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L Preparation, Review
& Revisian of SOP Version Na . i
& Maiiain an up-to-date disiribartion st for each SOP distmbubed o the [EC
members
o  Mamtamn o Gle of all current SOPs and the Hisa of SOPs
o Mabstain a (e of all past S0P of the 1FC
3.1 The sup team will
Assens the reguest for SOP 8 revision in consaltation with the Secretarial, Member
SecTelary nrrd{hlr[n'rﬂirl
o Propose newrmodificd S0Ms as noedod
o Draft the SO in consultation with the TEC nwmbers and involved administrative
stafl
o Review the drafl SOP
*  Subm the deafi for wpproval o Charperson
3.3 Chairperson of the TEC will

*  Appoint ong of mone SOF tcam
*  Approve the SO
*  Sigm and daig the approved 5001

34 1EC mombers and invalved adminkstrative stafl will

#®  Shen and diste the spprovied SOP when they receive it
& Muliain o e of Gall SOMs reeeived

KMET AIEC S
1'rq-|11.|.r.;|:||:|n-, v and Barveshon wlfl SO0 Ig:
oarviray e 26l Aprl 2001
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Proparation, Heview
A & Revision of SOP | Vermon No . 1
4,0 Inseructioms

4.1 ldentify the peed lor new of amcpdment of current SOPF

Aoy b o the TEC or secreturial wl winald Feel the mguiremseni of o revisbon of
motices an inconsldency | discrepuney | has any suggestions on how W improve the
existing SOPs or requests (o design an entirely new SOP can put forth s regquest by
writing to the TEC Chalrperson is an emutl’ Jetler © verbal request in & meting The
Charrperson will imform all the 1EC members about this request a1 a regular ull -board
IEC meetmg, If the 1EC members agree w0 the request, an appropriate SOF cesmisy will
be appoinled by the Chairperson mind desigrated ihe ek W proceed vath the sevision
process | forimilation process of the SOPF. I the TEC members do oot agree o heather
action will be tken. The Chabrperson will inform the member of the 1EC or Secretarut
whe made ihe request Tor modificstion of the SO

4.2 Appoint the SOP Teamis)

o The Charperson will constwe an SOP Team(s) consisting of the momber.
seorpiory ond two of fnore mombers of the IEC who have o thorough
understanding of the ethical review proceis.

s The SOP writing team will canry out the subsoquent steps

®  List all relevant procedisres

s Wnie down step by slep all ihe procedures of the [EC that are 1o be standardised
in the form of an SOP orguniee. divide and name coch process

EMCT FRC S0P AR

Preparation, Review and Revisbomn of SO0

Reviww date:26 April 2021 . #‘f
Yorann Ml e -#ﬁil
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| wene |3
4.3 write and review a new SOP

When the nocd tor a new sop has been identified und agreed upon . draft will be
written by ane or meee demignated members of the SOP team _appuinted by the

Chairrperson

4.4 Formui of the SOP

& The docwment will begin with three columns. The first column will have the
pistitute loge printed on i

¢ Sevond column m the header shall huve utle of the SOP. The ttle of the SO shall
b dhewcriptnive bul oo loe lomge.

& Tl thvird oo, Gt seciion shiall love SO0 aursber.

o The scoond section shill have SUI mpmbey

¢ T socond section shall have the efferuve dote of the SOP primiesd.

¢ Tha footer of all the pages of the SOP shall include the following

o The fooler will have the “Review dute of the SOOP. * S0P Thile “und the pape
mumber in X ol Y et

s Numbering of site SUPs:

Al SOPs will be issped with sequentanl mumbers as Tollows. For example. ... .. 0000

RAMOT IEC: Site ablieyviatiun
U Dol i ber
& e BEevison nimber

Documem member: Bach SOP document will be assigned 0 umigue sequential
number (e 00 (12.03)

KMCTTEC /S0P
Pryparatbon, Beview aml Bevasiin of S0
eview date: 26 Apeil 2021 A_
Vieruion M3 e
Periphl
KMCT Mindical Coage
vaarussety PO
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& Revision of SOF »_ .|

e Revison number: Revision w0 o SOF s designated by a sequential mumber. The
original SOP will always be revision number 00, Each subsegquent reyision wall be
assigmed the pexl consecutive number (e, 01.02.03)

Bevishen number; Reviswn o s SO are desigmd b o soguentunl nannber. The onigaal
templiie will always be the revision memiber (60

4.5 Write umd review a revised SOP

IF an SOP supersedes o previous yersion, the provioes SOF semion will b indbeated in
the Docoment History Form (AX 025001 V1) along with desenprron of the mam
chatipes,

b, Prepare and submii final drufi

o The SOP Team will submi the reviewed SOP w ihe [FC Members whe will
Fewhew 1Ak & megting.

s The sugpestions that are apreed wpon by the TEC members presem a1 the mecting
will be discussed and imcorporated in (he fevised deafl SOP and it will be finalieed

e The SOP eam would siand suiimstically dissolved once the TEC takes final
decishon repanding the SOP

4.7 Approve the new/revised SOF

e The final version will be presemted to the Chairperson for review and appraval

»  The Member Seeretary & Charperson will sign and dalg the SOPs on the Last page
of cach SOP document. This date of approval will be declared is the effective daie
Fronm which the SOP will be implemented.

BT S TR S0P ]
Proguarations, Beview anill Revoabiom ol $H

R date 26 Agrd 2021
Wersan Mol
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ANNEXLRE 3 AN OVSOPOUY 1-list of SO of the 1EC

(No: Title of the standard Version No | Effective Date
Operuting Procedures(StPs) _

(01 | Propamnion, review & revision of | KMCTIECSOP : 0100 ||
(HOPs) | 02 April 2018

02 | Constiunon of matitutional cthics | KMCTIECSOP 02,00 | 02 Apnl 2018

I_ commuiie | !

| 03 | Rolesand respomsibiiition of IFC | RMCTIECSOP 03.00 | 02 April 2018
members & handling confllet of

Ineresd |
(B Submession of rescarch documents. | KMCTIECSOP 04,00 |02 April 2018 |
#% | Condwet of IEC mectings | KMCTIECSOP | 02 April 2018 |
. L0800
I'm- Review of rescarch documents CKMCTIECSOP 06,00 | 02 Apeil 2018
0T Review of protocol devisnen & | KMCTIECSOP 0700 102 April 2018
| L tllianan _ | o
| DR Review ol senous adverse evenl EMCTIECSOM OK00 | O Apal 2008
__ | Tepon = Il ==& |
09 | Siie monitoring and post KMCTIECSOP 0900 | 02 April 2018

monitenng aclivities |
10 Dealing wilh particspant’s reguests | KMCTIECSOP 1000 02 Apeil 2018
and’ or gormplaiis (4 sttt ianal
tl:hl:n commifiee [
11 | Admunistrotive support, record | KMCTIECSOP ;11 ot |
I.ﬂrpdng. .1 ln:hlul |
12 | Truining & swsessment of ethics.  KMCTIECSOP :12.00
| SOMmIties members

KMETEC S0P

Proparation, Mevicw and Revision of S0 !
Mopvumay dlade b April 2021 f
Versimn Mir 3 :--"'".J
prrefs _—
WHET MdE
A
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Medicul College Procedw® | plectivr Date | 01 May 2021
wiale Constitution of '
Institutional Ethics Version No 3
| Committee
I, Parpose:

The purpose of this Stnderd Operating Procedure (S0P s o deseribe the tirma of
reforence (TOR)L which provide the frame work for constitution, selection of EC
mgiwbers angd procedores Tor mamiming confidentiality of all setivities and docirments

1. Scope:

This SOP applics 1o the constitution of the institutional eivies commitiee, KMOT Medical
College Korhikide, selection mles and responsibilitits of members of the [FC and
maintenance of confidentiahty of all wdivities aml docwments

3. Responsibility:

The selecnion of Chairperson, Member Secreiary and 1EC members wall be done by
Principal. KMCT Medical College appomiod at KMOT Medical College Rashikode. It is
the responsibilsty of all the 1EC membeny and secretarial 1o read, understands, Tollow and
respect this SOP,

4. Detalled instructinn

A Compositian aof the instiatisnel cihics commitice

The Imtiturional Frlvics commitiee will be established by Principal, KMUT Madical
College appoinied m KMCOT Medical Collepe Koshikode. The Charrperson and [EC

KMUT JIEC/ S0P 02
Preparalinn Coratitutine of 1T
Rrview date 0% Apiil 2021

Verviom Nod !!



KMCT Standard Operating | e No: KMCT/IEC /50102
Medical College Fracehine | Effective Date {1 May 2021
Constitution of
Institutional Ethics Version No 3
Commilies ! |

members cain sugpest names of potendii] members bt the final decision will remain with
Principal. KMCT Midicnl College.

The TEC sl be multidisciplinary mul mukti-scetoral in composition.

Mhe 1EC 15 composed of | | members ialadimge Chapenson & Moember Secremry.

The members will inchsde a combenation of medical and non-medical. scientific
and oon -scientific persoms ncluding lay persans 1o represent the different polms
o view

Have differing backgrounds 1o promeis complets and adequaic review of rescarch

Have the regumred gualificeiions as presenibed by applicable regulations ond
uiclelimies. fooo thing 1o time

Have i expertise, time, ond commitmiend o perfiorm all functons.

The TEC will have represomabions thid are virled i o of gender, age, and
social background o safeguard the micrests and wellare of all sections of the
COMEmMUNILY SOCIoLy,

The committee should include ot least one member whose primory area of
gapertise s in o pon -sclentific grva, o clinlcmn and ot least one member who s
independent af the Institution rescarch sie

The IEC may invite memberts) of specific patient groap & or other specinl interest

groups for an TEL meeona il regpared | based an the requarerment of research oren, o 2

HIV AIDS genetic disonders stean cell rescarch et § for eliciting ther views Such
mdividaals will have 10 sign confidentinlity agreement (AX 01S0F 02%1 and

EMET IEC /S0r /o
Vreparation Coratitution of 1EC
Heviow date @6 April 2021
Worsson ol
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‘|'i3 Medical College | Procedure ;uln'lw_n- I:I;w ._l}i H‘lrﬁl _!
el Constitution of |
Insiibutionsl Ethics Version No E |

declare m writing conflicts of imterest (f any prior o stiending the meeting, They will
mtend the mecting in the cupacity of Giest obagrver atd will pol have right o veie

The Composition shill be as follows:

¢  Chairperson fnon-afTiliated fo the instriution)

e {ng-mgmber sccretary (nitiliitional |

s g person from hasic medical science (Mol ATilated fo the instinmon)
o Uie legal cxpert (Mot Affilated 10 the institution)

s  CUmne social scientist (Mot Affiliated 1o the mstimton)

& Lay penion (Mot Affilated w the instiution)

& Chiniclans afTilisted to iastiture-2

= Membors (2 persons alTihated 1o Inatitude)

¢  Theologian -]

42 CHITERIA FOR SELECTIHON OF MEMBERS

1EC Chairpersan

& Frunin outspde thie Tt doe
¢ A person with high standing m society and hive more than 30 years experience
and more than § years of experience i Ethies Comminees.

KMCT JIEC /S04 /02
Preparaiion Corstiutioe ol 16T
Brview daie 26 Apiril 2021
Vieruinn Mir
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45 43 Medical College Frocedure | EffectiveDate | 01 May 2021
Tigg Constitution af -

Institutionsl Fihics Viersinn Mo i
Cotmimities |

Member -Secrutary

¢ Wil be o stalT mgmber ol thy pstitulion

¢ Having a Staw Medieal coundil rocognised post graduate degree

¢ Should have domain specwally experence, chmcal reseiwrch, and ethics
Enoodedie, personn] bterest und cupacity, good commimication wkills

Membiers

# Members will be selectgd v then persoral capacities bised on thew
gualificatson, experience m domon ficld, mizrest, cthival and’ or soentific
know ledge and expertise, as well as oo their commitment and willingness to
volumeer the pecessary nme and ¢iTor for the TEC, They should not have any
knowm record of prolcssionnl mdscomndue].

» Moedival scientists and clinicinns should have post graduate qualifications.

o Conflin of interest wdll be avodded while moking appointments, b whore
uravoidable, there will be tramsparency with regund o such mberests.

4.3 Agreement regarding Viaistenance of Confidentiality

® s the responsitility of each [EC member, reviewing rescoch project or
stiending [EC moeting. to read. undersiand. secopl und sign the agreement
comtamed i the confidentinlily forin (AX 0LSOP 027V

EMCT JEEC /S0P /0l
Preparaton Conitaution of BEC
Risipie ditis I8 Agerid 201
Yoo Mol
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Standard ti Nag Nk KEMCT/TEG/ 50002 |
.. KMCT Operating | _

SgRet Medical College Procedure [ veDate | 01 Moy 2021 i
2‘3" Constitution af | |
Institutional Ethics Varsion Na |

o  The staff of the secretariat will sign confidentiality agreement which should be
fitled wih VRC (&N 00 RSO 62 W1

¢ The Sccretwriat will oblain the signuture of the 1BC Clusiperson on the
confidentinlity form
& The Seorctaniat will keep the ariginal copies of the signed agredments in the
IEC ofThee,
4.4 Tenure of Membership

The tenure of TEC memberslip Dat will be for 8 continuous peviod of 3 yoars. Any
member joaming the commitiee in between the teoure will continue as member for the
romiaining ienure. Members may be reappoimiod afler the expiry of three vear il the

appointing authonty docides
4.5, Appointment of New Members

4) The TEC mombers will be appevinted by Prncipal, KMOT Medieal College
appointed a1 KMCT Medecal College Kovhikide.

b} New members will be appomied under the follow ing circumslances:
I. When the regular member completes hisher lenure

2 I u regular member reskgnes before ive femeee i completed.

KMUCT AFE BiP g
Ppuarad i Cosktitution of IEC
Rereviamwyr e 2 Agril T00L3
Viraban Mo 3



KMCT standard Dperating Dhiar M KMCT /IEC/50F /02
E‘ﬂi Medical College frocedure " GflectiveDate | 01 May 202)
i Constitution of T
Institwiional Ethics Vieruuizin Na K|

3. I a regular member ceases 10 be a member for any reason incloding death or
disquolification

4. T fulfill the membership regueirements as siated i this S0P

L) Mew members will be identified by ihe Chairperson  Member secretary according
to the membership requirement (1c, as per the composition specified in Section 4.1
of this SO and provided the porentiol meoher fulfills the conditions of appoitment)
after discussion by the 1EC. The names of new members o be appoinied may be
stgigested by the TEC members and the Chisttpessan 1o the Principal KMUT Medical
Colleye .

The fnal decision regarding uppotiimen) of members will be taken by the Head of
Irstifutbom

4.6 Conditiens 1o be Tulfllled by o member alter appointment.
Members (o be appomied on ihe 150 will need to fd Gl the fallowing cionditions,
Mumbers niusl subimil

¥ A recent signed CV
¢ If wvarlable trmmg certificates m eihics and’ or GUP, I noil available i time
of induction is member | the 1EC, the member must submit these within &
months, Members must be willing 1o publicise hsher full name, profession
red Wi lentyon
KMCT FEE 00 a2
vt attiism Comutituion of i€

Wyt i S A 30
Wersinn M
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Standard Operating DocNo | KMCT/TEC/SOP/02 |

KMCT |
&ﬁ;ﬁ Medical College | — Effertive Date 01 May 2021
Cred Constitution af
Institutional Ethics ~ Version No 3
Commiltee

¢ Sign the confidentiahty Agreemen (as per Annesure 1A SO 02 V1) amd
meairtam confidentiality regarding mectings, deliberations, rescarch proposals,
ireformntinn om resewteh parcipures aned reloed maners,

*  Ricud, ungberstiond, accept and follow the conflict of nrerest policy and ssgn the
eonflict of interes! agreement | o,

4.7 Resignation and disgualification of Members,
»  Heslgnathon

An TEC member may restgn from membership by submutting a betior of resignation o
the Chairperson. The member may of miay not assign reasons for resignation. The
resignation will hocome cfiective from the day 1 18 accepted b the Charrpersin.

o  Disgualification for conduct unsuitable of an 1EC member.

A mamber may be disquakified from continuance should 1EC determine by s three-
Fourth majority specifically called for the purpose that the member's conduct has
been inappropeiste of an TEC member

1 The process will be wntiwied I 1 Charperson or Member -Secretary rocerves o
commumicaiion wn wniing (provided by [EC member or 5 member of the public)
allegmy misconduct by a member,

EMET IEC/ S0 i
Prejiration Commbiuflsn ol (E7
Teorvirw ibane 26 dpril 20321
Vierninn M
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t;hﬂﬂ Medical College PR ! ifective Date | 01 May 2021
q=r" | Preparution, Review

& Revisipnofsop | oronRo 1

48, Implement, distribute and file SOPs,

¢ The approved SOP will be implemented from the effective dat,

*  The Member Seercury will discuss ithe approved SCP with the admmsiraiive sinff
and instruct them to implement it accordingly.

« The approved SOP (pdf copy) will be distributed vis emiil 1o the TEC meribers,

*  Une complete eriginal set of curred SOF will be filled in the SOF Master file, by
the IR Secretariaf i the 1FC alfice

= The earher version will be 1illed i ihe fike entitled  Past SOPs of the 1EC " by the
TEL Secretinat w the 1EC odlce

# The IEC members and Secretanal will roview the SOPs ot leist oboe in gvery 1

Vo

Prepared by, Sagnature with dagg-—==——
Reviewod by * Signalure with ﬁm—@_

L

Approved by Signature with dal@oe-e-

EMLUT SIEC 501/

Preparabion, eview and Winvason of SC°
Warview e B Apr 2031

Varrsiosn &ipd !
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ANNEXURE 1: AN DISOHOTVI

Templale Tor stamlard Chperating FProceduses

EMUTIECSOP: 01 440

| Effective date:

‘ | SOP Title

Man Text:
1. Purpose: Swmemarsees and explains the obvjectives of the procedure
1, Scope: Stuies the mnge of sciivitics thil (e SCH* apphies 10

1. Responaibality: Refers o persomd s ) assigned 1o perform the activities involved in the
S0P

4, Detaled instructions: Deseribes progédures step by step i short and clear sentences

5, Annexures: Forms 1o capture infarmation pertaining to the SOP instructions

Aoy,
Prepared by Signalure with dag —
2

Roviewsd by: 0 R i
Approved by Signature with M—%

: P
HHL‘T}'I!]E.-'EBF.I‘E:I

et e amnd Heviabon cf SO0

Review datn 26 Apeil 2021 )g‘/
¥ormion Mol
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- Constitution of ' '
Institutional Ethics Version No 3
Commiites '

in. The Chairpersan will satesly limsell here self that a prima focie cose exisis bofore
imtiating wetion. L i the opinion of the Chairperson, the motter s of grave
sgnifivane wheve indegrity of IEC could be questioned, the Chuirperson may
suspind ihe membership of the concerned 1EC member till final decision is mken by
IEC. During the penod of suspension. the concemed mdividual will nov have any
fights, privifeges or nesipoistbilities. of an 1EC member and will ot perform any
dutses aof TEC member.

i, The Chairperson may call for @ mecting of the [EC specifically 1o discuss this
tssue or the matier will be taken up for discussson, The mecting convened will follow
the iesal rules of quorum

v, The aliggation will be discussed 91 1the 1EC meching and the member alkeged of
misconduct will be provided adeguate opportumity to defiend himsell hersell’

v. The member would stand disgualified, if members present approve of
disgualifieation by viting (votkng by 21 nl 6f a majority of members present in the
meching and sotingd The Champerson will convey the disqualification i the
concerned member through a wiitten communication

o [Msgualification for not pieending 1EC mecting

A Member may e disgualified from 1EC moembersdup of the member fails 160 attend
more than 3 regulur comecutive TEC mevtings withoat priar intimation. The proceds
cutifuctel woill be as fulluws

EMET IEC /S0 fod

Preparation Corstination of BT

Reviow date 26 fprid 2021
Yoramnt K 1
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Medical College "L"“"’" | HfectiveDate | 01 May 2021
Constitution of
| Institutional Ethics | Versinn No |
| Committee

The member Seeretary will mform Chairperson, in writing, if o member las
not atsend more than three consccutive regalor mectings of the TEC without
prive mtmnation 1o e R

The Chairpersan will indiale the procgss of review of membership of such a
mgmber by including the maner in the Agends of the next regilar 1EC
Secting

A written commmsication will be sent i the concemed 1EC member infomung
liimn, ‘her that the msue of qualification vwiould be discussed ol the mocting
mwviting the member to be present at the meshng fo put up s er cuse.
Alternately, the concemed I1EC membeér will be allowed to stmie his'her
arguments reganding unouthorized absence in writing by a letter addressed w
the Chatrperson

Thee matter will be discussed aml reviewsd a the 1EC meeting | The concerned
member will be provided sdequate opportunily 10 present b her casc. A
writien. commantcation, if receved from ihe concemned, il recgived from the
concerned mgniber will be read and reviewad b the mesting.

The Chatrperson of Member Secrctary will inform the 1EC members about the
gesaation of membership by o conlidential writien commumicition 1o other
members of [EC or a1 next mecting of IEC,

KMET JIEE P
Preparaten Conengution of |EC
Rinviarw date e H;HIEEEII
Worshon Med
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4.8 Truining of the TEC members In Hescarch Efhies

Member Scorctary ar an IEC member will provide introductory training i
Resanrchi Ethies, CCP i SOPs 1 the pew member

A newly inducted member shoold submit cemificate of trtning in 6 months.

All members including Chairperson and Member secevtury will be encouraged
to mewcive gontinked traiming by participating in 0 workshop. conference and
‘or re-training program reloted 10 resenrch cthics, as o delegae, faculty,
lagilitatur vic

The 1EC will condisct workshops on ethics m climical research, GOP and S0Py
fram tmg b e o rmparn ernang snd wpdoe the 1EC members and Human
Maculiy mombors

The TEC may nominate und or spotsor the expenses of (as applicable) on [EC
member of  prospective  members for atending  conference,  contimsing
education x¢ssion workshop and or trinmg program <.

4.9 Independent consulinnts

The TEC may call uposy, or establnh o standing st of mdependent consultants who
may provwide special expertise 1o e TEC an proposed rescach protocols, when thie
Chairperson Member Seeretary of the IEC Members determine that o study will
iivalve procedures o mfomnation (hal b= mel witlun te area of experiise of the 1EC

members, These comsublants must sign the confidentiolity ogreemem  regirding

KMCT /IEC/ S0P 02
Froparation Contitutan ol KL
Hetview sl 08 April 2021
Veruiom Nodd
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Committes

meeting, deliberations and related matiers. These comstcluns or subject experts cingot
woite for decisvon,

A.10 Mierarchy

o There wall be oe Chairperson. one member Secretary may I appuinged
amvngst the members.

#  The Chairpersen will hend the commities

o Dther IFC mombers will be regular commines with equil moking

L

Prepared by, Shgnature ﬂirﬁ%_

A

Revicwed by b Signature with d,ql.;._..:.j...r.'.:

r
lw*

¥

Approved by Signaure with dine-

Annexure LA AX 03A JSOP 027V conlidentiality agreement (oom lor [EC members

Annesure 10 AX 018 /SOP 02V1 conlidentality agreement form for stall of the
secrelarigi

KMCT FIBE S i 2
Froparation Constibution of IEC
Reveew dale:- 20 April 2021
Vergion Ml
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Institutional Ethics Version No i ‘

- Commitiee { -

Anmenure 1A: AN O3A SO0 2% ) confidentiality agreement form for TEC

members.

In recogmition of the fect, that | -c——eeeaeeee

e T FESEY &5 amams =

(Members nume, lils her posiivsn o 1EC apd alfiliabon) herein refermod 1o as the
“undersigned™ have boen appointed s & member of the (EC and hirve boen asked 1o
assens studien myolving resennch paricipams i onder wy ensure that they are conducted in
a haeman and cthical manner, sdbering o the hughest standands of cure os pet the national,
and local regulations amd binen policies and guidelines and mernational and notional
guidelines. The sppomtment of the undersigned us 3 member of the IEC s based on
frdividhual metits and not as an sdvocile o represeritative nedther of a home province,
ermory, or communily nor as o delegnie of any orgamention, The TRC mast meet the
ighest ethical standards m order 10 meni the wrust and confidence of the communities i
the prodection of the nghis and well-being of reseinch parficipants and the underigned,
as o member of the IEC, i expected 1o mece the sume high smndands of ethical behavios
by ey il its el

This agreoment encompasses any  miomwtion deemed confidential provided o the
understgmed in conjunction with the dutics as a member of the 1EC. All confidential
mformation (and my copies. and nates thereol) shall reman the sole propeny of 1he [EC.
The undersigned sgroes W hold wll confidential information in rust or confidence and
aprees that it shall be used only for contemplated porposes wiwd shall not used for any

%’J 12
ol *-,_.wil"

e e
#'c'l:-i:‘:‘nﬂ'

KMCT FIEC S0 niE
]'I'l!p-ul-l‘.l-lh:lr! Cosnstinutsan al [T
Review date 26 Apaill 2021
Yernion Mot
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ether purpose o disclosed 1o any thind pany - Wrinten confidenl infiormmation proyidd
for revicw shall not be copeed or retamed

[ — — {Mume of the TEC member) have read
und scoept the pforementioned condibions as explamed in this agroement,

Chairperson’ s signature Dhase

[The orgusal (signed and dated agreementh will be kept on Tile i the custody of the IEC

EMET /B rsap /ol
Friparatinn Constauton of iEC
Hevimw dage26 April 2031
Visrston Ma:d
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Conflict of Interest

The purpase of this standerd opermting procedure (S0P is 19 be describe the moles and
respomsibilines (F the Instiiuhonal Fihics Communtee (IEC) and 10 identfy and manage
vonilict of interess among e mstiniionsl Frives Compnnee (10) members st KMCT
MEDICAL COLLEGE Koshikode

1. Scope

This SOF covers the roles ond responsibilities and the policy related 1o identification,
declaratbhon and maagement of conflict of imerest of all 1EC members within KMCT
Medical College

X Hesponsihibity

I s the responsibaliny of all the IEC members ond 1the Seeretarmt o read, undorstand,
Follasy mind respect thin SOPF, ALl TEC meindbers are respamsibilily ' for undemitonding
diefinition of confTict of imterest (CO1) and for sell -identifving and disclising theve The
Chairperson wiuld need 1o ensure thae OO are idéntified, declared anad managed by all
membits durlog tnitinl und cominuing review of reseerch studhes,

4. Defimitions

# Conflict of mtorest s & sel of condiions wn which professional judgment
conceming a primary interest like pationt’s welfare or the validity of research

KMCT JIEC/S00% 00

Hailes anil Nespomalbilities of [EC Members & Wandiong Canllicy il Dvterst
Rediew dade: 26 April 2021

Versing Mo 3

'.'|l"|."f:
WICT L 50
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fends (o0 be or wppeurs 1o be unduly mileenced by o secondary ineresi like non.-

linancinl {persomal, academmc of polifical ) of [inancul] gam
o Types of OO
o A personal COH s sald bo exlst when

o

There s immediate family relationship{p (spoiise pareii or parend of
spoisse child or child of 4 sposse sibling or sibling of & spouse or a
dependent - who rosedes wilh an [EC nember of consultant or who
receives 0% or more  support from an IEC member, regardless of age) or
other close personal relationship (step relationships incleded) with the
piviestbaior o wilh eo- nvesiipatoes

IEC member or his her immeshiate amily member serves as a contrnbuior
i the research project as a coflaborsior, consuliant, research stafl or
finuncer.

Rescarch study s submitied by deparimenial colleapioe enior (may e
reparded as b personal confliciing migrest o applicable. |

A pofessional CO1 means for IEC member or hisher immediate family
member serves o trustes, direcior, manager, of scieific adviser of the
funding agency sponsoring the research

A linancial COT for 15 members and immediate family exiss the [EC
meniber of the spouse of dependenl of a member rocoives monelury
benefits including. but oot limised 1o, salary or pavments for other services
{e.g. comsuling fees or service being cvaluated. |

KMLT JTEL /S0P A1
Rl am s paona il of TEL Members & Handling Conflics of Interes
Bewiww abwtn 0 April 2031

Vérsiom Me 1
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Conflict of Interest N
5. Detabled lastrucibivns

Holes und Responsibilities of all 1EC Members are stated below,

E 1 Fanctions of Chairperson

el

The Chalrperson will be responsible for conducting commiiee. mectings, the
lending all discussions snd defiberanons pertinent w the review of rescarch
prapcils

The chmampersen will pressde over sl elections ms well as administrntive and
financial matiers pertinent w the committee’s functions  The Charperson will
represetsl e JEC at varous meetings and fenama

The Chairperson will sigh  docyinenis and cominanicatloiss relied w 1EC
funchiomng

The Charpersod will delegate s her responashbiliees 1o the Co- Chiairperson in
accondanee with TEC SO

In ¢mse of anticipated shience of both Chairpersons o & planned meeting, the
Chanrperson will miornimate o commiiiee member as Acting Chairperson or the
mernbers present may cheet the chislrperson. The Acting Chatrperson will have all
the powers ol the Cluirperson for thar meoting

5.1, Functions of the Member secretary

W
L

Recoive resenrch piopoals
Oirganize an effective and elficien trackmng procedure Tor coch propasal recefvied.

KMLT MR S50 U

Wilees nnd Mesponailitlivies of 1EC Membaeo & Wandbing Conflict sl Tnkresy
Wit ilabe; 20 Apirdl 202

Worsimil M 3
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Prepore. mamtiin and distribute of stady files,

Schedule pnd ovganze [EC meetings

Pripare and maintadn mocting sgends and mringites

Malrnin [FC documaentaliom disd i srehive them.

Shen documents und comnunictions related o IEC functioning

Commamicute with the 100 meenbors and applicants imvestigabors

Ny the Dwecior Favgstigaior regmidimg 1EC decimons reliied to the submined
rescatch proposal.

Arrange for trainisg of personanel and IEC membery,

Orgneise  lhe  preparilions, fevicw, revision and dastribution of SOPs and

puidelines

¥ Provide pecessary adminisirative sapport for TEC reluted actvitses the Chndrpersan

Provide updates on rebevant and confemporary msues 1o ¢thacs i health research
as well ns relevant contemporary litersture (o the commitice members

¢ Receive eihics commities review pooceusing Mfees and e officlal necoipis For
LT,

¥ Delegate vaniouns responsibilities o sppropriate and authonsed individisals

¥  Emsure adherenee of 1EC fanciining s per SOPs

¥ Prepure for audits and snspections

¥ Prepare and make svailable for scrunmy by sudoomn’ mspectors annusl reponts
annual financial statements of the [FC

KMCTAEC/ S0P

Honles nmil M pom b ldies of 1EL Momshers & Randiing Conflicor af Imerssi
Bupwiay slate 6 Aprid 2021
Vierwion Ko 1
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Viermion Mo 3

&% Funcibsms of IEC members

% 0% o8 & 5 &

Atend TEC Moctings and participate i discussions aid dehberations so that
approprigte decsions can be armived o

Review, dwcuss md consider research Proposals suboitied for evaluation,

Maomitor Seriosis Adverse Fvent reports and recomnend approfiriate action(s)
Heview the progress reparts and mondior angoing studees as appropriate.

Do on Ak visdls wherever neceded

Evitlume lnal reports ind ouleomes

Muintain confidentiality of the documents snd deliberunions of IEC meetings
Declire any conflict of mierest m wobmg 10 the Chiorperson, of any, a1 each
i ting

Participate in contmuing education acti ities in bio medical ethics wud bio medacal
rescarch

Provide infurmmanon and documents related o mining ohained in bio medieal
cthics and b medicnl rescarch 1o the TEC secretanal

*  Provide an apdoded OV when requesied for by 1he [EC secietaring

Carry oul the work delegated by Choirpersen. Member-secretary ond J. Member
sEcTelury

Assiat Chalrperson, Member-sconetiury and 11, Member-secretary in camrying oul
B werk o per SUH"S

He updated on relevam biws und regulstions

KMET /EEC/S00/03

Boliss anel Bewpusilyilocim of [ Mesmbers & Haidleng Condlat af interest
Hé=viw lafe: 26 .|"||.lr:| HLTA ]

Vrsbon Nao:
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Members & Handling
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Werson Mo K |

&4 Types of projeces reviewed by IEC

The [EC will reveew stwemdific ond ethcal aspects of all types of research studies
involving human participants, sponsorcd by pharmaceyfical companics, sponsarsd by
Government  of  lnlia  NGOs,  stodies {6 collsbomtions  with  imtermational
organiantions universities, all dissenation projects Nursing dental and any other course
nm by Institution as applicable research projects of andergraduate students cuntied oul
undber guiclee of wochers®i Indin Council for Mediwal rescorch studentship or any
other) and investigation sbisfed roscarch stodies which are self-funded funded by
inatituitzonal funding bodies ind affiliated institution for research purpose.

BE Chaaram Heguiremeils
The full board mecting will be held o= scheduled provaled tweee s quonim

& For the 1EC mecting. a guorum will consist of at least § members for regulatory
clindeal trinls with the following represemiation one basic medical scientist
{preferably one pharmacologia), one climcin, one logal expers ome sncinl
schEnlied reprosentaives ol nm-givernmeriial woluntary/Philosopher
ethicisttheologian or o sintilar person. one Lay person (rom the commumity, aparn
from Member Scerctary wivd Charrperson mandated by Schedule ¥

o Withoui satislving this conciti. anv decision taken by the copymittes shall
remain full and voud

KMLT JIEC /S0P MY

Robes anid Hespomatbilities of [EC Members & Haodling Conilhen of lntenest
Review date; 26 April 2021

Vorsimn & 1
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Conilict of Interesi

o In ahsence of the Chaimperson, either Chalrperson can sugpgest an EC Member or
the menibers cun seliécl & member from the existmg list, In any case that person
will be nonafMilated wo the Instiuie

&.6. Honararium to the Members
Reimbursement of traycling expenses wid {or reasonable booorarium will be provided o
the 0 members lor attending the 1FC mectings

b, Detailed Instructions regarding Conflict of Interest

Vuoluntury disclosure regarding CO by 1EC membor

The 1EC mgmiber shinild determine wheiher be she has o OO bofore reviewing resenrch
and declare all conain of polential conflicts of interest prior 10 mgaging in any review
process

IEC members should not partcipole o discossing, or decwion makmg on ressarch
proposals appheatiois reviewed ol gny Ievel (eaempt, expedied, or full-board) when

they have conflicts of intenes exiept 1o provide informatian requesied by the [EC

Y I en TEC member has & OO [or review ogtsule & mweling (eg. the expedited
procedure amendmenitsl, he or she should nottfy the [EC Secretariad and refum the
e TR LS.

EMCT FIEC =00

Moo gl M mareablilinees of UED Misiminers K Handling Conflic of nieres
Wrraiter dabis B Agirill 20021

Wersiom Mo 1
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by I an IEC member has o COF For @ dtudy Tor whach he or shie has been nssegned s o
primury reviewer, he or she will mform the 1EC sccreteriat wo that the peview is
reasajgibed 10 other menbers

eh Ifan IEC member has a OO for revien of roscamch siudy &) 0 moeting, he or she wall
kiform the Chaiperson and keave the mecting room while discussion of the shady fakes
place. He/she may suy i the mesting room only 1o answer question sboul the reseanch
This 1 appheable alsi for TEC meetings a which discusihon on strious adverse events,
deviation violations, sinendments’ contiiuing  review reports relied (o stadies are
discussed

d) Revusal IEC member what declares Col aid leaves the mecting does not count inwarnds
the quorum for the voie. The member's abmence under these circummtances s called o
recusal, not an absienton or an shsenee.

e} I an IEC member finds that he'she han o Col durrivg the conduet of a rewearch privject
apprivied by TEC, he'she shall report the confliot 1o the TEC ot the next 1EC meeting.

* Al the beginnmng of sach meeting, the 1EC Choirperson usks the members 1o
dischose any COl concernimg any of the items on the agenda. During the meeting
IEC momber having conflict disclose the existence of the conflict jusi before the
reviow of the relevint iem begina

o If the Chairperson has conflict of imerest for a particular project, this should be 5o
dheclared uncd hambled Hhke wry viher miember's conflict = handiad. An acting Chmr
should be appointed for discossion on such o propect, When  determinition

KMCT UL S0P A
Robes anif Responaitidities of IEC MemBirs & Handling Conflict of Dt
Feewiw ilali: 36 April 2021

Viersisn Az 1
da '
® wwl 4
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regarduig exiglence of OO s uncertiin more informetion is gatbered from
relevant soarces and determination s done by LEC member with the help of IEC
Churperson Myember Secrewry or by 16T Charperson | Member Sccrenary (s
applicable)

o The IEC Chairperson has the final authority to determing whether o Col hos been
muanaged of climinated apgeopriately for rescarch panicipant prolection

# The IEC shall not approve o rescarch stdy proposal where a Col 18 not managed
or chminated Management of Co-In case of a COL

¢ [BC menvbers will disclose the Cal as discuwsed above

o JEC members will not serve i revivwers

o |EC members will nel mlfluenee ihe dincussion und dedision making of the
comcerned study by stavimg sway dunng ihe |EC mecting

® |EC Meémber Secrciary and the Secretarnd will record the points related o
dixelosure and maingement of Col of IEC members in the 1EC minoies.

Bt tlewny -
Prepurcd by Stznature with dﬂp—w——“_’
Reviewed by w Signature with ﬁbﬂ/

Approved by Signivuere wilh d-r-e-—-—’--ﬁ;::f{-i

KMLCT f VR S0P o)
Fokes and Hisupmiiadilities af DEE Mymalseirs & Paoislieg Comiflet i Lidenes
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Canfliet af literest

Annesuie | AKX OLSOP 0V 1 Coallic of [ateéres Foem Declisation Tor [EC Members

Anmesure AN GUSOPF O3V 1-Confliet of interest Form Declarstion for 1EC
Members

I um awire of the pobicy of the 1EC regardimg conflicr of imeress and thal np egvicwer
Fray participale in the reviow, conmimen or partacipide omodecision muking ol sny activity
i which ho she bas actual potentinl conflict of inicrest excepd o provide information o
regucsted by the IEC

| declare ~—————— [attual or potential CO1) in relation o the propesal entitled” —
e “submitted for review 1o the [EC  The reason for COI is | will
refraim from the review process. and /for discussion at the 1EC meeting and also will no

toke puerl m ongoing and penodie review and monibormg of thi sfudy e

TN P T e T T e BTy S ——

Signature of TEC Member Mare
"
Lk )
Chwirpeérson’s Signature Date
KMCT /TR /S0P

Huiles aisl Hemporsibilidios af 1EC Mainbers & (landiing Conflic of inkirmi
Bl dite 26 Aprid 3031
Wrramii e 3
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1. Purpose;

The purpose of this Standard Operating Procedure (SOP s 10 deseribe the adminesirative
process and provide instmucthons for ithe prepambon, review, approval and distnbution of
moeting syende. and mindes for sl the Insintional | Ethien  Comminee Meoting

congucted gt KMOT Medical College, Manassery Koshikode!

1, Scope: _
This SOP ppplics 1o admmstrative processes convermng e preparation of the agemda
anel regordimg minuies of gl JEC moetings

3. Hesprnsibility

o 1o e responsivlity of (e Member Scoretiry assisied by the Secnetarmt to
preparg the agenda for the 1EC mecting

¢ The Chairperson will review and approve the sgendn

® i is the responsibility of the Member Secretary o ensure proper recording and
dissermination of the mimmes after the mhecting s over

# It s the responsibility of sll nembers 10 read and approve ihe mimuics semt 10
Timyher,

The Chairperson will revies and fnally spprove the miniies

KMCT fTEC S0 04
Cogiduct af 1EC Marting
Resiprw daie: 2 Aol 2031
Worskiy N b
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4, Detailed inmstructions

4.1 Refore each 1EC meeting
The 1EC Full Board meeting will be regularly scheduled once m three monthwas and
when required, In every meetmg, the tentitive date of the nost mecting will be decsded

4.2 Preparation of meeting sgenda
The Memher Secretury assistid by the Secretarint will prepare the meeting sgenda
ineludes

e Ensure gquorim by Chaarpeson

¢ . Readmg and approving. misutes of the previous meeting

s All prgects for Indial Beview

¢ All resubmitied protocals for full boand review

¢ Review of Amended protocols or prolocob-related documents for Full board

[evieiw

o [ssups (oo considerstion

o Lonbinuing review of sty protocols

¢ Review of Stady Complenon Repors

o Roview of prematting study terminninsmn

&  Review ol Sile Manitoring Visit Reports

¢ SAE reports CHIMS formieSalety letens

e Minuses of SAE Subcommumee (1 spplicable )

KMCT FTEC S5O fad
Cmnduct of 1EG Meeting
Review date 26 April 2021
Verwaon Na: 1
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» fssues io be dpcussed meluding emergency concems (TEC polickes frmming. of
Membiers” revising S0P fany ather mauey raisad by Momben(s

* Any other matier referred for IEC opmion or ssues 1o be mformed W the
memibers

&  Any other mutter. The Sccretarisl will collect and verify all Forms/documents for
completeness amd keep ready in these popers i the meeting.

The Secrctarut will schodule protecols in the sgenda as per date of recoipt.

Answers 1o the TFC quenics und smended srudy related documents (Protocol, 100, CRF
and TH) from the wmvestigmiors recoived 7 days before and ather tvpes of docurments
receved 3 divs pror 1o the date of full board 1EC mectimg will be included m the agenda

Thee agenda for the [EC meeting is prepared 3 days in advance before the date of meating,
Any study-eelated document (ewcept oF related o salety of o participant including SAE
Feprt ) recebved within 1 dave preceding the date of mecting will pot be consldercd for
the mesting. B will be deferred 1o i nesi momth's mevting for discussion excepl i some
cases wihien the mutier s wrgend amd mporiam (having direct beaning on the salety of the
research pariciparra such o SAE reéport or major protoacol vialmion) in the opinion of the
1EC Secretary of Chairperson

KMOT IR SO0
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It case i mecting 15 w0 be reschedubed due 10 svoilable circamstances, the date amd time
wll bt dmfiorrmed 1o the TEC members ielephomeally msd (o via e-man|

The Secretarial will send via e-mail o members the agenda of the mecting at least | day
i advanee of the scheduled meetng

The Secrgturial will muke sure thid the meching venue, equipment and facilities are
available for the mecting day

4.3 During the mecting
Meeting will be held i schoduled provided there s guomm
For ihe |EC mectmg, bosides the Member Scoretary and the Charperson the quormem will

conss of

I Ce baske medical scieniist [preferably o pharmacologha),

2, Oine sowial wosrlker (o 8 social scientist, theologian, ethicist, Fiilosopher. member or
representative of & non-govermmental volumary agency or & umilar personi,

3. A clinsgian,

4, A lny person from the community, andd

£ A depal expen

The Secretanat will obumn signgiures on the Confidentialny  Goests  Independent

Consulianis prior to the sturt of the mecting

The Secretaror will obwmin the signatuses of all the IEC members on the aniendance

regisler

Thet Chinrperson will mitiide the mecting after ersarnimgg thol the quoruim his been mek

KMET IR S0P A4
Conalaci of IEL Meeting
Review dabe. 26 April 202§
Yorsisn Mo 3
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The Chairpersen a hiv' ber discretion will delegate the responsibility of conducting the
mecting us per agenda to the Momber-Secnstary

The Chairperson will ask the members whether anyone haa any conflictis) of interest in
the prects to be diseussed and 11 s, W declare the conflivi

The Secretanut will obtun signatures on the Contliet of Inferest Agroement Form: from
members who declare a conflict {e.g. members who are Pls or Co-1s) prior 1o the start of
the theeting

I a conflict of mterest has boen declared by & member the Clairperson will sk the
concerned member 0 leave the meehing mom when the concerned saue 18 being
discuscyd

The Member Secretary will ask the members whether any palms need o be discussed
regarding minutes of the previous mecing. 17 no pomds are rased, the minuics will be
consrdered as confirmed.

The Momber Soctetury will presient the ugenda of the day's meeting for discussion

The mecting shall generully procecd in the order organized in the agends, However, the
Chairperson may slow sdjustrments in the ordet of sues W be discussed depending on
ihe shsation.

Investgators who  bave been asked by the 1EC scorétarml 0 provade  additional
miormation or clarificaons reloted io thar project may do so by atiending. the 1EC
megting. The dicussion amongst 1EC meimbers willl pol be done while the investigator is
in the meeting noom

For other peimts on the agendd, the momber sceretary will prcsend the gist of the
matier fead the relovant letlers from the svestigator (i1 deemad necessary) and request

the members 0 give thesr comments. The Member-Sceretary sssasted by the secroianal
MECT IR 40 1
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sindl will alsay record & gt of dmeassions and deciapmms smved on other nses discussed
it the meciing.

4.4 Decishon making

o The linal decision an each proposal ssue discussed i the mecting shall be by
comsensn within the group
Drecisioms will includi appioval, disapproval, reguest for modifications of a stdy.
LSPEnsHan of termination of an ongoing study

The following will mst vore sl the mseeting

Memberin) of the commmee who wane lisied as mvestigatorns) on o rosearch
propoaal

®  An investigator or study 1eam member invited for the meeting

An independent consuligm invited for the meciing o provide opmmon Specific
pabicil groups myvited for the mecting

The schedule of the nexn mestmg will be diseussed and Tinalveed by e e

All siudy documents will be colleciod bock from the EC members documents wall be
destroved an the sibe by the BC secrefariat

One submission dossaer will be muintuined ot the EC office for reconds

4.2 After the Board meeting
The Secretann will compeose the summary of cach meenng discussion and decision i a
concue and casy-io-read stylg i the minates 7 working daye of the meeting day.

HHI.TI'_.I'II.EIZ,HH-I'.F[I-I
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The Secretarim will make sure 1o cover all contents in cach pomicular cpegory 1 include
the Fslloss v

& Name ol person preparing the monuies

o Location where the meeting was held (city, stnte) » Meeting nismber, date! duration
of the mectimg (tune of commencement and end)

#  Names of the |EC members and gucsts attending the imeetiing

*  Name of the individunl serving s Chairperson of the meeting

* Determination of o duly constituted quorum by the Chairpemson to proceed with
the mecting

+  Requirements For ¢ach study or actiyv ity suguesting Approval

&  Sponsor's name, i applicable

#  Protocol number/dae version of protocol, when avilible

» lovesitgaior's npme

e Mapmes of e Priscury Reviewars who prossmied thaeir findinges

o [Miscussion os deemed opproprude by the Charperson

& Follow-up sction decided upon

»  Reference 1o the mvestigmor approval leter thu s ull changes requested by the
board

¢ Determimation of the nest reguested continuing review

KMCT EC ST O
Gomidict i TR Mecting
Rl dade: 26 Apiil 20010
Yersion Ko’ 3
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Heguiremenis for each study or activity, reguiesting Eapeidited Review:
Sponsor’s ame 1f applicable
# Protocol nimber, i applicable
#  |ivestigitonrs noe

*  Lists of expedited approvil reguests and oulcomss,

Requirgmenits for ench Continaing Review Repartn:
#  Spomiars nome: i0upplicable
# Protocod number, if applicahle
#  liveshipmlasr's nahe
*  Indicanon of the Boards determination 1o contivee, fermmate. or smend the sudy
¢ Lists of recommendations ar sctions 1o be taken up with the imvestigasor, f
applicable
o Réguirements for cich Adverse Byent notilication and Final Repor
»  Sponsor's name; 1 applicable
o  Prodocaol number, i apphicable
»  [ovestigabors murme
o SAL Repon or smmmary of epon
o Actions deemed approprase by the Hoard's review

Requirements for Termination of Approval:
s Niyme of the sponsor i applicable
®  Prolsdol gumber, 11 applicstde

HMET FIEC S0P A
mnelisct nl TEC Meeting
Hoyiew dato: 20 April 2031
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®  |mwyestigator's name; reason {or iermmation,

4.0 Approval of the minutes

The Secreturiat will check the correctness and complelencss of the minutes and pecseni
the mimies o the Chairperson {or review and approval within 7 working days of the
mecting divy. The Secretarial will emmil the mimates of the meeting to the IEC members.
The Chairperson indicates approval by siming and dating the mimutes {after approval in
the moxt mccting)

AT, Fllkng the minuivs
#  The Secretarial will place the ongmal serton of the mimtes in the minutes file,
v The Secrctanat will fike the IEC Decision Forma i the progect files and place all
correspondence in the appropraie files

4.8 Calling an Emergency Meeting of 1EC
The Member Seoretary in consuliatkon with Chairperson may decsde to call an emergency
mexting for any one or more of ihe followimg rensons

& Urgenl Bases (which, i not decided apon enrly could sdversely ulTect or have
siverse impuct on potent safety, publc safety or notional econory e6c. )
o Ckeurrence of unespecied serious adverse eveniis)

v (hher rewsons, as deemed appropriaie by the Member SecreturyClarperson

EMCT /ERC/S00 g
Comduit af 1EC Morting
Fitvmew date, 36 Aprid 20k
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The Secretariat will endeavar 1o contact coch and every TEC mentber wnd inform abow
the date. tvine and venue of the meetng e well as the reason for calling for the meeting.
The mimmusirative officer will prepare packets for disinbution 1o the members contaiming
the information and documents aboor the manen(s) for which emergency meetng s
scheduled o send the relevant detwils v cmiail, Thiring the meeting, the Chairperson
Secrotary will determine of there (s & guonin.

I queisram i nist met, the mecting will be postponed for 15 misotes, Hosever, if thare i
no quonum ot the end of 15 minutes, the meeting would be held withoul & quorim
provided a1 feast four members (al least one scaentific and one nonscientific member) are
present, given the argency of the muner under conssderation, The TEC members will act
acconding 1o the relevant TEC SOPs i Expedited Review, SAE ovicw, Roview of Protocol
devistions'vinlations eie.) for discussion and decisksn-making on the matter wnder
considerntion, The minutes of the emergency meeting would be prepared, distributed,
approved and filed au deseribed in the steps above for negular full board meeting.

Prepared by Signature with dn1tl€i# ﬂ‘l:,j—’::l

Revigwed by: ¥ Srgnatute with date ~—--

.
Approved by Signatare with date Gf:}l{ =

HMCT/IEL /S0P 04
Conduct of [EC Meeting
Py o 26 Apeil 2021
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L. Purpose:

The purpost of this provedure s jo claborate sdminisirative process amd provide
instrsctions for peepation, distribulsn ol meching agenda, roview, approval, minates,

and commumeating the decsion (o the Prncipal Investrgator, [ECs mect once s month

L Scapae:
This SOP applies 1 procedures o conduct the (EC meeting

X Hesponsihility:
It 15 the responsibility of the respective Member Secretary, 1EC and 1EC saiT 1o prepare
for the [EC mertings

d. Detmibed Instrmctbnns:

4.1 Before Tall bourd 1EC meeting
®  Proparg the agenda of the 1EC meeting
# Moposils  submitied  for anitial eview will be gllogited 10 TECE v
randomization lnvestigntorn st advised (o subimil proposals well moadvance 1w
ensire that their projects would be reviewed in either of the two mestings
scheduled m o given manth

KMCT SRt ik

Agenila, Proparatian, Meeting Procodures enid Becarding of Mijaites
Rty dabe; 2is April 2031
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o Mo limo s placed on the member of gems on the agenda. The namber of itoms

bosed on aveilable experuse (members and  consultans), urpgency, onder of
subimvission 1o the TEC and 1EC workloud.

Lead discussants will be saigned as nocessary taking into sceount conflicts of
interests of members. In alilinon, the IEC Admimstratar will check the aeemnda
prior to the meeting bia pdentify TEC members who muy have a conflict of mterest
dug 1w their parmcipation s key persomnel on @ cumreni or proposed research
praject. 1f o conflict of intercst i ademtified. the study v asngned to smother
member who does nol have o conflict of meerest, An [EC member who has o
conflicy of ivierest with regard W 8 rescarch project thad will be reviewed &t a
convened [EC meeting must notefy the TEC office of the conflict prior w the
mecting. Onee the 1EC office receives notice of redues, the 110 Member Secretary
will weck an ahernare 1EC member o jom, the mectmg for the review of thai
project |F necessary 10 med) quarm

It is general practice (hut nod required policy) that TEC Chairs are nol sssigned
beadd discusaami responsibilities except in circumstances when thelr expertise is the
Ll L LS

4.2 Distribution of Study/ Documents Packages ta the TEC Members

A haed copy’ soft copy of the Agenda, Study Assessment Toris would be dispatched to
all JEC members amd soft copies of protocols under discussion will be sent on email
preferably Tdnys inidvance of the scheduled meeting

HMET FIEL S0P A5

Agenida, Preparation, Mesting Procedwres s Recording of Mimites
Rewutw date: D6 Aprif 2021

Wardbion No: 1
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*  Veniy (verbally, by c-mail) with ihe members whether ihe proiocol packages are

11 ia the responsibility of the TEC member to venify tlems of the parce] on recepl
mind in case of any missing g, intimeate the 1FC office immediately so that the
rebevant documenis could be mnde svailabie 1o the members before the mesting,

® i i the responsabulity of the TEC member 10 ideniily any conflict of inserest and
notify the TEC olfice of the conihict prior (o the meeting:

4.3 Preparation for the meeting

»  Reserve the TEC mieeting room on the scheduled meeting dote and ime. The
mmeeting will be held in the ineeting rooam of IEC, unkess altherwise specificd

o Epsune that the room, equipment (peojectors, recorder, ete) wnd focilities ore
avirlakde wy gasd wirrking conditoig

= Al ongmal files of studies oo the agenstn are kept in the meegting room for ready

relerence helone the meetmp

& Fwopy of 30PS, Schedile ¥, ICMR puidelines are kepl svailable for ready
relerence

* Secretarint informs the scheduled meeting dite and time to the Primcrpal
Investgniors.

o The mecting will B re-scheduled or coneeled §F il bécones apparent that meoling

rgepuirerisents Lquorumm, sillseient expertise) will nol be met

KMECTIBC /S0P 05
Agendd, Pregiaration, Meeting Procedues and Decording of Minuates
Review date: 26 Apri] 2021
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4.4 Unniluct of Mevting

* The members should gather n IEC mecting room on scheduled time. The Chairperson
before beginning the discussion will:

-

Frsre that the guorum (SO 02V S section na. 29) s falfilled. This should be
mnmiained throughaut the meetmg and i the tme of declsion making

Request 1o declure conflict of interest either verbally or wrinen on any study for
discussion,

Al The begmming of cach convened IEC meeting. the 1EC Clair or destenee will
usk the members if anyone has 8 financial or non-finaocial conflice of interest with
regand to any of the research projects that will be reviewed af the meeting. The
IEC Chair or designee will announce that members with 0 conflict of inferest musi
excuse themselven from deliberation and voding on that research privecol

If an IEC member has coniler of merest myvolvng o prioject then he'dhe shioukd
declare the same, before the meeting commences and leave the mecting room
hefore the discusdon on the same. This shoold be recorded fn the minwies. The
enctiked member can answer questions from the 1EC, but canmot be presest for
IEC deliberations ind voting.

KMCT TEL 00 /05

Agrada, Preparatiom Mevting Procedures amid Recnrdimg i Mimites
Revirw date; 26 April 2021
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U the unanticipated conflit of merest affects quorum, that partivilar tem will
il e discussed and will be defierresd to the nest schesbuled meeting.

Resenrch mvolvmg velnerable popubaons (vulnerable W coercion or undue
miluenest will be placed om the agemdn only when ot Teast one individual (TEC
menber or mdependent consuftant} who is knowledgeable about or experienced
in working with the population will participate in the meeting (or un independent
consiliem hes been obtaiped ), 11 expertise with g specific valnerable populstion s
needed bt not aviilable from the [EC members, o consultant will be obtained or
the iem will be scheshiled for o laer meeting when gupertise s availshle.

The Member Secorctary should discuss the minaies of the previous fall
board'expedited meeting of 1EC v well as major issues/policies dlscussed in
minies of the other 1EC and presenl the agends Tor the current meeting. The list
of protocnls that were exeinpeed should be notified

The 1EC may mvite myvestigatons 1o atlend ihe Tull board mectmg related w therr
stisdies, and clanfy doubis, i my

All proposals that are determimed 10 underpo full board review must be
deliberated and decrsion ahout ihe proposal taken ai o full bosrd meeting.

Thime allotied for the mecting should be réisonable 1o allow smple discussion an
the eoch mgenda item

The mestmg proceeds m the soquentinl order of the agenda; however the
i hairpersan may change the order, i1 ihe sitlapton so denanda

5

KMUT JIEC /500 05
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& The Member Secretury will request the lead discussani 1o discuss the research

study. The lead discussam should submut the duly filled study assessment form
oily in cose of initial review and reschmision preferably one day pnor 10 the
meceing

All the scientific members including the lend discussant should seore the
stramiarel projects mnd submit the scoring sheet at the ond of the discussion or sl
the comclaseon nrlEf:' FEgiing.

Ansendmenin Continoing review ApplicabionSAES Docoments will ardmanly be
revigwed by previously asdgned lead discussam

In cuse the Secretary of the [EC is the Principal Investigator for project ynder
discussbian, the 1EC meniber nominated s Acting Member Secretary will perfonm
the furction of the Secretary only for thot study. The Secretary should declare hus
coaflict of interest and leave the mesting room

I cose the Tead descussond canmsl wilend the meeting. Secretarv. 1EC or any ather
IEC member may Bl the 1L shoul the resesich study and sk discuss written
cormimenisduly filled siudy axsessment form, i provided by the lead discussan
The Member Secrewnry may identily subject experis o review the proposal as per
need, The comments of an independent consultant (if apphicable) could be
prosenied by the Member Secretary or these expenis may be invibed o the EC
maiting or join via video! tole conforence but will nol participade in linal decisson
making. However, herhis opinion must be recondod

BRCT RS0 5

Agenda, Proparatim, Mesting Proceduros and Rocodding iof Mimies
Beviow datr, 26 Apnl 2021
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o  [Dhering the mitil or continuing review of the research, material provided o [EC
members will be considered confidentinl and the boarnd members will dssure the
cutifidentility of the inlermation provided 1o them

& The Member Secretary, 1EC TEC adininmstritor mmules records the procecdmgs of

the 1EC meeting

4.5 Decision Vaking Process
IEC dompletes the adequate reviesw oF e reseanch studies submitied. The committess
will review new studlios, amendments. annual ‘continuing review of ongoing shuskies, SAE
reports, sny other documents and assess fimal reports of all research scuvities through o

scheditled apenda.

o A JEC member will withdraw from the mecting for the decision procedisre
conceming the stody where conflict of inlerest exiels

e |l any 1EC member has her s own proposal for 1EC review he'she will nol
participate i the TEC discussion of ol on thal particalar projec

o [heciabon ey only be nken wilen aadTeient tima hus been allowed For review . il

discussion of study in the absence of non-members (g, the tnvestigator,
representitives of the spahsor, independent consulants) from the meeting. with
the excepbon of 1EC stall

¢ Decsaons will only be mide sl meclings where a quorum (SOPOZ/VA) is presenl

EMCT /R TR O0 05

Agenda, Mroparation, Meetlng Procodures snid Becueding of Mintis
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& The decuments required foe & fall review of the application should be complete
and the relevant elements considercd before o decivon s made

o Onily 1EC memibers who anend the meeting will paricipare m ihe decision,

»  Decisbons will be arrived st through consensus unanimous or majority opinion
pmangst the voting members of [EC. The decisina-mulking s this concerned with
the process of deliberating oo fimalieang & deciskin, Wihen o coisenss 18 pol
peissthlie, the FRL will vwic.

Voung Procedure:

. This may be m the form of voiee vore, show of hands, or by secrei ballot, ax
detgrmined by the Chnmperson, 1EC

2 AN nsembers oF thie 1EC pscluding (he Chairpersm dod the Member Secretury presen
in the room have the fght o vole'express thelr docision pnd should oxercise his decinion,
If there s equality of votes, the chair will have a casting vole

A The voncurrence | voting of the members will be reconded in the minutes a8 Agroed
Disagreed Abstaned - Revused.

* Apred: i favor

# hsagreed- Agninst

# Abstuin: Presenl bun did mor agree disagree

# Recused: Listed under “Members Present” ban ot present for the discussion and

decision on the study
L]
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Types of decision

Apeioved- The sty ks agsproved b dis present forn

Revisbian swith minor modifcation simcidiieits - relers o mbbor modifications
that do not ulier the nak-bencfil assessment for the reseurch and do pot require
submtaniuil changes m protocol amd informed consent document. The revissons wall
b reviewsd by the Member Secretary, TEC of in sorme cises by Ihe respective lgad
discusaant on bobalf of the full boerd. Such revised proposals may not be wken up
for the Tl Bonsd review. bowever in sume cnses may be referred for a Tull boand
review . Il reviiotn afe Tound satislactonry upproval will be granted. Examples may
include but are not lnued 1o~ mingr, non-substentive changes m the protocol and
comscil  formis). Comection of Iypes,  grommadical  grmoms,  minor  wording
clarification (in informed comsent furmis)

Revisson with major moditications  for resubmissdon  Exsensive revissons is
necessary, Principal investigator has 1o comply with the changes suggested by 1EC
andd respond 1o the quenics. The revised projeet will then be reviewed in the nexi
Full bosrd meening. Resubr refers womagor modiBcations that may abier the nek-
benelil psessment for the reseirch mnd regquire substaniinl changes in proiscol and
imformed comsent document, Examples may clude bt are nol limited Lo-

significant changes m the protocol (research methodology. shaly design) and
conserd farmis ), ind modification dffecting participant

WMET /IEC S0P /5
Ageinda, Fruparstae, Meeting Procedwns and Beoerfing of Minides
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" # Mot approved- The stady s nob appreved in ls cument foms, A negative decision
on an appheation will be sopported by chearly stated ressons. If the mviestijator
wishies 1o appeal 0 the decwion heshe may do oso by contucing the 1RC
Secreturisi

# Deferred- The decision cannid be ammived i present and therefore post pone 1o
next meeting Cirounds for this lack of guornam, lack of expertise cic
> Noted- Sty documents that are notified 1o 1EC
Query- Further clanfication modification required

v

An 1EC may decide to revere s postive decnion on a dudy 1 i recelves miormatson
thoi may sdversely affiect the risk benefit raio’ safety of participants

o Anymdvice by the [EC that is non-banding sill be appended 1o the decimion.

s  The discontinustion of a tral will ba recommended i the TEC finds that the goals
of the trinl have already been schieved midway, unequivocal resulis ane obwined
o if the 1EC foels the continustion of the tral may potentially harm perticipans,

& If pecessary, the myvestigmior may be invited 1o present the protocol or offer
clarifications in the meeling Representative of the patient groups or communiy
cmn be mvited during deliberations s offer thele stewpeint

¢ Subiect experts may be nvited o offer therr views or thor revicw Comiments
witgh be copsbilered, The expert o should nod participate in ihe decwsion makimg
process. However, s/ her agrnbinn must be reconded.

B
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¢ The proceedings of the TEC mectings will be documented and the meeting minutes
will be siggied by the Charpemon Member Secretry. 1EC

4.6 After the IEC meeting

4.6.1 Preparing the minutes aod the decishion leiters
* The Member Secretiry und IRB Administrators will compile the proceedings of 1EC
megting il 4 conche and eavy-to-rend stvle und will check spelling, prommar and context
of the written minufes
» The mmutes of the mectmyg will be conpiled by the IRD Adminbsmtors snd
finalieed by, the Member Scorngtary wilhin |5 working days
o The mimies will record whether the docision was unanimous, or whether a vole
was taken for the decision. The number of membeors voting for, ngainst, and
abstgining will be recorded The recusal of the |EC member for conflict of interest
e recanded inthe TEL mecting momuaics
@ The base for requinng changes in oor dsapproving research, and o wiitien
summary of the discussion of controversi] issues  and thelr resoliibon must be
recoaded

4.46.2 Approval of the minicts and the dechidon
o The minsees will e cirevdaed o gl e members for commenis before limal

spproval by Chairperson Uo-Chairpenion
11
BMCT fIEC S0 05
Agenda, Proparstsin, Meeting Procedures s Becusding of M iites
Rewiow date: 26 dpril 202§
Verasan Na: 3
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* & The minues of the [EC meeting will be approved and signed by Chairperson
Member Secretary, 1EC [or the Acting member Secretary as m 5.4.4)
& The minubes of the 1EC me ting will be ratified in the subweguent 1EC meeting
o  The IEC decisions will be communicated to the s

4.63 Filing of the minutes of the mecting
Mace the original verson of the minuies i the minuies file and copy of the minutes are
filed only in the corresponding mitial review research protocol file

4.7 Communicating Decision

The decixlom will be communicaied In writing 10 the Pl and relévani siakchobders,

preferably within a penod of 15 working doys of the 1EC mecting i which the decision
Wi msde.

The communication of the decion will inchade, but is mod limited to, the following
s KMCT Meadieal College Prject o, and tithe of the rescarch proposal revicwed
s The clear sdeniification of the protocal of the proposad rescarels or umendment,
date version number (if applicable)

# The namcs and specific wWenification tumber verson mimbers dates of the
documents reviewed, including the potential research participant  information
sheet materin) and informed consest Torm

o  The nune and kitle of the Principal nvestigstos

i
KMCT FIEE /501 A5
Agenii. Preparatian, Meeting Procedures and Recording of Minates
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o Thi nome ol the sie(s)

#  The dote snd place ol the decision

® A clear staternient of the decmaon resched

»  Validity of approval will be for the complew durmtion of the snady. This approval

i subject 1 monal review. However fiailare to submit compheted status repont by
the late due date may result in the cxpiration of approval

o Calenlation of Approval in Expiration Distes

The IEC caleulates the dase of mtial 1EC approval in the following manner
* When o research stidy 18 approved al o corvened foll board! expedited review
mecting. the date of the approval lester is the date of 1EC approval Caleulation of
Expiration Date Initial Approval The expiration date is the lasa dale that the
profocel (& ippreved =

The IEC enleulates the date of exprration i the following manner
#  Hased on the proposed durption of the project the duie of expiration is calculaied
by ihe following meoans
Dt of TEC approval + 164 duys Dhite of expiey
D101 6 30 days - Valad 1l S0T2017)
01052016+ 179 days Valid till 31102016
*  Locatiom of study conduc

¢ Number of participants 10 be necrucd

KMET AECYSEGP S
Agendi. Frogaration, Meeting Procedieres ind Roosrding of Minutms
Rirview dade: 26 Aprll 20621
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¢ & Toawbmil the contimpng review application/anmnl stistus reparn

*  To register the wudy m the Climical Trinls Regsery (if applicable)

* Any suggestions by the [EC

*  The date of approval of  study 1 the diie of wswance of the HE approval leter

* In the case of & posttive decision, the P1 b sotified of the following requiscrents
through an approval letrer |AX2-VESOFISVE)

*  Responsshilities of the Pl

o Submission of anmual saius reporis progress reportis) is decided on cide o case
basis, wsunlly yearly

*  The need 1o notify the IEC n the case of amendments 1o the recruimmens materal
like the potential research participam mformation, ar the mformed consent form

¢ The need 1o report senous and unespected adverse events related 10 the conduct of
the study

» The need 1o repan unforeseen circumstances, the wermination of the sudy. or
sigmificant decislons by other |ECs or DSMBS

*  The information the TEC expects 1o rocerve in order 10 perform ongoing review.

¢ The linal summaiy or final report

& The schedulepian of ongoing review by the DSMEB of sponsored irals

e JEC shall intimate the loensing amhority aboun the approval of climeal trins
dended for academie purpases such as use of spproved drag formulation to study
now indication or pew roate of adoonitration o new dase oF new doage The

EMOT fIEC 801 /05 <
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FEC shall awail for comments from the DOGH for a penod of 30 days from the date
of recetpt of communication frem the TEC. Il no communication from DEGH s
received in the specified time frame. [EC shall presume thal no permissions are
required fiom the lieensing suthorty and will lssue the final approval lener foe the
siuely

An IEC may decide 10 reverse s positive decision on o study il i1 receives
informuion thit may adveraely afTect the risk! benefit ratis

Any ndvice by the IEC that is non-binding will be appended 10 the decision

In the case of a negative deciston, the reastns should be clearly stated in the
cifrisaimcatsm w e 1M

The P1will slse be potified of the cap for sconual of number of participants

Al deciston wnd approval letters will be signed by the Member Secretary, IEC or
the nominuted Scoretary for that meeting In case Member Secretary 1EC 18
Principal Investigmor, the decision letters will be shgned by Acting ‘Member
Secretiry | Chaperson Ce-Charperson 1L

The decisinns leters will be commumicated 10 the Principal Investigaior and
wherever required 1o the organizational offices and officiuls and other concemed
drdhesrriiies

Membor Seorctnry, IEC Chairpersam [EC. will sign ond date the upproval
certificate i the orgmal research protovol

The letter will mention whether the decision has beeit armved af by Conscnsus
wnanimws o mijority opimion amongst the voting members of IEC. or by voting.

1%
KMCT JIEC,/SOF/US
Agendn, Freparation, Mestiig Prucedioes amit Reoordbg of Munutes
Review date- 26 April ZU21
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7 o If the decision has been arrtved by voling. the leter will stiste the number of vobes

for mnad agar approval of the project

4.8 Procedures for Appealing the 1EC Decision to Disopprove or Terminate o Stady

If an investigator disagrees with the 1EC decigion o disapprove or fenminale a
study, the In'l-'wl:.ﬂﬂ;' may submit a written appeal ol the decision to disapprove
of the 1EC decison within 21 working davs of bemg nonfied of the decron, The
appeal should nddress the specific concermms of the 1EC ond the IEC bass for
dysapproval.

The appeal will be reviewed by the lull board. The Investigalor may request 1o be
in attendinee at or be nvited o the convened meeting o provide clanficstion oF
addimonal miormation 10 the IEC

The IEC may decide 1o accept or deny the appeal (Deciwion making process:
Vating), The Principal Investipntor will be notified in writing of the decision..

IT the wppenl o the decision on disappeoving o study is scoepted, the Investigator
woanviied o submibl a new study application 6 the TEC Tor review snd ipprcrval.
scoonding W the conditions set forth by the IEC in sccepling the appeal.

If the sppeal is denied. the TEC decision i fimal and the stdy may not be
approved of resurmed

10
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Minutes
‘Agenda Minutes forma

L Misties TEC & DSMU
] SALS
L Deviations
V. Progects for lnitl Review
¥ Resubmission af projects afler mitial review
¥I Post approval amendmenis
4} Pridocol
k) ICF
gl H
d) CRF
WIL  Stans Reports
WL Momitorimg Repseits

IX. Liebess
X Any other
by
Prepared by Signature with dntt'——li_‘
Reviewed by: * Signature with
Apprioves) by Signature with date----
ir
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L.Purpase:
This SOP |s designed to describe and aci as o guideline for the TEC Sevreturial o monage
research study submissions

1, Seupe!
The scope inclades the Tollowing:

o Submisston fior initial review Re-submission af sdy with modifications
o Submission of protocol smendments and any other amendiments

s  Suhmitsaion of stiies repoTis CuRmuIiY TEVIEw af the study

o Submission of Serious Adverse Evenls and DPevintioms Vinlatkone

o Submassion of siudy completion termmation report

s Kihmission of any other study related documents

3. Hespone|bility:

I s e responsibility of the TEC wcrelaris 1o receive recotd and disaribate the study
documents fior TEC meview,

4. Detailed Process:

4.1 Recelve submitied packages

For the intial review of study, myestigaton chemildl ssihrnit all study related docurmemis 10 the
(EC, no fewer tan fousteen (14) days hefore the nest schieduled meeting. The Pl should submil
roscarch proposal 1o the JEC for review and ippeoval under vy of he ® seetions mentioned

KMET JVEL/S0P 08
Munagement of Protocod Sofmssinns
evew date: 26 April 2021
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& [arial Review Applicatian

s Re-submission of Study with Cormections

Proiocol Amendment or any other smendinesits

s Anmul Sutas Beports Continumg Beview of the study

o Sudy Complebon Termomaton

s Submission of Serious Adverse Events and Deviathone\Violations

*  Any other documents
The IEC will sccept new subimissions from Prncipsl Investigators only after emsuring
that contmumg neview apphentions staius reports of the previously approved stodies hive
been submitted by the Prmopal mvestigotor im0 brmgly imanner. The 1EC shall nor
process @ new rescurcll propodal Trom the P unless the Pl hos submeied contnging
review application/status reports for angoing |EC approved studies.

4.2 Verification of Submission

The [EC secretarusl has created an online system lor submission of protocals and other
study relmied documents. From 01 January 201K, it has become mandatory W nuke online
sishmisabon of new fesearch proposals. Ievestigators whi wish 10 make submissions o
IEC should have o login id and praswond 1o the TEC web portal and create their profile on
the onling syshems,

Cin receipl ol the stody related documents vin 1he online 1EC ponal, [EC Administrdons
will serutinize ihe docwments for the completencss of the onling submission. The scope of
dmafiarative review s as enilisbed

KMCT TR S0P 06
Maniagermend ol Protoco| Selmd sk
Trview date: 26 April 2021 .
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Protocol Submissions | '

Vermon No

o Cleeek the sibrmissions for mitial reviesy as per checklis, (AXI-VESOP 01 VS) to
ensure that all mandatory forms and docaments are submited

= Submission should include

o Progect submpsion Form (AX]-VSSOP 03VS)

o Staly protocol

Oiher. related documems necessary for inital review (AX 2VES0P
03/vE)

a

Maotify the imeestigators, of the onling 1EC form s moorrectly filled andior the
subimission is meomplete o per the form (AX 3-V3SOPOIVE), The inveaigator
must fogen 1o view the not fcations from the 1EC secretunal which is displasved on the
investigator dnshboard. Additionally. an auto emall in sl seni 1o the mvestigninr
with document requests snd other administrative findings and queries. Upot
satisfactory onling submission of research proposals by investigators, & notification is
sent 1o the mvestignions to subman a hard copy of all documents sobmited onling. The
Pl s required 10 obtain permission from the Head of the concermed department, the
MG convenar (i applicable) and all imvestigators who makes up the study Igam
Check completeness of hard copy of the research propasal submined with necessary
information and signatures ai all desigraicd places in ihe sabmission fom

Stamp, sign & date on the cover letier confirming receipt of the docimens

Record the completencss of submission on document meoeipt foom  (AX
IVIROMIYYI) and inform the investigaion for necessary uction

Emsure payment of Institutionml Eihies Committee  processing  fees for gl
Pharmaceutical sponscired clinical trinls

KMET (IEC /507,06
Mlamagemiinl of Pristooul Salvaissiiom

Rewiow dlate 26 Aprid 2021
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»  Siore the hard copres and soff copy of the research propect, The hard copaes will be
stoted under controlied secess morage i IEC office. The sofl copy of the stidy
accepted will be stored clectromically

4.2 Detailed description of Study Project Submibssion

The sudy protocol should be sccompanied with the following relevamt sipporting
documents for scientific and cthiesl review, These are

Checklist iRetier AX 2-VSS0P 037VE)

4.2.1 Prujeet Submbsion Form

&, Groupimg of Project b Propeet Faet Sheey ¢ Investigntor Declaration and Study Team
Undermking with Duiies & Delegapon o Finsncwl Disclosure ¢ Projeci  Submission
Overview 1 Budgel Sheet Tor the Proposed Study

4.1.2 Essential Documents

i Sudy profocol

b Lay summary-Provide o non-scientific summary of the proposal, including »
slufmeni about the bmportance of the question the resesrch application will address,
the relevance of the resesrch 0 your coontry of region, end the potential impact of the
Atudy rewslis

. Unse Record Form

d Informed Consenl Documemte- Pafticipant Informabon Sheet & Informed Conseril
Farms (1CFs) for adults. For studles invelving childeen, parent information sheet and

BMCT /IR /5000 F i
Maaiagemeie af Pratenal Sabmigelons
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Protocol Submissions |
coneent foem and child information shoet and assent form are nuddated in case of

Viersimn Mo

chilabren between age 7 <18 yours of ige

e English, Hindi and Mansthi 10T are to he mandatonly submitied i TEC. 1CT in

other languages wmay be submined i required by the sty [Reler

(AXAVESOPOVE)] Back ransiations of pamieipant informanon sheet & informed

conschi forms by mandatory e vernpeular anguages olber then Hindh and Marath

and may be requestied on o cose to case basts for Fisdi and Muoratha

Applicasson for waiver of consent (if applicable)

Audse video informed comsent (1] apphicablel

Investigstor’s Brochire (00 appiscutde)

Package inseriproduct insert [iF applicabic)

. Cuestionnamres (il applicable)

k. Agreement 1o comply with national and iniernational GCP protacols for clinical trials

| Regulatory clearance from appropriate regulatory suthorities Le Drigs Controller
General Indim (DG appreval 10 MR Healih Ministry Sereeniing Commintest HVSC)
[if appheahle)

m, For national/miernational  collaborative  study  Dvafi/Final  Memorandum  of

Undetstandingi Mol! | between the ¢ollaborating instinees

Twafi Final Clinical Trial Agreement (CTA) G5 apphcible)

[rafl Fonal Maderial Tranafer Agreementi MT A if applicable

Insurnnee Indemnity poliches, ndicating who are coversd (iFapplicable)

Participant recrustment and ererollment procedimes advertiserment {iF any

£ Documentation of climeal trial registration (1 applicable)

4. Decision of other Ethics Commuittees (IF required | uaked for)

Feom o

4
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L e puge, recent, signed and deted comioulum vitae of the investigators indicating
gualificanons and relevang experionce.

i MM registration certificade of the mvwestigatirs {iFapplicahble)

v. Good Clinical Practice Cenilicate Training certiflicate i clinical research

w. Any other imponant information eelevant o te siudy

8, gover letter enlbsting all the documents subimitting

4.3 Minor revistons of study aller initial review lor approval

& Munor modificatims submiied alher imtial revigw of e research propaosal that do
not alter the risk-Benefit assetamen for the research and do ot reguine substantial
chunges in protocol und informed consent document fall under the category of [EC
deciwmmn “revision with minor modifications amendmenty”

o " will submit | copy of the pévised study related documents along with
justificarion lor modification. md clearly highlighied © demarcated siections which
have umderpone change. The additional hard cogies if required should be
submitied by the P

o The IEC Secrviarial will venify the completeness and reconfirm that the copies
contmns the revissons highlizhiod with respect 1o the cirlier submrissson,

e The |EC Secretariol will perform the siops 3.4.2. The unchanged study reluted
documents need not be wibmitied

KMCT JTEL/ S0 0
Maniagermeni of Protogo| Selemiebgne
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4.4 Major revisions af study after initial review for approval

o  Major modifications sschmned afigr iminal review of the resesrch proposal that
may alfer the rsk-benefil assessment for the rescarch and roguite substantial
changes in prodvcol and nformed consent document (@l under the category of [EC
deciion “revision with major modilications for resubmission”

o Pl owill submi |- copy of the rmevised study related docameénts along sath
Justificunon for modification, and clenrly highlighted  demarcated sections which
have undergone change. The additonal hard copies of required should be
subsmined by the P

® The IEC Secretarat will verify the completencss und reconfirm thal the copees
contain the revishons highlighted with respect 1o the earlier suhmission The IEC
Secrotarat will perform the steps 3242 The unchonged study related documents
need nol be submined

4.5 Post approval- Research Protocol Amendments and other study  related
dacuments
o |nvestigaion who may sdsh o ewshily or mmend their upproved protocnls and‘oe
other study related documenis must seek 'EC approval
# The Pl should submit | hard copy = sofl copy of the amended docuiments
Mabditsenal hard copien if reguined should be submatted by the P
o The lEC Secrotarit will verily the compléteness of the submission. The P should
Wighlaght the medifications in the amendment, and provide a summarny of changes

EMET AIRC S0P 6
Managemeni of Protoeol Suhmissions
Meview ilste: 26 April 2021
Version My 3 -&_’
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PI should also indicuwte whether these changes would entail change in the 1CF as
per the furm.
o The Meimber Secretary in consalinfaon with Chaimpersaen will decide whether o

imitialo:

#  Full board roview
7 Carry oat an expedited review in cose of mimor administrative amencdmen
This process s further claborsed in SOP 06°V3

4.6 Annusl Continming Reviews of Approved Research Studies

*  Behall of the TEC will send reminders for anmual report o ndivideal P1 s least 90 days
price to Lipsg of approval,

®  The EC Secreanm will venfy the completeness of the Continuing Review Apphication
Farm (AXIVSSOPOT/VE) Progress feport. The TEC Secrotano will sgn and date the
ducumenis

o The progress or condinuing review application will be discusied i the Full Bownd
mesting of TEC or éxpedeted review mosting of the [ELC

4.7 Resenrch study Completion’ Premature Termination /| Suspension [ DHscontinuation ol
the study

o The IEC wall seceive a copy of Shidy Completion Repont | Premuture Terminstion

Suspensaon Dmcominuation of the sudy in the prescribed format (as per S0P 12V &

SOP1IVE)
[ ]
KMCT /IR /S0P 4
Managematiol of Protocul Salsmissim
Rowmin iLai 2is April 2021 é
Wersien Mo A
Princpal
. KMCT Modcsl Cosege
¥ [TRREEE L BrO

patai i
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s The IEC Secretarie will verify the completenicss of the Study Cpmpletion  Premature
Termination | Suspension | Discoatisation of the study (SOPI2VS & SOP V)
Tilled by the I*l

e The Study Completion | Promatuse Termination | Suspension | Discontinuation af the
atudy report will be discunsed i Full Board| Bxpedied mevting of TEC

4% Subimisslon of Serious Adverse Events and Deslations/Vinlations
e 'The |EC secretarint will receive a copy of SAE and Devintions and Violations in the &
prescribed formut (s pet SOP AVS & SOPEYVS)
s The VEC Sccretaram will venfy the completencis ol the SAE Devintuing and
Violations SOP 9/VS&SOPRY 5) filled by the P!
e The SAE and Devintions and Violalwors will be discussed in the Full Board

meeting of IEC for further action

Ju

Prepared by Signature with dale
. . %
Reviewed by: Sigrnature with ditge <=
Apptoved by Saenotyie with datg ———r=
3

KMCT AL/ SO D
Management ol Protocol Submssions
Review ditic. 26 April 2021
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s} ¢¢ Medical College Foopuie | Fffective Pato | 01 May2021 |
s | submissionol |

| Research Documents Vieruian Mo 3

1. Purpise!
The purpose of this Standard Operaimg Procedure (8O1') s o describe how the Secretariat of
the Institutional Ethics Committee (1ECL KMOT Medicnl College Koshikode manages
protocal and oter document submissn
L. Scuper
The scope of this SOP ncludes:
Qubrmsion of Reseireh Project and relutsd documents for Inal Review of the Protocol

o Re submission ol Protocols or Resemch Projects woth comections

e Submission of Protocol Amendmen

s Submissions of writien commasicatons relaidd 1o

s LUpntinuing Review of Approved Protocols

o Protocol completion Termination o Prodocol deviations vialation

o SAE mtial! follow up' Ninal reporis

o Submisston of Protocol devaations, Profocael vielations
3, Responsibility:
It i ihe responsibility of the IEC Secrctanat in receive, recond and destribute the recenved
protocols and any other documents for révlow, act an the instructioms given by the appropriate
iermber of the TEC and ensure ihat the commumeation resches the concerned reciprent.
A, Dhrtwiled Tostructions
The Principal [ovestigator can submil sesgarch proposal (o the [EC for review and approval
under any of the 3§ sectinns mentinoed helow:
€ Initlal Review Application

KMCT fLEC /500 0T

Suhmiision ol Research Docieneeniy
Rewsew idate; 26 Apeil 2001

Wirshin Mo 3

.

-'.'F.:w
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<y R0
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Medical College R | Effective Date | 01 May 2021 |

ik T s |
Research Documents  Version No 3

L3

& Re-submission of Protocals mad Carrectons
& Protoecol Ametdment or any other Amcadmsmis
& Comtimiing Review of Approved Protacols
& Prowscol completion Termimation
4.1, Freguency of IEC Meeting:
The [EC meeting will be held onee i three munths of as andd when required hasod on theResearch
proposal being received for rebiew ard aprprorval
Srudy docuinents recelvied al least 10 days prior to the propesed 1EC meeting will be considered
duiring the nexl mincling
e All proposals should be wibmited with on application duly sigred by the Prmcipil
Iwesl i gator
o 1341 copies of the propmal along with the wpplication duly signed by the Principal
Investigator (') Co-mvestignons shoald be forwarded 10 the ethbcs commiites
s Mo subjects would be admitied into the study unless the EC maues a writien opanion of the
studdy
o Thedate of mweting will be imtimated W the rescarcher
4.4 List of documents to be submitted of the e of initial review will inclode, the fist below
bt meed ot be restricied 1o ik
e Name of the applicant with dessgnation
e Name of the Instinute Hospital Field arca where research will be conducted.
o Approval of the Head of the Department Instintion

s Profuce] Version <Version Noo duted = D>

ﬂlﬂ,flﬁﬁ,u':iﬂl’ll'l‘u"

Syubmissinm of lesearch Mocusments
eyiew ihabe, 26 April 2021

Werion Win 1

-

P
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. KMCT Standard Operating | Deac Nu: WETHEEJEDFWTl
. %g'a Medical College Procedurs Effective Date | 01 May 2021

w I‘ submission of 1
Aegearch Documents | Vorsion Na 3 ‘

o Inwestigators Rrochure Version <Version No> dated = Date-

o Subject Information Sheet and Informed Cotsent Form <Version No daed <Date> i
Exglishi

s Subject Information Sheet and informed Conkent Form <Verson Noo» dated <Date>
translied from English 1o <Name of the Langusge on <Date of Tramdation™.

s Ethical saues if uny in the stusly amd plans to silidress thise wsies

s Proposal should be submmted wiih all rebevant enclosares Hke proforma, case report forins.
guestionnaires, follow-ip cords, sle.

»  For any g devide trial all relevant pre-climical mmimal data wnd clinical trial other conters
within the couniry'countries, if ovailable

o Listof study tenm members and thear Csirticilum vitie

s Any regulntory cloammoes reguenedd

o Source of funding and financial requirements for the project.

o  Other financial isspes inchubing these related o insuranee

s  Anagreement 1o report Senous Adverse Events (5AR) 16 [EC

o Simdemeint of conflicts of imlerest, il any

s« Agrecment to comply with the relevant nutional and applicable imernational guidelines

s A statement describing any compensation fisr study participation (including  espenses ahi
pocess fo medical care) o be given 1o resenrch penizipants; o descriphon of airangenwnts
for ety I apphicable (m study-relired mjunesy, a description of the arrangements for
insurance coverage for rescarch participams, i applicable; all significant previous declslons
{en. those leading 1o & negative decision of modified protocal) by other ECS or regulatory

: |

KMCT FIEC B0 T
Luhenission of Besrarch [acumenis

Rivwiow dater 26 Apeil 202 1
Versbon N 1 ; é—"’

Peimeipl
T o 5 VA Hmu
o wery PG,
[ LR
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L ‘ Submission of

Resewrch Documienis | Yisrmen Mo 3

mathoritkes for the proposed stedy iwhether in the same location or elsewbere) and an
mdicanon of the modification () to the protocol made on that accound,
The reasons for negative decsions should be provided.

#  PMlais fof publication of fesolts - positive of negativg - while malmtimbng (he privacy and
confidentiality ol the stuly paricipants

o Any other Inlormation relevant 1o the study,

*  Inagrance ad demnry Centificne

*  Proposed methods of sibyeot accrunl inghiding advertsomentis) ely,

*  [Investigaiors Undertaking (| Appemdis V)

Investigndor's agreement with the Sponsor

Prescribed (ee should be remitted fovonng KMOT Medical College Korhikode. In hinse Research
Projects: B 1000

= Suhimdadion fee ek Multi-centre global Clinkeal freal; Rs, | INERRY

> Mult-Centre academic triaks: 10000/

> Any amendments 1o upproved inals: Rs | 56800

> SAE review Fee: Ra 8000/
The above mentioned fee is exclusive of the mpplicable taves.
The submission fee mentioned will be revised sccording to the revision introduced by the
Chivvermniberit. Any amendinent soll be nolificd w the guthorites.

A
KMCT/IEC/S0P/07
Submigahan of Hesearch Doduments
Hiswjiss aladie 26 Aprid 2021 ’{h,.
Veraon Na ¥
KCT Madicsl CTegR
s a

HaphiE
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Submissionof

i Sundard Opersting | DeeNoc | KMCT/IEC/S0P/07
ﬂ% | Pracedure I '
% Medical College
| “ Research Documenis Version Na i

4.4, Initial Review Application,

o Check for submission e
The Sccrotarm will chock the hard and sofl copes of the followng mems:
I 13 sets of the proposal are subminied
A completely (illed 1EC Project Submission Application Form for Initial Review AX
IASOP 04 VI and AX IR SOPF 08/ |
3. Document Receipt Form (AX D2SOP 067V 1)
4, Aszign a vnmigue ng lo Drug Tl Stady File
5 Verily condents and adequacy of Submrbed Dycumaeits

-!-.l

* Complete the submission process:
The Becretariat wall:
&  Complote the checkiist of submission
#*  Smmp the recerving dute on the Nirst pugeTest page of the covening  letrer and il n

Anmial Continuing Reviews of Approved Protocols, Amended Protocols wid related docemerits,
Study completion’ iermimation, SAE report, Protecal devimions. The 1EC will receive one sofl
copy und one hard copy of the Continuing Review Repon. Amended Protocols and reluted

documenis Study completson fermmmaiion. SAE rep,
Rl

Prepared by: Signature with date

KMCT/TEC /%0707
Skibmammebom of Resegrch Deoaminia

Hawivw date 26 April J021
Verniion Mo: 3
Eanridial
m:-r P witet H'EM
H. & iy

FQ
]



atar KMCT Standard Operating Do Mo
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%ﬁ §¢ Medical College Procedure Eflective Dty
‘_=F i - — | B mrtibidralintc 10

Research Documents Verslon Mo

KMCT/IEC/S0P /07

01 May 2021 |

Reviewed by ¥ Signature with dﬂt—él———;

Aprprosel by Signmtune with dm::?

Annesure |A AX D1-AS0P 04V« Progect submission application form for nial review for drug

trials and other regulatory studies

Amnexure |-B AX O1H/SOP 04V - Project submission application form for initind review fiv

sesdemic (not-regulator ) studies

Anening 2 AN D25CHP 04 Y1 Document Bevelpl Fofm

Annesure LA AN 01 ASOP 048 |- Project submission application farm for initial review for

e =

i
L

drug trinls and other regulatory studies (Industry and Government sponsored studies)

Medse fill i the dedails

»  Tick % i the box for the appropoaie answey

KEMCT FIRC SOPo0T

Subminwing ol Research Documents
Kirview ikate 26 Apri| 221

Version Mo 3

..

Pyl
KRACT Wtp s Cofege
e B Ay ol |
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‘:3, Hrﬂu]uqu Procedure —

~ Submission ol

Eﬂ'rﬂ:m Dot | 01 Moy 2021

3. Industry pational multinational
4. Contact information of sponsor
&, Contoct informethon of CRE

For Clinieal Trinls
KMCT FIRC S0P e
Suilbrmissliin o Research Documans
ewvirw daie 3b Apirdl D021
Version Mie 3
et
,Ell ."'L‘
gl el

Research Documents | Version No i
, |
Tiile of the Protocal
1= ET Designation ~ Depariment
Spons
Mivincipal ) | | or
Investigntor | infor
Sub investigator | | matio
—_— ———— = i
Sub investigator ‘ :
‘Sub mvestigator ' 1 nehizn
4 ¥ B
Study coordinator i
. e l — ional



ar KMCT Standard Operating Dot Ko KMCT/IEL /S0P /07 |
?‘ Medical College E‘f‘“ Effective Date | 01 May 2031
11-'!5 " Submission of =
Research Documents Version Mo |

Medicines vaceines/ Device/Herbal Remedies o Thel the appropriate boves)
. What does the study myvolve use of?

Modicing Devices Vacoines
Indign Systerms of Medicine Any siher
I others, specity -- e

2. Is oo bvestigational New: Dineg (TND? Yis D W [j

I s, INDD No

Clinical Study s in: [ | Phase | [] Phase 11
(] s 11 ] phase 1v

X Whether DG perrmission for iesting INT obined?
Il vos, date 0f PETINSAIONC s e e s s s o

4. Rescarch participunts Sample S
b Number of research participanis at this Centie
it.  Number of rescarch participants at other sites in Indin:
. Towl number of reseasch paricipans u all sices (globatly)

&, Dhgrusan ol sindy:

KM AL S e
Swheninivn of Wesears Divcumients
Rowiew dabe; 26 April 2001 é
Version B 3
nvﬂ'"tﬂ



Standard Operating PocMa: | KMCT/IEC/S0P/07 |
| g&% KMCT ekl _ i l._ Bia |

;’ Medical College Effective Date | 01 May 2021
s Submission of
Research Documents  Version No 3
f, Mo ol vises
1. Vulnerahle research particmpanis’ |:| XS |:| Mo [:l N

%. Is the proposal betng submitted for clearance from Health Minsstry's scroening eommilice
(HMSC ) ICMR for sternational collaboration” (o applicable in cuse of studies mvolving
colliporatines with I'nh.-.-‘:;rn Labarasors Clinie lustitution )

[]¥e mET []%a
Consent: || Written ] Oral [ Audio-visual ] ma

9. Will any mdvertisme be done for recrunimient of reseanch participanta’ D Yes D Mo
(posters. flyers, brochure, websites - plesse attach o cogry )

10, is there provision for compensition for sy relatod mpry ™ D Yeu D Mo
1M Yes I:[I'i:r Sipoadr D by Investizator
Dh}- TS D by any other compainy
11. D yous havve any confTict of interest in the present siudy? D"l"t.- D'hln

12, Number of protocols handled by the P at present inchsding eurrem Stams of ongong smdies
approved by [EC and carried out by the Princepal Investigator

RMICT LG, RO P fIFT
Suhmission of Repsrarch Docomamis
Rivtew date! 26 April 20041 Ff
Forsiom Mo ________.-'
pwtﬂ
EANT | "-"'u"';“n“

n PO

TS



. —— Standard Operating | DocNoi | KMCT/IEC/SOR/07
i € 44 Medical College i | Eftoctive Date {1 May 2021
Fl Snbmission of
Research Documents | Version No 3

=, —_—

i Informuton fo be grven: whether study s initited, no. of approved rescarch participants, no, of
resenrch participemts enmmlled, po. of setive research participants, no. of rescarch porncipants who
have comgdeied the study and teda] durebion of the study. Describe biiefly in 2 separnie sheet, i
reguired b

13 Current Brbel Curriculum Vitne (signed and duted copy) of the study eam member’s principal
imvEsiguior, co-investigator and sudy coordinator,

tInformagion required: age, designation and depariment, educanonal qualiticaron, previous research

expenenee in last five yours)

14 GCP training certificates of princepal investignior and coordinators

14, s the mal registered wilh UClhmicsl Trisl Mgy D Vi DH{I
Registration Na.
I Mot Sixle renson
Annesure 1-B: AX 1-BSOP 61
Froject Submision Application Form for Initial Review for Academic (inon regulatory) Studies

Please {ill in the detatls in legible hund weting
¥ Tick in the box for the appropeiate answer’ Write NA if quession is not applicable

Title of the project
13
KMCTAIRC /80P 0T
Submiason of Resrarch Docwmimts
Heviw date: 26 April 3021 p .
Yersion Mo
mff Cegn
m:d.ux-rl‘r e

picheREes



® KMCT mmw i DocNa: | KMCT/IEC/S0P/07 l
' Medical College Fyec | Effective fhate | 01 May 2021
| Submission of I [
Research Documents. | Verdion No 1

- Name Designathon  Department  Signature

Frincips _ |
Investigalor , . ‘
g oy v oo I | = [ B
e e
? 3;"I1vrﬂ_ﬁhr
Study Co-ordinater 1 i S0 ol |

- - s — - —

I. Tvpe of study:
[ Mon-sponsored study [ "] Sponsored Study:

1 1F Non-Sponsored Sty
Typeofsiudy: | IThesis idisseruion  |_JICMR [Jonher Academic

Dusathon of study
Approa, Completion daie iMMYY)

X I Sponsored,

EMCT VRG5O /07
Soibsmassion al Nessiech Disimemly

Hervigw date. 26 Aprll 2041
Version Ko 1

it



KMCT Standard Dperating | [t Moy I'EHCT,I'IEE.-'WF.N?_
e, il | Effective Date | 01 May 2021
iy Submission of - o
Research Docuimieiils Virsiiii Mo 3

Total Budger: Rs
Funding Sources

Type of siuiby: [:] Prospective D Ritrospeutive [:] i ros-Sectional

Is the sty Ohsservational Inerveéntional”!

IF imterventional, docs the study invalve sesting of & new drug or any devintion from
roitine: standurd of core pravhees’’

2. Do e stuly ivolve use of

[JDrug  Vaceine [ Deviee ] Alernative Medicine

[ New technbgue (Surgical PTOT Paschatherapy ete.) ] Disgnostic Kivinvestigntions

If other, plesse specify

i Ts rhe vewt drngidevice marketad m India OY¥es [JHo
B Pk ghe best dirag Dnvelyvie @ change in e, dosnge, moute of ddministrafuon

KMET /IEC/S0P/07
Habmdsalon of Hesesrch Dogumenis
Meview date: 26 April 2021 *é__
Vorsnn Mo 0 '
[ '-"L"-F
EMCT gt Fels |
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Soidcin Standard Operating | Doc N | Kmerpec/sor/07 |
{‘ Medical College Precedure Effective Date [ 01 May 2021
P | |

Oyes [Oxe
IT yes, please attach copy of DUGT permisaism
¥ Subject sebection
17 Mumber of subjects at this Cenirg
23 I mislticentre, 1otnl rumber of sibjocts:
3). Participation of Vulnerahle subjects: Oyes Cxe
O Pregrant women [ il reraie
O Seriouslyierminally 1 3 children
] Neonates [] wenlally challenged
O Elderly [ handicapged economecally socully hackwand
O imistutional employees ‘studenis
I GBS PRI TN s e,

4, Dhses the study involve use af
Iy Fesl tssue or ubornes Yo
2) Organs or bogdy Nusds Yes
3 Infectiouwshiohnzardous specimens Yes
43 Wil pre-exating'stored lefl over samples be usied? Yis
51 Wil sarmples be collected for banking future rescarch? Yes
&) Will any advertising be done for recniitment of reseanch pminbrnnh'j Y&
T Is there provision for compensation for stiady reluted injury’?
IMYes

BMET AEL 500 a7
byilvmissinm ol Ressarch Doomenis

Reeviow date: 26 April 2021 _!(ﬂ.,_.’
Veruion Na- 3
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o — Standard Operating | DocNoi | KMCT/IEC/50R/07 |
{{.33 Medical College | Procedure Effective Date | 01 May 2021

Submission of
Research Documinbs Verseon Mo 3
’ ] by Sponsor [ by Invessgator
Ol b isurnaee ﬂh}' vy olBeT company

R Do vou bave any conflict of inereul in the prosent sudy? ¥ [ No

i financinl' non-lhiancial’ oy othier

Is aniy ather departimeii imvolved in participant neentment investgation, bt pot co- investigators

or collaboritin” CIY¥es [ ma
(R, B |
Marne and signatume oF concerméd Head of Deparmment. ... et Dl il

We hereby declure the information given sbose bs e A copy of the study repon will be
submitted af the end of the study.

Signature of, Principal Inveatigalor

Sgnutures of Co-mvestgiions ;|

w
-

Forwarded by Heads of Diepartment(s)

14
MCT /1K SO0 /07
Suibmisslan gl tesesrch Docyments
Hevirw datie 26 April 2021 _é-.’
Verulon No ]
Tml_'cw
Hmw.l‘: ety PO

paghmsts
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@ Medical Colloge | Procedure | Effictive Date | 01 May 2021
W | Submisstmel |

| | Research Documants ‘ Version No 3

Stamp'Seal of the Departmendis)
Anneyure: Ay 84500 s V]
Dacument Recelp Form

| Protocal No: | Hecoved No Submiried [t B
MProtocal fitle o
“Principal investigator -
Documents submitted | [ Complete [T Incomplete

Documents lobe

submitted kater

Recetved by name & .

signature

Dt of recespt 1 —

KMUET IR S50 17
Submissiin of Resrarch Dociomenis
Wi it By Aprdl 20E0
Viersinn Mic 3
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| | ]
Do No: | KMET/IEC/SOP/08 |
230 KMCT Taududopraceg. | ST atinlidodnelang
%ﬁzl Medical College i ffective Date | 01 May 2021
s Initial Review of | !
Shed Submitted Protocat | OovonMe 3 _|
L. Pavr priese

The 1EC should review and must approve every research study involving hnman participonts
snd other forms of studies before the rescarch 6 minmed. The 1EC should evaluate the
sciemfic rationnle, sope and, methodology, and the athical fegal uapects of the study. The
commities should evisluate the possible risks 1o the panicipants with proper justificsions well
m the expected benefita 10 parbcipants'communily. The adequacy of documentation foe
ensyrmg priviey & confidentiality shoald also be reviewed,

The purpioss of this Seandard Uperating Procedurne (S0P is 1o deseribe bow the |EC members
will review an iminal submissaon of the rescarch study for approval using the Assessment Form
The Assessment Form AXL-VS/SOMHa'VS is designed 10 standandize the review process and
to facilituie reporting. recommendations and comments offered w0 cach study.

1, Scopes

This SOF applies 1o the review and asseisment of all studies submitted for mitial review and
review of revised and resubmiticd proiocols submitied for approval of the 1EC. The specific
clements m the Asscssmend Form musl be adequately oddoessed in the proboacol mndor peotodals
related dovcuments sebmitted for review. Relevant  comments made during discussion and
defiberation about o stisdy should be recorded in the minutes of the mecting The decision
reached by the IEC will be communicated 1o the Pl

. Hesponsihilivy:
4. Detalled Instruction

KEMCT/AEC /SR
Imitial e view ol Sehmiited Protocul
Review date: da dpnl 2021

Veersinm Mo 3 —_ék'_"
1
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KMOT Stundard Operating Dot Moe KMCTEC/SOP/08 .

‘ “#iq:i Medical College Procedure | Bffective nnm': 01 May 2021
i‘lﬁb Inmitial Review of 1
| | Submitted Protocal | oruonRe | 3 |

4.1 Categorizstion of Protocols

The Member Secremry, [EC or secretanat shall screen the proposuls for their comphetenoss.
Diependimg on the risk involved. the research propokals are categorized into thive types, vie

1. Full board review

li Expedited review

1. Exemptoon from review

An investigator muy categorize hin'her profocol ino the above three types. In case the Fl wishes
ty apply Tor expedited review or cxemptivn from review of the ssbimited rescarch proposal, a
standird reguest form needs ta be filked oul. providing Justilicatinn {or the same,

Stundard Request Forms for Expedited Review and Exemption from review are aviilable

as annexures AXLVSSOMME VS (SOP B4bVE) and AXT-VSSOMMENS (S0P 4V5)
respectively

However, the decision o sccept the request for Expediled Roview {bsemption from
review will be made by the Membar Secrctary. [EC

This SOP describes the process of Tull board review of research proposils

Full hoard Resiew
All rescarch propesals presenting more than mmbimal risk thal are not coversd ender
exemmpt or expedited review shoulid be subjocied 10 fell committer revigw. Some
examples are .
e Resenrch invelving vulnerable populations, even if the risk in minimal
o Resegrch with minor increase over minimal nsk. This mcludes increment 0
probability of harm or discomfort s only @ litle more thai the minimal risk

threnhold. This may present i siuaons such ps routine research on childven and

KMLCT fIEE /S0P /06

Telisd e aif Seabmminted Prngosol
ervirwr ilale) 3h April 2021

Version Mo 1

prcral
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%a:. Medical College Procedure Elective Date | 01 May 2021
- " Initia) Review of | k= Eem—

adolescents. research on persons (ncupable of giving consent; delaying or
withholding a proven imervention or standard of care in o control or placebo group
during mndomized trials, wse of mmimally ovasive procedures that might cause
i st thai brail pain or lenderness, amall bruises of sears, of very slight,
ternparary distress, sich as drowing o small sample of blood for testing. trying o
new diagnostic techirique in pregrant und bresstfeeding women etc. Such rescarch
should have a social valwe Use of personal identifishle dati in reseirch also
impases insdirect mh.rn Socinl risks, prychological harm and discomton may also
Full i thus calegory

o Studies mvolving deceprion of partivipants Seme types of research studies require
deception due 1o nature of rescarch design. A e informed consent may lead 1o
modification und may defeat the pumose of resenrch. Such rescarch may be
carefully reviewed by the EC before impliemantal o,

o Research proposals that hove recetved exemption [romn review, or hive underne
expedited review/undergone subcomminice review should be ratified by the full
commrnitiee, which has ihe righi 10 reverse/or madify any decision isken by the
subcanmitiee or espedibed commitiee

o Amendments of proposals'related docwments (icluding but not linied o
informed comseit dociments, mvestigaors beochure, advenisements, recrudimend
methods, ¢fe, Minvolving an altered risk

o Major deviations and violathons i the protocol

o Amy new Inliarmtion thae emerges during the restarch for dechding whether or nol
vor terminmte the study in vigw of the altered benefil-risk sssessment
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s Riesearch durng emergencics and dmsasters enher thiough an expedited review
scheduled or unscheduled full commitiee mectings. This may be decidesd by
Member Secretary depending on the urgency and need.

e Prior spproval of research on peedictable emergencies or disisters before the
setal crisis ocours for implementation [ater when the memal emergency or disaster
BUCUTE

4.2 Full board Review

The primiry sk of the TEC s do review rewearch proposals wald their supporting
documents with spooal  attention e the sclentifie validiy, compelence of  the
ivvestigutors, informed consent and elements of the study covered i the submission form
ko evaluate the suitability and Fessibality of the study.

The lollowing will be cormsdened as applicable

4,21 Scientifie Design and Conduct of the Study

» s the project onpmal and imnovative! eg Dioes the project challenge evisting
paradigms or chimnl praciice. adidress an innavistive hypothests or enibcal harrigr
W progress in the feld? Does the progect develop or employ novel concepts,
approaches, methodologhes, ools or iechnologies for this area!

o s this an sttempt 10 valdate, pove o dsapprove the validity of existing
ko od e

o Appropriateness of study design, work plan opd strecture to scheve the stated
shjoctives. Arc the conceptial or climeal framework, design, methods and

KMECT /B /30F /0
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analynes adequately developed. well mmegrated, well-ressoned and appropriate 1o
the wims of the proajgect™

Relevance of the work m the coniexi of contemporary iranslation or clinical cancer
fimsarch: [Does tus study sddresses an imsportant sescarch guesthon or s it
predominantly, a service progssal? 1 the aim of the apphieation are achieved. how
will scientific knowledge ur clinical practice be advanced Whint will be the elfect
of the these studivs o the concepts, methods technolugics treatments, services ar
preventive mderventions et srive thas fekE?

Appropeiateness of the stdy design in relation 10'the objectives of the study.

The statistieal methodelegy (including sample size calculation), and the potential
for repchirtg sotind comelusions siih the smalkést number of research participants,
The pvailable now chmcil and clipneal informanon on an mvestigatonal product

i adexpuale 0 support the proposesd clinscal il

The justification of predictsble risks and inconveniences weighed against the
anticipmied benefits for the research paricipants and the concemed communities.
The outcome of the rescarch shoulkd be relevand fo the héalih problems of socicty
The juslification for the wse 0l control wrmm.

Potential of the work that would be conducted io lead 1o 6 larger and high impact
LTI

Cniteria for premaiurely withdrmwing rescarch  partiopants. and  crilena for
suspending or lerminating the rescanch as u whoie

The adequacy of provisions made for monitoring and auditing the conduct of the
research, ncludiog the constitution of a Duts Safery Monitoring Board
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Investigator's capabelity, availabilty of infrastruciuee and scuentific eoviropment o
conduct the study within the tme frame and carry it forwarnd.

The sdequacy of the sic, mchuding the support stafl. svailable Bacilites, wml
emergensy proceduncy

Study Reporting and publication of the research. « Regulatory perminsion {or
conduct of the stdy, HMSC clearance for infemational collaborutive stihies
MOLUCTA and MTA for national and imemational collaborative research o
safieguard the nmml:ll- of porticipants mmd ensure cotmpliance while adkdressing
kssiiey relded do confidentiality, sharmig of dam, joim publications, benelil sharng,
el

4.2.1 Risk Benefit Assessiment

The benefits pecramg from the planned research stther 1o the pancipanis or o the
commamity or society in general must justify the risks imherent in the rescarch
Risks may be phvsical. psychological, voonomic, social or legal and harm may
pecur eithet ot an individual level or at the family. community or societal level It
is mecessary to first Josk ot the interventhon under imvestigation and axsess its
potential harm and benefits and fhen consider the aggregate af harm unsd benefits
of the study s n whole

The EC should review pluns for rsk management, including withibmwal craens
with rescug medicathon or procedures,

The EC showdd give advice reganding misimuution of sk discominn wherever
applicable
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Adeguote provigkns must be made for monioning ond sditning the conduct of the
resgarch, ncluding the constmution of o Dot emd Safety Monitoring Board
(DSMB) if applicable {for example m climcal wmls)

423 Care and Protection of Research Participants

Qualifications and experience of the mvedigntors for the conduct of the proposed
sy, _

Any plans 1w withdraw or withivold stndard Merapies for the purpose of the
research and the justification Ror such action,

Flans to withermd participants from the study by the imvestigator.

Medical care to be provided 1 rescarch pamicipants during and after the course of
the rescarch

Adequacy of medical supervision and peycho-social support for the research
participants.

Steps 10 be taken W research paricipints volunterily withdraw during the course
of the research

Criterin for extended acoess 10, the emergency use of, and‘or the compassionate
une of study proclucts,

Armangemients, i appropeiate, for informing the research panicipant’s general
practitioner or family doctor, inclsding procedures for seeking the partivipants

cunseni o do so

HH[T,-'IEEHEII‘.I'EH
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s Description of uny plans 1o make the sty product nviilable 10 the rescarch
paricipanis following the research anid descnption of ony financinl coss 10

3

resgurch participants.

o Bewards and compersations for resennch participants (incloding money, services,
el 'vr gilts),

s Provision for payment o cash of kind of both for incidental expensis and other
inconveniences, free services mmd the processes svilved wathout Emounting 1o
uiedibe indacermen

o Provisions for compensationtreatment in case of injury disabiliny death st
wiiges of a rescarch participant attribinable 1o pariicipation in the rescarch Lis per
institutional policy ICME  puidelines cxisting national begislathon (S0,
G

o Insurwnce and indemmity arTERPEmcnis

4.1 4Proreetion of Research Participant Confidentiality
e A description of the penons who will have access 1o personil datu of the rescarch
participants, mchuding medical revords iund hiological sanples
o Messires taken 1o ensure the confidentialiy and security of personal infrermation
concerning research panicipants.

4.2.5 Infarmed Consent’ Consent Proces

4.2.5.1 Essentinl Elements:

1. Statement that the study invelves rescarch and explanatin ol the purpese of the research in
KM/ IEC /S0P /Dl

fritial Bevies ool Submitiedd Protocosd

Aeviow daser 2t Apiil 01
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suificient deails in layman's lsnguage.
1 Stmerment that the stdy is approved by [EC sfier evaluntion of scientific and ethieal vilidity
3. Expecrod durstion of the Participant’s participation and tofal sumber of participants that will
be dcvrued on e study
4. Description of the procedures o be fallowed, ineluding all invasive procedures:
8, Description of any reasonably foresecable ricks o discumforts to the Participum,
fx. Descnipuon of any benefits 1o the Pameipam or others reasonobly expected from reseurch, If
i benetd in expectod from the study, whether the Participant ix being made aware of this
through the consent document
7. Diisclosuire of specific appropriste alierative procedures or therapies gvailsble o the
Partsciprant.
K, Statgwngnd deseribiing the exten o which confidentiality of records identifying the Pamicipam
will be mummimined and who will bave secess w0 Participants medical reconds.
9, Trial wrentment scheduleis) and the probability for mmdom assignment 1o gach
treatinend | for rondomized irials)
10 Compensation and/or teeaimendis) availobie o the Paricipant in the gvent of tral
L. An explanation about whiom 1o contact for inal related queries, rights of Pamicipants and in
the event of any study related njury
12 The antictpated proruted payment, if any, 10 the Participani for participating 1n the
trind, In particular, the TEC mus review payments i determine ot
o Th amismit of puyeent and the proposed inethod and timing of disbursement neither (s
coercive nor presents undie inflecnce
o In case any amwount padd s 4 bonus For completion ks reasonable anc pot so large us
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w unduly mduce pamicipants 10 say i the sudy when ihey would otherwise have
withdrmwn

o A deseription of ncceptable and unacceptable payment arrangements for the sponsor,
organizaton, rescircher, aned thoss releming research parcipants, | apphcable:

*  Adifress the acceptability ol puivments i exchange far refermls of prospective
paricipards { finder's fees” or “referral fees™)

v Address pavments designed 1o acoclemte recnmtmeni thit are Hed 1o the raie or mang
of enmollment (binus paymenis”)

13 Panticipint’s responsibilitics on participation in the trial.

14, Satemeni that participation s voluntary, that the pameipant can withdrw from the study o
anty Hime wnad thit reflasal o purticipate will not imaolve sy penalty or loss of benefiis o
whach the Purticrpant 15 otherwise entitled.

15 Any other pertinent mitomation

= Adkhtsonnd elemenis, which be roguired

i Stement of foreseeable clrcumstances under which the Participant’s parcipation
may be ferminated by the Tnvestigator uathout the Paricipant’s conseni

b Addional cosas 10 the Paricspant thet may resadt from parscipation i the study

£, The conspquences of a Paricipant’s decision o withdmw from the rescarch and
procedures for orderly termination of participation by Panicipant

d Simemnent that the Participant or Partscipunt’'s representative will be notified in o
tmely manner W significant sew Omdings develop dunng the course of the
rescatch whiich mmy affec the Participant’s wilbingness to connmi in the sudy.
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A statement that the pamcular treatment of proceduse may involve nsks o the
purticipant (or to the embrvo or feetus, o the Paricpant w or may become
pregrant ), which are carrently unforsceable

A Tl desenpiion of the prodess o obtaining informed consent, bcluding the
sderitification oF those respansidble for oblainimy consent.

Adeguacy, completeness and comprehension of witlen and ol information o be
given 1o the research participants. and. swhen appropriste, their Legalhy

Acoepnbh H.tpm-i.:nl.um'n s} ILAR Y anmdror Empartial witness (i applicable)

Clesir pusiilication for the Mention 10 nelude fessarch porticipants who cofingd
comsent, @nd a  full  secount of wrangements mnde W obtamn  their
comsent muthonzation copsent of LAR und or Impartial witness (if applicable).
Assirances that research pamicpinin. will receive informabon thut becomes
wyailable durmg ihe course of ihe resenrch relevant jo thesr participation. meluding
their nghts, sifety, and well-being.

Provispons mude for recerving and responding 10 queries and complaints from
research participanis or their represeniathves during the ¢ourse of a3 research
priject

Provision for sudw-visual recording of consenty process, i apphicoble relevani
regulations, The protoecol meets the critena for approval of applicalion for consent

warver or verbal/'oral consent feguest.
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4.2.5.2 Types of comsent processes and thetr implications
Blanket or broad consent; This is an open consent given only once  colieet the sample,
store it and use it for any research al sny time in futare without the need o revert 1o the

emelividunl for & re-conseni. & comsent model thal allows for current and future acoess and
of samples or dita for rescarch withenst necessanly specilying what the focus ol such
studies maght be

Ticred consenl; Thiv model of consent ofien severul options from which parficipants can
use. It includes an option for fatire use specifying general permission or use only

sehited 1o some aspects of roscarch. sharing of biokpecimens data bonefit sharing, eic

It b ks indo conssderation returiy of resilts for which options are also provided for
oSl

Specific_consenl; Consent s obtamed for o specific revearch purpose Participants are
recontacted Tor every new use of their stored samples/data if the seope of esenrch

s outsbde that for which they had oniginplly grven consent,

Delaved consent: 1t may be administered in the post-mwedical procedore period when
hinspecimen or data may be eollected for appropriate research from entically Ul patsens
who may not hive glven prioe consent for research, Consent may be taken from the
participam or LAR when i s practcal

Dymainic consent; This consent i differsrm from one of siatic, paper-based consent and
involves an onpoing engagement and interactions over lime With participants W re-
contact in response 1o changing circumstances usmg technology based plarforms. i
incorporses 3 Mexible. configursble, wchnology-hased design sccommodating bath
participund und researcher needs. Modern loagiuding! hie banks equipped with advanced

technology strive Tor this type of comsend

KMCT /IEC/SOT /08
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Withdrawal o ; The donaor has the mght to ask for
destruction of herhis  collectsd samplets) and  discoptinmmtion  ~withdrawsl  from
parnicipation i ihe rescarch, In fongaading] staudies. o participan may wihdrw from ope
component of the study, hke continued follow-ap/data collection when withdrawal may

be referred 1o as partial

Waiver of coment. While usurg anonymized | de-ldentified ) sumples'data, researchers should
soek the approval of the EC of the instintion or the sepositor for waiver of consent from the
ilimnors .

R consent: Secondary or extended ases of stored samples/dataset: In such an msiance, one of
the preliminary comsiderations for ECS must be 10 wentify the circumstances under which the
revearch requires re-use of cullected sdentifiable biologicsl matenial w0 genermie the doa or
utitize the pre-existing identifiable datnsgt. This must also include review of the infarmed
consent obtained ongimally 1o sec if meconsent is wamanied. There may be situations where
comsent would be tmpoksible or impracticabie 1o obtain for such research, m which case the
mescarch may be dope only afier mdependent evalumbon by an EC {Declaranon of Helsinks,
Exomgrs from Clerober 2013)

Pehairie donors; In longitudinal siudies once ithe child donos atains the legal age of consent re-
consent should be sought for the storage and wse of her'hin bssue of saemple, In pediatnc
biohanks o brobanks with pedipiric samples it & rmpertant o sddress the Baue of children
renchmg begnl age of conacml. Someinnes re-contiel may leid 1o withdrawal, resulting in Fmited
data anilywes, This may lend 1o bas Ot coubd evoke emotional distress abous past research. On
the other hand, re-consent may give the participant the power to agree. A biohank should decsde
the policy it wolld like o adopt for re-coniact
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4.2.6 Cammunity Consideratbons

« The EC should ensure that due respect b given wo the community, their interests are protected
and the research acdedresses the commuminy's neeids,

» The proposed rescarch shauld not lead 10 any stiyma or diserimination. Homm, if any shiukd
be muinmmised.

» Imipact and relevance of the research 1o the local commumity snd the concemed communities
from which the resenrch pamicipants are drawn

= Steps tken in consull with the concerned commmmities during the coune of deskgning

the resenrch

& Influence of the commumity on the comsent of individuals,

o  Propessd contnunity copsulistion during the course of the rescarch.

o Exrent o which the research contribiuties w capacity bulding. sich a4 the
enhancement of local healiheare, rescarch, and the ability to respotad (o public
healih needs

& A description of the avadlability and affardability of any successful study prodic
i the concerned communities Golbovwing the reseinch

s The mamer in which the resulls of the research wall be made uvailable W the
research participanis and the concemed commumitics.

» [t iu imponant 1o examing hiw (he benefits of the research will be dissemmatod 1o

ithie LammiLRiby.
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4.1.7 Recruitment of Reseurch Participanis

The characiensiics of the population from which the rescarch participants will be
drnven Dinelulimg gender, ape, Tleracy, culhire, ceonomic status, pigd gthaicitv)
The means by which initial contiet and recruitment is 10 be conducted.

The means by which full nformation is © be conveved to potential research
partiddpunds or thaeir represcIatives

Inclusion crierin for l.'{!'ll.'il'i.'l'l PartiCEpanis.

Exchusion eriterin for rescarch participants.

Students or saff recruitment in rescarch.

Healihy valunteets,

Vulnerahie groups

Infarmation contained in the advenisement ond mode of its communication.

Finnl copy of prindes ndverimsemens

Firal andin or svideo lapesd advertisomenis

41N Advertisenients
The IEC réviews advertsng 1o ensure ihal adveriisements do nol

St of imply o certainty of avarable oulcome or other benefits bevond what is
outlined in the cunsent document anid the prstocol

Enclude exculpaory lnguage.
Emphasize the puyment or the amount (o be paid, by such means s larger or buald
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* Promise “free treatment” when the infent i only 1o say participants will mot be
charged for tnking part in the investijpation.

Advertisemens are limied 1o ihe mformation prospective particspants need to determine
thetr eligibifty and imterest, such s
& The nanse and addecsn of the rescarches of roscatch facifity
® The purpose of the research of the condition under study. summary form, the
critera that will be usedd tn determne eligibility In
o A beief list of benefit wo paricipanis, If any.
s The time or other commitment required of the participants
o The location of the nesearch and the person or office 1o contact for further
information

4. 2.9 Msclosure of Conflict af Interest

IEC evalunies ench study m ihe hght of any disclosed conlhict of micresl and ensufe
apgropriale action is taken W mitgate this snd makes approprisle suggestions for
nunagerment, if conflict of imterest s desscred 11 the institutional or researchers level

4. 210 Soclal values:

The basic requirement for beakth research 1o be ethically permassible 1 that it must have
aniictpated soclal value The vicome of the research shoild bo relevam 1o the health
probiems of society. All stakeholders, tncluding sponsors, rescarchers and EC must
ensure thai the planned research has social vithie
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4.3 Respansibility

The IEC Sevretariat is responsible for receiving. venying, and managing the hond copies
of the received submission. In sddition, the Seerctariat should creste a study specific file.
distribute the pockages and study asscwment forma wo the IEC members {lend
discussinis) for review, and commmunicate the review reslis o the investigates [EC
members are cesponsible for receivimg, verifying, and reviewing thie resvarch protocols.

4.4 Detailed instructions

Only investigator-initiated trials studies secking imramural grants if requined may be sent
prioe fo the meeting for entemial review otherwise these prajects will be revigwed and
scored b the respective full board 1EC meeting Projott is scored by the EC member (IEC
commitice scoring Form AX2Z-VSSOPO4VE), The scores will be considered for
granting imramural funds, The comments from external consubants if received on time
will be comsidered during the IEC discussivn. However, Phanmi-sponsored studbes
extrumurally funded investigator inthased stodies sl in-house sivdhes requiring no
invirarmeral Pamids will be tabled in the 1EC meeting without any prior external review

IHstribution of the project documents

The distribution of the project documents for TEC review will be an folliws: E<copies
hard cogies of study documents be reviewed in the Tull board meeting wiosild be
circulated along with Apenda 1o the Commitice members preferably 7 days in advance of
the scheduled meeting. The reviewers cin also access new research proposals and other

study related dotcuments such as CRAS. SAES eic. thruugh the oaline TEC portal.
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Assigning Lead discussants

» The Member Secretary, 1EC will asign lead discussions to cach rescarch study foe
schentifhe, ethigal and sttbstical review. The lesd discussants will be members of the [EC
and will have 1o present a detailed rebevant review of the assighald study, Generally, 2
lend discussants will be assigned 1w sew research proposals. However, lor shadies
evolving multiple specialtics, complexity, high nsk or vuinerable populations more than
two lead discussants may be sssigned. The scientific member niviews the acientific,
ethical, and informed consent sssues and the Sovin] scientist NGO representatives/Eihcist
Lay Person bus the responsibility of revigwing the ethical the aspects ol the study ind
finalizmg the informed consent documents.

Legal expert will review legal documents which includes CTA MTA/ MOLU ete. and
advice an any legal matters such s duta shanng, TPR and compensation rssues.

» The lend discussants will present the research study o o regubar Tull boord mecting
of the IEC

o The Investigasor may be called for any questons or clarification requited by the
Cotiimitiee.

o The oo discussant is informed no less than 7 diys prior o the meeting throlgh
the Apendin, I ense the lend descussant (s nol 10 g posithon ke review the assigned
Projects due to some reasun, he'she should imform the Member Secretary, [EC at
the earfiest, wo that the research study can be assignid to another member.
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In the event of his'her abwence, a liead discussant can send whithen comments on the
reseurch protocods 1o the Member Secretary, which will be wabled and descussed during
the meeting, However, o final decision on the rosearch protocol will be arrived ut, by a
b consensus at the end of discussion among stending members and pot solely hased
o riiien CodmrEicT

It 15 the responsibility of the sustgned besd discussant®s to review the research protocols
assigned 1o them theroughly wnd communicate thew observations comments and
decmons w the 1EC durmg the meeting

All members are expected o resd all protocols and submissions before n meeting.and 1w
participale in miceling disoussions

The Member Secretary can mvile en independent consuliant (if necossary ) for commenis
shuring the full board meeting.

Respuonsibilities of IEC members

™

L]

Check the mevting date to see if he/she is available 1o anend the meeting.

Cheek the contents of the e-copy’ hard copy of sidy documents received via emall or
minil.

ldenrify the project/study related documents assigned Tor review,

MNolify the IEC Secretarial 3 duys peiow 1o the convened TEC meming negarding missing
ducismieiits, il any.

The lead discussants should ssbmat the online ‘offline Study Asscssmeni Form and

pomments i the 15T Secretanal on or before the scheduled meetng. In case an 1EC

member i nol i oo plesifion o aliend the scheduled mecting the responsitsility of

T FTEL S0 A
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stbmitting the study assessment form siwd comments would be thit of 1he respective
[EC membir

s The non-medical member of the IEC shall spevifically sddress ethical aspecis of the
study in the study assessment form such as study population invoelved, conseiting
process, waiver of conscm ¢ic.

4.5 Review the Protocal:
Review all elements & per section 4a.3, 444, 428 The protocol will be reviewed by lead
discussams as per guidelnes to review o study protocel described in AXT VESORMVE,

4.0 Use of study sssessment forms and seoring svhevt

It bs the sesponsibility of the TEC momben (lesd discussania) W use assessowenl form as a
checklist while reviewing ench research protocol. The duly filled. signed and dated
assessment forms may be returned aloing with the research protocols 1o the Seeretarin
one diy prior 10 the meeting. The asscssment form is designed 1o standardize the revies
process. The study assexsmem form (AXEVSSOMAVS) helps 10 ensure that all
elements of research study are reviewad and are accordingly documented duning ihe
dincussion | meeting. The head discussantist of the resewrch proposal shall complete the
study assessment form for ikl review and espedited review, The lead discussant noeds
1o sabmit comments for the resubminted projests vin AXEVISOPOLVE AL seientific
[EC members shall score the studses seeking mirmmmaral funds as per sooring sheet (AX2-
VESOP4aYS)

Note: The completed wssessinent form s the official record of the decision reached by the

1EC for the sperific protocol. The study ssscssment form s applicable oaly for fiest inital
KMCT FIEC S0P /08

|minnal Boview ol Submitiod Mrotacol

Rovsew date; 28 Apeil 2021

Wersion Wo;



-ﬂlﬂlrdl:l-ptﬂlin’ | Do Na [H:HIET,FIE':.-'EHI',FM

?E\q mmr.-l cuu-p;-.- Procedury Fffoctive tate | 01 May 2021
lq:p" Iniiial Review I-' i
submitted Protocel | V000 N0 | :

full board or expedited review, The lend discussunt neads to submit comments for the
resubmmtted projects v AXE-VISOPM V]

4.6.1 Collectinn of the pssessment reparts
The IEC Secrctariat will collect the Assesament Forma AXEVSSOPO4a'VS and the
castnments Trom cocly lead discussant and file them im the original set of the study file

4.7 Guidance for sddressing ethicul issues related to resenrch.

4.7.1 Role of the EC: ECS play a key role m oversight and use of the bo- and dam
repositories for rescarch, sciennfic und pubrlic health programs, Research proposaks,
which roguire bio repositony services inchading material tronafer and ovailable dot sets,
should be reviewed by the EC. either an instetitional ong or that of the bio repository.
4.7.3 As per Mational Fthical Guidelines for Bliomedical and Health Resgarch Involving
Human Participanis, 2017 Bio banks con wse the siored matenal data for domg research
iy research themselves or they can outsource or supply soch maierinl data 1o other
rehenrchers imatibniions o o nonprofil bhasis

4,73 Ownership of the biologieal samples and datar The participant owns the
hiolegical somple and dotn collecied from berhim and therefore, could withdraw both the
biologicnl material dorated 1o the bio henk and (he related data unless the latter is
required for outgome mewsurcmeni sl s s mentioned an the smitial mformed consent
document. Complete anonymzsbion would practically make the orgnal dooor Jowe the
right of ownership. Bio banks/institutes are the custodians or trusices of the samphes und

KT FIEC, A 500 P i
Initial Hewsow ol Sabmiited Projocs
Wy cabae: S0 il 2021
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dittn through their ECs as their present and fisure use would be done wnder sipervision of
the respective EC Rescarchers have no clarm for enther ownership or custodianship,

4.74 Transfer of hio specimens: An MTA should be executed 11 the bio specimens are
hkely to be shipped from the host imstiuton 1o collaboratng instmmons within the
couantry of abrmad. The EC shauld oversee the process of the m-country amd international
malerl transfer. Mandwory regulatory clearances with approgpeiate Mol are required if
bio specimens dre 1o be kel overiens. Directorse General of Foreign Trode |DGFT) hos
aied & potifieation related transfer of human Mologics) material for eommercial

APy,

4.7.5 Secondary or exiended wses of stored samples're-consent: The FC will examme
crrcumstinces under which the obogical matenal o the dota were originally collected,
and informed consent obtaimed. The deécision about unonymization mformed consen
waiver of feconsent will be made on @ cose-by-case hosis,

The Fallowing must be considered whan stored samples are o e used:

L]

Whether the proposed use s aligpied wath the arigmal consemt given for the
enfer research and sorulimizes ihe validity of the objectives of the new
resciich

- Whether provisions for eosuritg anorymity of the samples for secondary

use are staied

Whether the permission of LAR w oblained for post-mortem ises of
sarmples

Whether the consent form mennons retention and vanous possible future

ez o Bermans o fhe Form ol @ Berod conscii

KMCT /1B 50RO
bnktial Beview of Submitted Pratocol
Risvhiewe dliabe; 26 April 2021
Weraan He: 3
e 2
| Culmge
L i o]

! roasa Ty

d



=" KEMOT Standare Dperating Doc Ma: | KHU'"EC_*'WFI“
4 " Foilene = Effective Date = 01 May 2021
a.d-% o [
L | Submitted Protocol | SHOONO 3

5 Whether provisions have been made for allowance of walver of consent i
the donor i nol trsceable or the ample'dsts = snonymized or it s
rnprachice] jo conduct the nesesrch,

4.7.6 Return of rescarch resulis to imifisidual/grougs:

Resulis of the study should be commumcatéd bock 10 the praviders of samiples
duta. Wherever apphcable. rescarch findings in aggregate form (which does nat
revenl mwdividual results) must be discussed with the community, especially when
resenrch) mivalves vuliemble popiilations

In the ahsence of an appropriate mechanism 1o deal with mformational harm that
can occur if partcipams are provided foodback when they ure not prepared to faoe
itoor i it s on actionable or when such nformation s unrclaled a ol of distress
coitld be cowsed 1o porticipants concemmed. Al the time of sample volloction, it may
be u good approach o offer donors the choice of receiving the resulis of the
resenich whether they are beneficial or pot. Participaists mey also choose not 10 be
contatted aboul their resulis. Another dliommtive (s 10 grve parcipants the option
of pecerving an aepregate repon of all the resulis of the may which could become o
shaged benelit for the commumity The aloremenbioned options may be
mcorporiicd in a lered ooiseni.

4.7.7 Benefit sharing: Biological mutenals andior duts have potential commercial
villue but the participants’ contribution snd their share m this benefit s very often
mot kw10 them The miormed consent documemt should emphasize this aspec
wilh necesary clinses Torelanty aboil benafit sharing.

KMCT /IEC /50101
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1. Purparse

To provide instructions for preparation amd maimenance of pctive study files and
ather related documents approved by the Ineitational Ethics Committee (IEC),
KMCT Medical College. Korhikode 1ET administratve docoments, archival af
chosed files and retrieval of documents

1. Seope .
This SOP applics s maistenance, archival and retneval of all study files and study
related documents and TEC adminmtrative documents by the [EC Seonétarial.

X Responsibility

It is the responsthility of Member Secretary with pssistance of Secretanal 1o ensire
that all active study files and IEC reconds wre prepared. maimtained during the study
period mnd kept securely for a peried of five years after the elomyre’ termnntion of the
progedt

4. DNetailed instructions

4.0, Maintenance of the Active Study Files

A study master file is the file comprising all esseatial documenis and cormespondence
related 1 the siudy. This shoolid be creited for all proposals at the time of mitial
submission o the [EC office

All relaed docaments of the approved study will be gathered, classified uppropriately
and placed in the study muster file: These cold inchade copees of

H 1
KMCT /IEC/S00/19 »é"“

Adlministrative Suppart, Becord Eeeping And Archival
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Anncxure | AX 0150 Dite of Recelpt of complaint form

{Eum&ﬂﬁmnﬁlT == _F_
| Reguest Coemplaint reveived ihrough ‘Ttlé;ﬂﬁm'ﬁ_ e
' - Lener dae
|Emif!i.ht¢
| W k- indDte Tirme
Uiy, specify
Pamcpants Name: - : o )
Comtaet detils Address & Phone: “_
Title af the Project
_s_m:iing'ih"ﬁf.iih'-ﬁiﬁnm_ | -
Informaton roguestesd complaimi guers
CActien taken - ' : 7
[oviewsd®y T_'_'__
[ Fimal decinion . 1
Date of TEC meeting {1 applicable) | =
same & Signature of Member Secretiry [hate

KMCT LG 5 1
Dealing With Particijants feguests And /Ur Camephaints To Lostitutitaal izhics Committze

Review date 26 April 2021
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Participants Requests
I And /Or Complaints Version Na
To Instivutional Ethics
Committer

e The IEC will jmist on fuciual detasls (0 determing gap, i sy, between ruth and
Indiyidual pereeptioi,
The final dectsion will be when by the Member Secretary In consultation with the
Chasrperson based on the recommendation of sny one of the ahove and it will be
informed tilwe rescurch participant and the ™M by the Secretanat,  The  miormation
including any action tikien or follow-ug and final decwion will be recorded m the form
AX D1SOP 171 and the form is signed and dated. The TEC members will be informed
about the actson tiken and the outlcomes i the Fortheomiyg IEC meeting (in case of
regquests complainis mot discussed 1 Full boand meeting) and minated, The Necreianot
will place all documents in the relevant audy file,
Kvatisy=]

Prepared by: Signature with date——= TP

Reviewed by 4. Signatere with dute-

Approved by Sripnature with m—«!uﬁ—
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The Member Seoretary may receive @ request, complaint of query diroctly from the
partscipant. He'she will record i1 i the reguiest record Torm AX 0LSOP 17V ] and notify
the Secretnat,

The Member Secrétary will addinonnlly mcertamn deuinls of the request sdomplamt by
examining any relevant documents und by imterviewihy the partbcipon " necessary. I
roqudred. the Member Seorctary will call for uddbtional selévant informmtron  and
documents from  the Principal lnvestigaior (Pl The Secretariat will inform  the
Chairperson about the request, guery or cormplaim received from the research paricipant,
In case of a request for additional miormation or clanficaiion, the Member Secretary m
consultation with the Chairpersen will provide the informsnon himsell herself or will
desagnate one or more 1EC Member(s) o provade such information. In case of a
complamni recetved fram a research participant:

* The Member Seerctary, in consulistion with the Chairperson will imitivie o
process 1 address any injustice tht may have oecurred. Depending on the
senousness. of the matter, the Chomperson will direct the Momber Secorsiary o
Appaint @ subcommines of two or more IEC members for enguiry in onder 1o
resolve the maser, Call an emergency mecting of two or moee IEC members for
discussion or Consider the matier for discuséion at the next full board meeting

* The Chairperson’ Member Secrelary designated [EC members will nssess the
sitaatbon gnd medlite 5§ dmlogee between the rescarch pariscipant and Pl m an
wiemgs o resalve the matier,

KMOT JIEC 80P 18

Fald g WL Parthcipaists Begpuesis And /v Complalngs To instbbitional Bihdes Comaiiioe
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To Institutional Ethics
Commites

—_—

1, Parpase!
The purpose of this SOP is w desurbe procedures for dealing with requests for

information by research participants regiding their nghts ab o participant of 10 resolve
therr complamas fhat sase relabed 1o therr participation i pesearch ipproved by the
Instjtutional Ehies Commutiee (1EC), RMUT Medical College Kozhikode

1 Scope

This SOP applies 1o handling of requests for mformaton complaints made by
paricipants concerning the nghis ind well-being of the research panicipands participating
in research stadses by the IEC

N, Respansibility
It is the responsibility of the 1EC Secrctariat and Chatperson/ Member Secretary: 1o
nitiase the process of giving information ssked by rescarch participants or 10 addresn any

injustice that has occurred, 1f sy complaints e received

d. Dietailed insirieilon

A request, complaint or query, from a research participant will be sccepted by the
Secretanat and forwarded 10 e [EC Member Secretary

EMCT SR SOP /1l
Dealing With Participants Neguests Asid A Compéajots T Inatitudainal Rehics Gommikies
Review date26 April 2021
Viersion Mad ;
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AT LP L=l y i w522 = m—

Al reporting procvess cumpletad
' Compensatun pill-l:l T study rebated | :

iy,
| Are soeage of daty v Esgling products |

locked
' Duration of visi | N

Nome of IEC Members prosent [
|T'la;w ﬁl'.ﬂudf fewim members I~ o
Comploied by =
- — e — i

Dt off IEC meeting where the manloring repart s discussed

Signature of chuimersan
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" Recrutment Status

Toml Screened 1 f
“Total Randomised

Towl Screen failure |
Totul withdraw = =
Reason

 Total Miscontime

Rednan ‘
e =

o —_ +

| Total Active

s the sy using all IEC approved |
documents { Proincol.

tsdy lewn Members are adequare and |
trained
Site Infrastructuse adeguate
Foy SR e . e =
If Yes. how many
Any drug related SAEs reporiod:
I yes: how toony
related

imre Latedl
thlth Felated

Freviesy dlaten i Apnl 2031
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Ammexore 1 AX TSP 1T -5 Moniosing Wisi Repon
Annexure 2 AX 0ZSOP 17V I-Monnonng of audws visual recording of AV consent
PrOCoss.

Amnexure 1 AX 01LSOP 17V 1 -Site Monitoring Visit Report
| Date of Visit ' —

Sy Tie e —
Principhe Investignor - A“
| Department | o :
Type of stidy |l lovestigatir Initiated ] Pharma
|
!E'I'lneuu [ Oehers
D o1 1EC appeoval —
Date of Intiation of the srdy
Duration of uﬁy: -
Rewson for Manitering 1O Routine —
D For cause | Reason )
[ Protocol DeviationProtocol Viatation
[] SAE reparting
[ Recruitment Rate
E thhers
|_|-I:I;lrt'|_l1m1¢mu doime, 1f any. 1 G Yes
D Dawe of Lust Momiwring——————-
- O
Project Staiiis
CRMCT G A0 1T
Side Monitoring
Review datan 26 April 2021 'é,_-/
Version Nl
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If the Monitor has findings that impact on safety of the participant the Motitor will
inform the Member Secretary o the same day. The Member Sccretary will descuss with
the Chuirpersan and uny one of the actions deseribed above will be laken,

The Secretariat will cunvey the decision 1 the Principal Fovestigator in writing within 14
working days of the meeting. The Seeretariat will place the cops of the report in the
profocol file.

foy tlesg ]
Propared by: Stgnature with date .
Reviewed by S ignatire with dale @——

Approved by: Signature with dase u.._m(%
i
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the sufety dawa i.e. Adverse Events (AES) and SAEs for the volume or severity of
adverse events

* Review the project fifes of the stly o ensure that documentation i liled
appropeiately.

¢ Heview the swource documents for their completeness, Coflect views of the stady
partscipants, 1] passible,

*  The Mosutor will fill the Site Monitoring Visit Report Form- AX 01/SOPO9/Y |

4.4, Afer the visit
The Muondor will submit the completed Site Momibaring Visit Report Form AX 0]/S0pP
0% b the 1EC secretarar within 7 working days of conducting a site monitormg visit
or ai the tme of full bowrd meeting (whichever s carlier). The report should describe the
findings of the monioring visi. The member secretary will present the monitoring report
At the next Tull boand TEC meeting and the concomed moniter will provide additional
detnbs | clontications W members i regisined
The JEC will discuss the findings of the monitoring process and tike appropriate specific
actian by voling or combination of actons, some of which are listed below:

¢ Losstinuatiem of the progect with oe withow changes

¢  Restrictions on enrollment,

*  Recommendations for sddiional training,

*  Reoriting sdditional members in the study team.

* Roviang providing qualification experence criterin for memsber of the study leam.

termination of the sy,

o Suspension of the study, vie

KMCT/TEC/ S0P /17
Siee Manitaring
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Site Monltoring ~ Version Ko 3

4.3, During the visif
The Moaier will follow the check list amf -

L

Check the log of delegation of resporsibilities of sudy esm.

Check iT the site is using latest 1EC approved curment versions. of the protocol, imfarmed
cinment dicurments, case recard forms, diarics, adverisements, et

phserve the informed consent process, if possible,

Review randomly selected participants files 19 ensurc that participants are signing the
cormeet informed consent

Cheek investigational product secountabality o sdequately controlled und documenied
throughou the product flow at the study site (arrival, dispensing use refum from the
subgect and return - desrruction after the sady )

Check Tor stotage times, condiions mmd expiry dates 10 be acceptabic and not supplics
available, whenever applicable.

VeriFy that the investigaior follows the approved protocal and all approved amendment
[u) ol mmy.

Ensure that the investigator and the ivestigator's trl staff are adequately infonmed
aboul the trial,

Verify that the investigator and the ivestigaior's wrial sl are performing specified
study functions, in scconbance with the approved protocol. asd any other written
agreement between the sponst uned the investigior rmstituthon, and bave not delegated
these functions so wnaathonzed mdividaals,

Verily ihat the investigator i enrolling only eligible subjects,

Determine whether all SAEs are uppropristely reported within the lime & per the
applicable regulmory requirementis] Cose recard Torms would be checkal 1o review

KMCT /TEC/SO0 /17

Site Manitoring é‘
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High number of protocal vwdlalions

Lovge mumber of stidics corned oal af the sudy site or by the investigator Large
purvber of Serous Adverse Eventsi SAE) reports

High recruitment rate,

Large nuimber of Prstocol deviations

Complusnis received Trom participants or any other person

Freguent failune 1o submit the sequired documents

Amy other cause os decided by 1B

4.1 Before the vish

Imespective of the cause for conducting nuonitoring the following procedure will be followed

The Chairperson Member Secretary will identify and sclect obe or more [EC members
(henceforth refiermad 1o as monitors ) o conduct monitoring of a site.

The selected members will be informsed via ematl’ letter th this regard

The agenda of momionng will be decided by the dentfied monitors i consuliation
with the Member Secretary and Charrperson

The Secretanat will decide the date of the monitoring in consultation with the maniiors
and the PL

The final dote will be communicated W the Pl {with o reguest 1o be available and
monilors

The monser will receive from secretarisl and review the relevant project documents
and make appropriste noles.

The Seercturial provided Monitors with relevant reference material/documents related

tii the paedct
KT B/ S0P 1T
Alke Manliaring it
Wirvbrw ckabar: i Agril 3081 e
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4.3, During the visit
The Monitor will follow the choeck list and

-

Cheek the log of delegativn of responsibilities of stdy team,

Check if the site is using latest 1EC approved current versions ol the protocol, informed
consent docuinenls, case record forms. duries, sdvertisements, ole

observe the informed consent process, i possible,

Review mndomly selectod participants files o ensure that pamicipants ure sghing the
correet informed consent.

Chieck investigational prodisct sceouttability s adequately controlled and documented
throughout the product Mow sl the study site (nmval, despensing ase Felum from the
subject gnd returmn - deviruction after the shindy |

Check for storage times. conchlions and expiry dates i be accepiable and not supplies
availahle, wherever applicable.

Verify that the investigitos follows the approved protocol inel all ppproved mendnien
&) 1wy,

Ensure that the investigntor and the mvestigator's wial stafl are adequately infarmed
aboant the trial,

Verify that the imvesthgator and the investigator™s trnd stall are perfomiing specified
study functions, it accordunce with the upproved prolocol and any other wrinen
agreement between the sponsor and the invistigator institufion, amd have not delegatod
these Tfunctions fo unauthonzed individila,

Verify that the imvestigator is exolling only eligible sulygects,

Dictermine whither all SAEs sre appropritely reported within the ume as per the
applicable regulatory requirementia) Case record forns would be checkod o review

KMCT /TEC/SDR/1T
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1. Puirpose:
The purpose of ihrs standand operating procedure (SO is 1 deseribe the procedunes for site
monitonng of Instimuonal Ethics Comminiees (IEC) approved protocol conduted al KMOT

Medical College Korhikode

2, Scopw:

This SOP applies to all IEC approved stutlies for which & mine for moniormyg may be
undertaken by the TEC.

1. Responsibility

It i the responsibility of the Full Board or Clabmperson and Member Secretary o decide
eonduet an-site monitoring. It is further the responsibility of the designated 1EC member{a)
perform an-sile monitoring of selected study shlefs)

4. Detailed instructinn
d.1. Selectinn of siudy sdies (Departmienis)
Rowtine monkoring for o site may be decuded at the time of approval of the project by the Fall
Board
This |5 recorded b ihe TEC pamitds
“For-couse mondorng” will he performed at siles for reasans wentified by any member of
the TEC, after approval by the Charrperson
Thi reasons Tor identilving a particular s for “fin-cause monnoring could include avy

mne or msre of the following:

KMCT FARE SO é
Simit Monitoring

Rupvnene dabe 26 April 2031
Worion Ml Pyingmil
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Fopulation

participuis chumpes, [or ¢ imoRscioas atienl gaining conscnminieus of o
sihirophrenic patbent regains ipsight, the participant will be re<Consented.

Prepared by Signatune with m&w -

Reviewed hy » Sighanire with dute .@_— I
Approved by . Signature with dite “J'ﬁ\/

RMCT S B S0P 16

Reverw (H Yulnerabbe Popuiation
Ruvbew date26 April 2021
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&, Detafled instructions
&1, Reviewing protocols with vulnerable participants
The protscol should be reviewed, Additlonally, the protocel should be reviewed 10 ascss
if the following points ane addressid

o Can the rescarch be performed in uny other non-vilnerable particrppnty”

o la thsere justification i use vubierahlc populidion

¢ Do the benefits justifly the risks

s Are the particrpants selected eguitahly
Have the meisures 10 profect Autonommy of the valnerably population been deseribed 1EC
members dealing with such profocols should be well versed with the posentin] harm sk
of such population panicipating in the snudy, IEC Members will review the protocol and
the infiarmed consent document or assenl Fonn The TEC members will discuss the
cominents from the Members and understand the recruitmant strategies from the sindy
sewm and crwire the profection of Vulnerable groups are conlinmed i the 1EC meeting
and ketier regarding approval modificaison disapproval will be sem to the principal
invistigator. The discussion will be documented i the munuties. The Member Secretary
will etture that the 1EC recommendanions have been meorporited m the revised protocal
and protocol relared documents as applicable

5.2 Approval of the protocal
The final version of tho protocal will be apprivid at & full board mecting Wherever
necessary the TEC approval should state thi 11 m future the valnerability stubis of the

KMET JIEC/ 500/ 16
Review Of Valnerable Papulation
Revipw date 26 April 221
Wrndin Ko A
Principul
Cobage
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programs All IEC members ane responsable Tor conducting review of reseanch planned for
vualneruble popilations, including an peessment of potential for coercion

4, Definbtinn and Mandate

4.1 Defnition

Viilnerable Subjects: Individuals whose willingness w volunteer m a climcal trinl may be
anduly mifuenced by the expectation, whether justified or not, of benefils associated with
participition. or of o retuligtory response from senior membens of a hierarchy in case of
refusal to partaipale. Examples wre members of o group with o hicraschical struchire,
such e medical, pharmacy, dental and nuersing students, subordingte hospital und
laboratory personnel. emplovess of the pharmaceatical indusiry, members of the anmed
forces, and persons kept in detention, Other vulnerable subjects include potients with
incurable discases porsons in nutsing homex, unemployed or impoverished perons,
paticnls i cmergeney shuations, ethisio munonly groeps. homeliss persons. nomnds.
refugees, minom, mnd those icapable of giving consent

4.2 Mundute

Lieette notifkcublon doted 3 st Jaly 2005 005 0, 61 HE b bos rondaied agdao -yl
reconding of mformed consent process i case of valnerable participants in chnieal trisls
of pew chermical entity) new miolecular entity

KMCT [IEC/S0P/ 16
Rl OF Wilnorabile Puajsilutiom
st i i 08 Al 20D
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1. Purpose:

Standard Operuting Procedure (SOF) describes the reguirements and process of review af
resgarch that imvolves vulnerable participants al KMCT Medical College Korhikode

L. Scope
This SOP covers the policees and procedurcs apphed 10 all sesearch dealing with
vulnerable participants subamiited 1o the [EC

Participation of Vilnerable subyocts:

[0 Pregnant wormen [ Hlsierate

O Servouslyaerminally il L ¢hildren

[ Neonsics 1 mentally challenged

O Elderly Tl pandscapped economically /socinlly backward

O 1asthunonnl emplovess students

e b

If isther, please specify

X, Responsibility

Tt i the responsibility of the Member Secretiry with Secrowmnm (o mainiain up-to-date
waolks, like checkists, for reviewing reseprch concermng vulnemble groups based on new
and evalving applicable regulations and guidefines, TEC Chairperson © Member Secretary
are respansibie for ensurmg that [EC membess are well-versed o new and evolving
regulaticing andl guidilings pertaining w vulnerable populations, through regular traiming

KM NG S0P L6

Beviare (4 Yislnerahle Populétion ﬁ_
Reviien date: 26 April 2021 !
Vervion Nool A
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5.1 Reports of SAE Occurring af wihier Sires

The investigator will oeed w subinit the SAFS occurring o1 other sites (CIOMS and
SUSARS) with the appropriate covering leter (hard copy) mentoning the total number
of reports and s demils. The SAFs ocowrmng o other sites will be reviewed by the
Secrerary af the 1EC and informed 1o other members and discuseed in the forthcoming
schedulid precting. The agenda and minwes of the mecting will inglude the information
oty SAES ul other sites.

Evitesyiny

Pricpared by Signalere with dite =

Peviewed by ¥ Signuture with date ﬁt’
"
Approved by Sagnature with dote 7k

-i—"-'.--.-'-.-..
il
Wi T e ol COREE
Mpnasery 1O
]

KMOT JIEL B0 1 %
Raevdina of AESAN
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o Any climeal trial related procedures invelved n the study

The Investigator and Sponsar should provude the EC 4 follow op repant within 14
calendar doys of the Inital repont with recommendations for the SAE betng Chmacal Troal
Related or Clinieal Trial Usrelated s per above lited criterin. Fased on the mitil and
follow up report the EC 10 pisess the SAFE 1o be Clinical Trial Related or Clinical Trial
Unecltid. The BC o discuss amd decide f the subjecis'nomines are entitled o
Compensate. The Member Socretary should sign this recommendation amd forward 1o the
DOGT office within 30 calensdar days sinee the SAFE occurmed. The document should be
sent through scknowledgment revent courier. The EC should marmtain a copy of the: Air
Way Bill of the courier relessed and also of the Acknowledgment of Beceipd al the
regulators office slong with the SAE repont in the EC files. A copy of this
recommendation should be provided to the Investigaior 1o place on siudy fie and 1o share
a copy with the sponsor. The EC 1o use EC Recommendation for Compensation Letker 1o
repont document thewr recommendsiion do the regulators fond copy o Investigator
Sponsor). The EC should matruet the mvestigator is provide an apdate on the status of
compensation pasd by sponsor within [50 doys of the dute of the SAE

KMCT JIEC/S0P/ 15

Heviisw afl AE/SAE Principal
Review date. 26 April 2021 MAACT Rt
Versinn %03 Meavsary pioy o
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4.2 Adverse Event

An AE w any unioward medical occurrence moa potient o climcal mvestganon subject
admanestered o pharmaceotical prodsct amd that doss nol necessarily have a casal
relatioimhip with this treatment. An AE can therefore be any unfivoruble and unintended
mgn fincluding an abnormal loboratory fding), sympioin, or disease  emporily
ssapefated with the jpe af o medicnal i edigitinnal j product, whether or qot related o
the medicinal { vestrgatioral ) product

5. Detuiled Instructions:
All Iovestigmtors wre reguested 10 sobmit oll SAER w the IEC within 24 hours of
oocurmgnce enclosing the following documents, The JEC will veniy mnd sccepl only
reports that are complete, signed and dated by the Mlidesignee

o Appendix X1 as per Schedule ¥

& Cover leter meluding whether the report 8 final ar follow up

¢ Copy of SAE repons send 10 the Sponsar
In case of Institvtional holidays and SAEs ocourrimgg post | 200 hours the day previous o
such & holiday, the same may be emailed 10 the Meniber Secretary, 1EC. Hard copy of a
submission package should be handed over o the Secretmnat before 10:00 howrs Then
next working day
Ernpil sddres ol Charpeteaii)
Emml sibdress of Member Secretary

é"’ 2
EMCT AEC S0P 1%
Poerviewd nf AESAE
Ty dlates 26 April 201 Procre
Version Mo EMCT Medicat Collge
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1. Purpose:

The puirpose of this Stembard Operating Provedure (SOP) §s 10 dedcribe procedures for the
review of inrtial and follow-up reports of serious adverse cvents (SAE] reported 1o the
TEC Tor any study under the oversight of the Instiounonsd Erkies Comminee (1EC) KMOT
Medical College Koshikode:

L. Scape
This SO applies 1o the réview of SAE repons (Advere events SAE on site as well as
SAES of the multicenter studies ocearring ol other sites of f site) submitted 1o the TEC

X, Responsibiliiy
I ia the responsibslity of the 1EC 1o review all SAEs reporied o the IEC in a tmely

TR NET.

4, Definitions

4.1, Serious Adverse Evenis

Any wntoward medical occurfence thal ol any dose results i death i hife-thrememng.
resuires inpalicnl hospilaleaion or preloagation of existing  hospitolimlion, resulis
persistent of signifcant dinibility incapacity, of 15 a congenital anomaly binh defect An
AE or ADR that - issoiated with death, snpotient hospitalization Uin cise the study wias
being comnducted on oul-paneits), prolengaiion of bospialization (in case the study was
bemg conducted on wn-patients), perssstent of ugmificant disabily or ipcapacity, a
comgenital anomaly or barth defocr, or 1 otherwine life threwtemmg [ Indun Good-Chmical-
Prociice in Gusdeline guidelines

KMCT (1EL/S0P 15
Reviow nf AL/SAE -ﬁ_‘
Reviiow date: 26 April 2021
Werabin Mo 3
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5.5 Hecords and follow up to be kept by 1EC seoretariar

The Secreturist will keep a copy of the notifization letter in the rexpective praject file.
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Deviation And | Versloi No 3
| Vielation (4 SOF

s Obsgrve the foscarch of oosenl process (depending on the miture . snd
frequency of the devistion)

o Sugges modifications 1 the protoca]

e Alier the uverval for submission of the comtinuing reviesw’ anmunl project
slalu.

o Axk for additional teaining of the investigator and study toam

o Seck ncelstionyl informution from the PL.

o Conduct audit of trial by the IEC

o Suspend thie sudy 1l mdchiemenal miommation s made svailable and seniimized

e Suspend the study 1l recommiendations made the 1EC are implemented by the
M and found to be satisfactory by the [EC

& Suspension or iermination ol the study,

o Revoke approval of the owrent study

o |nform DOG) other relevan regulationy authorities:

s Keep other research proposals from the PL Co-Pl under abovance. Review and/
or inspect ather studies undertaken by PICo-Pl

fe, This linal deciston will be reciarlad by ihie Member Secretiny

&4 Procedure for notifviag the Pl and sther concerned sutharities

The Member Sccrctury will druft o sotificstion letericknowledge the notificaton
better from lnvestigatior. The signed letler by Member Secretary will be senl to the P
aned Department Heosis) (] required on case to case basis ) ongd Institutional Cffcials
Iif required on case o case basisl, The IEC sveretanat will send a copy of the
notification to the relevant national phormies (i required on case to cuse hasis) and
institates | regquired on case to case basis i case of malti-comrc trinls)

L
KMCT AECSCHY 14 :ﬁ_—
Heview Of Proaoool Distatiian Aned elatsan OF S0 il .
Revivw date26 April 2021 < nppv

Veeriomn War 3 whe
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2. Member Sccretary will decide on the impact of the protecel deviation | violation
and st uccordingly. Depending apon the serousness, the TEC shall do the following
imot limited Lo these actions):
o Ask PI for witlen clanfication s soon us the deviation o receivied
w11 tie rmpmct s serous, this report will be shared with the Chairperssn and two
or murg 1EC membiers designated by the Chairpersan
o I the impact of the protocol deviation i serioms enough, the Member Secrery
will instruct the Seeretarint o call for and schedule & full-boord mecting
specifically to distuss the issue within 7 working days of the initial serutiny
o The Secretiriat will put up the information and communication at the nest full
board mecting for discussion
1. The Member Secretary m comsultanon with 1EC members wall review the
information available and deliberate on it
4 The Chairperson will ke o final decision depending on the sériousness of the
viodatson, The decision will be taken w ensure that the salery ond rights ol the research
participands are Safeguarded. The decision will be laken by consensus within the
rmermber
5. The decision when by 1EC could iclude one or more of the following:
¢ Deiermine that o fnher sctioh s fequued. o ke other sons as
apprapTiate
+ Inform the PUthat the TEC has noted the vieolation' deviation, and instract the
M 1o ensure that deviations violations do not ocour in futuae undd o follow TEC
recomanendarii
s Enlist messires that the Pl owould undertake 1o ensure  thal  such
dheviations'viclations do not secur m T

4
KMET FIEC/ S0P/ 14 !‘3""'

Mview OF Prodocsl Devition And Violagion OF 00 —
Roview date-26 Apeil 2021 ppen AT
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annial penodic feports’ SAE repors any other communication reeeived fromy the
Iavestigaior’ trial site’ spunsor study meedior contract rescanch organization,
Vo The IEC Scertanat and' or [EC members may bicome sware of 4 protocol

deviption’ violation while reviewing studv-related documents including repens filed
in by the Principal (nvestigator (P

V1. Commumcation’ complant information received from e research participant who
has been enrolled or any madividunl who has been approached for enrolment.

Vil Any repodt’ comamunication brought w the aitice of Momber, Seorctary! Chuirperson

of TEC by an independent person
L Communication received from the Head of the Institution informing TEC abowut an

alleged protocsl violation prodocsl devisbon:

5.1 Receipt of protocol deviation violathon repart by the secretariar
L The "1 will repom the proscol devianon'vislsmion
il The Seorctanol will ooufy the Member Secictary ol any  protocol
deviationviolation  repon received from the PU Trom any source within 2

working days of receipt of the nokificetion

5.3 Actlons to be taken
1. The action of the [EC will be based on:
®  The natwre aid seriousness of e deviation © viotion
s Freguency of deviotion violation i the study in e past
*  Froquency of deviathan violstion i previeis sudies conducied by the same P Co-
Pl wr in the same departmen

KMCT /IEC/S00 14 prnsP® . aen
Heview OF Protocal Deveation And Vialatian OF 500 #ﬂ#ﬂ""ya
Heviow date:26 April 2021 Wl
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Minor Protocel Deviatlon- A mivior procol deviation is any change, divergence, or
departute from the stady design or procedutes of o research protocel that has not been
approved by the IRB and which DOES NOT have o major impact on the subject's rights,
safety or well-being, or the compleienees, w'ouracy amd reliahility of the shady data.

I the protocod and related documents satify the above stated critera, the Member Secreury
in consulation with the Chairperson will review the brief summary of the prosect. The
Member Scenctary records the decision in the reipome letter. The Socretansl communicate
the decksion to the imvestigator. The Member Sceretary  Chaimperson nuay keep the
application for review. anid decisbon regarding exempiyon al the next full board

meeTing

L, Detailed nstructiong
&1 Detection of Protecal deviation’ vielatisn

Mrotocal deviation violation may be detiscied moone the followig wiys (b not limited 1o

those lisied below)

L  Protocal deviathisn violation moy be roported by lavestipiior’ study  site
spnsir Sonitor

Il The IEC members performing mssmitonng of the pioject &l trial sile may detect
proigol  devialionviolanon  if the project s noi been  conducted as  per
profocal natonal imernatonad regulanons

1. The Secretarial muy detect profoco] deviation’ viokaton from fahire 1o comply with
stitidory reguiremenis faduie 1o respond W reguests Trom TEC within reusonpbie time
Hemit' failure (o respord 1o communication made by 1EC

IV, The IEC members may defect protocel deviation’ violstion when scrutinising

4
KMET /IR /S0 14 !5
Heview O Protosol Disvatbomn Amid Vhodatwe 04 800° F""'r'iﬂ
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1. Purpose:

The purpase of this Standurd Operating Procedure (SOF) is 10 describe actionis] o be

inken by the [EC when imnvestignions) trinl sateds) (ailis) 100 follow the procedures written
i the approved protocal. comply with nationsl snd or interfntions] guidelines.

L. Scope:
This SOF spphes w0 ull IEC approved rescarch protocols involving humen research

i s

Y. Responsibiliny

The TEC Secretariat is responsible for receiving deviation’ violation reports submitied by
the Principal Investigator (Pl) /others and placing it on the agenda of the meeting. The TEC
megimibers should review and ke seeon on sl repons,

4. Definitions

Protocol Deviation and Protecel Vielation:

Protocol Deviation- A protoeel deviation (s uny chinge, divergence. or depanure from the
sluely disipn or procedures af a resesrch protocal that s aneber the imvestiginar's comimol and
that has not been approved by the IEC, Upon discovery, the: Principal Invesugowr s
responsible for reporting prolocol devistions 1o the TRB usiing the sinndard reporting form,

Pratocol Vielation- A protocol vialanon is o doviation from the 1EC approved protocol that
may aflect the subjects nghils, sufety, of well belng andior the complelensss, accuarsey and
reliahiliny of the sudy datn |1 the deviation meeti any of the followng criterta, i1 s
consdered u profocol violaton

1
KMCT/ [C/S08 /14 J——
Bpwiew U Protoce] Devibos Anil Vieaiam O 09 caie®
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4.1 Decision

« I the IEC approves the omendments. the decision is commumicated 1o tha P

o 1 the IEC dues not approve the amendments, the seerctary should immedantely
notify the iovesiigstor m writng of the deciwion and the reason Tor nod
approymg the amenidmen)

o I the [EC recommends or sugirests inodfilicaiions 1o any of the documents, or
the amendments, the secretarial sends a wilten communication Lo the
ivestigator abost the speeific changes asking him ar her to make the necessary
chamges and resubmii the docoment fo TEC

* Member Secretary wall msue an approval Tetier 1o the Primgrpal Investigaior, if
respnas from the P found 1o be satisfactory

4.3 Stornge of Documenis;
File the amendinenis 0 the commesponding research protocel file. us per the
documentoiion and archival

Propased by Eimtm%fw

Reviewed by
Approved by
) &
EMCT IEC/ S0P 13
Review OF Posd Approval Amseisded Promool f Protecal Docemenis EI:
HArview date 26 April 2031
Virahii Madl L 'L;Tl:ahiF
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di change in method of desage fermiilstion, such as, oral chunged to infravensus

el A segnificam change in the iumber of rescarch partscipiants (of the decrease/incremse
in the mmber of research porticipants alters the fundamental charcteristices of the
siiady, it |5 significimd )

) A argnificant decrease or mercaas i dosspe amolnt

g) Change in risk/‘benelin rtib

4.1.2 Minor amendments and natifications:
Minor amemdments (these that do ol inorease the risk or decrease the potentaal
benelit fo subjects) and minor clmnges in previously approved research dunng the
penod covered by the onginal approval: Where the research s permanenily closed 1o
the enrolment of new subjects; all subjects have compleied all research-reinted
ierventicns miy be teviewed in the expedited review subcomntities megting
Minor noti fications may be aoted by the Member Secretiry, 1EC and not talsled in (EC
mecimz. This may include bl may noi pesinet 6!

*  Renewed insurance policy

o [HTil approvals

*  Adminstrndive nokes

o [ecumenis of admmistniiiee wature

KMCT /1B /50013
Rerview OF Post Apgieoval Amended PrmoolProecool Decemonis '!'I'""""-"
Hevies date: D6 Apeil 2021
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o The Secretarint will check for completeness of the submission and mform the
Principal Investigator telephomeally o submit the required documents it the
earhiest, 1T any of the documents are mssing mcompleie

s The secrclanit of the [EC shoold (ollow ihe procedures (Procedures for
Management of protocol suliseaon)

s ‘The Member Secretary, 1EC. classifics the amendments into minor of major
and tobles the major amendments on the sgendn of the subseguen scheduled
mcE g

A Detailed Instructions:

4.1 Review amended protocolydocaments/leiters:

4.1.1 Review process for major profecel amendment:

The protocoel amendment and other relsted documents will be reviewed by primary
reviewers and will be discussed in the schedubid full board meeting. The reviewer will
present a bricf summary: list of amendment and the comments on the amendment in
the 1EC Full Board mesting. The primary reviewers will review the amended
documenis and aewess the change i ik benelit mitko and impact of the amendmen
imelifications in the 10D, reconsent of rewcnrch partiopunits, umtowand effects likely
1o oeeur becaise of the amendment ar any viher)

Following aspects of the Protocol smendment which may inchsde but is not limited
#) Change in study design

b) Additional treatments or the deletion of remments

e Changes in inclusion’exclusion erileria

F i
EMCT M IRC 50010 z‘..
Revivw OF Mot Approval Amenibed Protocol /Proinomd Deomants -.--"'.'JI
Heview date: 26 April 2001 'I"'"l"'”f gl
Version Kol Ia':-l:'ln""" P2
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1. Purpse:
The purpise of this procedure is to déscribe bow protoco] smendments (post approval

modifcatioms) or any other amendmends/letters ane reviewed by the TEC.

L Srope:

Thin SOP applics 10 amemdad study protocols’ documents and lefters thal are moditied
after IEC approval Armendmemts made 1o protocols or any other amendments related
1o the shsdy mmay nob be implemented witil reviewed and approved by the IEC.

X Hesponsibility:
M are responsshle for obtmming 1EC approval of proposed smendments o an 1EC
approved protocol before impbementing themn
Amendment s o revision, modification. sddition 10 or deletion from an approved
fescarch prsogol,
ik the responsibibty of the 1EC secreturiat to manage profocol amendments
documents and fetters,
Recerpt of the Amendment Package
¢ The amendment (docwanenis along with the approprimic soft copy forwarded by
that ] ks recebved by (hie secretarial. The amendement \documesis glong st the
covering lefier should be accompanied by Amendment Reporting Form
#  The seerctarint will confirm that the changes or modifications m the amended
virson are uderlingd or colour highlrghied along with detmled summary of

ichanges
i
RMCT FIEC /50015 j -
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| Continuing review of
study protocol
ar the 1EC does not upprove continuation of the research, the research must stop. All
of the following research procodures miest stog:

o, Subject recruitment of enrolinweni

¢ Collccuon of daspmiormation

s All resenrch-relsied inferventions or ideractions with currently enrolled subject

| Weralon Mo 3

o Doin wnalvses involving subject ident frable data

Exception Rescarch-related sterveniioms or aieractions with currently enmilled subjects can
contmue only 1f stoppang the research would eopandize the nghts or welfare of curment subjects
The IEC st make this determmation and decide wineh subpects should continue with the
intervention during the lapse A request for such an exception mus be mode in the wrting 1

the TEL by the P1
Prepared by Signature with date E
&
Reviewed by +5|mmu1.1.' L T
, L
Approved by Signature with dite-- -
KMCT/IEC/S0P/ 12
Crnbinising review of shady progocol
Review date-26 Apial 2011 é_
Verson Mo} >
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) Continuing review of research previously approved by the convened 1EC (eg.. not
ariginally subject 1o expedited review ) rury be eligible for expedite] review

—

n. Where

I, the resenrch s permanently closed 1o the enrollment of mew subjects:

1. all sudvects have eompleied all research-relaied inferveniions, dndd

bl the research remains active only for long=lenm follow-up of subjects. or
b, Wiere no subjects have boen ewrolled and no additbonal taks haye been wentified, o
e Where the remaining research st vities ame limited 10 dats analysis.

4.8 Store ariginal documents

The IEC seereiarend willl Nle the confinumg revicw application in master Tle of the

reweateh sty

4.9 Communleate the 1EC decision 1o the Principal lovestigator

The Secrgtarimt will noady the Principal Investigntor of the decimion of the IEC. I [EC has
recommistibid misdifications, he dicision will be nolified o the Primcipal Investigsior and
he she will be reguested 10 comply 10 1EC recommendations’ respond o [EC guenes within |
week of receipt of the 1EC deemion detter, In cose the |EC decision is w0 put the study on-
sk, thewi the subject revmuiiment or entollment s suspended. however in casc of safety
concerns the project s completely suspemded.

4.10 Lapses in 1EC Approval

Investrgatiors must plan aesd o meet IEC detenmined dates of subsniclon of cobtinuing
review apphenton, I1un myvesbigaior fuils e submil comtinuing review application 1o the |EC

RECT fHEE 509,12
Comtimiing ruview al stualy progoml
Weviirw clabe 26 Aprid 2021
Wirsbm Menl o=
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. Appooval 1o contimise the study

Revision with minor modificaions-- Stadies for shsch modifications have been

suggested by the 1TEC may not proceed uniil the codditions set by the |EC have been

met. Stbies should be amended and submitted w the 1EC wihin one month for

rEreV W

Query « The IEC has rmised guenes agminst the continuing moview application

sictrmatted.

Deferred/On-hold-The IEC his postponed the decisian on approval of continuing the

snady due 10 ressons such us awaiting oxpert opimion, awsiting sifc moniinrng ropors

(14

Mol approved-The |EC feels that ihefe are major concerns in the conduct of the

atudy, The decision will also include sny significant findings that have arisen durmng

review progess and this will be commumicnted to Principal Investigutor. 18 s the

resporwibility of Principal Investhgator 1o provide this information to the participints

and once done submil the repon 1o 1EE

o The deciston regarding the approval | recommended modifications © dmapproval
will be noted and documented in the mingdes of the meeting by the Member
Secretary and maimiakned os pan of the official rocord of the review process.

o Continuing review of the stucy may not be conducted through an expedited neveew

procedure, unless

1} The study was ¢ligible for, and initially teviewed by, an expedifed review procedare
2) The staby has changed such that the only activitis remaining are cligrble for

expedited peview.
ML B S BLIE 12
Conttnuing review of study provocol
Bevhew date: 26 April 2041 5:
Werthon Na:3
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(a) rndomly sclected peojects;

(b} complex. projects involving unusual bevels or (ypes of risk 10 subjects,

(01 projects conductad by invistigation who previously have faled to comply with
regulatory TEC requirernents: und

d) projecis where concerii aboul possible materinl chamges occurmng without [EC

approvil have beon ramsed based upon mformabion provided in continuing review reports

of froin other sounces. )

# The Secretary will review the Continning Review Applicstion and will record
hisher comments on the spplication and the sune will be forwarded to the 1EC
hocretary

o Inocos any clanfications or quenes wre rmised by the Secnetary, the same will be
intimated o Pl and reply will be awaited. The 1EC Seoretary will decide whether
o discuss the spplication along with the comments and Principal Investigntors
respeiniae an the nest Full board meeting of expadiied eview meeting.

Ab Prepare mecting agends

*  The Secretarin will mllow procedunes an the prepuralion of meeting agenda and
place ihe forwanded Anmual Progress Repon/Continuing Review Application on
the agenda for the [ull boand‘'expediled review meeting of the 1EC

4.7 Review Process

The [EC Chairperson Member Secreiary members will use the Continning Review
Application Form {AXI-VS/SOPOTVE) w0 gude the review and deliberniion process
The IEC members could arvive a1 sny one of the followimg decisions at the TEC mecting:

KMLCT FIEC /S0P 1
Comtinuing review of study pratocol

Barview daie 26 Apeil 2021
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i
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4.3 Muanage contimuing review application upon recelpl

o  The Secretaratl will recelve the Comtrinniel Beview Applecativn sisbmtleid by ihe

Principal Investigator for each approved shsly,

Upon receipt of the Comtmuing Review Applicatnon, the Secretanat of the [EC
will review the application [or s completencss and forward it 1o the Member
Sceretary for further serutiny. Howiver, 1EC muy verify from sources other than
the investigators to ensure that ne maleral changes had ovcurred since previous
IEC review by umuh;.::iihy. momtonng of the siady. The projecis for which this
may be done nchedes complex projects mvelvimg umesial levels or types of nsk 1o
stbjects; projects conducted by awvestigators who previogsly hove failesd 10
comply with the regulsory \EC reguirements, projects i which concern about
possible material changes occurring without 1EC approval have boen raised based
iapiin comtinuwing review reports or from other sources,

4.4 Verily the contenis af the package
* The Secretinal will check for duly complelc and signed application by Principal

Investigalor

4.5 Review of Continning Review Application
s I 1EC detenmines thal @ project needs verilication from sources other than the

investigntors that no mmtenitl changes have occurred sence previous TEC review,
including specific crileria used 10 mnke hese delérmindtionsigg, such onkéria

eisialed mclude some or ol of the folbmwing:

KMCT /IECS0P/ 12
Crntlaisling revlew uf stwily protscal
Revilew date:26 April 2021 ‘,}3‘__
Virrwinn Nar 3
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and pasess final reports of all research activities. The protocol informed consent
ilocuirments and sssdnt documenls are evomned 10 enade thal the imformation remabie
accurile. The |EC haw delegated this respeomsabnbisy of initial  detmiled review of
Contmuing Review Appheanon,

4, Deétailed Instroctions:

4.1 Determine the dote af continming review
& The secretanal will -hlﬂﬂﬂ';r the lst of 1EC approved projects that are due for
corilinng réview on s regulbin basis
*  The Secretaral should recerve the contmumg review apphcation well i advance
v, 10 months alter IEC fuml approvael and af least annually,

4.2 Notily the Principal Investigator or the study tewm

* Reminder ermmils ane sent from the |EC secretaniat to the Principal lovestigmons for
sitbmission of conunuing review applicatons for projects. 3 months prior 1o the
expiry of sty approval' CEA ppproval salidity doe. Prancipal Investigaton ang
required to submit one signed hard copy

o First reminder will be sent 3 months i sdvance (o the lapse in validity anmual
qanros

o Fatlure 1o submil the CRA wathin the due date after the st reminder will resilt in
mstlate of warmng letter and pecossiry sction

# [ EC may chose the stuchy 1 PL Gails 1o siabmdt CHRA o tinse,

KMCT fTEC S0P 12
Continubig reviie ol alisily progooul

Resurw iator b Aprid J021
Warakens Mo b
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1. Purpanes
The purpose of continuing review i o monior the progress of the study which wis

previousty approved. not only for the changes but o enssite continued prolection of the
rigehis and welfare of research subjects

2, Scopet
Thix SOP applies 1o conducting contimurng review of studies involving human subjects ot
intervals approprisie to the degree of risk but not less than once a yeor. Depending upon
the degree of risk to the participants. the nanine of the study, the valnerability of the study
partichpants and duration of (he study, 1EC may choese W review the study miore
frequently

1. Responsibility:

11 is the responsibality of the IEC sccretariat to send reninders 10 Prencipal Investigatons
reganding the submission of Comtimmng Beview Application Annual Status Reporn. All
IEC approved susties will be reviewed anmually, BT i respomsible for determining the
date of submission of conlinuing review upplication of the 1EC approved projects
including those that are reviewed more frequently i the year based on specific eritera
fie. it an TEC may set a shorer appronal penod for high-rink protocols or prowocols with a
high risk: potentinl benefis mtiol. This decinion is taken dunmg the [EC meetmg wherem
the project s fimally spproved.

IEC is primanly responsible for reviewing the study progress. the rate of sccrual of
participatis, the occurrence of unexpected evenis or problems along with protocol
deviation violation and noncompliance, ony new informition pertatning 1 the rescarch

KMCTIEC/SOPS12
Continuing review of sudy peoiocol
Rivirw dabe: 26 Agiril 2021
Varsion Noid
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g
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The time o odher commitment required of the partcipants.

The Iocation of the research and the person or office 10 contact for further
imforimatis.

The HEC reviews advernsing o ensure that adverisements DO MOT

Stte or imply & cenminty of favorahle oulcome or ather benefits beyomd
what B outlined in the consent document and the pratocol

Includs cxcelpatory langrage

Emphasize the payment or the smount (o be pand, by such means as larger ar
Bl e

Promise “froe treatment™ when the ftent is only to say pamicipants will nol
be charged for takang part in the invesiigation

rr’

Biased on the above factor

The sudy Is
Approved
o Approid with Modificetion
> Modifications:
Resubmissson with modiflcation
o Modifications
Approved aller recetving the clirification 16 the following querics
o Query |
o Query 2
o Query 3

WMCT T 500 /11 ,é}-”'

Review 0 Research Toumenis
Review date 26 April 2071 panc?,
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Make sore that sl information 5 dnderstood and satefied by the
[rartegphidis

Make surg the particspants understand ihe study and the consent process
iDhtain voluntary infommed consent W paticipals

Make sure the participants can freely consent without coercion, pressurne o
other undue influences

Cansent should be informally verified on a continuing basis

Contmpe 1o infonn |!u.- particepants throughous the study,

Continue 10 re-afTirm the consent to participate throughout the study
rescrch participants are nol exposcd 0 severe de permanent harm by the
b of placihes

research participanis under placebo will benefit from the overnl] reatment
of the disesse.

resks of the use of placebo wre minimissd.

risks are Adequately disclosed the consenl form

Coaddelines 1o review sdverthements

Advertizements are limited 1o the information prospective pamicipants necd
o determine thelr ehigitaliny and interest, sach wx

The name ond sddress of the rescarcher or reseirch fucility,

The purpose of the research or the condiion under sty

fn sarnmmry form, the criteria that will be used 10 determine chgbibity for
the study.

& heief Hat of benefils o participnnts, i any.

KMUT JIEC S0P/ 11 ,éh-—-'

Review O Rossarch Dooumenis »
Review date i April 2021 | '_m
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appropie!

I+ appropriate follow-up designed o the sudy? For instance. gene ransfer
research may require followang the porticipants for vears or for their onkire
lifetime after they receive the gong Inamsfor agent.

B s pre-clical andior early clinical snadies sufficlently performed hefone this
shudy”
The autimnal study and in vigro lesting resuln?
Previous clincal results, i dooe™
Whether the proposed shuly fs appropriately buili on the pre-clinical and/or
garly climcnl resulis:
The selected doss based an adegquite pnor resufin?
Monitoring tests designed detect expecied possible risks and sde ¢ffociy!

Guldelines to review Informed Consent Docoment/ Patient Information Sheet
The actunl process of informed consent should; (Reviewed and conftrmed
Layperon)

Giive Lhe participants signiliesnt informathon aboul the stusdy.,

Muke sure the participants have envugh time o carefully read and consider

all spivEe

Answer all guestons of the pamopoms  hefore making  deciskm o

particypase.

Explam rsks or concens 1o the partcipants.

EMCT MECSOF/ 11
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It is completely necessary to condoct the study in o vulnerable population: 1f
ok, is Teere @iy oiber way bo gel the shily wiowers?
There will be secondiry participants.

Phs fhie e lianbany and exclusson crilerla

Schectively anclude parmcipams mos likely 1w serve the objecnive of the
study”

Equitably include participants?

Properly exclude purticipants who com prediciably cpnfound the resulis?
Properly exclude pamicipants who may predicubly be at inereased nsk
the siudy due 1o coexisimg conditions or crcumsiunces? -

5. Does the studv design have sdequate buih-in safeguards for nisks?

Approprigbe screening of potential

Lise of a sicpwipe dose escalmron with smalysis of the resulis before
proceeding !

Docy the fregquency of vesils mid Mologreal samplings reasonsbly momihr
the expected effects?

Are there defined stoppmg  (discontipustion) wilhdrowal eniena for
participants with worsening condition?

Is there minimized use of medicwion withdrawal and placebo whenever
possibie’

Wl resciie nicdicationis ahd procediris be allowed when approgermis?

I there & delined salewy commines we perform interin ussessments, when

KMCT ARC S0P

Review OF Resoarch [oicumnnts -’é&_,
Rorview dkate= 24 April 2021
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Provide dafeoy dat ar o competitboe chslces

2. Docs the sindy design will be able o give answers to the objectives” Whether
The endpoints are approprmtely selected
The participatmg duration of & sy partscaint s adeguate o ollow afhcient change m the
endpoins
The control arm is approprimiely selecied for best comparsson,
The placeho Is justificd.
The aumber off study particrpants in mof-rrearment (or placeba) amm mmimirzed.
Unbinsed assignmend (e.g. randontization, ¢ic.) s in practice.
Inchsion and exclusion enieria are carefully selected 1o eliminate eonfounding factors
misch &5 possible
The sample group sire appropraate with the given statiatenl assumpirons.
Prichctnhle vishs ang minimised
The tests and procedures that wre more than minimal risk are coutiously wsed. Resenrch
participants deception s averld.
Instruction and counscling for sady parscipants are incloded (if needed) when deception s
integral 1o the study design,
The study participants are sdequutely pssessed amd provided follow-up care. noeded.

1 Whe sall be the participants in the study? Whether

The descrited population is appropriate Tor the smsdy.
Prediciable viilnerabidlities are coniidered.

KMETAEC/ S0P
Heyvarw U Resvarch Dhoousmaenin ﬁ—‘
i dabe 20 April 2021
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The IEC hunctions in sccordance with ICH GCP. Schedule Y, ICMR guidelines and
other appikiable regilatory reguirements, U0

Sincerely you

Member Secretwryy’ Chairpersan,

IEC

(Signed shd dated by the [EC Chairperson or SMember Secretury)
Date of approval of the sy, XXXXIOXX K

Anaevore 4: AX 0USOP 1V Guidelines for reviewing a study protocol
Checklist completed by the Member Seoretiry wfler review & discussion of the
protocol

Reviewers shouild make use of the followmng points while reviewing research studies
which relate 1o selentific valldity, informed consent doguments, placebo justification,
smitabiliny and feasibility of ihe study, sdvemsemenis review

Proviocu)
PI:

Dute of Mecting:
Chaorurm peisend

1. How will the knowledge, resull or putcome of the study contribute W human well being?
Knowledge froem the basie reseurch may possibly benefin

A oew chosce of metinsl, drig or device thor benchins the research panicipants dunng the
atiady anad others in the futere,

EMECT EEC AR ‘ﬁ_‘.

Rewimw O Research Dhacumaents

Hevhiow gl 26 April 2021
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It i bereby confirmed that neither you nor any of the snudy team members have
partictpatedd i the votng decision muking procedures of the commidice.

The TEC reviewed the above mentioped clinical study end approved the folliowmg
documents submitted for this climical stady at the mecting.

1. Xxn

2 Kux

I iy

The 1EC hereby approves the proposal entiled, “ssassesssnayea” It 15 wihersiood
that the wudy will be conducted under your direction, i a total of asxx research
participants, ar sxxexxaxanxaxx o8 per the submitted profocol

This approval is valid for the entire duration of the sudy. 1t i the policy of TEC that, 1
be informsed abowl any on site serious sdverse evont of the unexpecied adverse event
report within 24 hours or by enmail I there ks holiday. The repont of SAE or death afier
doe analysis shall be forwarded by the Investgator b chaimman of the 1L und the
head of the manitution where the ral s heen conducted within 14 calendur days of
SAF or death. The IEC expects that the mvestigatoe should prompily report to TEC
any devintions from. o changes of; the protocol 1o eliminate immedate hazasds 1o Wi
research participrnts and about any new enformuidion thal may alfect sdversely the
wafiety of the neseasch participants of the conduct of the trial. For sudies which will
continge for move thin @ wesr, 8 cominuing review repor needs 1o be submitied
{within | month of ihe due dute ie. 11 months from the date of approval) on or before
o, A copy of the final repon shoukd be sbmitied 1o the TEC for review,

KMCT SIEC/ S0P ﬁ_
v (f Reseanth [ocuanends —_—
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Annesure 3 AN GVSOP LUV Format of Inlerventional Research Stuody
Approval letter

Chate N A anam

To, De.

Dept. of

Rt The study eniriled, "uxlr.r.unu‘.
Sob: Letter no. Dear Dr. XXXXX,

The meeting of the Hurmun Pibies Committee (TEC) was beld oir xxxan sl xxxa, 10 the
waxak with xxxxx s Clairperson, vood meipers attended the meeting held on xxas

The 1t of membirs who anended the mecting s as fallows

Name of | Position an  Affilistion Qualification | Voting statis
Membery IEC ‘

— | ——
;_ — = —
I — — i
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it s the policy of IEC that, n be informed about any on sile senous sdverse event or
any uneapected adverse event report within 14 hours g0 [EC or by emml if there s
holiday. The repori of SAE or denth after due analvsis shall be forwarded by the
Investigator to the chaiman of [EC aid the heod of the imstiution where the tral s
been conductiad within 14 calendur doys of SAE or desth.

b case of mpury or denth of parmcmaniis) occurring dunmg the iral, the sponsor
{whether pharmaceutical compiny of an maliinon) of his representative, whosoaver
had obtsined permission from the Licensing Authority for conduet of the elinical tral
shall mnke payments for medical munagement of the sabjedt and alvo provide
financial compensathon fior the chinical wial related injury or death

No devmtions from, or chunges of the prtoco] and Informed Consent Docurment
should be mitioted without prior written approval by the 1EC af an appropriale
amendment. The 1EC expects that the mvesugatr should promptly report to the 1EC
any deviations from, or changes of the profocol o climinate immediate hazards to the
rescarch participants und about any new nformatkon that may affiect adversely the
safety of the research participints or the conduct of the trial.

For stuadies which will continue for more than 4 year, & continuing review repar noads
o be submined (within | month of the due date Le || months from the date af
approval) on or before xxxxan. A copy of the final repon should be submimed o 1EC
fiowr review

Dute of apeproval of the study: xaxxxxx

Sm@}n

Member Secretary) Chanperson

EMOT AIEC S0P/ rﬂr
Hewiow OF Research Bomumants
Review date: 26 April 2021
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Annesure 11 AX OLSOPF LUV Approval letter farmal in cose of expedited
Review

D!
Ta, Oir.

Diepa. of
Rel® Your project entithed,"sxxaxx s x oy xy™
Dhar B, X i s ninnny

The following documents of the above mentionsd project were reviewed und
upproved through an expected review proceds

I aax

2, XENRKK

Joamamanunny

It s understood that 1he study will be conducied under vour direction, in a lotl of
XXX rescarch panticipants, al as per the ssbmitted protocol. The 1EC upproves the
shove mentioned study. Thes approval is valid for the entire duration of the study.

15 bs the policy of 1EC that, if be sformied about any on sité senous aldverse gvenl of
amy uncxpectcd adverse event repont within 24 hours w0 1EC or by emadl iF there 1s
holiday. The repon of SAE or deash after due analysis shall be forwarded by ihe
iivestigator 10 the Charrman of 1EC

It b5 undersioasd thad the study will be conducted under vour direction, in a total of sxx
rescarch porticipanis, ot as per the submitied protocol. The [EC approves the above
mentined study. This approvil s valid for the entie duration of the study

KMCT /TEC/S0P/11
Hevinw O Rewpearch [ocimenty ‘—é—‘
Mesviesw alidies 26 Apial 2021
Veruiiim Mo 3
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Annexure 13 AX 0USOP 1UVE Form for nomination of 1EC Members for
Heviewn

Dtz

Ta,
MEMBER
IEC, Ref

The project mo. entitled “sugoan”
Sub Review of uexaxxs,
Deenr Dy xunxx,
Thi following document s hashave been subiminied 1o the IEC for review

|
2-
L]
The followiny members are nomimated 1o reviow ‘camy ol an expedited review if the

ghove mentioned doacsmdnis
I

1

3
For expedited review, you are requested review the study and provide your commenis

and send 1o the IEC office within 7 working days:

Signuure of the Member Secretary Chairpesson with date

EMET RS0

tevies DF Research Documenis ﬁ_‘
eview ikate! D dpr] 3L
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The Secretarial will keep & copy of the Approval lener (Query lener Disapproval letter
in the study file alomg with all the revicwed docaments, The Administrative olMECr
will store ihwe file on on appropnaie shell m the destgnaied cabimet

Prepared by. Signature with dm’gh"’ M"

Reviewed by F!-i:;n.l:ul-l: with dam—@é

rhl"
(!
Approved by Sagninture with dase- ,Ill’l/

Annesure 10 AX OLSOP |11 Form for nomination of 10 Members for Review
Annenure 20 AX 02508 | |V IApproval letter formal i cose of expedites] Review

Ammexure 3 AX 03S0F 11T Form of Interventiomal Research Sudy Appraval
lener

Anncaure 4; AX LSOP |1V Guidelines for reviewng a study protocol

EMCT MEC/SAFM #\.
Py U Resodich Driclumemla —_—
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IEC members a1 the next full bourd mocting. The contimung review repon may be
discussed m full boord i deemed necessary by ChairpersonMember Socretary.

The IEC Secretanat will noufy the PI of the decision within 14 dovs of the meeting at
wiiich the repon was discusaed or of the date of neview by the chairperson Member
Sevretary TEC Member's,

Non-submussion of contimung review repor by Prmcipal lvestigator before due date,
178 P faids b wabimint the comtinumg review repon within one month of the due date
(i.e.l] months from the date of approval. or carber on the dates as specified), the
Secretariat will send a telephonic and ‘or email reminder al least 15 days prior (o due
date of review

If there 1x no response, the IEC secretnrian will put up the manter for descussion at the
forthcomang full hoard mecting for spproprate action which may consisl of bl no
Hmded to sending:

al A reminder letler agoin

B A letier asking explanation for non - submission

¢} A letler asking the P fo put recruliment of new participants on bold (il report

i suberritned
d} Any olher action as deemod approprute by 1EC

KMET /TEC/S00/11 1*"’“_;"',;':1:&“'
Review OF Research Documents i M ne
Review date: 26 April 2021 ygatihe e

Wb Nu: 3
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will venly the correciness of the wordings and speliing m il the letiers and process il
above tasks within 14 duoys afler the mecting.

Continuing review

The dmte of the continiing review will always be ot least once m the yvear.

The IEC may recommend more roy icws duning the approval process depending on the
level of sk, This will be documented i the mimules. The Secrctariut will nepect the
minuies of meetimg 10 set o tmetable for continwing review, The Secretarial will
derstify sind recond the due dates of cach project. The continuing review submission
friay wndergo expedited review of full bowrd review as deemed appropruite by the 1EC
Charperson Member Sevreiary.

The TEC ChanrpersonMemiber Secreinry /member's coild reach one of the following
decisons aller review!

I. Noted-The IEC aspproves the continustion of the project withiud  any
modifications

2. Modifications recommended: The sudy of protocols el have been suggesied
modifications by the 1EC may not proceed wniil the conditions set by the [EC
decuiry w the have been met. The amendments and the required documents
showld be amended and sidbifitted w the TEC within one moath for re-vicw

3, The project cannat. be contmued. The reasons for discontmuation of the progect

shonsld be mentioned in the letier notifying the decision to the principal lnvestigator,

The IEC ChalpetsonMember Seeretiry will sipm and date the IEC docision on

continung  Review roport after o decision has been meached. The decision on

comimmuing review tiken by the Charrperson MemberMember's will be mformed wo all

M (VEL /SO 1) j'-":i.r-

iewivw OF Weveareh Tocumenia gl
Rewjow dade: 26 April 2021 P ! Coeg®
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& Study titke

s A listing each document approved |, the date sel by the commitice for
frespuenicy of continuing review, und & review af other abligations and
expectuthons from the mvestigator throughowt the courses of the study.

o The upproval is provided for the entire durstion. of the study

o List of IFC members present sl the meeting when the sudy  Wwas

approved

The Chairperson | Member Secretary will sign the approval letier and the secretiriat
will send it 1o the Principal Tivestigator within 14 days,

If ihe commilee disapproves o shidy, 1he Secretarat immedstely notifies the
iivestigator in writing about the decision und the reasons for not approving the sudy
within 7 working days. A notifving letier (0 the fnvestigator should state the
following:

“Uf you wish 10 appenl this decivion, please contact the TEC and submit your appeal in
writing within twelve ( 12] weeks of the receipt of the commiliees’s decraon, addressed
1o the 1EC Chairperson with justification as 1o why the appeal should be granted. In
shsenice of appeal. the siudy will be declared close fisr the 1EC ofT IEC records.”™

I the commiitiee requires madifications o any of the documents, the Secrelumal will
serul o writtlen regquest for cirmy g ol specific changes to the imvestigator asking him
ar her o make the necessury changes and resubmil the documments 1o the [EC. The
Principsl investigator will be asked t respond W the lener of commentsgueries
within 180 days of the recoipt of the letter by the vestigatar. In the absence of uny
responsc. the study will be deciared closed for the 1EC office records. The Secretanad

Version Mi: 3 i

N
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The commitiee will decide whether the guery responses and (il applicahle) revised
protocal - will g only 1o Member Secretary/Chatrperson, or 1w Member
Secretary Chuirperson, or 10 Full Board Before {inal approval.

The respoiise and changes camed ol may he considered for discussion af g fulure
TEC meeting

If the discission is ‘Disspproved © or any other, the decision should be made on the
husis of specific reasons, which are commumcated by the 1EC w the principal
kmwestigator in the lewer of notifiemion

The secrelarisl will obtinn thg signsture of all the awmbers and of the Chairperson of
the IEC on the Anendance fog If the study s approved, the commites will
recormmended monitonng for o study i 10 s 50 determined at the meeting depending
un faciors like sk is high in the protocol. the Pl has a history of repeated protocol
violations: Pl has many protecols and sy other redson so deemed, The Secretariat
will sl partscipating members in the meeting and summiriee the puidance, advice and
dicianon reachad by the IEC members,

Final Communication of the IEC docision taken on the study io the Principal
Investigatar

The Secretarint will prepare an approval leiter as AX OVSOP (V] 10 be send 1o the
Prncipal Investipaior when the stundy is apperodod ol an TEC mecting

The ketler contalne §f & miniomem:

#  Study reference number

KMCT/IEC/SOP/T1
Haev i OF Ramaiarch Choo ianatiis -é__
Herv i ki, Jih .|||FII"I.| i Ed | "“j
Viersion Ne- 3 :h;jﬂ”
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a  Detiled guidelings will be used while reviewing the Research documents (AX
4 S0P 00l

4.7 IEC meeting

During the discussion ot the mectiig, the Principal Investigaior Sub investigator shall
b invited 1o present and bragl the IEC mentbers aboot sumimary ol the stsly prodocnd

The study tearm members will leave the Mecting roam aller the presentation,

The Independent conssiltant (1 required), 1EC members shall give their comments
right after the presentution

The IEC members will discuss und clanfy the comments and suggestions
The member secrotary (assisied by the Secretarial staff) shall record the discussions

The final decision on the study will be recorded as“Approved  Disapproved
Suggested recommendations. or any other in the mecting shall be made by maporiy
consensus amd will be recarded

Thie Follow ing will mot bee eligible 1o vote

& Membersis) of the commuiice who is/are lsled as investigalons) on a rescarch
propesal

o An mvestigntor of study leam membeor imvited for the mecting

s An Indepondent consuliant invited Tor the meeting to provide apinion

o Specific pabient group imvited foe the meeling will not or pasticipate in the
decisin making procedures of the comimines.

KMCT /IEC /500,11
Bewivw O ilearch Diguomenis
Bnew date 26 Aprd 24121

Wimrnsnm Na: 3
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Priscedures for obtiimng informed consent

Contents of the patients information sheet - title .obgective, study design and
provedures

Condenis angd lengeage of the informed consent document Trunalation of the
infrmed comsent docameinl in the local languages

Language used —plam and easy o insiderstiimd by geneml public

Rights and responuibilities ol the subpect s clearly menteoned m the coment
Contact persisia with address and phone numbers for questions sboul rescarch
Paricipams rights and study or mjury

Privacy amd confidentially

Risks mnd discomions-physical menial social

Aliernutive tresfments

Henefits to participants, community, institution and socwety

Corapensation for parteipsnis. (whather i will act as undue mducement )
nvolvernend of valngrable paricipanis

# FEisure that  Subject/LAR hnpartial  witngss  afe  provided  appropriate
inlisrrmat b
®  Provisions for medical /payviche social suppon
o Trestment for study relassd infoncs.
s Compensation for study - relmed infunes 1 as per applicoble local regnlations
& Lise of Bological malerials
o Check for prvision for signatures with dates of poricipant, person conducting
inlormed consent discussion, investigiion wnd Witness
o Provison [or addho vimenl recordimg of ool process 10 Gise af reghilatory
drug triaks.
KMCT JIE /5001 ]
Review 1 Renrarch Documents _é!__,.
Uh::.m I;llll.t'jitl Apel d021 .mﬂﬂw
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s The lEC member will venfy all the cunlents

s The IEC member will Check the mesting date to sce i it s convenient
1o attend the mecting

s The VEC mentber will notify ihe 1EC Secretunat if any documeiits ure
mixsing of if the specified date of the [RC meeting m not convenent o
atiend,

4.6 Review by the TEC members Review of the protocol

The Protocel will be reviewed by each member au per guidelines o review o stuily
protocol

The [EC member will consider the following criena when performing ihe review of
the sty protocol and the study related documents:

| Seientific design and conduct of the sudy

2. Rk anid potential beneting

3. Selecuon of stdy populaiion and recruiiment of rescarch participanls
4 Inducemenix, financial henefits and linancial costs.

2 Protection of research pamcrpants” Privacy and confidentially

6. Commuanity considerutions.

7. Oualifications of lpvestigators and assess adequacy of siies

&, Disclosure or declaration of polentisl conlHcts of mlores

The TEC member will consider the following criberia when performing the review all
the informed Consent Document

e Voluntary, non-coercive secrutment participation withdrawil
KMCT /TEC/SOP/1L
Bewiew O Nonrarch Disrumenls
Rorwirw date: 26 April 2021
Wersion N 1 ,;#F
%ﬂfivﬂ 5
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The reply from the Pl will be discussed by the member Secretury within the
Chadrperson or the designated [EC members ind & decision be feached. The decision
will be informied 10 the TEC members st the full board neeting.

I deemend necessary by reviewers(s), Member Secretary Charrperson, the project shal]
be dascunsed ut the forthcoming full board meenng before Vinal devision,

The Sceretanat will vend the Study approval ketter 1o the P1IAX G2S0P 06'VT)

IF project is disapproved or reguines e sisbmission after centam modiGeationg, this will
be informed 1o the principal Investigator in writing.

The reasions for disapproval of & praject will be specified in the letier sent 1o P1
The expedited review process shoubd be completed within 14 days,
Full Commitice Revigw;

Al resenrch proposals presenting more than munamal nsk that are nol covered under
excmpt or capedited review should be subjected w full commitice review, some
examples are,

I. Distribuie the Prodocol package

2. The secretarnt will send the sishmission dossaer 1o the [EC members.
X, Lener w IEC Members requesting Initial Review

4. Study submission Appliciton Famn

5. Protocol and relited documenis,

6. Recorve the disiributed protocol package

KMCT AEC /30 F 11 ié

Mevies tH Research Documends

Review date 26 April 2021 ppnopal
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The member secretary will inform the 1EC members of the decision at the next regular
meciing and minule it.

4.3 Expedited Review
The proposals that pose o more thai minimal sk miy undergo expedited review,
4.4 Expedited Review Process

Afier determining that the profocol - project gualifies for an expedied review, the
member Secretary (1n consultation with churperson) will nominate two ar mone [EC
members o review the amended protocol. Nomnation letier an per  Annexure
AX S0P 067V

Designated 1EC membors will review the protocol packige with the application
IEC memmbers will review the protocol waihin the stipulated hine line,

The IEC Secretarial will collezt from cach designed reviewer and communicaie o the
IEC Member Secrotary (Chamrperison

AADecision and coimmamneatbon

The member secreinry will discuss the comments of the members with the chairperson
amd & decreion aboail the protacol will be mken,

If there are the enquirics these will be sent 1o the P1 within one working duy after
recespt by the Secretarial in consultation with menther stcretary.

EMICT JIEC S0 1Y
Review Of Research Doraments i cop®
Heview dote 26 April 2021 [1e
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4. Detalled Instructions
Caiegorsation of new proposals for review by [EC

The muwmber secretary [m consultunon with chairperson (as appheable)]  will
categorise the proposals fabe three types hused on the eriteria lald down in the Indian
Council of Medical Hesvarc ICME ) 2007 Ethigal Guidelines. The fypes of review
processcs and the criteria 1o detide the type of views mre explained below.

4.1 Exempilon from review
Proposnls with kess than mumimal riek where thene are oo linked identifiees,
Esemption process
If the protocel and related documents satisly the above stated Criteria, the member
Secretary In consultation with the charrperson will review the briel summary of the
projecs.

*  The member secretary records the deciison in the response letier

*  The secretarial communicates the deciston o the investigator.

*  The member secrvtary | Chalrperson may keep application for review and
decisbn regarding exemptaon al the sexd Full board mesting.

4.2 Communlcatlon

The decision regarding the Exemption from peview, signed by the IEC Chairperson
rmember secrctary, will be forwarded by (e Secretanal 10 the Principal investigator
within 14 working days afler the devision regurding the exgrmpliod is inken

KMET FIEE PRI 11 '__ﬁ._

Teeviewy TH Resieacch D ainents
Review itate: 2 April 2021 princps
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1. Purpose:

The purpase of the SOP ia to desenhe the proceduine 1o categonse & review of
study protocols  fany study related documents submitted by investigalon for
initalicontinuing review and to decide on full boardespedited revsew of
exemption from review process o the IEC . KMOT Medical callege Koshikode

1 Scope:

This SOP applies to the process of cwcgorssaiwn, review and spproval of
(initial Expedited Fxemption) and assessment of all research study protocols
&documents sybamitted for review sind spproval from the TEC

N

KMICT /TS0 11 _;!_rﬂ_-

Hesponsitiliny

I 5 the responsibiliy o fhe memberseceetary [in consulialion  with
charrperson (as appheable)] To calcgorse the research studies in one of the
three types of reviews, dependimg on the ks mvolved for prospecive rescarch
participants: full boand review, enpedited review and examption from roview
IFC memben {inchuding member secretary) will be responsible for reviewing
the research protocol and related documents within given time frames

IEC members are respomsible for aflending and participating actively m the
discussion ot the bull Board Mocting Txpedied Mecting

The IEC Secrctarial is responsible for reconding and filing she decision,
rebevani points and deliberation sbout o specific protocol. meluding the reasons
for that decision

The chairperson i responsible 1o sign and date the decision,

Rowirw OF Resesvh Dcuments T g
Rewipw datis 2l Apiid 2021 T PO
Verson Na: 3 il
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= |f there are imeractions with participants, the TEC should determine whether
there should be a consent process that will disclose such iformalion as:
t.  That the sctivity invalved in the resenrch
fi. A description of e progeshires
b That parhcipation s yoluniaey
v, ANome and comtact mfurmation of the rescarcher.
v.  There are adeguate provisions w munsain the privagy  snd
urlerests af paricipants.
Exempt research does not require continuing review of submission status repon.

A3 A Communication between the TEC und the investigator
» The decimon regarding request for exemption from review, signed by the IEC
Member Secrewry/ Chairperson, will be forwarded by the Seeretanit o the
Principul lhvestigalor within |5 days uller the decision regaring the
exerplion m thken.

#  The Mémber Secretary will inform the 1EC of the decision st the lorthcoming
regilar mecting and mimiie 11 0 the meeting notes

oyt —
Prepared by Signature wi
Reviewed by: * Signature with g‘a

o |1
Approved by: Signature with date %
RMICT /PR e
Exempsnia From Thr ELical Beios' O Bisearch 1Mrogeco
Risview datol 26 April 2021
Wernkan Mo i Coseg®
m‘wfﬂ [
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Acknowledge the sobmitied documenits Hand over the recerved documents to
the Mamber Secretnry, 1EC

4,3.2 Determine protoeols eligible for cxemption from review
The |EC-Member Secretary will idetermine whether a pritacol qualifies for exemption
from review based on criveria explawed m section 4.2

413 Exemption Process

If the protoeol amd documents satisly the criferia as listesd i 4.2, the 1EC
Member Secretary in consulution with the Chairperson will review the brvef
summary of the project and the Exemptisn Form
The Member Secretary will record the decisson on the Exemption Form,
The Secretariat will communicate the decision 10 the investigstor
The Member Secretary will inform the [EC about the decksion ai the mext full
boand meeling
I cae ihe study docs not qualify for exempuion from review., the Mermher
Secrotary/Chuirperson will refer the siudy Tor full board/expedited meching as
apropriate.

Exemge research should Tulfil arganization’s ethical standord, siuch as

# The research should hold less than mamimal risk to participants
» Selection of participants should be equitnble
¥ I there is recording of identifiable informanon, there shoubd be adequite

proviskons to maintain the confidentialiy of the dotis

KMET EC/SOM10
Exempeian From The Ethical Review [ Rersenech Project
Mirvierw date: 2t Apeil 2031
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IV. Vulnerable groups

V. Crows cultural rescarch

V1. Tovestigation of illegal bebuay iouns)

VIL [wyasion of privacy

VI Callection of mfurmation that might be dosudvamagesis to the participon

IX. Use of information already collected that s not in the pablic arcs which might be
dizadvaniageous o the |H.I'II.I‘.'I'|'I-|'.H'I!|

A Use of wmformation already collgcted which wis collected under agreement of
confidentiolity

X1 Partscipants who ore unabie 10 give miommed consent

Xil. Conflict of interest e the researcher s also the lectuser, tencher, treatment
provider, colleague o emplover of the research punticipants, or there s any other
power relatonship bevwewn the researcher and the research participants

XL Deveptinn

XIV, Awdio or visual recording without consent

XV, Wiihhalding bencfits from “control groups

XV, Inclucements

XV Rusks 3o the resciorehior

43 Detafled instructions to the IEC seoretariat:
43,1 Recelve the submitied documents
o The Secretarial will seveve the Puemption froin Beview Application Form
AXIVISOPORGYS, Prodocal asd other documents  submiticd by the

Imvestigntons.
BMCT (RS0 10 ﬁ__
Exemptinn From The Tihical Review OF Resiranch Projecto
Rewivw date: Ji Aprd 031 e -
Veraion No. 1 BT
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. Research Projects

S e i L —

« Public health programmes by Covi agencies such s programme evalustsn
where the sole purpose of the exercise (s relinement and improvement of the
programame or monienng (where there are no indraidaal wentifiers)

Exeeptions:

o When rescarch on use of educatinnal tesls, survey or mierview procedures, or
abservntion of pubbic hehoviour can identify thie humaon participant directly or
through identifiers, and the disclosure of informaton outside research could
subject the purticipant 1o the risk of givil or enminal or financial liskality or
paychosocial harm

b, When intervicws involve direct approagh o access 10 privite papers.

1. In circumsances where sesearch appears o mcel munmmal nsk riteria may
need 1o be reviewed by the TEC, This might be because of rogquiremends of

i The publisher of the research,
b An organiaion which b provading funding resweees, existing
duta, nccess tn participants et

2. Mo research con be considered ps rmmamal risk if i involves but s not restricted
i the following:

1. Invastve physical procedures or potential for physical harm
I, Procedures which might cause mental emotsonil stress of distress. moral
or Culivral offensce

1. Persomal or sensiive msases

KMET IEC /50116 !ﬁ‘_
Fxamptian From The Ethical Beview (4 Resoarch Projecta .

vl ilidie 26 April 2021 pro—ant
Versian Mk 1 b g
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Research Projects

asirg Review Esempton Apphicaton Form (AXEVESOPMe VS However, the
idecinson 0 sccgpl the regquest will be made by the Member Secreiary, [EC with
permission from the Chaimperson.

4.2 Exemplhion from review

Proposals which invelve kess than minimal nisk fall snder this cntegory Mimmal nsk
would be detined ax pmhnhllH:r of harm or discomfon anticipatesd i the rescarch s
nol grester than that ordinarily encountered in touting daily life activitics

of o healthy individual or general population or during the performance of routine
physical o psychologacal examinations or wsis. However, In some coses like surgery,
chemotherapy or radiation theraps, great risk would be inhenent in the weatment iself,
but this may be within the range of minimal risk for the rescarch participant since it
would be undenaken as pan of current everyday life, (ICME)

Review Exemption: A research sy 1 saad 10 B¢ dasmp from neview when ol docs
nol reguite the TEC spproval for it conduct. Proposals that con be exempt from
review include those with less than meinimual risk where there are no linked identifiers
such as;

# Resenrch condugted on data available wm the public doman for sysiemafic

FENREW OO T mnndyaa,

o Observation of public behaviour when information reconded without any linked
iemiifiers any disclosure would st b the inderests of the obwerved person.

#  Chmlity control bne quisliiy assurmnee audits (o the institution

#  Lomparson of insimichonal technigues, cumcila, or classroom management

micihixds
EMCT TP S00 e Ié
Excimptivn Froan The Hehical Review OF Reseanch Projects )
Ruview date: 26 April 2021 P e

Verslan N 3 Hﬂﬂ-':#" PO
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Purpose:

The purpose of this Sundard Operatng Procedure (50F) 15 o describe the 1EC review
ex¢mption process wnd delineate the research studies that con be exermpied from full
board expedited TEC review. The Exempoon Form AXEVSS0MOCYS is designed
to stumbardize the process of cxerpiion

2. Beupe:

This SOP apphies o the studics submitied for exemption from review by the 1EC. This
SOP describes exemption from review in detml. The specific pomits i the Exemption
Form shall guide the Member Secretary (o determine whether the siudy gisalifies Tor
exaimgion from review. The decision shoull be taken by the Member Secretaty in
consultotion with the Chairperson and shoald be informed to the mambers n the
fosftheoming IED meeting.

A, Responsihiliiy;

Tt v the respomsibibity: of the Member Sccrciary 0 record the decson m the
Exemphon Form with reasons. The 1EC Secretanal w responsible for recordmg and
fiing the Exemption Form. The Member Secretary Chairperson niust sign and daie,
ihe letier conveving (he decision.

AXD-VESOMUeVE

4, Detalled Instructions:

4.1 Cutegorization of protocols

The Member Secréiary, IEC or seorennm shall screen the proposals for thew
completencss and depending on the rixk invedvest m the fesearch proposals categorire
them into three iypes, viz. Exempiion from review, Expedited review and Full review.
An investigator may dlso apply for exemption from IEC review of the stndy protocel

KM /NEG /S0 110 !é
Exemnption From The Eikical Review OF Ressarch Prisects

Review date: 26 April 2021 pcesl e
Version No: 1 yancT MR
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| Expedited Review of [ .
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4313 Communication between the 1EC and the investigator

& The decision of the IEC subcommitice will be commmmumicated o e Principal
Investgator m the mest by one week of the expedited mectmg. The minutes of
expodited review will be mtified m the full board mecting

& I the progect s agproved o bos b be revised with mines modilicodions, this
will Be informed (o the Poncipal Tisestigator in writing and the modifications
subunitied by Ml will be reviewsd by ihe Member Secretery or lead discussants
for tmal approsal. The Pl wall need 10 suboni the modificahions/revisons
within 5 working days of receipt of communication from the TEC

L e
Sugrnturg with datgee-essss

Reviewed by: w Signuture with dste

Prepared by

lﬂ

Appeinved by Sngmsituire with dase f;u’}/'

KMCT /TEC/ 50709 _!_{‘,

Exnpedited Reyview of Sabmitted Projocol F'rpr' -
Review die: 24 April 2021 st 2
Viershim Mae 3 'I'u"'ﬂ;-ﬂsl-" ,ud.l
yas™™ ?
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Shn

IEC members who are conducting expedited review must disclose 1o the 1EC Member
Secretury any confliers of miers relased 10 the study under review, and mist ol
review Those e, 10 IEC Mentber Scoretary has any confliets of mterest related o
the sty umder review, he must disclose the same to the 1EC subcommittoe Chair and
must not review tha praject. foms: wennified o hive a conflict of interest by the LEC
Memiber Secrelary dre pecseated 1o an TEC subcommutice Chair or designee who docs
not have a conflict with the study.

Iy reviewing the research, the lead discussants may exereise all the authuoriiies of the
IEC except thit the lead discussants ity not dsapprove the resenrch. 1T that is the
case, 1t must o through full board review  The deivion of the fuall bewird meeting will
be communicated 1o e Pl

The lead discussants whike neviewing the projects meeting the enteria for expodited
review are required 10 document in the study assessment form the justification for
usitig the expedited procedure for initnl and continuing réview of rescarch, sehons
taken by the reviewer and any findings required by laws, regulations. codes. and
guidance. The lead discossant using expedited procedures ahould comploie the online
study assexsment form 10 document protocol-specific remsaots justifying a waives of
consctt, The expedited review process should ordinanky be compleied wiithin 1§
waorking doys after it has been accepled and canegoneid for enpedited review by the
Member Secretary of the [EC. Albough the project qualifes for expedited review, il
may be reviewed in the full hoand meosting due 1o logistics or any other reason.
Research proposals that have undergane expedited review undergone subcommittee
review should be ranified by the full comminiee, which hns the right je reverse/or
moddify any decision taken by the subcomminee or expedited commitiee,

KMICT JHEC /500 A%
Expedied Review of Suhmitied Pratocd !;
Neview date: 26 April 2021 et
; L'd
Verslon Mii: 3 wﬁiﬁ‘.
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4.3 Detailed instructions to the TEL seoreturing:

43,1 Recelve the submitted documents

* Recerve the application und documents subminied by mvestgmors as descnbed n
SOPMIVS

432 Expedited Review

Procedure: The P'| submits o completed 1EC submission form along with the study
prodocal, waiver of consent form, case record form and any other documents [as
applicable- Document Checklist { AXZ-VESOP 03V 10 1EC Principal livestigator
may swbriid expedhited review application form o TEC, of be'shie foels the stady moets
the eligibility eriteria for expedited review. Upon receipt of the application, 1EC stafl
screcin i for completencss and scouracy, Member Secretary, 1EC makes &
prelimimary delerminntion that the upplicatonresearch propossl ' documents meel ihe
eritera or eapedited review, dnichiding mimimal msk, and dentifies the ressinch
categones. |1 the apphication docs ool meet the criteria for expedited review, 1EC
informs the Pl w eosubmn the sludy. for full board review (as per SOPO4a), Aler
deckding thil the study of stady documenis qualily for an expediied review, Member
Secrotury  informs the Chiirperson. Member Secretiry in consullstion with the
Chatrperson {orms i subcommitiee comprining of the Member Seeretary of the 1EC,
an externnl [EC member und one of two IEC members from TMO. The external
member will char the mecting. The project documents will be provided 1o the lead
discussant, Two lead discumsants will be sssagned. Review may be mode either by
circulation of comments, email. tdephone discussion ar meeting. The lead discussant
shoiild complete the onling study assessmien! form (AX]-VESCOPIMa'VS)

EMICT /T S0P a0 5
Expedited Review of Submitied Prstacl

Review dafes 26 April 24021 ‘F"#I'..-'.‘-" |
Versium Nai A nﬁ#ﬂ- Y
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L When consent of person’ putient responsible relatove or costodian’ team of
designated doctors for such an event 15 nol possible. However, information
bt the intervention should be given o the relative/ legol guardian when
available Iater

.  When the intervention has undergone testing for safety pnor w ils use in
emergency sinmtions wd sponsor has chtained peior approval of DCGL

. Owdy iF the hocal TEC neviews the protoon] simee mstimationa] responsibility i of

paramount imporaisc in awch instinces,
IV. I Data Safety Monboring Boand (DSMB) is constituied o review the data;

DHHS (CFR1 ereria may be appliciable only when resenrch involyving human subjects
i conduicted, supporied or atherwise subjoct 0 regulation by any LUninsd States
government federal deparment or agency funded by a LL3. federal agency

The expedited review procedure is mot spplicable:

1. When ihe research invalves mare thap minimal nsk (o the sulsjecis.

2 Where identification of the subjects andor their responses waskd reisonably place
ihem at risk of criminal or civil lshility or be damaging to the subjocts’ (inancial
standing. emplovability, insurability, reputation, or be stigmatizing. wnkess rewsamahlo
und appropriate profection will be implemented so that sk related W invasion of
privicy and bresch of confidentiality are no greater than avinimal,

1. For sudies intended i evaluste the wafety and elfectiveness of medical devices,
including studies of cleared medical devices fin new indicativn.

4, When the research mvolves no more than midimal rigk to thie swbjects but require

Fumaling

KMCT T /500 i é

Expedited Review of Submitied Protocnd

R dated Iik April 2021
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o Caomtinuing review of jesearch proviously approved by ihe convened TEC je.g
ot origimally subject 1o expesdited review ) may be eligible for expediied review
il

1) The resesrch s permenently closed to the enrolment of new subjects

bi All subjects have completed all research-relnted interventhons

¢l The research remnins active only for long-term follow-up of subjects

di Whete e subyects have been eniolled amd o additronnl risks have been
wennified

gl Where the remarmmy research activities are innied 1o dota snalyss,

o Expediied review of SAEunespecicd AES of minor nature will be conducted
b SAE sobormminse.

# For multicentre research where & designated mam EC among the participating
sites has reviewed and approved the study, a bocel EC may conduc! only an
expedited review for site specific reguiremments in additnon 1o the full commitice
COMIMION review,

o Presumire Termination Discontimstion’ Suspension/Withdrawal of  study
helire dile initition,

o Research on inferventions n emergency situition - When proven prophylactic,
dingnostie, and therapeutic methods do not exist or lave been inefTective,
physicuis may use new imervention as mvestigntional drug (INDY devices!
vaccine to provide emergency madical cire 1o their paticnis in life threatening
copditions. Research in such Insance of medical care could be allowed in

matlenis
KMCT /IRC /5010 A—-—’
Expedibed leview of Submimmed Proooeod
Review {late: 26 April 201 pect® ooe
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4.2 Expedited Review

Expedited review s a procedure throagh which cenmin Kinds of ressarch proposals
that post po more than minimal sk may be seviewed amd approved by a
suheommities |refier section 4.3, without conventing a mecting of the full Board for
examyple:

# Research mvolving non-wdentifiohle specimen and naman imsie from sources
like Blood banks. (issiee banks and left-over clinical samples

o Research involving clinienl docurmentation materials tho ane non-identifinble
idnta documetis, revotids)

s Modificanon or amendment 1o an ppproved profocol including adiminlstradive
changes or correction of typographical errors and change in researchenis)
hndover of trials or projects

o Minor changes in previously approved research during the penid coverad by
the original approval may be eligible for expedited review where.

a) The research s permancnily closed 1o the enrolment of pew subjects
bi Al subjects have completiad all research-related imterventions
o Rovised proposls previously approved theowgh expediied review, Tull bourd
review or continubng review of appeoved proposils.
& Winor smendmenisccormections m the CRF, oCRF, budget Mimor deviation
from originally approved research causing no nsk or mmmal nsk,

KMET /IEC /S0P /04 _é—

Expedited BMrview ol Suhmited Protoonl

Rewarw datit: It Apeil 2021 pre® page
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1. Purpase:
The prerpose of this SOP §s o provide crileria For these research Studies which qualify
tor expedhilid review by 1EC andd deseribe the expodited review process im detadl

1, Seopy
This SOP applic 1o the review and approval of research studics and documents which
quaslily for expedited review by 1EC

X Respansihility:
It s the responstulity of the Meomber Seorctary o wdennfy the research studies or
dovuments whech are cligeble for cxpeidiled roview.

4, Detailed Instroctions:

4.1 Categorization of pratocals

The Member Secretary, 1EC will sereen the study for i completeness and depending
on the risk involved In the research study categonse il milo threg Types, vie

1. Full board review {full board regular review)

Il Expedited review

1. Exemption from review

An investigator cnnmet calegorize hinher study o the above three fypes, An
mvestigitor may apply for expodited review for the study protocol using Expedited
Review Appheanon Form (AXEVESOPRE V), However decimon to sccept the
request will e made by the Member Seerciiry, [EC with permission from the
Charpersan,

KMOT /AEC/S0P T ﬁ'

Eapedited Roview of Submiiied Proiocol

Heview date: 26 April 2021 Hﬂ'ﬂ!‘ﬂ"
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#  All original research proposals reviewed and approved,

=  Reviewer's dssessment forms

& Sy approval letter

#  Revigwed and appooved comenl documends,

o Amendiments and sy viher corespondence

#  Shudy progress reports and interim reports,

#*  Seriogs adverse event feport forms submaiied by ivestigaions,
®  Any other reporis

= |EC eorrespomdence

Smict confidentiality will be muntmined for the dontents of the Rles. All active files
will be kept secured in o file cabingt with contriolléd acovss
4.2, Maintensnce of the |EC Administrative Recurds
The IEC records will include the following:
1, 1EC members’ records
i Appaintmient and sceeplance letters of esch menber
ii. Signed and dated conlidentiality agreements
bid. Upelisted Currseilym vitse | hosd copy or soll copy)
v, Traiving records for esch [EC member (GCP, SO/F)
v Dsgumeniadion of resignanions: termanmtiomm
2 IEC membersbap rostec-An TEC rosier will be mamtiined which will contain:
1 Namey o 1EC mémbers
i M
ik Cipmaler

EMET /TR 5081

Administrative SiepEport, Record Keeping And Arcbival
Revirw datec26 Akl JE1

Warshan Mo
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| ewpingAnd Archival | |

iw, Evidence of qualifhcations
v. Rusle on the [EC
vi. Sutas of affilution w imstmon (e, wnalflisted or affiliased
vii. Reular’ Alermate member to the IEC {if applicable)
3. 1EC mandate
4, Correspondence related (o changes in 1EC membership with DOGL, o concerned
puthorby
5. IEC anendance rosier
6. Agenda and Minutes of 1EC mectings
7. Suundard operating procedures (S0P
% Annunl reports
9 Documents related o Workdhops & conforences organized by, 1EC (Continaing
education for members amd wtaf¥s)
10, SOP wamng and dismbution logs.

4.3 Maimtenunce of Closed Study Files

Once the study file is closed (follewing completion/premature Tenmimation), the
related study files will be shifled 1w the IEC Archival room al Govemment Medical
College. All elosed study files will he archived in the 1EC archival room for a period
of five years from the date of closire of the stody. A logg book For archival of study
documents will be mamtaned.

4.4, Accessibility Retrivval

Study files und sdminisrative reconds will be mode wvailable for audi. making

photocopics (i1 requested by investigator) or any. other purpose |e.g- research on
i

KMCT AIRE/ S0P

Adnsimstrative Suppori. Heoord Keepog And Archivst

Rewsew date: 26 April 2021

Voruinn No:3 i‘ﬂﬂr";
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| Keeping And Archival 1 R |
SAES) on  request (AN 010 SOF ISV il suthonzed by Member

Secretary Charperson, Representsives of regulaory authoritios may have bocess af
all imes. A log book of retrieval of docements will be maintained.

ol
.ij
HH‘T-_-.,’ pu

EMET S IRC/ 50119
Adminkrative Suppors Nevord Keeping And Archival
Review dwte 2 Apeil 201
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4.5, Disposal of Closed Fibes and Coples of Protocols and Documents Submitted
for IEC Review

At the end of the srchival perbod, the closed files will be shredded and disposed off by
aithorized 1EC personnct, Extra copies of protocobs und dncuments submitted for [EC
review and any other extri copies will be sheedded by authorzed TEC personnel afier
the |EC meeting without any notification w PL A formal disposal Tog will be
maintained. providing details of docaments that will be disposed. (AX 2 SO
151

i s
Prepared by Signaturg with mkﬁi’ﬁ'

Reviewsd by =+ S{gnatare with dnm—@—. -
Approved by spnature with d.m_-_-’:”&___

KMET IEC/ S0P A%

Adminkstrative Sappory, Record Keepung And Archival
vy tabe: 26 April 2031
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ARy ures

Amncxure | AX 01 SOF 19V] Document Regquest Form Annexure 2 AX 0 SOP
19T Lo for dispesal of snady doguiments

Amnexure | AX 01 SOPF 19V] Decument Request Form

Progect Title

Name ﬁf:ﬁnﬁi;l IIF:I_JW.IIPHFH

Mequested by ]
Documents reguisted. |

| Purpane of the Request =

Siymature of Reguesting peron

Sumanre of P N
"s-h;um of  Member Secretry

Chatrpersin

with dute:

o s s e R - —

Annexsure 23 AX 02 /S0P 1941 Log for disposal of study documents

Smdy [Neme |[Noo of Due of FU|[Daic of | Date of [ Dispossd by | Dote of |
ol of Pl Files | approval [ Imitation | Sy idume & Sign | Disposal
Title ' Chosure | ol puihorized

.l personi]
- |

B
KMCT /LS00 19 e o
Administrativn Support, Recerd Keeping And Archival a1 Wt Lo

Ruwsew dator26 April 2021 -.,;r';!":n#
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| affiliated institutions

I Purpase:
To menu- researeh aciwviligs in the sl eeed snutons of the trusi & imsyisimns

which hit an MOLU with the 1EC KMCT Medscul College
Ta review the protocals submined from
aj Onher Instituthons under KMOT Trust in the Campus whe do not have o separate
IEC - Nursing Collepe. Mwrmocy College. ot
b Other Instimstions. which luve signed MO Tor the aboyve purpose.

1. Scope
Applicable o affifiated institutions & other instimtions which have signed MOLU fiar tliis

purpsg.

1, Responsihitity

For the members of TEC KMCT Medical Collyge are responsible for implementing this
prrpone,

4, Detailed instructhin

Al the affifited frstitions & the institutions which have signed MOU are grven details
of SOP. The Princpal Dean/ Administrator shiuld dign an MOLU agreeing the conditions
followed up for the review of protocols (0 the parent institutions and o implement any
instrisctions glven by ihe JEC for the research purpose o the view ol cthical
conmdenions

'
KMICT /I, /507 /20 ;é&-—

Training Ani Assevament OF Ethecs Commities Members

Review date 24 April 2021 0 o gt
Veersinn M uﬁlﬁ:ﬂ.‘rn
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(1]

b

€l

di

)

Every proposal will be seni ol less than |10 days before the meeting o all
mermibers of IEC. They will evaluite them on cihical bsucs, scleutific sotndiess
and technical excellence of the proposed research, before it is aken up for mam
IEC revsew, "

Al the members will evaluaie the possible rsks w0 the study participants with
proper justiffcations. the expecied benefit and sdeguucy of documentution for
ensuring privacy, confidentiality and justice issue.

Informed comsent form should mention the rights of the research participants o
clatm conmpensation in case of rescarch related injurics and whom 1o contoct for
such claims.

The IEC review will be done through formal mectings and will not resont 1o
decixion through cirgulation of proposal.

Expen opmion of additional person would be abiained if necessary,

In cases where a conllicr of mieresi i dewermined that may demage the scientific
stegrity ol a project or cause harm 10 research pamicipants, the members would
take decwsion carefully afler # thorough review, [n case of decision 0 approve,
nppropriate advise must be given 10 the investignion (1o declare such conflicis of
interest 10 the ethics commitiee ond fiture' publications) and verify if the
participants are informed of the sponsorship of the research us applicable.

i
KMCT /TEL /S0P f20 _5’5._.

Tralmiag And Assezsment OF Ethioy Comimliige Membier -
Review date: 26 April 2021 sipcical Coleg®
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KMCT Standord Operating log Ko KMCT fIEC/S0P /21
e‘i Meiical College Frethous Effective Date | 01 May 2021
il Training And
Assessment Of Ethics Version No 3
| Committee Members
1. Purpasc:

The purpose of this SOP 1w 10 describe requirements and methodology for training
performance assessment of the Institunonal Eres Commuttee (IEC) members and the
Secretirial it KMOT Medicnl College.

L Scope
The SO applies to all the TEC members snd ihe Sevrvtarial

3. Responsibility
1t ks the responsibility of the 1EC Chairpesson with the sssastance of Member Secrelary 1o

ensure that there is adeguaie mitial and continued training of the 1EC membens and the
Secreiarial. The Chairperson Is responsible for asessment of all IEC members and
compleie 3 self-avacssment exercive af prescribad inlervals.
4. Detniled instroctions
4.1, Toples for training

¢ |EC members should have knowledge of the following

¥ Rolevant rescarch ethics and regulatory guidelines

¢ Raoles and Responsibilities of TEC members

¢ Review of protncol and relsted dosuments, including concepts of Risk Bencfil

pssessment, FEquity in necrutment, Autonamy, Confidentiality and Privacy

¥ Recent Developments i relevant health science specinlies

SOPS of the 1EC

- 1
KMOT JIRC/SOP/20 !,‘&_’

Traiming Atul Axumeenent 0F Kl Commines Membiers
Hevinww date-26 April J0ZY
prt qu:ﬂ

Varuiinn Mie 1 |||HW
eneCY po

-'r



—_— = —_— rp— —_—

oz Standand Operating Do Ko KMCT/IECFS0PF/21 !
gg% Medical College Procedure | ffective Date | 01 May2021 |
Wiate |

Training And
Assessment O Ethics Yersion Ka 3

Secretarial shoukd have koowledge and relevant skills for conducting the following
activithes

 Compelency in warking oin Meciosolt woed, Excel, [EC alfice software

v Maintenance of 1EC Databose

¥ Comenurication skills- wrtien and verbal

¢ Koowledpe abow 1h1.'_3li'.1'FE

4.2, Training of new TEC Members

Every time a now commiilee is constiiuiod, the members mnist undergo mmtial frainmg on

ethics in climical redearch and pood clinical meiegreh and S0P, Dne ining every yearal
the minimium should be provided. Memboer Secretiry or an TEC member will provide an
introductory frammg 1o the new member, The new 1EC members would be éncouraged o
undergo online EC tratning program me oo, The 1EC Member Secretary, member,
Charperson will be encouraged 1 receive continued trmming. by paricipetmg in o
wirhshop, conference mid of rétrimmg. program relaied 1o redgarch eihics, a8 a delegale,
faculty, fecilimor, oie. al fexst once every year, The [EC will conduct workshops on
ethics in climicnl research and good clinical research practiges from ihne io time @ impor
training o the TEC Members to the Institutional faculty members. The 1EC may sponsor
ar teimburse the expenses of an IEC member or prospective members for anending
conference, conimong eshialion sevsion wiskshop aod’ of teiniag  program (if
applicable;

1
RMET TEC/ S0P 20 -é'___
Traingmg Anad Assissmment 1 Eihies Commdtbed Mensbars
Raview dabe; 26 Aprid 2021
; Principal
Woeraion Mol mww
pigna= ety PO
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— Standard Operating | PocNo: | KMCT/IEC/SOF/21
| - 1] BE
,';} Medical College Procedire | Effective Date | 01 May 2021 _\
- Training And |

Asseasmend 0 Ethics Verdion Ma | i
- Commitiee Members |

L

4.3, Training of the Secretaria

The [EC Meinber Secretary along with other members will trun the Sccretanat on SOPS.
There will be inktial training and at least one trnining session per year on SOPS

The competency of staff in compuaters and communclion skills will he evulunted wnd

ensared mitially at the time of appentment sy tee Mensher Secretury and Chatrperson

4.4, Assessment of IEC members

The [EC members’ petfurmance should be evaluanad once & year usmgl an asscssment
form IAX OLSOP XM¢VTy by the Chairperson. The Chairporson should do selfs
AssEAAImEnL (0oe 4 year

4.5, Maintenance of training records of the IEC Members and the Adminkstrative
Stuff

The Socretarisl should maintain copies of the cenificaes of all rmning workshops and
confercnces in research ethics attended by the individual TEC members. The copres will
be filed in the individual members files The records regarding fraining copies of the
Secretarial will alsis be maintained i their respective files

Bty
Prepared by: Sagnature with date-—--

1

Reviewed by: T Suycnamure with

Approved by Sagrtuire wih da et
L ]
KMET /IEC/S0P 20
Traiaing Anid Aisessmrent OF Ethics Committes Mebier
Peview dabe 26 April 2021 f'ﬂ_‘_
Wrkion Nl



Standard Operating ‘ Doc Nex .HHn.ﬂEEa’SﬂPﬂli

KMLCT i e ¥
‘.:’f!;:} Medical College oo | Effective Date | 01 May 2021

Assessment OF Ethics Version Ma 3

& Anmeiares
Amnesure |AX OUSOPF V- Scl’ Assessment Form lor EC Member Secrelury
Moy

Annexure 1: AX 0USOP 20v1

Ansiessment Form for Ethics Commines Memberm

I, Curtent tetiire

2. Termi served

¥, Trammg receivid

4, Type o traiming received

5, Mo of mectings attengded

t, to of projects reviewed per mecting us prmary faviewer

1. Mo of projeets reviewed per meoling o8 secondary revigwer

K. Participation in SAE repon revicw process- yesis

9. Participation in sile monslanng visits - yes'ng

10, Number and type of comtinutg imimng. workshops organueed for [EC members
(applicable 10 Member Secretary |

11, Number and type of continung truning workshops 1EC secretarint {applicable 1o
Member Secretary)

12, Ay sther signi Meam comtribuiion (o the Tield of sestarch dhics

13, Remurks by the Chalrperson on the sell-assessmenl

i

KMCT JIEC /S0P 20

Traiming And Assessiment OF ihns Commiites Mombors

Rarvieny ihaber 26 April 2021

Version No-3 s i
ﬁ] "‘ Pﬂ



Training And
Azsessment 0 Evhics Version No a
| Committes Members |

| StandardOpersting | OocNec | KMCT/IGG/S0P/2
‘ @:3 Hl-ﬂulﬁ-nllqe . Proceliure | Rifective Date 01 May 2021
|

Annexare It AN GLSOP 200V
Self Assessment Form for |EC Chairperson

I e Tenune

2 Terms served -

3, Traming recerved -

4. Type of maming received -

3, Mo of meetings held m current vear
B, Mo of mestimgs attended

7. Whether quortm respuieement fulfillment ¢nsured an per schedule Y in TEC meetimgs B

Whether comssderitions related o conflict of inlerest considered
9, Any significant contribution to the field of research ethics

|

10, Any ather commenis - wars
]
KMET IECS00/20
Traiaing Anil Avarssmvens OF Ethies Commities Memibers
Rorvaarw chilar by April 2021 " g
Vrsion Mol :%
T
W -



EMOTMO TEC Rl S Drate:

Frim
The Principal
KMCT Medscal College.
Musassery, Korhikode

Te

Subc tnstiule Fihies Commines - L etier of Inviianon- Rew
Beur Sir Madwm,

On behall of KMOT Medical College. | roguest your concurrence for possible
appoinimend /s A member of Iastitase Erhics Comminee of tis matitule. The
commtiee will review the research Disserintion Thesis Proposals for 1is approval
before initisting the research work.

I ihis  regard Bt b our  plessure e Invite  vou 0 become
i ki ek el vears OF oy Institutional Eihics Commitiee.

Mlease retum ihe enclosed consend leiter dully filled and sgned. Kindly atiach
soar 1OV allko

s sincerely,

Shnatre:
Narmi
Scal of the Dfice '_é_'
i o L
Enclosed: Consent Letter ?‘I""fﬂ -::;"'



From,

To

The Principal

KMOT Medical College.
Muonassery, Koehikode.

Sub: Consent 1o be a member of Institule Evhics Commitiee - Reg.
Ref: Your Letter No; Frared:

Wacdam,

In resporse b vour letier stated shave, | pive my consent 10 become a member
af TEC of KMCT Medical College for o period of ihree vears. | shall regularly
participate in the 1EC imecting o review and give my snhiased opition reganding the
ethical Bsues.

1 shall marntamn all the rescarch project relawd mformation confidential and shall nai
reveal the same 0 anyone aher than project related personne

| herewith enclose my CV

Thanking you.




DOCUMENT 3
INSTITUTIONAL ETHICS COMMITTEE
KMOTMO B Rel. Mo Date:
OFFICE ORDER
I herewith eunblish amd constitiie an Institisibienal Fibis Comunites of KMOT Medical

College.to cnsare o compatent review of all ethical aspects of project propuesal recetved and
anocute the same free from any bins and influence that could affect the objective.
The fallowing members will constinite the Instimtional Eies Commbtiee.

L. i rwrnen o AdTiEintian
Dhes gt bon

A Member secretary {Capvener)

Dl gt oo A Mileatson
3 Member

Eresignation AdTiHation
4. Member

Besignagion AT L
5. Meimber

Digsignation ) Adfiliation
1, Mlemibyr

Denignation AdTikiagion
T, Membuyr

Diesignation Affilinticn
E. Mumbgr

Dhesbpruabiva A Wil unlain
i, Mumber

Lhesignatena Affilkatvin
10, Sl

Elesignatian AMiatsig
11 Member

Designutian A Miliatsiin
13 Member

Dewignotion A Miliation

The femure ol this membership will be for o periad of ) vears from the dale of appointment
Supgnatune

Principal, KMCT Medical College

w&ﬂnl
K "a



DOCUMENT 4
INSTITUTIONAL ETHICS COMMITTEE, RMOT Medieal Callege

Minnies of the meeting
KEMCTMOIEC Ref Nk ——— g Diate
The meeting of the lnstinite Eihics Committes for the yenr wan held on
T ursder the charrmanship
of —
Following sttended the meeting.
_ (U arrmmam §
I Mermber Secrelany .
{Memvheri
[RATS
_AMemben)
iMember)

Afler the initinf procoedings, the proposals lisod for the mestmg were taken up for
dhscussion, Afer defiberations, the following decisionn wene amved:

No. of proposals reviewsd -

Mo, of proposals spproved -

No. of proposals approved sebject o corrections -

The recommendations mnde by the commitiee ane grven bebow.

The investipsion whone proposals need minor modifications are required 1o send thiee copies
of revised proposals 10 Member-Secremry I the revision 18 satisfactary, the spproval
certificate will be issued after comauling the Charman of committee.

The recommensanons of ihe commulice vo each propesal ate detatled below

n!rhl‘r“.lﬂz_ - e SRR T LA i i Ty e
g | Reg Mo Samg of the  Tule ol | N af | Revcommenda |
i, student Tring pal ihimsgrEalion Gisideico- tona of e
. In¥ eatigitod ____1 | Gude commitics |
S (e | S —| i
|
* Any change,
ethics

amendment st recetve TEC approval. -
o Any serious adverse event mist be informed 1 cthics commities within Seven

dayn.

s Investigator should conduct the study as per the recommended GEPAGLE

gurdelings.

(Signature & Name) (Segraiure & Same)
Rliemmber Seoietary Chairman
Instaistianal Eihics E'ul-nmtrlln!' | Imazitsnaomal Erhecs Commitiee
s
KRCT Ve Colegs s
Magamary 1700

) 3 Pl haodn



KMCT Medical College

Muanassery (.0}, Mukham, Kozhikode Kernla -673602

Institutbivmal Eihles Cammlites
KMUOTMOAEC Rel Mo, A el Daie......
CERTIFICATE
This w  to  cornly thie the Proposal  Noceoosiieeeses  ontitied
T |.u- :l-lllltlﬂﬂ-r.!d h}' e et Eua I}rﬂlm |:Il
saraem e WS BoEn upproved by the Institute Ethics Commitice,
al the meeting held on ...omemmim wasssmss ey the followmy terms wnd conditions,

i, This approval w valid for three yonrs or the duration of the project whichever
in loss

b Any serious adverse evem occurring duning the course of the study should be
reporied b the [EC within a penod of seven days,

¢ A yearly progress repon of the projeet has o be submined 1o the IEC for
Pt 0wy

d Any clunge in the study procedure sie/investiganior should be informed o

the 1EC
Meamber Secretary
Institutional Ethics Commitice
KMCT Medical Collegs
Ta
The Principal investigator
Lo-imvestigmlorn



FUMMN A

Colligs
{Fur projects other than these mentioned in Fom | H)
Kimibly swhmeir 15 copies af preforma sl vowsent forats fn 2 pares v the
Member Seceetary, Intituie Erhics Ciranmittes

1. Tatle oof the praject: ;
3. Name of the investigaioesco-ivestigatons with designation & departinent.
1. Number of projects alaeady with the mvostigalor go-investipators:
4, Diate ol approval by Research Counisd
§. Sources of fumding
#. Dbyectives of the study
7. Jumificasion fior the conduct of the study
§. Methodology: T shosld provide details of number of patients, inclusion critend. exelusion
criteria, contrsl(xi, Mudy design, dosages of drg, duration of ratment, investigntion 1o [
idani gic
B Permissson from Dy Conroller Gereral of India (0CTH) T applicibbe
100, Ciontn invodved (ADPES. in s
11 Imvesiigations

11 Dispisables

13, Impianas

14, Drugs Contrast Media

I Who will hear the costs b i requarcments”

. Patlewl b |aviestngabog . Chiber 1 Speely

16, Ethesl issocs mvelvad 10 the stusly

lerx than wibmimal sk ¢ minimed ek ¢ more than mtaimal sk B0 st widy swbiecly (foe
puidance please commlt [CME gwidelines)

| Along with the lovel of Hak, the risks shoald be discussed in detail]

17. D you need exemption from obtamang Informed Consent from stady aibpects - 1 o give
Justifiations®

16 Whether Canment Foerr paed | umit 2 s Engled) s b local lenguage are ehichsel?

fif i cvmavem i i docal Km0 ool syl aEpeiiriade expramrtions maxk by
presvideed)

19, Docurnents atiached

. Briel OV of investigsors (inchuding no. of progects with him/eri - Needed aly for
Investigamars fram outsde KMOT Modicol Callege.

b Investigatar's Frochure

. Dnisers

30, Conflect of wmeness for any other myvestigatonis) (1] yes, please explasi in bl

21, Whether solt copy of the profisems (CT)) hie hoen sttached”

22 wLummmmﬂmmm[mmwmm
the study in pccordance with this protocol and 1 comply with all rguirements of the current
ICWR puidelines.

Signate of the nvesiigadors e
Sigmature of the Hesd of the Departient: Diale:
{Mote: The profirmin must be sceompanied by Comsenl forms: part | & I English and
Malayalum. Consent form part | is equivalent 10 Fanent Information Sheet. The investigsor

musl provide mformation o the subyects oo vimple language, and | shoidd widress the
aushyects, 11 i dislogue format b



iMroposaly for expedited review and Bire 1w shudies basng imalveng
i Ssu1 e prunsmuen risk o the el panicspans

6. Rt enarmimation 4f @ propesal alresdy examened by ihe B0

fii. Stindy il minws naiure bike e siudy of Patien) cose revorls oic

iv. An erpee proposal afl nations! wrienes) aveng misinssm mk, )

Kimaly subwiit § copies of profirma amnd consent forms in 2 parts to the Member
Seveetary, Ethies committer

1. Title of the progect,
L Nume and depanement address of the mvesagaor,
3. Name of Facully (Unide/Co-guide) with designation & depanment:
4. [rg of approval by Inetnuie Research Council’ Scientific Advisory Commites’ PG
Commitiee Doctoral vormmitiss
5. Sources of Tunding
. Cripectives of ihe stidy:
T Jusiificason Tor fhe comduct of the srudy:
B Methodiology: It should grovide detals of mimber of patienis, melistion critena, exchuslon
criera, contrlal, study design. dosspes of drag. durtion of theatinend, inveshigations to by
i pic
B, Permission Tram Diug Compolicr CGencral of bdin (DCGT if applicablc
10, Ethbcal issues mrvolved o the study:
fewn chawe avimimear! pivk’ imameand Pk move i nimimal eisk s g study sabeces (e
prstiedpiy pliarnit comtinnidt SOVWE gauldhefine)
| Adom with the level of nisk, the risks shoull be discussed in detail)
| 8. D yiom need exemptoon from ofvainng lnformed Consent from study subpecs - if so give
Juntilicaticns.
12, Whether Consent forms part | amd 2 i Englosh and wn local lenguage are enclosed?
i the cimnesd fivm i bwd Jenguage bn m apgprlicable. appropriare expiaminms wast by
provviaded)
13 Conflict of isterest for sny other investigatoris ) (i yes. plesse oxplain in brief)
14, Whether soit copy of the proforma {(C0) has been anashed?
13, We, thy underskgned, bave read mnd undersiosd this protocol and bereby agree o conduc
the siidy i accordanee waith this prodocel g 1o comply with all requiremens of the ICMR
gidelangs | 2006

Slgnature of the Investipsions (51
Signuture o the Head of the Diepartment e

{Mude: The proforma must be sccompansed by Consent s | & 11 m English snd Local
Language Consent Form pant | i equivalent 1o Patbent lnfirmmation Sheel, The investigaio
el provide miormateon o te sulgects s sanple longeage, and 11 should address the
wubtjecs, b 6 dlaliogue formsi b

Frncipai
KMCT iy
Nsroasey oo oo 1

Harhikoge



CONSENT FORM

PART Tof 2
INFORMATION FOR PARTICIPANTS OF THESTUDY

Instructions - This i the patient mformation sheet. It should address the participant of
s study. [epending upon the nature of th indiwidal project, the details provided ko
the participant way vary A separate coneent form for the patientiest groap und
control (drag procedure o placebo) showld be provided as apphiable. While
formulating this sheet, the investigaior smist provide the following information s
applicable in a simple Wnguage in Dngish and Local Lunguage which can be
undersisod by the participant

= Tithe of the project

- W of the investigmor guide

- Purpose of this project/study

- Procodure methods of the study

- Expecied durbon of the subject panticipation

- The benefits to be expected from the research 1o the participant or 1o others and the
post inal responsibilitics of the investigator

- Any riaks expecied from the study 1o the participant

- Muindenance of confidentiahity ol records

- Provmaon of free treatment Tor rescarch related imgury

- Compensation of the participants nod only for dasability or death resultng from such
injury bt also for unforeseeable reshs,

- Freedom to withdraw from the study at any time during the study period without the
bas of benefits that the participant would otherwise be entitled

- Possible current and futere uses of the bwological materinl and of the dsta In be
genermted from the research and if the material i likely 10 be wsed for secondary
purpeses or would be shared with others, this should be mentioned

« Addrens and 1elephore mumsber of the investigator and co-imvest gator guide

- The patient information sheet miust be duly signed by the investigator

Mergai
KMCT Maccs Calkage
Murmasary PO
[ TEERIE TS T



LCONSENT FORM
PART 2(A) af 2- Participant consent form

Participant’s name Address

Title of the project:

The detmls of the study have been provided 10 me i writing and explamed 10 me m
my own languoge,l confinm thit | have understood the shove study and had the
apportuiity’ o ek questions. | enderstemd thit iy prificipation i e stisdy s
volsimtary aivd that | am frec 1o withedrmw ot any time, withoul giving any reason,
without the medical care that will normnlly be provided by the hospiinl beimg affecied
| agree nof 1o restrict the use of any dats or results that srise from this sudy provided
wch a use moonly Tor soennific purposeis). | have been given an information sheel
giving details of the siudy. | fully consent 1o participate in the above siudy

Signature of the participant: Date:
Signmure of the winess: Danc:
Fignuture of the mvestigsion Dinte:
Prrrcre
MMCT Mudicx Colinge
Marwiusar; PO i



PART 2 (H)of 2- Parent/Lepaily accepied represeniniive { LAR)

F.lllll:ipunl‘: mamc: Address:
Porent LAK & niitie:
Tithe of the project.

The detnils of the study have been provided W me in writing and eyplamed 1o me in
my own language, 1 confirm that | have understood the above study and had the
appornmiy 1 sk questions, | undesstand that my child'ward’s participation in the
study Is voluntary and that | am free o withdraw my child'ward st any ime. without
giving any resson, without the medical care that will normally be provided by the
hewprital being affected. | agree not io restrict the use of any data or results that srse
fromi this stody provaded such o use i only for scientific purposcis). | have been given
an informatson sheer piving detmls of the sy | fully consent for the participabon of
my child'ward i the abive study

Assent of child ward obtamed
i for participasits beiween T 1o |8 vears of ape)

Shgnature of the parent LAR. Diate:

Signniure of the wiiness: Diate:

Signature of the imvestigiion, Dave:
Brregw

e e el e
plpsansar PO
EAET R



FORYI 11
Submitted Initial Check Hst to verify completeness of documents
For oificial wie ol Proposal No,

I, Fefteen copies of the proposal for reguler cthics committce along with a soft copy in
CD format.

1. Five copies of proposal for ethies sub-committee meeting along with a soft cogry in
C1r form

3, Proforma and consent forms { Englishi
4. Proforma completely filled with ull the questions snswerad in complete sentences

3 Proforma duly signed by the investigntorin). puides, co-guides and Hemd of
concermed departments, with idole

¢ Consent forms part | and 2 in both English languaje end the local language

7, Consent form part | completely filled with all the guestions answered in complete
sentences and n simipic language. [ Abbrovistions to be avoided )

K, Consent Torm part | writien in diabogiae formal sdidressing (he patient partscipin

9 Complete addness and phone sumber of the itvestgator'gusde provided in the
appropriale place i consent form part |

10, Approprisie Consent form part 2 enclosed fiw adults snd children (less than 1R
yenrs)

KMCT Madicy
"""-w: EE""



Fora

Cheek list for verification of proposals submitted to Institute Ethics committee

Fowr oafficcased waee ondy

VS [ND

Propessal Mo

INA

%
E
‘?
z
&)
E

h-lm wnd u_-ulrhmu-; o imcronse knowledge

I |
—
l

"3 I the sty 1 o rephication of 8 previous study, s
il justified
3, Can the mecrvention ssdicd be practically
lmpﬁmtl*ud

4, In there provisian for dissemimation of resulis of
the research? '

e e

gxpent, policy maker or sististical ox

e e —

—

7. Arrlh::i:l]m:lt'-'ﬁlltudch:h'h"'
TN In the shudy mmmmmmiﬁnﬁwmu
objectives! - |
B A the mvestigatons qualifications, cumprlence
ﬂumwmnmmm:r '
10 A the facitioe ﬂﬂwwﬂqmwuump&'ﬁ
the shady™
| 11, I the manney in which the ressslon of rovcanch will |
rh:qmuiﬂwhhnhniuhnﬂ“
lwﬂﬂhl_;ﬂ"ﬂulﬂnﬂ

T the imwvolvement of human  participants
muﬂhwwﬂmuw

L

=

1 Are tho mﬂmr_q_ulmﬁlﬁmm Competeide, anid
eapersence suitnhle 1 ey safe conduet of the

staify?

3. Iv the justification of predicisble rsks amil
imconvenicnces  weighted  againel the  anticipated
bemefits for the reseach  participant and  the
_mnudmlhlﬁqudﬂﬂ_

1 Am ther uns plﬁ- o withdruw o weibliohl
siarulued therapy for the purpuss of teseurch apsl sisch
ﬂl}ll'l'lll"l-l':"_]lﬂﬂﬂ!?

e e e

gompenisalion  for

| #AN

i A

Marmbimy B0
Eoghkie

I itemal odnge



| & Have adequats provisioms been mnde for dedling |

Ium.ud:#pmhlmﬂuM’
"." Have adequuie proviions been made for salety
monsoring and termination of the rescarch project?

i’n-m """"" for the dignity of the research
|
———1
r_:l b the progews for obming mformed comen |

| Sppeapimey

s

hﬂh:h irabryidusle who canmod consent®
|4, Will ibiwsent be r:nqmud"
3. In the writien and oral information 1o e piven i

the research parbicwpanis  approprisic,  adeguate.,
complete and understansiable '

i Ihrnq:pm'e lhﬂmrllun offened

ecoption. mtmidation ve induccmen!
Confidentialicy

I Will the sesearcher collect only the meamum
information’samples  noqusrod 10 fulfil the sy

1 I the privacy of (be rescusch  participant

:Tﬁ it sasple wtorage sl disposal procedures |

.......

m{mmw

Is the paricipant’'s gt © uncondionally

2 In therg prorvision i:u’puhtpuhmhnmhm
ubout nowly discovered risks o benchit during tie |
sty

7, Ta there provisson for the sabjects 10 be informed |
of nesulis af dlineeal resenrch™

Fair purticipant selection

T His the sdy popwistion buea  determingd, |
primarily, bused op the sownlific gaals of the sy |
fnedd ol om comvemienos, cthmicity, age, gender, |
| liberacy, culture o econsunic status 1" |

ol e aieaa a5 Bt

T s the welection ol participanis  {inclusion amd
eacluslon criterln) sppropriste w0 that risks e
minimioed and enefitn are manbmined and e
burden of rescanch aquitably desrsbaned*
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3. Has the researcher obtained permission from the
relevant wuthorities”

p.:.muddhﬂm#

4, Are there any other ethecal  Jogal socl nancial

4 ﬂundu:ﬂm_ﬁ-uﬂﬂm fasiar amy grou -i_"
!i T the noesch conducied on  subnerahhe

1. I the medical care 10 be plmrﬂnd_m'ii# roscarch |

T Arc thee any conflicts of imensr, mchidng |
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INSTITUTIONAL RESEARCH COMMITTEE

STANDARD OPERATING PROCEDURES

OBJECTIVE

Pl aslsiective of this SO o lo comsi il o the effoctive Tehctmniag of the resenrch conmmiites ol s thet o
wpanliny ael conibtgst gt al mvicw modhenism frwr bbbl ical ieseargls s ua b place G alt
pernpemalky denl Py ihe L anemstieo

Authority of research committee

Thve Pemrcipal or equivalent person from the inddution has the aidtharity for constifution ol Maseadih

Commiliee
s  [Chairmen w ihe fhead of o resesrch commiior dind be'she will be appoatied by ihe |lemd of il
Irvstifliid inks

a Al other mensbers sre sppoied by the Dlead of the Tmshiaion in comuliaiion with chaimperon/
Slember Seciviny

& The Memsher Seoretsrs (5 respomsihle foe orgamsny e mestengs, maimtaming the roconh aril
comimunscating  with ol concemed.  [leshe will propare the minutes of the mectings  mnd
¢ irculagediaalhememtien. |cfmalminuiesihomec ingw (lscheplnibemmusewsthemertings filesgned
by he Chaerman © Member Secritury

Terms of reference of the committee
I emgrowe the standards of the research practicsd in the collage
o Tuveosure ihat all proposcd reseandh projecis confurns o egulatory toduinsinenls
o T lencikon as @ forum o resadve the complasnts i othecal s frown puaibenin amd iheir
farmilies

Responsibilities of Research committee

Tio protect ared aaleguand the dignity, righis, satety and weell being of all actiesl ne portertial peseath

PATTI APy
e To cnuse thad the resanch propecis ihel see camied e ane wound (e deskgh, Fiees (REivsl
sl e comduscied aconding do the 1EMB Schediale Y snd 1CTPGUP gailde ey
®  Tm ommiider ihe princple af | v Tty mnad haardena of ressarch be disivibused

Ewirly amang all proups = p laking o acoount ape, peeder, eCmbim s
st culiury and ethe o

KMOT Medical College Campus, Manassery Mukknm, Koshiknde-t 73R rala
Phiome =91 295 329U, | ax 9] 495 32956840

F il pasrseng et il iWeksite hitps /rwww kmcinursingeolloge org
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s To provide sdvice to the rescarchers on ol aspects of the wellare aned safety of rescarch
pamicipanis aller exsuring the scieniific soundness of the proposed Fescarch

*  Are conducied under the supervivion of raincd rescarch gaide with the reguirsd axperise

o Inclide solely. paghents or panicipant whis have given volumary and informed comer

*  Iowill review the proposals before stan of the stuslies gs well s manilor ihwe rescarch throughou
ghe study wiil and after completion by cxsmining the annual reports and final reposts. The
commiter will slso cxamme whether all regulasory requaremends aedd laws are complicd with or
sl

MeetingProcedures

The Research committee meptings are held annually Additional meetings may be hild o
and  when considered necessany
o The notice of cach mocting with the agenda is senl out w (ke membors o) beass ane weck before
e meeting
e A guorum i regquired for ol mectings. The project can be approved unanimiusly or by non-
isanimonsly
s When if ix spproved ananimously an approval lemer will be prepared and ugped by chainman
amed member secretary 1 some members are objecting the study (o bo approved, charman will
take the woting from the memibers bo sex the mapority and (f majority is thene the project will be
approved In that case the soting status also will be mentianed in the approval boer

&  wember secretary will prepare the minsiics of the meetings and caculated 1o all the members,
Ihe Mimal minsies of the meeting will be hepd in the minutes of the megiings file sagned by the

Chairmaan,

Elementofreview
Scientific design wnd conduet of the dudy
s Approval of approgriate scentific review commitices
Examination of prediciable nisks Marms,
E xmmination of polential benelits.
Procedire for sclection of subjects  Exclusion’ Inclusion criteria
Mamagement of research related injuries side elfects,
Compensalion proy isions,
Juatification for placebo in control arm, if any,
Availability of products after the study ,if applicable.
Patiem information sheet and informed consent form in local language.
Protection of privacy and confidentiality.
Involvement of the community, wherever necessary.
Plans For data amalysis and reporing
Adhcrence 1o all regulatory requinements.

- = v
Decision-making m
The commanee will grve 1 opeon on the project in min.‘ﬁ ol the Followeng wavs.
Wembers will discuss the l-'l:!il:r-_- ivduey beliore afving a0 o consensim deciion
Dreciumens will be made only immcstngs  here quonam & complels

Omly members can make the : consulianis will only offer their opinichs. |

[recissnn may be wn approve nopeel propossts Specific suggestions choukd be gi
Ko vl g R

KMCT Medical College t‘lnnhﬂnmwﬂim.ﬂnhiWTHﬁ;kmﬂ'
Phone 491 495 2293040, Fax +91 495 2295040
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Decinmm mny be to ppprosve regect o modilfy the proposals Sjsec b sjggestms shuipald be given
T mandifscstions

Modified proposals may be reviewed by an intermm reveew thooigh idontified menshers

Megative deceim should always be substantiated by gppropeiole ressns

The progect can be approved umsnimowsly or by non-unansmsdy. When o0 m appeerved
unsnimisly, an approval letier will be jasied amd signeid by chairman and membsed secrctary 1
some memhers are objecting the study i be approved, chamman will tske the wisting from the
members 1o see the magority sl if majority i there the progoct will be spproved I that cise the
vodingg sinius afue will be meniosed in the spprosal leoier

The charriman | member secretary of the commitice may provisionally approve wetbow cafling @
Full mecting i case where only administralive smendment has been masde

Thin docision will be ratilied al tbe nexd (ull comiminee meeting
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Communicating the decision

s Decnon will be communscated by the Member Secretary (6 wiTling

®  Any suggestions in Rescarch commines, if amy, showld be senl for mosdslicaliom.
o Reasans for repoction should be informed to the researchors. There 18 no need 1o Communicate the
mame of the specilic cxpen of member wha made the revies

Follow up review procedures
Regular réports thould be submithed lor regular redew,

& Final report W be submaited o the end of siedy

*  Amy serious side effects, adverse drug reactions and the inberventisns underiaken la be infimated.
s Protocol deviation if amy o be informed with sdequate |ustificatioas

& Any new informatson relaced o thy study should be commiian i ated

= Presmature termination of study should be sotified wish reasons and ssmmary of the studies done

s Far
o A study status repor shoiukd be submined 10 research cominince

Archiving /Record keeping

All ihe fslkowing documents will be archived
Snady choso ol Soae documents whach are archived Jbut not limited b the fallowing.

o Curriculum VitaeiCV ) of all memben of reseanch comminee

s  Copy ol all study prosocals with enclosed documents, arnual reports side-effect
«  Mlinstes of sl meetings with due signature of Chairpersan

«  Copy of all cxising national and internatwnal gusdelines on research ethics

o Copy of all comrespandence with members sedearchers and other regulatory bodics.
s  Final repart of the approved projects
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