current study and any further research that may be conducted in
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relation to it, even if | withdraw from the trial. I agree to this access. However, I understand that my
identity will not be revealed in any information released to third parties or published. [
]

(iv) I agree not to restrict the use of any data or results that arise from this study provided such a
use is only for scientific purposes [ ]

(v) I agree to take part in the above study. [ ]

Signature (or Thumb impression) of the Subject/Legally Acceptable Representative:

Date:  /  /

Signatory’s Name:

Signature of the Investigator: Date: / /

Study Investigator’s Name:

Signature of the Witness Date: / /

Name of the Witness:

Copy of the Patient Information Sheet and duly filled Informed Consent Form shall be handed over

to the subject his or her attendant.
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Annexure — 17

Informed Consent Document For Medical Device Clinical Investigation

(Table 08: G.S.R. 78(E), Medical Device Rule 2017, dated 31t January 2017)
CheckKklist for clinical investigation Subject’s informed consent documents
1.1 Essential elements:
1. Statement that the study involves research and explanation of the purpose of the research
2. Expected duration of the Subject's participation
3. Description of the procedures to be followed, including all invasive procedures
4. Description of any reasonably foreseeable risks or discomforts to the Subject

5. Description of any benefits to the Subject or others reasonably expected from research. If no

benefit is expected, subject should be made aware of this.
6. Disclosure of specific appropriate alternative procedures or therapies available to the Subject.

7. Statement describing the extent to which confidentiality of records identifying the subject will be

maintained and who will have access to Subject’s medical records

8. Clinical investigation treatment schedule(s) and the probability for random assignment to each

treatment (for randomised clinical investigation)
9. Statement describing the financial compensation and medical management as under:

(a) In case of an injury occurring to the subject during the clinical investigation, free medical
management shall be given as long as required or till such time it is established that the injury is not

related to the clinical investigation, whichever is earlier.

(b) In the event of an investigation related injury or death, the Sponsor or his representative,
whoever has obtained permission from the Central Licensing Authority for conduct of the clinical

investigation, shall provide financial compensation for the injury or death.

10. An explanation about whom to contact for clinical investigation related queries, rights of

Subjects and in the event of any injury

11. The anticipated prorated payment, if any, to the Subject for participating in the clinical

investigation
12. Subject's responsibilities on participation in the clinical investigation
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13. Statement that participation is voluntary, that the Subject can withdraw from the clinical
investigation at any time and that refusal to participate will not involve any penalty or loss of

benefits to which the Subject is otherwise entitled

14. Statement that there is a possibility of failure of investigational medical device to provide

intended therapeutic effect.
15. Any other pertinent information.
1.2 Additional elements, which may be required

(a) Statement of foreseeable circumstances under which the Subject's participation may be

terminated by the Investigator without the Subject's consent.
(b) Additional costs to the Subject that may result from participation in the clinical investigation.

(c) The consequences of a Subject’s decision to withdraw from the investigation and procedures for

orderly termination of participation by Subject.

(d) Statement that the Subject or Subject's representative will be notified in a timely manner if
significant new findings are developed during the course of the investigation which may affect the

Subject's willingness to continue participation will be provided.

(e). A statement that the particular treatment or procedure may involve risks to the Subject (or to

the embryo or fetus, if the Subject is or may become pregnant), which are currently unforeseeable

(f) Approximate number of Subjects enrolled in the clinical investigation

2. Format of informed consent form for Subjects participating in a clinical investigation -
Informed Consent form to participate in a clinical investigation

Clinical investigation Title:

Clinical investigation Number:

Subject’s Initials: Subject’s Name:

Date of Birth / Age: Gender:

Address of the Subject:

Qualification:

Occupation: Student/Self-employed/Service/Housewife/Others (Please tick as appropriate)
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Annual income of the subject:

Name and address of the nominee(s) and his relation to the subject (for the

purpose of compensation in case of clinical investigation related death).

Place initial box (Subject)

(1) I confirm that I have read and understood the information sheet dated _ for the above
clinical investigation and have had the opportunity to ask questions. [ ]

(i1) I understand that my participation in the clinical investigation is voluntary and that I am free to
withdraw at any time, without giving any reason, without my medical care or legal rights being

affected. [ ]

(ii1) I understand that the Sponsor of the clinical investigation, others working on the Sponsor’s
behalf, the Ethics Committee and the regulatory authorities will not need my permission to look at
my health records both in respect of the current clinical investigation and any further research that
may be conducted in relation to it, even if [ withdraw from the clinical investigation. I agree to this
access. However, I understand that my identity will not be revealed in any information released to

third parties or published. [ ]

(iv) I agree not to restrict the use of any data or results that arise from this clinical
investigation provided such a use is only for scientific purpose(s). [ ]
(v) I agree to take part in the above clinical investigation. | ]

(vi) I understand that in case of an injury occurring during the clinical investigation, free medical
management shall be given as long as required. (vii) I understand that in the event of an
investigation related injury or death, financial compensation for such injury or death shall be

provided in accordance with the provisions of the Medical Device Rules, 2017.

Signature (or Thumb impression) of the Subject/Legally Acceptable

Representative:

Date: / /

Signatory’s Name:

Signature of the Investigator:

Contact Details (Telephone Number/ mobile) on which subject may contact:

Date: / /
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Clinical investigation Investigator’s Name:

Signature of the Witness Date: / /

Name of the Witness:

Address and contact details of the Witness:

(Copy of the Patient Information Sheet and duly filled Informed Consent Form shall be handed

over to the subject or his/her attendant).
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Annexure — 18

Case Report Form (CRF) For Investigational Medical Device

(Table 06: G.S.R. 78(E), Medical Device Rule 2017, dated 31* January 2017)
1. General
(1) Case Report Forms are established to implement the clinical investigation plan, to facilitate
subject observation and to record subject and investigational medical device data during the clinical
investigation according to the clinical investigation plan. They can exist as printed, optical, or
electronic documents and can be organized into a separate section for each subject.
(i1) The Case Report Forms should reflect the clinical investigation plan and take account of the
nature of the investigational medical device.
2. Content and format
2.1 Overall considerations
(1) The Case Report Forms can be organized such that they reflect all the data from a single
procedure or a single visit or other grouping that makes clinical or chronological sense.
(i1) The format of Case Report Forms shall be such as to minimize errors that can be made by those
who enter data and those who transcribe the data into other systems.
(ii1) The data categories and format listed in this Table can be considered when designing a Case
Report Form.
2.2 Cover page or login screen
(1) Name of sponsor or sponsor logo.
(2) Clinical investigation plan version and date (if required).
(3) Version number of Case Report Forms.
(4) Name of clinical investigation or reference number (if applicable).
2.3 Header or footer or Case Report Form identifier
(a) Name of the clinical investigation or reference number.
(b) Version number of Case Report Forms.
(c) Investigation site/principal investigator identification number.
(d) Subject identification number and additional identification such as date of birth or initials, if
allowed by national regulations.
(e) Case Report Form number or date of visit or visit number.
(f) Page/screen number of CRF and total number of pages/screens (e.g. “page x of xx”).
2.4 Types of Case Report Forms
The following is a suggested list of CRFs that may be developed to support a clinical investigation.
This is not an exhaustive list and is intended to be used as a guideline.

(a) Screening.
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(b) Documentation of subject's informed consent.

(¢) Inclusion/exclusion.

(d) Baseline visit:

(1) demographics;

(2) medical diagnosis;

(3) relevant previous medications or procedures;

(4) date of enrolment;

(5) other characteristics.

(e) Intervention(s) or treatment(s).

() Follow-up visit(s).

(g) Clinical investigation procedure(s).

(h) Adverse event(s).

(i) Device deficiencies.

(j) Concomitant illness(es)/medication(s).

(k) Unscheduled visit(s).

(1) Subject diary.

(m) Subject withdrawal or lost to follow-up.

(n) Form signifying the end of the clinical investigation, signed by the principal investigator or
his/her authorized designee.

(o) CIP deviation(s).

3. Procedural issues

A system shall be established to enable cross-referencing of CRFs and CIP versions. Supplemental
CRFs may be developed for collecting additional data at individual investigation sites in

multicenter investigations.
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Annexure — 19

Undertaking by the Principal Investigator for Drug Clinical Trial

(Table 04: New Drugs and Clinical Trial Rule 2019, dated 19" March 2019)
1. Full name, address and title of the Principal Investigator (or Investigators when there is no
Principal Investigator).
2. Name and address of the medical college, hospital or other facility where the clinical trial will be
conducted:
Education, training & experience that qualify the Investigator for the clinical trial (Attach details
including Medical Council registration number, or any other statements of qualifications)
3. Name and address of all clinical laboratory facilities to be used in the study.
4. Name and address of the Ethics Committee that is responsible for approval and continuing
review of the study.
5. Names of the other members of the research team (Co-or sub-Investigators) who will be assisting
the Investigator in the conduct of the investigations.
6. Protocol Title and Study number (if any) of the clinical trial to be conducted by the Investigator.
7. Commitments:
(1) I have reviewed the clinical protocol and agree that it contains all the necessary information to
conduct the study. I will not begin the study until all necessary ethics committee and regulatory
approvals have been obtained.
(i1) I agree to conduct the study in accordance with the current protocol. I will not implement any
deviation from or changes of the protocol without agreement by the Sponsor and prior review and
documented approval or favourable opinion from the ethics committee of the amendment, except
where necessary to eliminate an immediate hazard to the trial subject or when the changes involved
are only logistical or administrative in nature.
(ii1) I agree to personally conduct or supervise the clinical trial at my site.
(iv) I agree to inform all trial subject, that the drugs are being used for investigational purposes and
I will ensure that the requirements relating to obtaining informed consent and ethics committee
review and approval specified in the New Drugs and Clinical Trials Rules, 2019 and Good Clinical
Practices guidelines are met.
(v) I agree to report to the Sponsor all adverse experiences that occur in the course of the
investigation(s) in accordance with the regulatory requirements and Good Clinical Practices
guidelines.
(vi) I have read and understood the information in the Investigator's brochure, including the

potential risks and side effects of the drug.
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(vii) I agree to ensure that all associates, colleagues and employees assisting in the conduct of the
study are suitably qualified and experienced and they have been informed about their obligations in
meeting their commitments in the trial.

(viii) I agree to maintain adequate and accurate records and to make those records available for
audit or

inspection by the Sponsor, ethics committee, Central Licencing Authority or their authorised
representatives, in accordance with regulatory provisions and the Good Clinical Practices
guidelines. I will fully cooperate with any study related audit conducted by regulatory officials or
authorised representatives of the Sponsor.

(ix) I agree to promptly report to the ethics committee all changes in the clinical trial activities and
all unanticipated problems involving risks to human subjects or others.

(x) I agree to inform all serious adverse events to the Central Licencing Authority, sponsor as well
as the ethics committee within twenty-four hours of their occurrence. In case, of failure to do so, I
shall furnish the reason for the delay to the satisfaction of the Central Licencing Authority along
with the report of the serious adverse event.

(xi) The report of the serious adverse event, after due analysis, shall also be forwarded by me to the
Central Licencing Authority, the Chairperson of the ethics committee and the Head of the
institution where the trial has been conducted within fourteen days in accordance with the
regulatory requirements.

(xi1) I will maintain confidentiality of the identification of all participating subjects and assure
security and confidentiality of study data.

(xii1) I agree to comply with all other requirements, guidelines and statutory obligations as

applicable to clinical Investigators participating in clinical trials.

8. Signature of Investigator with date.
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Annexure — 20

Undertaking by the Investigator for Medical Device Study
(Table 09: Medical Device Rule 2017, dated 31° January 2017)

1. Full name, address and title of the Principal Investigator (or Investigator(s) when there is no
Principal Investigator)
2. Name and address of the medical college, hospital or other facility where the Clinical
Investigation will be conducted: Education, training & experience that qualify the Investigator for
the clinical investigation (Attach details including medical council registration number, or any
other statement(s) of qualification(s))
3. Name and address of all clinical facilities to be used in the clinical investigation.
4. Name and address of the Ethics Committee that is responsible for approval and continuing
review of the clinical investigation.
5. Names of the other members of the research team (Co-Investigators or sub-Investigators) who
will be assisting the Investigator in the conduct of the investigation (s).
6. Clinical Investigation Plan, Title and Clinical investigation number (if any) of the clinical
investigation to be conducted by the Investigator.
7. Commitments:
(1) I have reviewed the clinical investigation plan and agree that it contains all the necessary
information to conduct the investigation. I will not begin the clinical investigation until all
necessary Ethics Committee and regulatory approvals have been obtained.
(i1) I agree to conduct the investigation in accordance with the current Clinical investigation plan. I
will not implement any deviation from or changes of the Clinical investigation plan without
agreement by the Sponsor and prior review and documented approval / favorable opinion from the
Ethics Committee of the amendment, except where necessary to eliminate an immediate hazard(s)
to the clinical investigation participant or when the change(s) involved are only logistical or
administrative in nature.
(111) I agree to personally conduct and/or supervise the clinical investigation at my site.
(iv) I agree to inform all Subjects that the medical devices are being used for investigational
purposes and I will ensure that the requirements relating to obtaining informed consent and Ethics
Committee review and approval specified in this Schedule are met.
(v) I agree to report to the Sponsor all adverse experiences that occur in the course of the
investigation(s) in accordance with the regulatory and Good Clinical practice guidelines.
(vi) I have read and understood the information in the Investigator's brochure, including the

potential risks and side effects of the medical device.
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(vii) I agree to ensure that all associates, colleagues and employees assisting in the conduct of the
clinical investigation are suitably qualified and experienced and they have been informed about
their obligations in meeting their commitments in the clinical investigation.

(viii) I agree to maintain adequate and accurate records and to make those records available for
audit / inspection by the Sponsor, Ethics Committee, Licensing Authority or their authorized
representatives, in accordance with regulatory and provisions of these rules. I will fully cooperate
with any clinical investigation related audit conducted by regulatory officials or authorized
representatives of the Sponsor.

(ix) I agree to promptly report to the Ethics Committee all changes in the CIP activities and all
unanticipated problems involving risks to human Subjects or others.

(x) I agree to inform all serious adverse events to the Sponsor, Central Licensing Authority as well
as the Ethics Committee within forty-eight hours of their occurrence. In case of failure, I will
submit the justification to the satisfaction of the Central Licensing Authority. I also agree to report
the serious adverse events, after due analysis, to the Central Licensing Authority, Chairman of the
Ethics Committee and head of the institution where the investigation has been conducted within
fourteen days of the occurrence of serious adverse events.

(xi) I will maintain confidentiality of the identification of all participating clinical investigation
patients and assure security and confidentiality of clinical investigation data.

(xi1) I agree to comply with all other requirements, guidelines and statutory obligations as

applicable to clinical Investigators participating in clinical Investigations

Date: Signature of Investigator
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Annexure — 21

Ongoing Approved Research Review Submission Form (Form 4A)

1. IEC Reference number

2. Month / Year of approval

3. Number of ongoing review

4. Title of the research proposal

5. Name of the Principal Investigator (PI) with qualification and designation
6. Name of the Co-investigator(s) (Co-PI) with qualification and designation
7. Duration of the Project

8. Source of funding allocation for the project / trial

9. Has subject recruitment begun?

10. If subject recruitment has not begun, give reasons and directly proceed to item no. : 20
11. How many subjects have been screened?

12. How many subjects have been recruited?

13. How many more to be recruited?

14. Is subject recruitment continuing?

15. Are there any ‘drop outs’?

16. Are subjects still receiving active intervention?

17. Have there been any adverse events? If yes, give details

18. Have there been any Serious Adverse Events (SAE)? If yes, give details.
19. Have there been any unanticipated study-related problems?

20. Is there any new risk or benefits information? If yes, give details.

21. Are the any interim changes to the protocol or consent form? If yes, give details including

submission revised protocol and consent form for approval
22. Does the scientific literature indicate changes in knowledge relevant to the conduct of the
study?
23. List of attachments for review, if any
24. Remarks, if any
25. Signature of the Principal Investigator with date.
Note: The above information and enclosures should be furnished wherever necessary

depending upon the nature of study proposal.
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Annexure — 22

Format for submission of revised/additional documents, protocol and
information regarding already approved projects to be submitted by the
Principal Investigator (PI) (Form 4B)

IEC Reference No.:

Approval Date and Number:

Title:

Principal Investigator:

Purpose of this submissions:

New documents being submitted: Please list the documents being submitted along with

the difference from the previously approved documents in tabular from as below:

List of Documents

List the modification /revisions made from

Sr. No.

being submitted previously approved proposal, wherever applicable
Place: Signature PI/Collaborator
Date: Name:

Note: Two copies of this form along with revised documents to be submitted
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CHECKLIST

Annexure — 23

to verify completeness of documents submitted to IEC-ATIMS Raipur
(Version 3.1 - updated on TOL2026)

Propo

sal Mo H AIIMSRPRAEC!

{1 bz filled by IEC)

-91 -

Title of the Project:

fiebe Hled by Principal Ivestigaion

g umenis

T be flled by ihe

Investgaior

Vs

Mo

NA

T be verified
by IEC office

Covermng Letter forwarded from the Head of the Depanment
and Forwarding (1RC or Academic Secton as applicable)

2 | Sanctionflnvitanon Letter; IRCExternal Bodw!'S ponsor

3 Curriculum witae of Principal investigator and Co-
investigators

4 | Complete Form 2 with sign and seal of all investigators
Research proposals per Form 1A with cover page and

5 | imdexiResearch proposal must be signed by Principal
Invesigator, Guide/Co-mvestigatons) with date and seal)

6 | Case Becord Form § Questionnaires § Tools

- Participant £ Patient information sheet English and
Hindifother local language,
Conzent forem m English and Hindifother local langusge.
{ Tick applicable form as per vour proect)

% i. Form 34 — Congent Form

ii. Form 3AA - Consent Fore for nonfundad Project

i, Form 3B — Consent Form-LAR
iv. Form 3BB - LAR consent form for nonfunded Project

9 Acsaenl form i English and Hindi fother local language, if
applicable.

I | Form 4 — Applcation form Sor exped ited review.

11 | Forem 5— Application form S Exemplion from Review.

12 | Form 6— Applcation form Sor clinical triala.

13 Form 7— Application form for Socio-Behavioral and Public
Health Research.

14 Undertaking 1o report all Seriows Adverse Event {SAE) o
IEC-ALIMS Bapur (if applicable).

15 Undertaking 1o comply with Good Clinical Practiees (GCF)
guidelines for human studies and study 1= not vet iniiated.

6 Waiver and undenaking for retrospective access to samplef
data,

17 | Gisod Clamical Practices (GCF) traming certificate

18 | HMSO/DCGUDBET/BARC clearance if obtained(One Copy)

19 In case of insouional collsboration, relevant documents
theough proper channel {One Copy)

0 Definite undertaking as to who will bear the expendiure of

mnjury related o the peosect | One Copgh

Permissaon to use copyrighted CruestionnaraProforma One
Lopyh




Investigator should provide underiaking what they wall do the
= | leftover sample tissws{Cne Copy)

23 | Investigator Browsher

24 | DCGH approval letier

25 | CTRI regisiration document

26 | Insurance Centificate

2T | Draft Clinical Trial Agreesment

28 | Panent Diary

Cither |EC approwval better

) Mote: (1) If approval from more then one Ethics Commibiee,
memntion rumber and attach all approval letter. (Z) If rejecied by any
Ethics Committee, please atiach comments of Ethics Committee.,

W0 .-"m:,_mhuu relavant docurment (as per Form 14, Form 2 or as
applicable)

i1 | Powerpoint preseniation (FPT) as per provided formar

Soft copy of all documents submied on e-EC porial

32| woanwiecmanager.org. Please ensure that babesi soft copy is
being submirted.

If any other document, provide the List of documents (attach separate sheet) 1o besubmired with this research proposal,

Signanwre of Principal Investigator with date & seal
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Annexure — 24

Check list for verification of proposals submitted to Institute Ethics Committee
(Human studies) (Form 6)

For official use only

Proposal No.

Yes

NA

Comments

Is all the documentation provided?

Scientific importance and validity

1.

Will the study lead to improvements in human health
and wellbeing or increase knowledge?

If the study is a replication of a previous study, is it
justified?

Can the intervention studied be practically
implemented?

Is there provision for dissemination of results of the
research?

Has the research protocol been approved by a
competent body?

Should the study be referred to a technical expert,
policy marker or statistical expert?

(If Yes, please inform the Secretary as soon as
possible, suggesting a suitable person)

Are the objectives stated clearly?

Is the study design appropriate in relation to the
objectives?

Are the investigators® qualification, competence and
experience appropriate to conduct the study?

10.

Are the facilities at the site adequate to support the
study?

11.

Is the manner in which the results of research will be
reported and published ethical?

Assessment of Risk/Benefits

1.

Is the involvement of human participants necessary
to obtain the necessary information?

Are the researcher’s qualifications, competence and
experience suitable to ensure safe conduct of the
study?

Is the justification of predictable risks and
inconveniences weighed against the anticipated
benefits for the research participant and the
concerned committee adequately?

Yes

NA

Comments

Are there any plans to withdraw or withhold standard
therapy for the purpose of research and such actions
if any justified?

-03 -



5. Is there provision for compensation for participants
who sustain injuries?

6. Have adequate provisions been made for dealing
with and reporting adverse effects?

7. Have adequate provisions been made for safety

monitoring and termination of the research project?

Respect for the dignity of the research participants

Informed consent

1.

Is the process for obtaining informed consent
appropriate?

2. Are the participants competent to give consent?

3. Is the justification adequate for the intention to
include individuals who cannot consent?

4. Will dissent be respected?

5. Is the written and oral information to be given to the
research participants appropriate, adequate, complete
and understandable?

6. Do you approve the incentives offered?

7. Is the consent given voluntarily and not due to
deception, intimidation or inducement?

Confidentiality

1. Will the researcher collect only the minimum
information/samples required to fulfil the study
objectives?

2. Is the privacy of the research participant
safeguarded?

3. Are data/sample storage and disposal procedures

adequate?

Rights of the participants

1.

Is the participant’s right to unconditionally withdraw
from the research at anytime safeguarded?

2. Is there provision for participants to be informed
about newly discovered risks or benefits during the
study?

3. Is there provision for the subjects to be informed of

results of clinical research?

Yes

NA

Comments

Fair participant selection

1. Has the study population been determined, primarily,
based on the scientific goals of the study (and not on
convenience, ethnicity, age, gender, literacy, culture
or economic status?

2. Is the selection of participants (inclusion and

exclusion criteria) appropriate so that risks are
minimized and benefits are maximized and the
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burden of research equitably distributed?

3. Does the selection of participants stigmatize any
group?

4. Does selection of subjects favour any group?

5. Is the research conducted on vulnerable individuals
or groups?

6. Is the research externally sponsored?

7. Is the research a community research?

8. Is the research a clinical trial?

Responsibilities of the researcher

1. Is the medical care to be provided to the research
participants during and after the research adequate?

2. Has the researcher obtained permission from the
relevant authorities?

3. Are there any conflicts of interest, including payment
and other rewards?

4. Are there any other / legal/ social/ financial issues in
the study?

Additional Comments:

Recommendation: Approve [ ] Reject [ ] Conditional Approval (please state the conditions)

Name of Reviewer
Signature
Date
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Annexure — 25

Comments/Queries by IEC
Patient recruitment is not allowed unless final approval letter is issued.

IEC Research Proposal No. 2 ceuveiniiiiiiiiiiiiriinnnnns
Name of Principal Investigator .o.iciveiieeiiiiisiesiissrasiasases

As per the IEC Full Board Meeting held on ................. ..., following are the
recommendations made:

Queries:

Kindly reply with your compliance in our prescribed format. which is attached below
(A hard copy to be sent to IEC office and soft copy to be uploaded in e-EC portal)

Compliance Submission Format

Proposal No. @ ... ... ...

IEC

Comments/Queries Compliance by PI Supporting Documents | Page no./Annexure no.

Sr. No.

[check box for investigator to affirm that compliance submitted is endorsed by them only]

Signature of Principal Investigator with date & Seal
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-97 -

Format for Six monthly progress of Project

IRC Proposal No. :

IEC Proposal No. :

Study title:

Name of the Principal Investigator:

Designation / Department:

Duration of Study:

Date of IEC Approval:

Non-Funded/Funded & Name of funding Agency

Annexure — 26

Date of Starting of the Study:

Period of six monthly progress report: From to

The progress report shall incorporate following elements:
1. Status of study: Initiated/MNot initiated

If initiated, Ongoing/Prematurely Terminated/Completed
If not initiated, give reason
If prematurely terminated, give reason
2. Summary of Protocol participants (at our site)
a) No. of participants approved by [EC
b) No. of participants screened
c} No. of participants who refused to consent
d) No. of participants recrulted
e} No. of ongoing participants
fi) No. of completed participants
gl No. of patients withdrawn
h) Reason for withdrawal

3. Any amendments in protocol/Informed Consent Document since last review

If yes, whether communicated to IEC
4. Any Serious Adverse Event at our site
If ves,
Number | whether communicated to [EC

5. Any new information or the information evolved from yvour study that might affect [EC's

evaluation of risk/benefit analysis
If yes, given details on separate sheet
6. Any change of investigator (Addition or withdrawn)




If yes, Name__
Whether communicated to IEC

7. Is report of interim data analysis available?
If yes, submit on separate sheet.

Adverse Effect if any:

Amendment if any:

If discontinuation, give reasons:

Progress:

Signature of Principal Investigator
Date & Seal

Note:

1. The report should be typeset as per the format and must be signed alongwith seal
& date by Principal Investigator.

2. Kindly submit the report along with covering letter addressed to “The Chairman,
[nstitute Ethics Committee, AIIMS Raipur™, at the 1IEC Office, Room No. 2103,
Academic Section, 2™ Floor, Medical College Complex, AIIMS Raipur, Chhattisgarh
492099,
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Annexure — 27

Format for Approval Notice by IEC-AIIMS Raipur

wemr wfufa

Institute Ethics Committee

of @y yrltn sffifem dem | vy (witeg)

All India Institute of Medical Sciences, Raipur(Chhattisgarh)
A Block, 4* Floor,

New Admin Bullding, Gate No. 5

Tatibandh, GE Road, Ralpur-492 099 (CG)

Website : www aiimsraipur.edy.in

s e e Emall : iec@alimsraipur.edu in

Ethics Committee Registration No.: ECR/714/1ast/CT2015/RR-21
NECREHR (DHR) No.: EC/NEW/INST/2020/523

Letter No.: 5599/1EC-AIIMSRPR/2025 Date: 24.11.2025
CERTIFICATE OF APPROVAL
To Name, (Principal Investigator),
(Designation), Department of ... _.........., AIIMS Raipur
Project Title
IECProposal No. : ...ccccccieciicsnsacsesesnenes
IEC Review Date
Research Cell 1 Approved
Approval Status

The Institute Ethics Committee, All India Institute of Medical Sciences, Raipur

(Chhattisgarh) reviewed and discussed vour above referenced research proposal in the
meeting heldon ..............

The following documents were reviewed:

.IQ

T

Covering Letter

Research Project Proposal (version 1.0)

Case Record Form/Questionnaire (version 1.0)

Patient information sheet (English & Hindi) (version 2.0)

Consent Form for participants more than 18 vears of age (English & Hindi)
(version 1.0)

LAR Consent Form for participants less than |8 years of age (English & Hindi)
(version 1.0)

Assent Form for participants of age 12-18 vears (English & Hindi)
(version 1.0)

Undertaking regarding GCP guidelines, reporting of SAE and study not being
initiated yet.
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Certificate of Approval: Proposal No. oo,
Ref: NEC-AIIMSRPR2025, dated: ...oooveeees

The: following members of Institute Ethics Commuittee were present at the meeting held

an ...

Raipur.

cat . AMPM at Committee Hall, 1* floor, Medical College Buillding, AIIMS

Clear statement of decision reached:

Al Institute Ethics Commuittes meeting held on ... .. ... » the committee reviewed the

research project and the study related documents and discussed the ethical 1ssues involved,

Mo ethical 1ssue was identified. Hence, IEC decided to approve the above referenced

project.

A5 Prncipal Investigator, you are responsible for fulfilling the following

requirements of approval:

L.

I E R

Following ethical clearance, the Principal Investigator is required to notify the
Institutional Research Committee (IRC) and ensure that all codal
formalitics—including financial sanction, stafl recruitment approvals, and
related administrative processes—are duly completed before commencing the
study.

IEC fees need to be paid as per IEC SOP.

P1 shall ensure data collection techniques.

P1 shall ensure validity of data_

Interim analysis of data shall be done periodically; all the co-investigators and 1EC-
ATIMS Baipur must be kept informed.

This approval 15 valid for entire duration of the study (e .......) from the date of
issue. The review application must be submitted to the I[EC-AIIMS Raipur in order
to continue the study beyond the approved period.

All the co-investigators must be kept informed of the status of the project.
Changes, amendments, and addendum to the protocol or the consent form, must be
submitted to the IEC-AIIMS Raipur for re-review and spproval prior to the
activation of the changes.

Any change of study site, change of investigators, termination of study (with reason
to do s0) should also be informed to TEC-AIIMS Raipur,
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Certificate of Approval: Proposal No. .
Ref: NEC-AIIMSRPRZOLS, dated: ............

10, The IEC proposal number assigned to the project should be cited in any
cormespondence.

1. Any Seriows Adverse Event (SAE) occurring during the course of the study should
be reported to the TEC-ATIMS Raipur.

12, Wew information that becomes available which could change the risk: benefit ratio
must be submitted promptly for IEC review.

13, Only approved consent forms are to be used in the enrolment of participants, All
consent forms signed by subjects and/or witnesses should be refained on file. The
IEC may conduct audits of all study records, and consent documentation may be
part of such audits.

14. The study progress report should be made available for the IEC review on every &
maonths.

15. The final report of the study must be submitted to IEC-AIIMS Raipur after the
completion of the study.

I6. Team of the investigators is responsible for maintaining confidentiality and

anomymity of all participant information.

17. The Ethics Committee approval is granted based on ethical considerations and

It s, hereby, confirmed that neither vou nor any of the study team members have

participated in the votingfdecision making procedures of the commuitiee.

Sincerely,

Member Secretary,
IEC, AIIMS Raipur
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Annexure — 28

DATA ELEMENTS FOR REPORTING SERIOUS ADVERSE EVENTS OCCURRING IN
A CLINICAL TRIAL OR BIOAVAILABILITY OR BIOEQUIVALENCE STUDY
(Table 05: New Drugs and Clinical Trial Rule 2019, dated 19" March 2019)

1. Patient Details:

Initials and other relevant identifier (hospital or out-patient department (OPD) record number etc)*
Gender

Age or date of birth

Weight

Height

2. Suspected Drug(s) :

Generic name of the drug*

Indication(s) for which suspect drug was prescribed or tested.

Dosage form and strength.

Daily dose and regimen (specify units - e.g., mg, ml, mg/kg).

Route of administration.

Starting date and time of day.

Stopping date and time, or duration of treatment

3. Other Treatment(s):

Provide the same information for concomitant drugs (including non-prescription or Over the
Counter OTC drugs) and non-drug therapies, as for the suspected drug(s).

4. Details of Serious Adverse Event :

Full description of the event including body site and severity, as well as the criterion (or criteria)
for considering the report as serious. In addition to a description of the reported signs and
symptoms, whenever possible, describe a specific diagnosis for the event*

Start date (and time) of onset of event.

Stop date (and time) or duration of event.

Dechallenge and rechallenge information.

Setting (e.g., hospital, out-patient clinic, home, nursing home).

5. Outcome Information on recovery and any sequelae; results of specific tests or treatment that
may have been conducted. For a fatal outcome, cause of death and a comment on its possible
relationship to the suspected event; Any post-mortem findings.

Other information: anything relevant to facilitate assessment of the case, such as medical history

including allergy, drug or alcohol abuse; family history; findings from special investigations etc.

6. Details about the Investigator*
-102 -



Name and Address

Telephone number

Profession (specialty)

Date of reporting the event to Central Licencing Authority:

Date of reporting the event to ethics committee overseeing the site:
Signature of the Investigator or Sponsor

Note: Information marked * must be provided.
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Annexure — 29

DATA ELEMENTS FOR REPORTING SERIOUS ADVERSE EVENTS OCCURRING IN
A MEDICAL DEVICE CLINICAL INVESTIGATION
(Table 07: Medical Device Rule 2017, dated 31% January 2017)
1. Patient details:
(a) Initials and other relevant identifier (hospital/Out Patient Department’s record number etc.);
(b) Gender;
(c) Age and date of birth;
(d) Weight;
(e) Height.
2. Suspected device(s):
(a) Name of the Device;
(b) Indication(s) for which suspect device was prescribed;
(c) Device details including model number/size/lot number, if applicable;
(d) Starting date and time of day;
(e) Stopping date and time, or duration of treatment;
3. Other treatment(s):
Provide the same information for concomitant treatment.
4. Details of suspected adverse device reaction(s)
(a) Full description of reaction(s) including body site and severity, as well as the criterion (or
criteria) for regarding the report as serious. In addition to a description of the reported signs and
symptoms, whenever possible, describe a specific diagnosis for the reaction.
(b) Start date (and time) of onset of reaction.
(c) Stop date (and time) or duration of reaction.
(d) Setting (e.g., hospital, out-patient clinic, home, nursing home).
5. Outcome
(a) Information on recovery and any sequel; results of specific tests and/or treatment that may have
been conducted.
(b) For a fatal outcome, cause of death and a comment on its possible relationship to the suspected
reaction; any post-mortem findings.
(c) Other information: anything relevant to facilitate assessment of the case, such as medical history
including allergy, drug or alcohol abuse; family history; findings from special investigations etc.
6. Details about the Investigator:
(a) Name;

(b) Address;
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(c) Telephone number;
(d) Profession (specialty);
(e) Date of reporting the event to Central Licensing Authority;

(f) Date of reporting the event to Ethics Committee overseeing the site;

(g) Signature of the Investigator.
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Annexure — 30

Application/Notification form for Amendments

WETAR WAy

Institute Ethics Committes
wier wrreT sy deEr e (SR
All India Institute of Medical Sciences, Raipur (Chhattisgarh) Annexure- A
Website :www.alimsraipur.edu.in , Email :iec@aiimsraipur.edu.in
Ethics Committee Registration MNo.: ECR/714/Inst/CT/2015/RR-21
DHR Ethics Committee Registration Mo. : EC/NEW/INST/2022/CG0075

General Instructions : a) Tick one or more options as applicable. Mark NA if not applicable
b) Attach additional sheets if required

IEC PROJECT PROPOSAL NO.......oomnmmmnnisnnssas

Principal Investigator (Mame, Designation and AMKEBONY ... oo oo eeeeeeeeeeeeeeeees eem s eee s oo s oo e e eee e e emen

1. Date of EC approval: l | | | Date of start of study | | | |
2. Details of amendment(s)
L . Location in the
Existing Prowision Froposed Amendment Re=ason protocolICD ™
% Impact on benefi-risk analysis ves O Mol

4. |5 any re-consent necessary? ves O Mo
If yas, have necessary changes been made in the informed consent? yes [ Mol
5 Type of review requested for amendment:
Expedited review (Mo alteration in risk to participants) O
Full review by EC { There is an increased alteration in the risk te participants) O

& Version number of amended Protocolfinvestigator's brochurefCD: .. e

Seal and SIEnEIng OF Pl .. oo oo e eee e e e een e e e e snm s e e amnn I ] ] |

Saal and Sigrating of GUdE (If APDICABREY. ... ..o e eeeeee e e e et eeee e e s emm s snm s mmn 2 e sa e s mnns vmert e mmmann marmnnn £ en mmn s

18} pcation implies page number in the ICD/protocol where the amendment is proposed.
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Annexure — 31
Institute Ethics Committee

ARIET TR AT HEA, TR (TTETE)

All India Institute of Medical Sciences, Raipur (Chhattisgarh)
Website: www.aiimsraipur.edu.in | Email: iec@aiimsraipur.edu.in
Ethics Committee Reg. No.: ECR/714/Inst/CT/2015/RR-21

DHR EC Reg. No.: EC/NEW/INST/2022/CG/0075

REQUEST FOR EXTENSION OF APPROVED RESEARCH PROJECT

General Instructions: Tick () as applicable. Attach additional sheets if required.

IEC Project Proposal No.:

Title of Study:

Principal Investigator (Name, Designation & Department):

Date of IEC Approval:

Original Approved Study Period (From — To):

Extension Requested Till:

Duration of Extension Requested: [ <6 months [1 612 months [] >12 months

Justification for Extension:

Current Status of Study (Recruitment/Data Collection/Analysis):

Funding Source: [ Intramural [0 Extramural
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Availability of funds for extended period: [ Yes [J No [J NA

Does the extension involve protocol amendments? [1 Yes [1 No

If yes, is amendment form attached? [J Yes [J No

Declaration by Principal Investigator

I hereby declare that the above information is true to the best of my knowledge and that the extension sought
does not compromise ethical standards, participant safety, or regulatory compliance.

Signature of PI: Date:

FORWARDING / NO OBJECTION - INSTITUTIONAL RESEARCH COMMITTEE (IRC)

LI The IRC has no objection to the requested extension
] Adequate funds are available for the extended study period
] No administrative/regulatory concerns

Comments (if any):

Signature:
Official Seal
Institutional Research Committee (IRC)

Date:

FORIEC USE ONLY

Date received:
Decision: L1 Approved [1 Not Approved [l Deferred

Remarks:
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Annexure — 32

Study Completion Report Form
(To be filled by Principal Investigator)

IEC Proposal No. AIIMS/RPR/IEC/. ..ot

IRC Proposal No.

Review Date

Study title

Principal Investigator (with
affiliation)

Study site

Study completed as per

protocol approved by IEC YES NO

Study duration

Study start date

Study completion date

Any
amendments/modifications
done in IEC approved
research protocol

YES NO

If Yes, whether it was
communicated to IEC prior YES NO
to its implementation

Protocol deviations/violation
(Number and Nature)

Total no. of study
participants approved by the
IEC for recruitment

Total no. of participants
recruited

No. of patients withdrawn

Reasons for withdrawal
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Objectives of the study

Results (Summary with
Conclusion and report of
analyses)

To be attached as a separate
document (Mention
Annexure no. here)

No. of SAEs at our Centre

Whether all SAEs were
reported to IEC

YES

NO

Signature of  Principal
Investigator with Date &
Seal

(In case of student project,
signature and seal of Guide
mandatory)
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Annexure — 33

gfe et sgffsm deam e (@)

All India Institute of Medical Sciences Raipur (Chhattisgarh)
G. E. Road, Tatibandh,

Raipur-492 099 (CG)

srémen yo v www.aiimsraipur.edu.in

No. SAO/IEC/2/2025-IEC/ Q3 Date: \1)/02/2025
OFFICE ORDER

1. Approval of the competent authority is hereby conveyed for the implementation of a
revised fee structure for the Institutional Ethics Committee (IEC) review of extramurally
funded research projects at AIIMS Raipur.

The following approved charges shall come into effect immediately:

a. Government-Sponsored Studies:
a. No IEC Charges will be levied on govt. sponsored studies such as ICMR, DBT,
DST etc. Please note that this has no bearing on the institutional overheads being
received routinely.
b. Third-Party Academic Bodies/Societies:
a. No IEC Charges will be levied on suchsponsored studies.Please note that this has
no bearing on the institutional overheads being received routinely.
¢. Students from MoU Institutes:
a. IEC Charges: A one-time fee of Rs. 50,000 from the Institute, plus Rs. 5,000 per
proposal for initial review and Rs. 1000 for annual review, will be levied.
d. Sponsored Clinical Trials:
a. IEC Charges of Rs. 80000 for an initial review and Rs. 20000 for each annual
review, will be levied.
b. Additionally. the following charges will be levied in case of:
¢ Request for expedited review wiil be charged Rs. 150000 for initial review
and Rs. 20000 for each annual review.
e Protocol amendments requested, (w.r.t. methodology and assessment
parameters, not amounting to change or addition of Co-I) will be charged
Rs. 20000.
e Each SAE reviewed will be charged: Rs. 1000

A bank detail for remittance of IEC fee is as below. Please note that the specified amount
as per office order, should be remitted in full without any deductions (such as TDS etc.).

NAME OF ACCOUNT HOLDER AIIMS RAIPUR (OPD REGISTRATION)
BANK NAME BANK OF INDIA

COMPLETE BANK ACCOUNT NUMBER 936320110000024

IFSC CODE BKID0009363

MICR CODE OF BANK 492013010

(9]

The processing and management of the fees will be handled by the IEC, AIIMS Raipur,
in coordination with the Accounts Department. Any queries related to fee may be
submitted to IEC, AIIMS Raipur.

3. This order is issued with the approval of the Executive Director, AIIMS Raipur.

: S
?ﬁ%).m Sl
Senior A mistr\atwe Officer.

AlIMS Raipur
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Annexure — 34

if3eret smraefter et Jvener IRIgE
ALL INDIA INSTITUTE OF MEDICAL SCIENCES, RAIPUR

VERSION 2.0 (2024)

Dear Researcher,

Subject: Receipt of Payment for IEC Processing/Annual Review Charges

This letter serves as a formal receipt acknowledging the receipt of payment for the

PROCESSING/ANNUAL REVIEW of your research proposal by the Institutional Ethics
Committee (IEC) of AlIMS Raipur.

Bayment Details:

Researcher's Name:

Department:

Project Title:

IEC Reference Mumber:

Amount Paid (tick appropriate)

= [ ]Processing charges
« [ ]Annual Review charges
¢ [ ]MOU Institute charges

Payment Date:

Payment Method:

Transaction ID (UTR number):

This payment covers the fees associated with either initial processing or the annual review of
the above-mentioned research project by the IEC. Mo further payment is required for the current
review cycle unless additional services are requested.

Please retain this receipt for your records. If you have any questions regarding this payment or

need further assistance, feel free to contact the |EC office. Thank you for ensuring timely
payment and for your commitment to adhering to our ethical review processes.

Best regards,

Member Secretary, FOR ACCOUNTS OFFICE USE ONLY
Institutional Ethics Commitiee Payment confirmed:
AlIMS Raipur Date:

Signature and stamp:
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Annexure — 35

aifderet smefter s fdemet el ,IRIG
o4 ALL INDIA INSTITUTE OF MEDICAL SCIENCES, RAIPUR
o VERSION 1.0 (2024)

Application for Waiver of Consent & Undertaking for Accessing Retrospective Data/Stored
Human Samples

IEC Ref. No.:

Title of Study:

Principal Investigator (Name, Designation. and Affiliation):

Request for Waiver of Consent

The Principal Investigator seeks an exemption from obtaining informed consent for accessing
retrospective data or stored human samples for the following reasons:

1. Justification for Waiver of Consent:

o The data to be accessed has been irreversibly anonymized, ensuring that no
identifiable patient information will be disclosed.

o The research involves the use of retrospective data or previously collected human
biological samples, where obtaining consent is not feasible without compromising the
validity of the study.

o The study is low-risk, and the waiver of consent would not adversely affect the rights
or welfare of the individuals whose data/samples are being accessed.

o The research contributes significantly to scientific knowledge or patient care,
Justifving the waiver request.

2. Category of Research for Exemption from Review (if applicable): [Select appropriate
category as per National Ethical Guidelines for Biomedical & Health Research Involving

Human Participants]

o Research on data in the public domain/systematic reviews or meta-analyses
o Observation of public behaviour/information recorded without linked identifiers
o Public health programs by government agencies

o Other: [Provide detailed justification]

Signature of PI: Date:
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ALL INDIA INSTITUTE OF MEDICAL SCIENCES, RAIPUR
VERSION 1.0 (2024)

Undertaking for Use of Retrospective Data/Stored Human Samples

I, the undersigned, as the Principal Investigator,
hereby undertake the following with regard to the use of retrospective data or stored human samples for
research within the Department of [Insert Department] at AIIMS Raipur:

Signature of PI: Date:

114 -

1.

Ethical Compliance:
I affirm that all data/samples accessed will be used strictly in adherence to the ethical
standards prescribed by institutional guidelines and applicable laws.

Anonvmity and Confidentiality:

| ensure that all patient data or sample information will be irreversibly anonymized, and no
identifiable information will be disclosed to any third party.

Consent and Authorization:
I confirm that all necessary permissions and authorizations have been obtained for the storage
and use of the retrospective data/samples.

Data Security and Access Control:

| commit to implementing robust security measures to protect the stored data/samples and
associated records. Access will be regulated and provided only to authorized personnel for
legitimate research purposes.

Compliance with Regulations:
I pledge to stay informed and comply with any changes in regulations regarding the ethical

use of human biological samples or retrospective data.

Reporting and Accountability:

I undertake to immediately report any non-compliance or ethical concerns related to the use
of these data/samples to the Institutional Ethics Committee.

Responsibility:
[ accept full responsibility for the management, ethical use, and security of the data/samples
accessed under this undertaking.




Annexure — 36
Institute Ethics Committee
TRaeT ARATT AT TEA, TIY (SHETR)

All India Institute of Medical Sciences, Raipur (Chhattisgarh)
Website: www.aiimsraipur.edu.in | Email: iec@aiimsraipur.edu.in

Undertaking by the Principal Investigator for Publication of Case Report /Case Series

(Name of Department/Name of Institute) give an undertaking for the case report/ case series

ENEIELEA. et hereby, as a Principal Investigator of
this work, on behalf of all the authors, would like to certify that:

Tick if applicable:

o All authors have contributed sufficiently to qualify for authorship and are not involved into any research
misconduct.

o Inter-Departmental Approval was obtained for publication of this case report/case series.(Please attach
proof for the same.)

o Informed written consent was taken from study participant/participants for photograph /Radio graphical
images/laboratory images or report etc with regard to publication of this case report/case series and study
followed ICMR National Ethical Guidelines and other applicable guidelines and regulations.

o Conflicts of Interest were declared/not declared to EC.

o All authors have read, accepted and provide their consent for this publication/presentation.

o I shall not submit the paper to any predatory journal. The name of the journal to which paper being
SUDIMILEEA 1. .. e ettt

o I shall be responsible for any legal issues related to misconduct, plagiarism and violation of the copyright
act related to this particular work.

o All raw data for the figures/tables presented in the manuscript are available with me and kept securely and
can be provided if required.

o We have disclosed/acknowledged the financial support received for carrying out the study.

o Plagiarism Check for the content of this research document carried out and it is original and own work,
and is free from plagiarism. I have checked the research document through an approved plagiarism detection
tool provided/approved by the institute/ online plagiarism tool

Name of t00] USE......ccoviiviiriiiiiiiiiieie ettt e r e eenas (Enclose Report)

0 Any other INfOrMAtION .......cccviiiiiiiiiiiciieecce ettt re e sbeebeesbe e v e eaneeane s

SI. No Contributing Authors Name, Designation and Affiliation Area of contribution

Principal Investigator/Researcher Name, Signature and Seal:

- 115 -



