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Preface

In ary biornedical rcsearch involving human bejngs, the study pafiicipants are the most vulnerable of

rhe partners. lhey are at risk ofph]sical and emotional exPloitation This is largely dlre rc the high esteem in

which health professionals and researchers are held by the lay public, which can easily be abused In

addition. therc are special groups such as minon. refugeet menlally unsound etc who are even more Prone

to exploitation in researcll

This SOP nales the procedures for constituling the llumai Ethics Commillee a.s well as the

responsibilities ofboth the members as well as the principal investigators I am confident thal this SoP \Lill

help alL the researchers for preparing the tesearch protocols and ensurc smooth tllnclioning of the

Institutional Hunan Ethics Committee- I hope this will not only facilitale and expedite proiect submission

and approval but also ensure that no imponant facets of Participants' safety and Privacy are overlooked

Chrirman'
Institutional lluman Elhics Committee,

cMERS Medrcal College & Hosprtal.

Gotr;, Vadodara. Cujarat, India
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lntroduction
This SoP is appficable w.e.f.27'r Oclrobf,,r 2023 afd valid for 1wo years or lill revised. This SOP is applicable

for all research proposals submitted to Insthutional Hunan Ethics Commiftee (IHEC), GMERS Medical

College, Cotri. Vadodara- Gujaral - 390021.

Adoption of SOP: CMERS Med;cal College & tlospital, Gotri, Vadodara, Gujarat has adopted rhis wriren
master Standafd OperatinB Procedure (SOPS) which iDcludes all SOPS

Purpose:
. To establish and constitute the Institulional Human Ethics Cornmi{ee (IIIEC) for GMERS Medical

College & Hospiral. Gotri, Vadodar4 cujarar
. To conrfibuie lo lhe efl-ecdve functioning ofthe ttlEc so lhar a quality and consislent ethical review

mechanism for health and biochemical reseorch is put in place for all proposals dealt by lhe committee as

prescribed by ICMR - The erhic€l guidelines for biomedical res€arch on human subjecls. CDSCO. Ne$
drugs ard clinical lrial rules 2019, DCCI

. To describe the operatilg procedures for IHEC

. To ensure the safbguards ofvrlnerable population in clinical research

Responsibility: All members ofllIEC and investigators are responsible for implernentirg th€se SOPS

Role ofIHEC
. IHEC will review and approve all type ofrcsearch proposals involving human paflicipations wilh a v;e\a.

to safegua.d the dignil.'-', safery and rvell-being ofall acrual and polential research participants. The goals

of resmrch- however imporlant, should never be pennitted to overide the heahb a.id well-being of dle
research subjects

. The IHEC will take care that all d)e cardinal principles of r€search erhics viz. Arnonomy. Beneficence.
Non- nalfeasance and Jusfice are taken care of in plarning, conduct ard reporting of the proposed
research. For this purpose. il$11 look into all lhe aspects of infomed consent process, risk benefit ratio,
d;striburion ofburden and benefit and provisions for appropriate compensalions wherever required

. It will review rhe proposals belore staft ofthe study as well as moniror rhe rescarch throughout the sludy
until and atier cornplerion of the siudy tfuough appropriate \r!€ll documenred procedures t'br example
annual reports. tlnal reports and sitevisrls etc.

. The committee will also examine compliaice with all regulatory requiremeDts, applicable guidelines and

. The mandale of the IHEC nill be to review all research projects involving human subjects to be

conducted at the instilute by the investigator ofthis instiute irrespective ofthe funding agency IIiEC
may consider the academic project and/or dissertation proposed to be conducrcd ar GMERS Mcdical
College & Hospilal, Cotri from investigror outside of this insdture IHEC may also consider academ;c
project andlor dissertalion proposed to be conduoted outside ofthis instilute from investigator olthis
Instiiute,

Applicable regulatory guideline!
. Good Clinical Practice (cCP) covernment oflndia
. ErhicalCuidelines for Biomedicai Resqrch on tlurnan Slbject by ICMR
. Internalional Conlerence on Harmoflizirion (lCH) CCP cuidelines
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SOP l. Constituting tbe Institutional Human Ethics Committee (lHtrC)

Scopc:
. Dean ofrhe GMERS Mcdical Coltege & Hospital, Colri will select and nomiratc the Chairperson of the

ll tuc
.lheChairpersonolthecomrnitteewillbefiomoutsideoftheilNtituielomainlainiheindcpendenceol

the commfttee
. Dcan in consullation with chairperson will nominarc the member secre{aq and other members ol'the

IIIHC, who have the qualification and experience to review and evaluatc dre scicntific- medical and

ethical aspecls olthe proposed study (Annexurel)
. Ihe member secrclary will belong to lhe GMERS Medical Collegc & Hospilal. Cotn and will condncl

llrc lurction of commillec
. ChairpcFon of the comtninee will invite the members to join lhe comrnittee b) sending an ofiicral

req ucst le(er (Annexure-Il)

. Mcntbers \r'ill corfinn lheir acceptance to the chairperson by Providing all necessary inl_orrnation and

documenls (Annexure-lll)
. The number ol members in the committee will be minimum 7 to maJ(imum l5 !{ ith at least one fcmale

mcrnber and 50% non-affiliated mcmbers

. Other nrembers will bc a mix of medicaL .hon-medical. scientific and non-scientlfrc Persons lcendef

rircluding lay public to reflec! the differcd vie\Ipoints
. lhe Composilion of lhc committee will be as follows

o A chairyerson (Ourside ofthe in$itute)
o A membcr secrctaLl (From the institute)

c tive lo tr,lelve members from different departments / specialties, discipliles of areas

. Ilasic mcdical scientist

. Clinician

. l-egal expert

. Social scientin /person frolnNGO/ philosopher

' Lay person liom comnunity (Outside the inslitute)

. Thc commi(ee may invite individuaistexperts from other inslilutcs or communities if requircd as its

. Thcre $ill be adcquaLe rcpresenlation ofage. gender, community, etc- in the commitlee to s'ltguafd lbc

intcrests and welfare ofall sections olthe community / societ)

. All nrcinbers should be argare of local. social and culhrml notrns, as this is the most inporlaDl social

l,'ontrol mechanism

. Chairperson will appointjoinl secretary to help secretary ifrequired

Quorum requircments
. Ihe rninimum oflivc membcrs are requircd to compose the quorurr

o Basic medrcal sciclltisl
o (llinician

o l.egul expe(
o Social scientist ,' p€rson liom l'l-G.O,' philosoPher

from commLrnit),

2?d' October. 2023 Versron 6.0
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. Committee: Three years

. Chrirperson: Three years

. Secretary; Ihree years

. Member: Thrce years

Merhbership Requiremenf s

. The dufation ofappointment is initi6lly for period ofthree years

. Chairperson llla] renewthe appointnent on the basis oflhemember's panicipation

. Each mernber is requircd !o sign the declararion and confidentiality agreement regarding IHEC activities
(Amexure-lV)

IHEC members have !o undergo orientation program in national ard international developments in ethics
on 4 rcgular basis as decided b), Chairperson

At the cnd of lhrec years, as the cdse may be, the committee will be rcconstiruted- and 50% of $e
members will be replaced by a defined procedue

. A member can be replaced in the event of death or long{erm non-availabiliry (Three consceuiivc
meeting) or transfer from the insiitulion or for any action nor commensurate with the responsibilities laid
down in the guidelines deemed unfit for a member

. A memb€r can tender rcsignarion ftom the commiftee with proper reasons to do so *,ith a notice peiod
ofone rnonth

. All members should maintain absolute conJidentiality ofall discussions dllring the meeting aud sign a
confidertiality fornr

. Conflict ol-intercsl should be declared by members ofthe lmc

FormaXion of Sub-Committee
. The IHEC nay form sub-committee if they need
. The purposc ofth;s conmittec will be to evaluate posr gmduate thcsis research project submittcd b)

undergraduate strdenr and resialeots & even minor academic Fojects of faculry members

Informrtion lo CDSCO ir cl|se ofchang€ in IHEC cohposilioD
. The change in cohposition may occur due to induction of new members, removal,/resignat;on of

members tiom IHEC, tmnsfer of institutionai members, tenure ending of memb€rs or reconslinrtion by
head ol rhe imtitule. Member seqetary shall inform the CDSCO within 30 days pedod in case of
changes in lt{EC conposition.

Gt!4ERS ( ,, Coleile
& flos t ial

Gctrl. VadorJa'

27u' October,2023 Version 6.0
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InstirLrtional l{uman Ethics Ctrrnrniiltee
C CDSCO Registration r-o. ECR 281lnst./GJr20l i,'RR- l9 Approved upto l5 April'2014
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SOP 2. Confidenti.lity / Conllict oflntercst Agr€€ment

. All appointed nembers or consultafl reviewers shalli

o Obtain the agreemem from the Secaetariat

o Read ttrough the conlext of lhe folm very caftftll-v and fill it
o Ask questions, ifan), and the secret riat officer shall explain or clariry the context

o Sign and date at the undersign€d signature and tive it back to secretariat

o Keep a phorocopy as their records

. The secretariat shall keep an odginal copy of the signed agreement as records in a confidentialiry/

conflict of interest agreement file and store in a secure cabinet with linliled access (Annexurelv)

MEMB

Gctri, Vtcoda

ECRETARY

27s October, 2023 version 6,0
PaEc 1 of 4'7
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SOP 3. Administntion rnd Fundion oflHEC

Secre(ariat
.lhesecrctariatoftheIHDCshallcomp.iseoltheChairperson,ardMembersSecretaryandallmembers
. fhe IHEC shall havc a perrnanent secretariat at GMERS Medical College & Hospilal, Gotri marned b)

member secrehry of IHEC and supporting stalls
. Institute shall also plovide the nccessary firnding for the operadons oflhe IllEC.

Functions of the Sccretarist
. organizing an eiTective and emcienl tracking procedures for each proposal received

. Preparc. mainhin and distribure study files

. O€arize ItlFlC meetings regularly

. Preparc aDd mainlain meeling agenda and rninutes (Annexure-V & Annexure Vl)

. Maintain the lllEC documefiation aod ajchive

. Communicale with IllECl members and applicants

. Arrange for traiDing ofits members

. organizc the preparatron. revie\,r, revision and disE:ibulion ofSOPS and guidelines

. Provide dre necessary administrative support for the IHEC related acrivities lo chairperson ol IHDC

. Provide updates on relevant and coffempoEJy issues related to ethics in health research. as well as

relevant contemDoran* liteB[ure to commirtee members

Responsibililies of S€cretar'
. lhe secrctary shall be responsible for the oversight ofcornmittee docunents. records and archives
. Perfofln a pre-review ofeach sDbmission of the MEC to cnsure adherence ro administrative submission

. ljnde[alie all administradve procedures in providing training and educational programs 1o netr and

contjnuing IHEC members
. Suppo( d1e chairperson iu preparilB and providing a statement of assumnce when required by thc

regulations gurding the e$ablishment ofrhe i FIEC

. Desilan and disseminate rcmplates for cornrnittee submission documents, including research prolocols.
informed consent materials. agreemefts and periodic and ijnalrepons (Annolure-VII)

. Design ard mainlain a s),stem for coilecring and frlling all commiltee documenls, including mect;ng

minutes. member qualificalions, prolocol submilsion versions, deviations from approved protocols. and
periodic and llnal reports

. Assist $e insthution to rccruit ncw Coamitie€ members

. Ensure that all required materials for submission arc presenr and complcte

. Create and distribute meetinS agendas. ard anange meeting lo8istics

. Attend Comnittee meetings. take minutes during the meetings. and ve.ify and distribute minutes iLr ?r

trmely manner
. Conespond wilh all submitting resea.chers at all times throughout the submission and review proccss.

\vhile remaining indepcndenr ofthe reseatcher's pmtocol operations Advise submitting invesligators on
preparing and submitt;ng protocols for review according to reLevanl SOPS

. I\operly dlstribute and keep files ofall couespondences

. Assist thc chairperson to conduct comminee meetings Conrinually srudy and updale stalT aboul
cornmiltee operarional regulations

:\4 
=M

GMER

CRi_1Ai.tr

College
& ijcspilal

Gotr, Vadoda.

27' October,2023 Version 6.0
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Ue availabte for and aftemd an) outside investigations or audits olthe Commiltee

Conply \Nith requests during an inlestigation or audit

Responsibiliti€sof Joint MemberSecretrrt (Wheneverappointed)

. Suppoft the Member Secretary in executing functions olthe IFIEC

. Perlbm rhe same luncLions of Member Secrelary in his'lher absence or rvhcn conflict oflnteresl is

declared by member secfetary

Functions o{ the Chairpersoo
. Chair thc comrnittee meetings in accordance with all regulations

. Prepare and provide a statelnen! ofassurance when required by the regulations guiding the eslablishmcnt

ol the commLttee

. facilitale the provision oftrarning and educational programs to new and continxing oonmLttee members

The training shall include prcgrarns about the basic pinciples of hunan subject Protectio[ crncnt

litemture. regulat;ons and guidelines affecling the committce

. Rcvie\.v and accept revisions ftat \rere made as per the commitlee rccommendation pending protocol

Deleflnine submissions that could be excmptcd from review, and notiry the commillee ard dre

submiltiDg investigator of such exernptions

Assjgr responsibilities and duties to any otber member in his or her absence

Supervrse the member seqctary and ensure s,/hc is performing his./her L$k dur'full)

Responsibilitics ofMember of the committce
. Revic\{. discuss and consider research prolocols submitted for evaluation m safeguard the righls and

\\ell-being of study padiciPants

. Review progress reports and monilor oLlgoing studies as appropriale

. Dvaluate final .epo(s and outcomes

. Suppon the executive in the dischargc oftheir duties when calLed uPorr

. MaiDialll coffidentiality ofdocuments ar1d deliberalions ofthe Committ€e meelrngs

. Dcclafe confllct ofinterest

. l,articipalc in continuing education activities in biomcdical ethics and rcsearch

. tjndedokc duties assigncd to them by the Chair

. Attend mcctings .egularly and participatc acrively during dcliberations

Dissolving the Commi(t€c
. A t an) point in tirne- should I HEC cease io exist, the Commi ttec is auromatically d issol$cd

M?IJBE

;t,4 r.f

27'r' October. 2023 Version 6.0
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SOP 4. Conduction of lneeaing

The chairperson shall lead all meetings ofthe IHEC
Iffo. rca\ons bclond control- the chairperson is not available, the commrttee $ill decide the chairpcrvnr
lbr that pa.ticular me€ting who will b€ from outside oflhe institute

In the case ryheE the member secretary is unsuccessful in routing the materials to committee melnbc$
rhe menber secreta[ sha]l al least noriry the membe(s) oflhe non-occurrenc€ of the meeting. and shall

anange lbr altemative neans of materi,il disfibution. Whenever possible. fie member secretary shall

diskibute the materials electronically
'lhe member secretary shall notiry all committee menbers and applicants of any changes in meeting

time. date or agenda as soon as discovered

Meeting Procedure
. The chairperson or a delegaled member ofthe committee shall call the meeting ro order only whcn a

quorum ofmenbers is presenr- If quorum js incomplete, tlle meeting sball be rescheduled
. The chairpersoll shall follow dre agenda for tle prugress of the meeting The neeting shall most Lkcly

follow the following order
) Confinnalron ofminules oflhe previous meelings
o Maftcrs arising fron previous minutes

o Discussion ofnew agendas

o Action itcms (voting on prorocols, acc€plance of serious adverse eventi penodic and annual

rep0rls. and final reporls)

o Other matters
. lfthe meeling is lo revie\,!. a new submitted prorocol, lhe principal investigator of thal protocol may be

inviled *hen deliberating on thc protocol to answer quesrions dlat shall be mised by the commitree bur

must go out \ ren decisions arc made on the prclocol
. The meeriDg ofthe IHEC will bc hcld quarterly (every 3 monlhs) aid as ne€ded

Me€ting Minutes
. During committee neefings. all delib€rations shall be reoorded in writing or recorded elecronically
. Thc minutes shall include a list of attcndees, actions raken by the commitree, the decision or vofe on

those actions- including the number of members voting fbr, against and abstaining, the basis lbr reqLriring
changes in or disapproving research, and a w.itten suDmary ol the discussion of issues and thcir

. The secretary shall also include a summery ofeach considered protocol in the minutes

. lhe sccrctary slall circulaie the minutes \r'iLh a copy of the norl meeting's ageDda to all commjtree
members at least four days before the date ofthe subsequent meeting

. A1l committee members shall rcview thc minutes lbr accuracy and completeness

.l'hecommitteemembersshallmaketecommendationstorheminutesatrhenextcommirreEmccung

. The chairp€rson shall confirm $e accumcy and complcteness and sign the minutes dudng rhe Dexl
Incc(ng

. The secretar-"y shall archive the oflicial minutes with the meering's agenda and all relevanr anachmenls

CIIE'IARY
IHI C

lt,Gotr

(l

VadoCa,
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SOP 6. Procedure ofCommunicrtion with IHEC

All communication should be done !o the s€tretariat offtce

Secretariar oflice address:

lHEc Ofiice.
Room No. 201, First FIoor' College Buildiflg,

CMERS Medical College & HosPital,

Cotri, Vadodara, Cu.iarat.

Email: ihecmcgv@gmail-com

ifoPPoint€d

idher mobile

IHEC
MEMB

GMERS lv4e, cal College
& HosFiial

Gotri, Vadoda,

2y' October, 2021 Version 6.0
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Irstitulional liLrman Uthics flornrn iiItcc( CI)S(10 Regisrrirl ion \ o. ECR 28,lnsr (j.r.20t3lRR_lgAppro\cduplot5.{frit 
t0:4

I il,ir ji\ L1e,r .al ( rll
I'honcr (0265) 1198008.I D(: (0265) 2j9E009, ErrarJ: i rtlcglairgDritc.orx

SOP 7. Application pro€edures

Submission ofa ncw protocol for revi€B

t in the prescrib€d applicalion lorm (Annerurc Vll)
decla,iation by all invesrigators_

. ication lorm
proposats should bc subrnilted wrrh rhe lbjlowing

o Name of thc applicaut with desigoation
o NaDrc ofrhe institute / hospital t field arca where research u.ill be conducrcdo Departmenlal prcsentation letter / scienlific rer"" *rnr,o* *"*i",,"" in*o lroto(olofthe proposcd rc\eafch r:j pei fonnat€livcn in the Anncxurc Io flnicat tssues in lhe 1lud.\ and plans to address thesr issues

formahon shcet and informed consenr lofln in local

o For any d^B / device trial. arl relevan! pre- inical a'imai data and crinical trial data irom orhcrcenrers within the country,l countries ifa\?ila leo Curriculum vitae ofall thc rnvestigators
o An] regulatory clearances requied
o Soxrcc{ffunding and financial req irements for the projecro Other linancial issucs including those relaled to insu.anc€o An agreement lo reporl Serious Adverse Events (SAE) to IHLCo Starenrent ol conllicls ofideresT, il.any
o ALreernent ro comfh u ln rhe relevalr national and i-rernationrl ruiJelrne\ /nn,i."htFo   staremenr desoribing any ompensation for parhcipalion 1;i.,r,f;"g._i"*i.'"",, ,""".r,,,

s; a description ofrhc arrangemcnLs for indcmnit\. il.

conlidentially ofthc st'dy paricipants 
I negatrve-_ r'hlle mai dinirlg the privng-'- tt1

7 da),s before the schedulc mccting

I-xlcrnal hard drivc) ro sccretafiar_
Proposals along wirh tho application and documenls In prescribed fonnar should bc duh sigred b_\ th!Pri,rcipal ln!esri (PI) and CGinvestigations / Collaborators

MEI'llBE

GUi i?l l7'h October,2023 Versron 6.0
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Ptonc: (0265) 2198008, Fax: (0:65)

. The date of meetinB will be intimaled t'r the researcher !o remain Present to offer clarifications if

necessary

. The decision will be communicated in $riting

requhed nulnber of copies should be submitted

commlntication or before $e next meetidg

Submission of amendments to Prctocol

Amended protocol shall be submitted in two hard copies and

hard drive) to lhe secretariar with the follo\ ing:

. Amended protocol

. Version charge hislory

. Amendment historY for Protocol

. Amendment history for ICF

. Additional documenls which require approval

. Submission letier

Submission of Additionel/ Revised documents

One copy ofall documents should be sem to the secrera at

lf rcvision is to be made. lhe revised documenls in

\rithin a stipulated period of lime as speciiied in thc

f"nirX3""l,illr*. .r r, *orkins on onsoins project aPproved bv [lEC' it is thc dutv

anansemeDt of Pl and inform the IHEC'

one soft cop-"-' (CD/ DVD/ Pendrive'r E\ternal

ofPl to make altelnalc

L,IEM, ECRETARY
IHE C

GMERS t\,Iertcal olleoe
& ltcs,tr(a

Gotri, VadoJa

27h October, 2023 Version 6 o

PaBe I4 of4?



lrrstiturio:ral []unran llthics Comrniittce
(l CDSCO Registralion No. Eclti2Sr'hrst,/CJ,,20l3/RR- t9 Approvcd rplo t5 , Aprii ,2011

N IICRBHI.t Registfation No. DClNllWllNs't/2021/cJ100 | 6 Approved upto tj / No\,crnber , 10:6
(iVIL.l{S \4c(llcal(ollcg,i& I-losFir.l, (;ord. Vadodara i{)rr(rji (irLiLrflr. Ir,ltir

I,txme: ({)265) 159E008. Faxr (0265) 23t8009, Enrait: Ug_qrcg{lgltitil.cltltl

SOP t. Participation ofPrincipal Inv€6figator (pt) in IHEC mcering

The Secretary shall notity all Pls ofthe meeling date and time at least four days before. 1rc secrcLiuy
shall also notify all Pls rrbout their proposal's place in agenda. Co-lnvestigator (Co-I) may atteDd on the
PI's behalf if necessary.

Thc PI/Co-l may be invired into lhe mceling room durint consid€ration ofhis or her proposal
'tle PLrCol may be invited to male a 6 to E minutes prcsentation on the proposal u e. consrderarion.
After presentalion, Pl shall remain in the meeting 10 answer any questions, concems and suggeslions
Iiom members

After questi(ms ard answers session, Pllco-l and any other peEons eith a potential conflicr of interest
wilhthe proposal shall leave the neeling during the decjsion/ voting period

MEMBER ARY

GMERS nl!. rrL Collogo
& l Le. ;1il

Go'ri \/rrrlo',-

27s O€rober. 2023 V€rsion 6,0
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lnstitutional Human Ethics Clonlnliittee
C CDSCO Regisrtadon No. ECR'28llnst./CJ/201l,R R- | 9 ApProved upto I i / April r' 2024

NECRRItR Regisirdrion No. ECINEwl[NST202l,/GJ./00l6 Approled Pto l5 ''Novemberr 2026

G\IFRS Vedical (i)llc'gc & Ho+ilal Golri. V.dodaru - 390i12l. OUarat' Indi.r

Phone: (0265) 2398008, Fax: (0265) 2398009. Email: ibee]le$lAgJlglkpl!

SOP 09' ElemeDts ot Revi€w

Scientific value

Scientific design and conduct ofthe study

Power ofthe study

Appropriateness of lhe method

Approval olappropriate scientific review committe€s if applicable

Exgminations of predictable risks/hams

Examinations of poteDtial benefits

Method for selection of su bj ects, inclusion/exchlsion critetia

Management of research related inj uries, adverse events

Compensation provision

Justilication for plac€bo in control alm, ifary
Availabiliry of products after the study, ifaPPlicable

Palient information she€t and infotm€d oons€nt

Protcrion of privacy and confidentiality

lnvolvement of the communiry, $herever necessary

Plarls for dara analysis and reporting

Adherence to atl r€ulalory rcquir€ments and aPplicrble guidelines

Competence of investigators, research and supporting staff

Facilities and infrastructure ar study sit€s

Cdte a fo. withdFawal of pati€n6, suspensioD or ietmindtion oflhe study

ECRETARY
IHEC

GMERS lerlcaL College
& Hospital

Gotri, Vadoda,

2f October, 2023 Version 6.0
Page l6 of47



IlstitLrtional I luman llthics Cotrrrniittce
a ( l)SCO Ilegishirlion No. IjCR,'28,'tnst./C.t,'20 t 3,RR- t9 Appfo\.cd ut)to l5, Aprit t01.1\li( RUIJR ltets istfat ioll -\o l]ClNt\\r IN S't/202licJ/0016 A pprc!cd upio tj Noienrirer t0trr(,Nl i{S \,ici,.lL( ollcgr& H,rspihl, (iotfi. VirJ(\tarrr l,)1,i,].(,, r.r t|!il

I,honc: {026j) 139E008. Fd(: (0t65) 2198009, Enrait lh9!l!!:S-liC]]!,!.rlc!!r

SOP t0. Dccision Making

All dccisions will be takcn In rDe€tiflgs ard not by circulalions of project proposa's
N{embets $ill discuss lhe various issues before arriving at aconsensus
A member shorld withdraw fion the meeting during the decision procedure where a conlricr of inlerest
afises ard this should be indicated to dre chairpcrson prior to the apprication and recorded in me mrnutcs
(Annexurc-Vlll)

Decisions will be made onl) in meetings u,here the quorum is complete
Only menbenj can make the decision. The expert consultants wLlj onlr- ofler thcir oDirrions.
Dec;sions shall be afiivcd at througt consensus. when a consen:us is not possihlc. the lH!.(t shall vote
and thc mrjorily dccNion sllAll prevait

Thcre shouid be provision ofdissent nore bJ, the members
Decision will be ro approve. rejcct or revise the proposals. Specific suggestions for modilicafions arrd
rcasoDs lor rcjecrion will begivcn 1{) pL,applicaDt

ln cases ofconditional decisiotls. clear suggestions lbr revisiorl will be givcn
Modilied proposats may be rcviewcd b), aI expedited revie\ . by idcntjiied members
Procedurc lbr appeal b) lhe rcsearcher will be clearly defined
fhc d€cisio[ will be rec-ord€d in the minures ofthe meeting alld Chairperson.s approvat Rill be takcn in
\ariiing

All presert mcnrbers should submil their opinion in $riting fbr all the
sheet (Annexurc-VIII)
Dcclarat;on of conflict of Interest in each voting sheer is ro be clearry marked and this is arso used as a
polic\ to rnonitor or prevent Conflict oflntercsl (Annexure-VIll)
Decis'on will be made by menlbcrs only and invit€s rvill have no rights ro take d!,lision or voung_
llead oflnstitule (Dean) or Head ol the hospital (superintendent) will have no righr ofvoling or decisioD
nlaKrng,

MEMB

submilted pioposals iD loling

276 October. 2023 Version 6.0
Page l7 of4?



lnslitutional IIuman Ethics Comnriittee
C CDSCO RcgistratioDNo. 8C228/lnsL/Ct2Ol3/'RR- | 9 Approved upto l5 /Aptil" 2024

NECRBHR Registmtion No. ECINE$'IINST/2021./CJ,/00l6 Approved upto l5 / November / 20?6

{i\lliRs l4ed ical Col lege & Hospital Cotri, Vndodanl 190021- Cqarat.lndia
Pho'r: {0265) 239E00E, Fa{: (0265) 239t009, Emait: !hEEs4@44Ls@

SOP I l. CoDmuricrting the decision

Decision will be communicated by the member s€cietary in triting Feferably within 7 working days

Suggestions for modifications, ifany, vill be s€nt ry IHEC

ReasoDs for rcjeotion will be infomed to dre res€archen

ApFoval letter will be issued by the meDber secretary in ? working days

MEM

GMERS ined calCollege
& Hospital

Golri, Vadoda, ..

SECREIARY

2f october, 2023 version 6.0
Page 18 of4?



lrrsliturional flunt:rn Hthics Cornm iirre c

SOp 12. Review ofprotocol Amendm€nt

The PI shall prepare thc arnendment package and submit to the Secretarja! of the IHEC
upon receipt ofthe amendmenr paokage, lhe secrelariat sha inform the chairperson of the comrninee

endment memorandum and the protocol and related
ays of rereipt ofthe sccretarial.
delermiDe whether the protocol requires expedited or

on releivine approvar rrom rhe chairperso. mem#::?#TltrJ:il1"t"ii1"'u".,.,n" ,,.,,un,^
seven working days
lfthe chairpefson decidcs thc protocol requires full committee approvar. the secretariar shall

Placcthe protocol anendmenl aequest on lhe agenda for the next convened rneering and
Disrribute to each committee memter the amendment,s rcvision documenls to ct;ly idcnri! e"chchange and requesled changes to lhe @nsent forn. ifapplicable.

MEMBE
lFl:

GM:RS..i.

CcLrr".'

,:cilc:lc

27"' October,2023 Version 6.0
Page l9 of,l7



lrtstiltltional llunran Ilthics C'ontrniiltr'e

Phoncr (0265) 2-?98008' Fax: (0265) 239E009' Email: ihecmcs!-'ii)smail con

SOP 13' Elpeditad Rovievf

All revised proposals, untess specifically required to go to the main coflfiitlee' wi]l be examincd in a

meeting ofselected tnembers identified by the chairperson to expedite decision making

Expedired review rnay also be taken up in cas€s ofnationally relevant proposals requiring urgent rev'ew

The proposals involving no more than minimal riskto research parlicipants

An e\pedited review may be conducted. only if the Fotocols involve

" *'."i"a proposal previously approved rtlrough full review by the IHEC or.continuing review of

approved proposals where there is no additionr'l risk or acdvity is limited to dau analysis or health

rccord rcseatch

o AnonymoussuNeys and retrospective studies

o Anatysis of slored parhological specimens / paEftin blocks without pssonal identifiers

o Research acrivities rhat involve only procedurcs lisrcd in one or nore ofthe following categorres

. Clinicat studies ofdrugs and medical devices only when

. R€search is on alreadyspproved drugs exccpt when'

neponeo
. p65garch iDvolving clinical materials (dab' documents' records' or sPecimens) lhat have bccD

colleded for non-research (clinical) Purposes

o olhel documents which \r'ould be considered for exPedited review are as follows bul may nol

restricl to
.MinordeviatiorrsfromoriginallyaPprovedreseanuhdudngthep€fiodofaPpro}gl(usuallyofone

)td duralion)
. Change in $e name, address ofsponsor

. chan; in contad details ofPincipal Invesligarm (PI) and IHEC

. Changp in PI or hand over of trials or projecb

. I nclusion or delelion of namels of co-investigalot''s

. Requ€sl for change in PI 
' 
Co-I, change in any member involved in the rcs€arch

. Minor amendmenls in rhe prolocol, case record form

. Minor corrcctions in budg9t

. Other administmtive changes in the invesligatot's broohue, infomed consent fom' etc

o Study of drug interactlon

o Conduding Eial on vulnerable poPulaton

. Adverse Event (AE) or unexpecr€d Advers€ Drug

ETARY

Reaclion (ADR) of minor naturc is

ME

Glt4ERS [ler riLt Cottege
& Hospilal

Gclri, Vadoda,

2/' october, 2023 V€tsion 6.0

Page:0 of47



Institutiona I I{uman llthics Comrniittc'e
C CDSCO Regislration No. Ectu2t/lnst./CJ./20t3/RR- l9 ApProvcd upro l5 rApril : 2024

\ F;CRBHR Registmtion No. UCINEWIINST/2o2llcJ,/oo | 6 Approved upto li NovemL'er 2026

C['ILRS .",feJical Collcgc & I]osFital, Colri. VadGlarz i9(r(121. Utr;rral.ladir
Phone: (0265) 219800E. Fax: (0265) 239E009, Email: ihecrnclrr@@d!4q!]

SOP l4' Follow uP Proccdures

The schedule for periodical review of ongoing approved Projects will be commsnicaled to the PI al least

All SAES and the interventions undertaken should be intimated

Annual Status Reports for periodioal review should be submitted in prescribed lbrmat (Annexure 4)

Protocol deviation, ifany, should be informed withjultificatiofls

Any amendment in the protocol should be subritted fof approval

Change ofinvestigators should be notified

Prcmature temination of study should be notified in given format (Annexue 5)

Final closure report should be submitted at the end of study in given format (Annexurc 6)

MEMBE TARY
IHE C

GI,IERS [1er o ece

ccifr, Va(raC;

2?d October, 2023 Version 6,0
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lnstit Lrtiona I lfulman llthics Comnriitlee
C CDSCO Rcgisrratio \o. ECR/ 2 8,ll nst./CJ,/2o 1 3,1R R- I g Approvcd W1o l5 , April I2024

NDCRtsIlR Registmrio|l No [ClN EWJINS I]202I iCJ,'00l6 Approrcd upto 15 / No\ enber , 2026
c\il-RS i{edrenl (i)llcge & Hospital. Golri, VodcrJo{r l900ll. (iqja.at.lndja

Phone: (0265) 119800E, Fax: (0265) 239E009. Enrail: ihecmceyr?Demaii.!'om

SOP 15. Documentltions & Archivinq

The Member Secrelar) is responsible for implementing this SOP

All the documents and communications of IHEC will be dated, filed and archived in a secure place

All the documents related to research proposah will be archived for a minimum period of5 years in the

Institute following the completion /tennination ofthe study.

Follo\,ling documents r\ill be filed and archived with proper label on the top of file for easy

identification of proposal

o The constitution, written slandard operating procedues ofrhe IHEC, and regular (annual) reporls

o The curriculum vitae ofall IHEC members

o A record ofall income and expenses if6ny, ofthe I[{EC, including allo$'ances and reimbL[semenls

made to the sefietariaf and IHEC members

r The published guidelines for submission established by tl1e lllEc
o The agenda of the IHEC meetings

o The minutes oflhe IEC meetings duly signed by Chairperson

o One copy ofall materials submitted by an applicant

o A copy ofthe decision and any advice or iequiremenrs sent ro an applicanr
o ALI lvritten documenration received during the follow up
o Copy ol all conespondmce with membels, .esearcheB and other regulatory bodies
o Copy ofall existing relevant national and intemational guidelines on research ethics and laws along

with amendments

o'lhe notificalion of completion, prcmature sllspensiol! or premature termination olsludy
o The final surnmary or final reF ott of the study
o Hard copy ofall the conmunication done electronically

All ofabove document's sofr copy shall also be saved on extemal hard drive and shall b€ archived in a

MEMBE, ECRE rA}iY
IHi:.C

GMERSaY:: clrese

Gotri, Vadoda,

27n Oclober, 2023 Version 6.0
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lr stitutiona[ ]{r.rnan Iithics Comrniittcc
( CDSCO Regishatiorl \o. ECR'281lnst /CJ,2013,'RR-19 Approlcd uplo l5 I Afril r 2011

N Il( lt ll I lR Registmtion No. I'ICIN DWI lNST/202l/GJr'0016 Apprcr'od upto l5 ,' Novcrnbff , 2016
(lVlllts lvlr, lcal ( ollcgc & l-lospirdl. (;old. Va(loclarr J()0(,,1l. (;rLiirrrL. I r(l Lr

Phone: (0265) 239t00E. Fux: (0265) 2398009, Email: jleq c!v(r)en)ail.col)

SOP 16. Revi€w ofserious rdverse event reportj

o The puapose of this SOP is to highlight procedure for the review of serious adverse eyent reports

(SAES) fo. allthe.es€arch projects andclinical trials approved by IHEC. Cotri
scope
. This Buideline is applicable for all the r€searth projecrs and clinical trials approved by IHEC. Cotri

Rcsponsibilily

. Ensure all reporled SAES are discussed during the EC neeting.

. Opinion to DCGI on SAE compensalion in timely manner.

. Ensure appropriate management ofSAE by researcher/applicanl.

. Ensure subjecs or their nominee are receiving compensation and medical managcment as

applicable.
. Ensure all reponing timelines ar€ met ifnot then appropriatejustification should be documenled-

. Ensurecausal relalionship are established for each SAE by IHEC. Cotri.
Mamhcr Secrctdry/ EC coordinqlor:
. Ensure all relevant data for SAES are submitted to IHEC. Gotri.

. Ensure SAES arc cornmunicated with Chairyerson and Otler members as applicable.

. trlrnp ol SAE r€cords at lHlaL- Uotrl oflrce.

. Ib sc-nd compensation opinion lener to DcGl on each SAE reponed

. Communication wilh researcherlaDDlic&t in case need offurther infomalion relarcd to SAE

SAE review subcommitt€e
. SAD review subcommittec shall be consists ollwo clinician members and basic medical scientists.

Member Secrclary/Joint member s€cretary shall be lhe member ofthis subco,mmittee lo facilitale

its smoolh functioning and co-ordinale wilh Chairpe6on. l_he presence of onc clinician atd one

Basic Medical Scientisl (Pharmacologist) is musl lo conducl the review of SAE- SAE

subcommitlee may inviie investigator to provide any clarificstions.
. TIis subcommittee shall review all trial relaled documents, sotirce documents. SAE repofls by

principle invesligator, SAE reports by sponsor. medical management related documcnls ll will
suggesl lhc relatioo of causality with lrial medications atd requhed compensations to the

ChairDerson for ils submission lo CDSCO. The rc@mmendalions of SAFI review subcommittee

and renort to CDSCO shall be ratified in the next IHEC full comminee me€ling.

. Handling ofserious adve6e €velt:
. The research€r/investigator is responsible for reponine all SAtls lo thc IHEC. (;olri withrn 24

hours of knowledge. Rcporting of SAE may be donc throrrgh email communicalion (including on

non-working days).

. Sponsot (applicant) and Invesligator after due

Gotri in the reporting format ofCDSCO wirhin
analysis will send detai&d SAE

l4 calendar da] s of
to the

MEM ETARY

repons to ImC.

DCCI whhin 30. IIIEC. Gotri will send its recommendation on compensation

calendar days of oocurr€nce.

r; o11g1,l Page 23 ol47
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Institr-rtiona l Ilunran Ethics Commiittee
C CDSCO Registratio| No. Ectu28,'lnst /CJ/2013/RR-19 Approved uFro l5 I Aptil / 1024

NECltBlllt ltegistration No. ECINEWllNSl202l/GJ/0016 Approvcd uplo I5 / Novembcr /':026
(i\ll lts \1c.|col(\)llcgc & Hospital. Oolfl, VtLdo Ift- i90{)21. (itlrrlrl,lniliir

Phonc: (0265) 239800t, Fax: (0265) 2398009. Llnrail: jhecmcg'v@gftIllq!

. The l'inancial compensation will be over and above a:ry expenses incuned on the medical

manasement of the subieo,

Chairman may call for IHEC meeling to discuss about handlin8 and management ofrepofted SAE

The investigator may be called jn the meeting to offer clarification.

The chaimlan ofthe commlttee will have the right to suspend temporarily any research activities in

the purview ofthe comhittee if untoward or unexpe€tEd ldverse eve s occur, lfthis occurs. the

proposal must be re-evaluated by the fi.rll committee at its next meeting and a decision whether to

continue lhe study must be reached.

Compensation for reearch-related h.rm
Sponsor shall provide the compensarion as defined by CDSCO

Compensation receipl by rescarch padicprints:
o IIIEC, Gotri should ensure thal receipl ofpayment by the subjects in timely manner.

o Site should notiry payment ord€f, from oompelent authority and subject's acknowledgement post

compensation given lo subject.

o ln case of dealh or disability lHIrC, Cotri should ensure that compensation given to lhe subject's

nominee (i.e. nominee as p€r detail provide under Infdmed consenl form).

MEMBE CRETARY
IHE C

GMERS Me j,cal College
& HcsPital

Goki, Vadoda,
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IlrstitLitio;rai IJLirltu []thics C,ont rt rii ce

SOP 17. Conduction ofresq|rch on vutnerabl€ populstion

Vulnemble subjects: A vulnerablc catcgorJ ofsLtbjects includes utefibers of a 3roup wilJr hierarchjcal
st(rcture (cg p.isoners. aaned iorces pcrsonnej, staffand students ofmedical,iurirng ilnd phannac]
acadcmic instirLtions). paticnts rvith incurablc dNeascs. unemplo),ed or jmpoverished pe6ons. patients inerncrgcnc sltuation. cthnic minorit!. groups. homeless persons, nomads. refugees miDo|s or omcrsincapablc f personally gjving consent

Revierv Procedurc
o Conduction oftriflJ on vulncmble population can never be gtven excDtption fiom revicw and calrr|or

population and special groups should be subjccted to full

o AudiGvisual consent is mandalory for regrlatory trials involving vuln€mble populalrons

Dlemerts for review ol rcsesrch involving vuherabte subiects
o Slratcgic issues includc inclusjor and cxclusion criteria for selectirrg and recruiliinrbn;edconsenrandwiu,"*",,,",",""i""i,'Jiffi:#il:iTlli"il":'jj':J;,:::f]iil:

conlidcillialin ol
data

o 'lhe IHEC musl carefull) consider g.oup characteristics,
environmental conditions- to ensurc thaa lhe research
vulnerabte subjects

fbr hmih

o fhe pfoposed research 
'nust 

f'all $ithin one oftwo calegories

t\ail.1d

o fhe rDvestigators must not over-select or exclude cenain groups based on pcrceived lrn]|taljons or
complexiries associaled lvith those eroups. F.or example, it is not app.np.iot. to rargcr srafi and
slUdcnts as resetuch subjecrs merely because lhey are a readily. availabie ..captive.. 

noDtLrauofc Rescarch shoutd be accofding to ICMR guidelines, Scheilute y and othcr tocal sLatuiory griUet;nes
tt an!.

o Just as irl providins medical care, res€arch studies that plan to involvc any potentiallv vutxcrabte
populatrons musl have adequate proccdures in place for assessrng ancl ensurjne each subjccl.s
capacrt), understanding. and inlormed conseri and assent

o ln ceftaiD instances. il Day be possrbic fbr researche[ to enhir0cc undcrstanding fbr porcnrra|_,-
vutnerabte subjects. Exanrplcs inclltde
. Depute someone not invohcd in tbe research to obrain rhe cofscnt, tbr eg. inctusjon ofa

consent monjlor. a subject advocarc. interprcter fot hearing_inlpaired subjccts. A trdnslaror of intbrmed consent forms into the l.mguage subjcct r:nderstands. and read thc
consent form to subjecl slowly and eDsuring his unde$taiding paragmph bl,pflmgrapho lhe lllEc ma! require additional safeguards to protecl potentirrlly vulnefable popirlarions tor

r l_he IHEC mrLy dircct rhe investigator to submjt each signed inf-orme,:l conscnt rorm lo flrc
IHEC

' Someonc from thc ll IEC mav oversce thc consenl process. A waiting period of few.daj,s to estabhsh initiai conhct and enrollmcn.o allo\\ trn,(
discussion and qucstions

Children Invoh€d as Sub.iccts in Research
o (:Jriidfcn afc persons who have not attajned the legal dge lor coDse

involved iD rhe rercajch underthe applicabJe jurisdiction in wtrich rJ* h rvill be

be passed through expedited rc\,iew
o All rcsearch fiat involvcs wlnerable

rcvieN bv all the mcmbcrs

such as cconomic- socjal. physical. and
jncorporatcs addir;onal 5attguards fbr
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thc individual subiects

o 11 is lhe general position ol ImC tllat chil&en will not

following calcgories
. Reseafch involving gleater than minimal risk- but

generalized abotfi the subjecf s disorder or oondition

. Research Dot invoh,ing greater than minimai risk

.Researchinvolvinggreaterlhanrhininalrisk,butpresentingtheprosPectofdireclbencfillo

be included in research ;n one ol the

likel)_ to yield knowlcdge thal can be

. Research nol otlrcn\'ise approvable, \xhich presmts an opportunily to undersland Prcvent or

alleviale a serious problem affecting lhe health and welfare ofchildren

Specilic cxplanalion iD protoco) must be req ired for fie emollmcn! ofchi)dren

Parental Parmission
. Pcnnrssion ofone parenr is sufficient tbr research involving lcss thal minimal risk io the

childrcn. Pennission of both the patents is required for any research involving no'e thaD

rninimal risk ro rhe children IHEC uill not allow inclusion ofany children in clinical trials

where parenral pennrssioh is not possible (ior example, neglecled or abosed children) No

consent w?iver $illbe given

Assent ofthc Child
. Assent must be obtained when the child is caPabLe ofgiving it ThelllECshouldconside'the

age- maluriu_. and ps,vchological slate of $e child involved Assent lorm should belailored for

r;e child. Nith respect to bis or her level of understanding For young children, especiall)' the

assent fonn should be designed as a one-page document. uith sirnple' age-appr"priatc

languagc. ard presented ina manner understandable by the child
. The lllEC mdy delermine that the assent ofthe child is not nccessary if and only if rll three ol

thc follo*ing conditions are salisfied

. 'lhc research offers possible direobenefilto the child

. Thc benellt is imDonant to the healrh ol well'being ofthe child; aDd

. The benefit is available only in the conlcxt ofthe research

. IIIEC must take great care in approving research $'here lhe child is suffering lionr a htb'

fireatcning illness w h little chance oftherapeutic benefit
. IHEC must also be cautiora in allowing parenrs to ovemrle a child's disscnt $herc

e\perimcntai themp] has little or no reasonable cxpectation ofbenellt

Resc|rch on PregnEnt Women, Fetuses and Human in Vitro Fertilization

o Research involving pregnant women a')d fet[ses should involve lhe leas1 Possible r;sk lhe IHEC

musL document specific flndings to minimize the Polenlial for risli or harm to lhe fctus and

addiiional allendon must be given to the conditions fof obtaining informed conscnt lhe IHDCI

must be familiar \rith the requirements ofthe follo$ing conditions
. Rescarch involving pregnadt women
. Research direded towards tbe l-etus in utero
. Rescarch :nvolvir)g lhe fenls ex utero: and

. Research involving dead fetuses, ferra material, or placenta

o Spccific explanation in prolocolm[st be tequired for the enro]lmcntthese $oup
o Pregnanr women onty be involved in clinical research whcre the "purpose ofthe aclivit] is to meet

the healrh necds oI the rnorher". A pulpose of treating the "health needs" alone of lhe ptegnant

woman is not ethical *hen the b€nefits to her are geally outweighed by the risks to fetus and

Gohi, VadoCa,
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o Whcre lhe purpose ofclinicat research involving a prcgnant woman is nol to mcq her health needs.

shc may pafiicipate only if "thc risk to thc fetus is minimal"

Research can onl) be pcrmifled *ith the fetus as subject when 'the purpose ofthe aclivil) is to meeL

lhc health necds ofthe particular fetus and lhe fetus \1ill be placcd at risl( only lo 1lle Inlnlmum

cxteDt necessary to med such needs"

Non-ihemDeulio research is no! Dermitled in fetus

Subjeq expen should have been called for thc research involving pregnant women and ietus

ME

R€scarch involving stud€nts and staffof GMERS Medicrl College, Cotri
o _stud€nt- means any irdividual uho is enrolled at GMERS Medical College. Gotri and those

indrvrduals who are in training a3, Residents. fellows, of Postdoctoral tminces, including

individuals enrclled at a training facilil)' other than GMERS Mcdical colle-sc Colri training onrork

Prograln
o "Staff'mean all CMERS Medical College Cot and GMERS ceneral tlospital- Cotri ernPlove€s,

rncludirrg faculty and oul sourced conkactual employee

o CMERS Medioal Collcge, Cotri and GMERS General Hospital. Coui studcnts and sraff halc the

same riShts as ,$) other potential subject 1() Part'cipate in research proiccl. irrcspeclive ofthe

dcgree offisk- provided a1l oflhe following conditions exist
. The research nust not bcsto\rv upon any academic or oocupational advanlage to parliciPating

$udents ot stafl subjects ovef other students or slaff \rho does not voiuntecr. and lhe

researcners mus! not rmpose any acadernic or occupational Pnalt! on lhose sludents or s(all

who does not loluhleer
. Sludens and sraff must not be syslematically treated differentl)' lrom non- students or staff

subjccts as parl ofthc Proj€cl
. Due lo the potential lor perceived ot feal coercion to participate studcrrts dDd staff(cspcciall]

those undcr lhc dircct supcrvision ofthe PI or coinvestrgators) must be reYicq':d b) llead ol

thc institute

Research Involving Dccisionally-Impdred Subjects

o Dcc;sionalu-impaircd inr:hviduals are those who havc a diminished capacitj for iudgtncnt and

rcasoning due lo psychiatric, orgaBic, devejopmenlal, or other disordcr th01 affecls cogritile of

ernotio|lal funclions- Other individuals. who maybe considered dccisionally'irnpaircd sLth limited

dccisiofl maliing abtlily. are individuals unde. the influcnce or dependcnt on drugs or al'ohol tho\e

sufFering lion degeneraLive diseases affectjng the bmin, terrninally ill Paticnls and pe$olrs wrth

scverely disabl;ng Fhysical handicaps

o As with all subjecls thc IHEC must carefully consider sclcction issues. priviic) and confidcnlialit)'.

coercion and undue influencc, and risk'benefit analys;s Additionaj safeguards shouid be

coDs;dered by thc IIIEC to protccl lhese subjects

o Spccilic explanation in protocol nrust bc required for thc entollment these g$up

o I he Droooscd research musl lall within one oflwo categofles
. Rcscarch not involving greater than minimal risk
. Rcscarch involviig gl€aler than minimal .isk, but presenting the prospect of dircct ltcnelit Lo

the individual subjects

It isthe gcncrdl position oflHEC thar individuals with decisional impainnent lvill not be cnrolldl rn

rcseafch iD one ofthe l_ollowmg categorics
. Rescarch invoLving grealer than minimal risk- but likely to yield knoBledgc that can be

,, genemliTcd at'oul lh. subjeo ) disorder or Londition

Paec 27 ol 41
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. Rescarch not otherwise approvable, \'hich pesents an opportunitv to undersland. prevcnt. or
alleviate a serious problem aflecling tbe health and welfare ofindividual

ll the research subjecl is unable to colNent, the individual's assent, and particularly his dissent.

should be considered fhe process by which one determines \,r.helher an individual is capablc ol_

providing assenl must be included in the research protocol

If the research subject cannot give his consent, and has nof expressed his dissent. rhen a sunogalc
decision maker must be found 10 conscn in lhe subject's place Conseni from onc of lhc farnil)
membe$: compelent spousq competent parenr, or aduh chjld (in order of prefbrence) should be

taken in lhis situarion

Rescorch on cthnic minority groups, hom€l€ss persons, romads, r€fugees
o As \\'ith all subjecrs the IHEC must careflrlly coffider selectjon issues. privacy and co fldent;ality.

cocrcion and unduc inlluencg and risk-benefil analysis. Additional safeguards should be

considered by the IHIC ro proiect rhese subjects
c Specific explanation in protocol musr be required for the enrollment these group
o l he proposed research must faLl wrthin one oftwo categories

. Research nor invohing grearcr rhanminimal risk
r Research involving greater than minimal risk, bu! presenling the prospecl of direct beDelll to

the individual subjects

o lt is the general position of IHEC that ethnic mirority groups, homeless pe6ons. nomadi .efugccs
will not be enrolled in research in one ofthe followiDg calegories
. Resea.rch involving greater than minimal risk, but likel;--' ro yield know.ledge rhat can te

generalized aboul rhc subject's disorder or condition
. Research not orheMise approvablc, which presents an opponunir) !o undersland, preveDt. or

alleviate a serious pfoblern afl'ecting the hcallh and welfare ofindividual

Rescarch Involvihg Prisoners and armed forces personnel
o Il is the geueral position of IHEC that prisoners and armed forces should not be involved in reseatch

til

Gctri, \,/;idco a,
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SOp t8. Fee Structure

. Fee ls applicable fbf sponsored protocols only

o lee paid is for the review process only, i.e. it shall be read b), all members, drscussed n thc
meeting. clarifications sought and conveyed to the pl/Sponsor

c Various administralive charges include honoradurr paid to IHEC mcnbers as fi\ed b). tHL.tCfiom time to time, coordinator honorarjum, postal handlinS alrd **i., 
"fr"rg", 

,ir**r," _U
various other cfiarBes

c It does not cnsure that approval shall be definitely Branted. An), protocol s,hich is rejected shall
be done so afier revieq no fee will be rcfunded.

o Receipt of pa,lnrenl of IHEC fees must be submitted by pr arong 
'n.ith 

iniuar submrssron or.

o On receiviDg pa_vment IHEC sccretariat will issue a receipt tc pl
o lllEC wilt issue rhc fo owing ifrequired

. Photocopy ofcancelled cheque. Photocopv ofpA\ card ofIHEC. CS'l declaration
o Information for pa,,-mc oflHEC fee. Bank: Axis Bank. Gotri Vadodara Bralrch, Anupushpam Complex Vadodara

' PAN 
^--umber: 

AAAAI7573B
. Accounr Nurnber: 92202002i772697
. IFSC Code: UTIB00OI49l

Prolocol base fee structure for revjew process (ExcJuding TDS & orher applicable ra\es). For new phadna sponsored protocol - Rs. 5O.0O0l. Emergenc] mceting for pharma sponsored prctocol - Rs. 80,000i,_ (Erncrgency meeling can
be a.ranged after 3 ueeks ol submission of proposal however prio, p"Jni..ion ,f,orl o"
laken)

. Anrendme ts zfter one )ear Rs. 20.OOO _

On recciviru paynenl IIIEC secrctariat wjll issue a rcceipt to l)l

IiEClit tAtry
rH, ii

Glvlt^-r: t:tr .. Cc iLrn.
& j,. i I
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' ECR/28 9 APFoved uplo 15 / April / 1024

N CINEWI ApFoved upIols / Novemb€r" 2026

lcge & H oul Vadodara - 390021- Gujaral' Indu

Phone: t026t 239E00-8, Fa* (0265) 239too9' Email: ihecmcw@email com

SOP 19' nlvblor ot SoP

The purpose of this SOP is dedicrted to lddrcss when ad how SOPS shsll be teYiewed a rcvised if the

IHEC wishes to revis€ or Dpdate lhe SOP.

. The SOP shall be evaluared lor accurdty strd timeliness in an a[nusl review and the secretary stnll alert

the IHEC of an annual rcview requircment

. ffr" tffgc, ,""."*y or an assigned oembet can review and revise the SOP5' s/He sl|all ersure that the

SOP reflects the most current outline ofproo€dures

r After revision, SoP shall be a.cepted by Chairperson of IHEC

MEMB CRETARY
IHEC

GMERS Med;cal Colloga
& Hospilal

Gotri, Vadoda,
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SOP 20. Distributlon ofSOp

his describes how to disrribute and limit the distribution
. The masrer SOp is property ofthe instjtute and shall

disclosed wilhout permissjon frorn IHEC.

ofIHEC opproved SOPS.

be kept confidential in a safe place lT shall not be

to and fulfilleJ b) mernber

. However sometimes SOp and annexures should be made available for nlon-members. The master SOP shall only be disclosedto hembers after obtaining cohfidentiality agreernenl

' lt is the responsibiliry of menber secretaay to distribute sops to all committee nem-bers and pls. archive
the elechonic copy and hard copy.

. All requests for extm copy of master SOp or pan of it should be made
secretary

. Mcmber secretrry shall keep a log ofdisfibution ofSOp

27r'October. 2023 Venion 6.0
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SOP 2l.Internal Audtt ofIHEC

Aim ofthe Audit
o To review compliance with SOP

o To take feedback

Scope ollhe Audil
o Re\aew of Responsibilities, Composition, fuDotions ard operations

o Review ofmeeting rninutes, documentation process, meeting quorum,

o Review oflisted protoools as per Agenda

o Review of decision-making Focess and dooumenlation

o Revjew ofsafety reporting, racking follow_ups

o Review of archival Focess and Gcords

Appointmenr of Inrernal Auditor

o- e ln"tb"o of IHEC shall take ihe resPonsibility of conducting lnternal Audils by tums'

Chairperson will appoinl one member as Audilor for each quarler

Audit Repon

o Audit fiMings shall be discussed and a formal rcport filed in the subsequent EC meeting by the

intemal auditor

o Areas ofimprovemenl shall be discuss€d and suitable acrion Planned by the chairpeEon

INEME
IHEC

GMERS Me,l cat olteqeI ftcsoila
Golfi, Vadoda

ECRETARY
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SOP 22. Audio-Visual Consent

Purnosc
To describe the procedure for takhg Audio Video (AV) recording oflnlbrmed Consent Process

Scopc

This guidcline ;s applicable lbr all the research projects and clinical ttials *hcrc Audio visual conscnt has to

The litlowing procedures have 1() be folloued for laking Audio-Visual Consenl

. AV rccor(ling should be done tbr research p rpose only

. when Inaking or using recording, Principal InvestiSator '1 desrgnee (Co-invesligator or medicalL)

qualilied person) should respect pahenl_s privacy. confidentiality, dignity and their right Io make

dccisioDs

. Pt,;dcsignee should give subiect the nfonnation they $ant or need aboul lhe purposc o f thc tccording

. Pl/dcsigncc should cnsllrc that subject is under no pressute and undue inuuence to gire their consenl lbr

the recording to be made.

. Prior wri en conseut l'ol AV recording should be laken.

. Invcsrigator should ensure thc following infrastructure is available and instrtunents are worklng

. Room is free from dislrrrbancc

. !)rsure privaq ofthe paricipant

. Participant should be comlbnable

. Carlera should have adcquatc resoLulrorl

. (:0nera should havc sLrt'flcicnt mcmory

. (irnera with inbuilL showing datc and tinc is preferable ifpossible

. Camcra should havc sutllcienr bafter) backup

. l-acilit.v of CD,TDVD wr;ter

. Ilanncr mentionin8 full name and delails of research projcct \ailh name & detarls o' Princrpal

invesli8ator and sponsor

. Inlbnned consenl process should be do0c one to one interaction uith PL'desiSrree and subiccl

. The Pl/designee and sublect,/ I-AR (if necd to be impaftial witnest should sil conlbttablc irr such a wa!

thar their l'aces will be crplurcd in frame simtlltoneousLy

. Complete procqlurc should be recorded right bom siarling till mlcring dctails of subj€ct/LAR'1w'

signing the inlbmed conscnt fonn and at the end signing by Pl/designee. Timc aDd date should be noted

Recording should bc clcarly audible.

. PL/dcsrgncc shollld introduce h inseliterself by narne, designation and hislher role in lhe.esearch

. Subicctr't-AR should be requested 10 inlroduce himsclf'hetsell, his'/her nalne. age. address and in casc of

l.AIt. hcishe should clearly stale relation as wcll as ihc rcason why the subiecl cannot provide rvrilten

cons€rlt SubJect,LAR should also state lhe language he,she understarld:r bcst and is literate in-

. ln ordc. to identi! the subjectllAR/lw, hishcr photo ID should be recorded and documc'tc'l

. Plldcsigncc should provrde the subjec! wilh the Information in a language lhat is non lcchnical and

unde^,tandable by the study subjects ard sar'ne should be r€co.ded

. Ilrplarlation or na.rat;orr given by Pl'ldesrgrree, all rhe qucstions asked by the subjecl'l'AR and ans$'ets

given 1o then1 should bc recordcd.

. pl/ des ignee should givc arn p lc o f time to read and undersland the info fl nation sheet given to the su bj ect

Page ll ofJT
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Ar any point during rhe consent process, ifthe participart wishes to take more lime to read/discuss \rirh
relativcs the recording should be stopped mentioning the time ofstopping. When hdshe returns. a dale

and time of ne\*' record ing, short introduction, and history of prior recording should be mentioned.

It Pt'designee does nol know rhe language of subjecl./LAR.lu a member of the sludy lcam who

und€rstand the language will become interpreter.

Pl/designee sboutd ask the questions and documeN their answers before starting signing ptocess

Videographcr to monilor video lbr an uninterrupted reco.ding ofconsent process is allowed

The recordcd data should be copied into a dedicated computer. A password protected study fblder should

be creatcd and recorded data to be storcd-

. Ihc recording should bc checked for completeness and clarity of bo$ audio and video recording by

study team

Each Iile should be ass;gned a unique r€ference number withou! disclosing identity ofsubjec..

The CD should be prepared subjecl wise and stored in cabinet under lock and key

No editing sbould be done on the recording so as to maintain aufienticity

Access to the r€cording caD be provided only in a court of law or in cases may be required to
cor nunicare ro regrlabry a8enc).

lftEc will have the righrs to access the recording

AV recording must be done on any re-consenting prccedure followed.

AV recording should be done ofassent \,r,herever appLicabLe.

MEI,lBE

GMERS

RETARY

^,le:r..1 
CotJege

& Hosrilal
Gotri, Vadoda.
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Purpose
]b provide

wriften in
provisions,

Scop€

SOP 23. Protocol deviation/ non-complience/ violetion revi€w rnd nranag€ment

instruclions for taking action(s) when investigato(s)/tial sitqs) fai(s) loj lbllow the Drocedures
lhe approved protocol and comply with national and./ or intcrnational guidelines. sratubr]
institutionalguidelines or rules or procedures for the conduct ofhunan research:

This guideline is applicrble for all the research projects and clinical trials approved by IHEC, Corri

Resporsibility

Ch.irperson:
. To ensure appmpriate conective and prevcnlive action for non-compliance repo(ed.
. Ib ensure comeclive actions are informed to Res€archer as applicable.
. For cause visit/unplarned visitto stud], site for review ofactions taken by researchcr for non_compliance

reDoned,

Menbcr Secret{ryl EC coordinator:
. Documenlation ofcorre,ctive and preventive aclion for non-compliancc reponed.
. Communication Res€archer/investigator for IHEC, Gotri opinion or feedback oD non-comp ancc

reDoned,

. To documcnt lhe facility reporl forsitevisit conducted by IHEC, Gotri.

. Filing ofrecords at ItlEC, Cotri ofiice

Dctectio[ of Protocll Devistion/ Non4omplirnc€y' Viot.tion
Protocol DeviationNon-compliancerviolation may be detected in one the folrowing $ay (bul nor limlted ro
those listed below):

. The Principal Investigaror (PI) himself/ herself nay fonr€rd protocol deviationbon_
compliance/violalion reports to infonn the IHEC, Gotri.

. Protocol deviatior/ noD-compliance/ violation delected by I EC. Cotri memDcr
a. affer duc enquiry of pllsludy site or
b. during monitoring oflhe projecr at trial sit€ or
c. during scrutinizirg annual/ peaiodic rcports/ SAE reportg any olher comrnunicalion

reccived lrom the Invesligator/ trial site.
. Allegatio[ of protocol deviatioruJ non{ompliancs, violalion reporled to lhe IHEC. Cotfl:

Communicatiod complain/ information received from rcs€arch paflicipant who has been
enrolled or any individual who has been approach€d forcnrollment.

. Any rcporll comrnunicalion brought ro the noticc of Member Sccdary,1 ChairFrrson of
lllEC. cot.i.

Msnagcment of Protocol Deliation / Non-Complirnce/ Violation
o Upon receiprnotice of non-compliance ils impact (i.e. impact of non-compliance ro

and wcll-being) shall be assesscd by Member Sccretary in consultalion wilh
parient right. safetv

discussion can bc meelirrg or telephonic.
o Followcd by seriousness ofthe violat iorvnon-compliance decision shall be lalien to

RE I A,?y
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' call expedite mesting ofrnembers or
. can be discussed telephonic wilh other r€levant membe$ or
. notification lo IHEC, Gotri is sufncient and no futher action is expecEd from

Pt/Site.

If reported/observed non-compliance is related to SAE or AE $en clinioian memb€rs to be mandatorily

contacred to take fieir opinion. If il is relaled to legal and social then respe€tive IHEC, Cotri members to

be conlacted for their opinion,

In case of expedite me€ting required then member secreory planned un-schedule meeting for discussion

on non-compliance reported with available members however not necessary to €nsure quorum Members

related to type of non-compliance should be part of meeting During lhe meeting non_compliance and

management olnon-compliaffe shall be discussed in detail. lfItlEC, Cot requires fMher informalion

related to non{omDliance shall be asked from PI/Sire. The recommendalion/suggestion shall be given

via recommendalion or obs€wation lener to rhe PI.

lfrcquire IEC members can plan for cause ass€ssmenl visil al sndy site.

Discussion during the meelint shall be documenled in the form ofminules of rneeting ard same will be

approved by the chairperson of the nceting.
PI shall be followed up to get lhe responses on $e submitt€d suggestion or observation le[er'

lfun-schedule meeting is not required for non_compliance observed at site durint monitoring then shall

be notiry and discussed in the subsequent .Egular meeting ofthe ethics committ€e.

lf non-compliance identified during Member's facility visil !o study site lhen same shall be discussed

with Authorized signalory available ar sitc and aPpropriaE resPonse shall be obtained. He/she has to

convey this informalion to Member Secr€tary or Chairp€rson (telephonic or during meeting based on

seriousness of non-compliance),

o IHEC, Cotri should maintain rccord of all such non_compliance notified or received from sludy site

along with actions suggested and taken by the study site.

IHEC, Cotri llcision Mrkitrg rnd Ac'tiotl
o Direct the Pl to ensurc that deviationvnon-compliancevviolations do not occur in firture and follow

IECBPH recommendations.

o Reasonable time shall be given to the PI to te6pond [HEC, Gotri's observation.

o Enlist mcasures that the PI would undertale to ensure that deviationvnoncomplisnce/violations do no1

occur in future,

o Call for addhional information.

o Suspend the study till addirional information is made available and is scrutinized based on seriousness of
non-comolianc€,

o lnfom the Instiludonal f{eadlDear/Medical Superintendent.

o Revoke approval ofthe cu.rent study.

o Infom DCGI/ Other relevant regulatory authorities.

o Refuse to review subsequent applications ftom an investigator cited for noncompliance for a spccified

duration oftime.
o Any other action considereJ appropriate by the IEC for safeguarding lhe interests of the research

participants pafticipating in the cureft trial or in future tdals.

o Not€: AII IHEC, Gofi records (minut€s of meeting, decisions etc. shall be atchive as per archive

MEM CRETARY

GMER 3 M(, 
,J rcollegellos; . .,1

Golri. \t lorr
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SOp 24 proc€dura to be followed for sife moritoring visit

Purpos€
The purpose oI-rhis S&mdard Opemting procedurc (SOp) js to provide fie procedures fdr selectton .1dmonitoring ot'rhc study sile for ihe.esearch proiects and clinical Lrials approveO'Ur. ,irl1. Or.,

This guidelinc is applicabtc ior the studl, site ol.all the research projecrs ancl clinjcal rnats appro."ed bl-lHllc. Gorri

Responsibilily

Chairperson:
. To id€Diiry rhe nccd of sire visit conducring research projects and ctifical rriats approved b) IHEC.Goiri.
. To ensLre timely visits are conducted at sire for elllcjent oveNight oflt{EC. Co0.i.. To ensure visil rcports are prepared and conrmunjcate with rcscarchcr in timely Inanner. To errslrre closure ol actions b), the researchef,
. To decide th€ action a8ainsl rescai:her in case failurc ol.closure ofaclions

ll€m ber S€crcta rv:
. To coordinale study site visir $,ith sire and medrb€rs
. Prcparation ofstudy sitc vrsit repon.
. Follow up with principle invesrigator (pt) for olosure ofacrions (ifan),).

EC M|:mbers:
. To peforDr study sitc visit as per site monitoring checklist. To cornpll_ procedurc. define rn the SOp.

Srte Scl€ction:
Bascd on thc lblloNing pre-rcquisites, Chairperson andlor Vember Secrerary sha|
tbr 'moniroring (but nor limired ro betorr):
l. \$v Invcstigati(nul site
2. Iligb rccru;rrnent

3 MaJorNon-compli nce,/pfoLocoI deviarton
.+. lntcrin sirc visjt (shajl bc annuall). or as and rvhen require)
5 For calrse vis i1: shall be perforned ar sites for reasons identjjled by an]. m eh bers oj. rh,

alier approval b)- rhc Chairyerson.

IFIFC. Cotri mcmbcrs rntonrror5) to conduct

a r(que\l lo b< a\riiahle, anJ Ino.ri uf. c\ lhc

. The agenda t'br sjle visi| monitoring shall bc prepared by member secrelarv and sha be crcutated to
the dcsignatcd I I lDC. (;otri nl cmbers and shal I be notified to pl via em ar I odfim un icatior

Before Site Visit:
. Ihe Chairperson shall ;denrib and sclec! r\ro or more

Inoniroring ola srudy sirc
. Ihe llnal date shn| be comnrunjcated ro the pt (lvith

IHECI_ Colri mllrrbef sccreta0,.
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r The IHEC. Gotri mcmbers

member secteta4'

shall cal-Iy wirh ihetn the site monitodng checklist collected from the

During SiteVisit:
. tjpon ;r\al al the study sit3, the monitors shall begin with the opening meeting with Pl and initiate

the nro.:ess of site monitoring- lf the PI shal| unavailable then a designated person wilh appropnare

authoriry shall receive lhe moDitors and futfill with all lhe rcquirements'

During srte moniroring the moni[ors shall follow the checklist along with olher applicablc processes

The monitors shall check (but not limited to below)i

. Iu of ncw si1e. infiaskuctule, factlily a.reas along wilh the inidai site documents

. The log ofdelegation ofresponsibilities ofstudy team

. l rhcther lhe site is using latest IHEC, Gotri aPProved version ofthe protocol. informed consent

documents (lCD), case record forms (CRf), diaries' adveflisemenls elc

. That the invesligator is enrolling only eligible subjecls'

. ICD process (ifpossible) & documentation

o EDsure audio_visual recording ofconsen

o Ensure AV recording ofthe informed consent process storage and archival wirhout violating

lhe particiPanl confi dentialiry_

oEnsurethelbllowinginfrasfucture;savajlablea|thetimeofcotlmelingofsllLdyparlicIpanll
i. ['ree fiom disturbance

ii weli liI
iii. fnsures privacy arld comtorl for lhe pa(icipant

. Reouihcnt stmlegy & patient comseling process

. That the subject or the subject's legally acceptable 
'epresentative 

is infomed in a dmcly mainer

ifnewinformationbecomes0!ailab|et||atIDa)berelet.anltolhcstlbiccl.s\\illiDlne\slo
conlrlue pa{icipslion irr fie trial. The communication oftlis iilbmrati( is docrmerllcd or rrol

. Rardomly-selected participant files to ensure thal the documentatioD is as Per standards laid

do$'ninapplicableregulatoryguidelinesandthattheparticipantsarcsigningtheinformed
conseni forms,

. Lrvestigational producl (IP) accountability is adequately controlled and documented througnoui

rhe p;uct flow at the stud) site (including IP atrival, dispensing use' retum fiom the subieci

and returtudestruction after the study)

. Whether the investigator is follo\+ing the apuoved protocol and all apProvcd amend eDt(s)' if
ary and are performing the specified study functions' in accordance with the approvcd prolocol

. whether lhe invesligator Fotected and cnsured access !o medical care necessitate fot

particip ion. initiation. continuation and post complelion ofthe study'

. $hether the investigator is lailed to adhere the protocol Ghat may consider 4 failure 1{) ptotecl

the rights. safet). and welfare of subjects) and is documented and reported to the II-ICBPH and

applicable .egulalory body in time ly manner

. whether all serious advcrse events (SAES) trc appropriately reported wilhin the lime as per the

apPlicable regulatory requirenenr(s)

.NoncompliacewiththeFotocol'SOPS.GCP,and/o'aPplicableregularoryrequiremefl(s)b'v
all investigator.linstitwion

.Caserccordfornsshallbecheckedtorevie\\'theadve$eeven6(AEs)andSAF:Sforsafety
evaluatlon,

. Payment process to participants (lfapplioable)

MEM

G MERS
&

-_ !.1t,
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R€viewof non-comptiancesr'complaints in the study approved by IHEC (lf applic_able)
Thc study files lo ensure that documentation is filed appropriately

. The views olthe study participants, ifpossjble. Members may
participants/pat during their site Based on

apptjcable) and shall initiate nece actions (if

Aft€r Site Visit:
. The monitors.shall submit the cohplercd site moniroring report to the IHEC. Gotn membersecretary within 7 working da)-s ofconductiog the monitoing visit.. 

th:rhember secretary shall pepare lhe site monitoring reporr (the findings of rhe moniroring

. IHEC, Gotri lnembenj shall discuss the lindings ftom th€ site monitoring process. 
:harQerson 

shall be responsible for final decision taken and approval o"f iin ul.,U,"n oring

' The member secretar)' shal convey the decision ofthe IHEC. Gotri to the pr in writing wthinl4 \{o.king days ofthe sire visit.
. The member secretary shall keep the copy of the reporr in the IHEC, Cotri file.

'Ihe source documents for their completeness

MEMBE, TARY

Got|l. V.r,]oda

27h October, 2023 Version 6.0
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lnstitutional Human Ethics Commiittee

N

Phooe: (0265) 239tOO8' FaL (0265)2

CURRICULUM VTTAE

NAME:
QUALIFICATION:
CONTACT NUMBER:
EMAIL:

Role lr ImC:

E4ftotion Qurlifictlior

Drtei

Professlonrl Af, ili.tlon!

Persotrrl hformatiotr

. Birth Date/Age:

. Sex:

. Ndionality:
Rcsid.Dtirl Addftss

Ra*rtctr rtrd Trrinlog Elpartelce reLting to Ethl6 CoDElttae

S€lf-D€claration

I do here by declare that the information given in tllis rEcor'l is ffue to do the best of my knowledge and

belief.

Sigrrturc with Drtc: Phc$ Vrdodtra

TARY
IHEC

GMERS^ Med,,rat Co ege
6 ftospjtal

cohi, Vadoda

2?s Octob€r, 2(D3 Vssion 6.0
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Appointment Lettcr

l.etler Rel:
I)ale:

Chairnran - IHtC.

cMERS Medical Coilesc & Hospilal.

Colfi. Vadodara

't o,

Sub: Appointmcnt os a (. 

--) 
Memberof Institutc ldstitutional Human Ethics Conmifte€

0HEC)

Dear Sirli\{adanl.

(ln behalf ol'CMt:t{S Med;cal Co cge & Hospiraj. Cotri Vadodara- I hereb) appoim j-ou a" .r

Cornrni(e!) oi rhis ln\Irtute fof the
) Member of IHEC (Josritutional Human Ethics

Pefiod 01_ i -t' _ ro _ ,'__r_ _ _ . Kindt_y scnd ]our wril|en acccptancc tclter jn
the gi!e,r lbrnrat aiong with I.'our sho( cufiiculum vitae.

Si!narure:

Nancl

Scal:

2023 Vcrsion 6.0
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ANN]]XURE III- I]{EC MEMBER ACCEPTANCE LET ER 'TF'MPLATE

To

Chairman - ItlF,C

GMERS Medical

Colri. Vadodara

Collcgc & HosPrkl.

Dear SirrMadam,

thelHF-cmeetingtorelieuandgivemyunbiasedopinionlesardingtheethicaliSsues.

I shall not keep any literature ot 
"udy '"lat"d 

documenl $i1h me after the discussion and final

I shall maintain all the rcsearch projecl related information confidential and shaLl not rc\eal llre samc

to anyone other tha pfojcct rclated personnel I herewith enclos€ my CV'

'l'hallking 
)- ou.

Yours sincerclY-

Signalure

Dale:

M:

Email:

Sub: Consena to be a Member of IHEC

,'.,1EMB CRFIIlRY
lHi:C

GMERS Me i, )irI Collcge
& llosittal

Gotri, Vadoda,

270, Ocrober,2023 Version 6.0
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201.1

r Noycrnber, 20t6
lrltr. Ilrt i:
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A}I\EX!AEJ\! CAN!DEI!II4tITY

Date:
To,

Chaianan - IHEC,

CMERS MedicatCotlege & Hospital,

(;otri. Vadodara

Sub: Confidentielity / Conflict oflrferest Agreemenr

Dear Sir.

Hereby I declare my con0ict ol jnterest ard confidentiatigr

I shall not keep an! Iitemture or srudy rela&d docurnent ofIHEC o|.GMERS Medical Colege Jt Hospital.
Oolri. Vadodafa, with me afi€r the discLlssion and f,aal review.

I shall maintain all tbe reseerch project related information ofll{Ec ofGMERS Medical Coltege & Ilospiral.
Colri- Vadodar4 confidential and shall nol reveal the same to anyone other rhan project related pe|sonnel.

Connict oflntcrest:

I do not h \c rtr) (-onflicr ot lntc|Ijs(s.

Attestation:

I atlest that rny answers are true, that I have disclosed all conflicts oi interest in accordance with IHEC
conllicts ofinlercst poljcy and will not bias, or in any way impact the integrjty of, my work.
Thankin-g you.

Signaturcj

Datc:

Namc:

;vlEt A

c. t, r, .r!.rra

27'i October, 2023 Version 6.0
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^Pprovcd 
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ii\ll {\\|.(iilLi(,,['!c&1]olrilal (lo1rj, V3dr'riatll l()ir(ill (irtr !nr'llrli'
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dN.lEXt,RE V- AGENDA TEMPLATU

Date:

AGENfDA OF IHEC MEETING

An IHEC rneeting (Meeling Number ) is scheduled on (Datc) at (Venue) fiom ( [ime) onwards'

Agcnda I

Ageida 2:

Asenda l:

Lcave ofabsence ifany

Confirmation o[ nrinurcs ofrhc previous meetings and matters arising ffo)n previous

nlinlrles.

Discussio of new protocol submission'Amendment ofpriviously approved prolocol And

action ltcms (voling on prolocols, delibcrations on serious advetse evcnts. pedodic and

annual rcporls, and final repons)

AnythiDg else !vilh permission of the Chainnan.

RE ]AP,' '

Agerda I

Signalurc
Membet Secrclun)
IHEC

NiEM

Gi,lERSi:- Ifr:ece
4,.

27d Ocrober, 2021 V*sion 6.0
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ANNEXURE VI- MINTJTES OF MEEIING TEMPLATE

Date:

MINUTES OF IHEC MEETING (meeting number and date)

The follovving meobers of lhe committee were present in the meeting_
I
2
3

Agenda l: Leave ofabsence ifary

Agenda 2r Confinnation ofminutes ofthe previous meetings and mart€rs arising tiom previous

minutes,

Passed b! ord secondel b!
Agenda l: Discussion of new protocol submissior/Amerdment ofpriviously approved prot(xot and

action items (voting on protocols, acceptance of serious adverse eventa periodic and a-nnoal

rcports. and frnal reports)

1.

2,

Agenda 4: An),thing else uith permission ofrhe Chairman.
Commenls:

Signaturc
C h a i rye6 o n/M e mber S ecruta 4r
IHEC

MEMBE ETARY

GIMERS tulc ..rl Collcge
iiii :,.rlll

Gotn. V; itoa, '

2f Octob€r, 2023 Version 6.0
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ANNEXURE VII: FORMAT FORAPPLICATION OF PROPOSAL

For Olficc Use

Received Dare:

IFItsC No:

Rerumed after IHEC evaluarion:

Receir'ed after revision:

IHDC ApprovalDate:

Photograph

ofPl

Prcposal Title:

lnvestigrtors details:

Name, Q alilications &
Designation

AddrBs, Mobile & Em.il ID Signrture

Yes Ll
Yes !
Yes E
Yes E

Yes E
Yes I
YesE/NoE/NAn
Yes!/NonlNAn
YesE/Non/NA!
Yes!/Non/NAn

PI

(t'aculty/Stud€n()

Co-UGuide

Minimal Risk: EYEN
Checkiist for altached documents:

L IIIEC Application form

2. Curriculum Vitae Principal Investigator

3. GCP Certificarc ofFaculty/Guide
4 Approval ofdepartmental scientific conmittee/lnstitutional scientific board

5. Proposal (lntroduction, Review & Juslification, Objectives, Methodology'

Outcome measurcs, Plan for dala analysis)

6 case Record Form and / or questionnaircs

7. Patient infonnation sheet (Dardi Mahiti Patrak) in English

8 Patient information sheet (Dardi Mahiti Patrak) in vemaclrlar language

9 lnfomed consen! lbrm (Dardi Salrlllati Pratrak) in English

lO Informed Corsent forrh (Dardi Sahmati Pratrak ) in vernacular languages

Datei

Name & Signarwe ofCoJ/CuideName & Signature of Faculty/Studert
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Votine Sheet

IHEC Mceting No.:
Titl€:
lHl-C No.:

Date:

Protocol No: PI:

Memb€r
KOle ol Member cor*

Appmred/ Reierr€d/ Not
applicable/ Revision

Signature
I)atc

Dr Minoo P tel

ftll'iil1""o lE"-E" Approved
Revision

&ql!ll
n pproved
Revision

Dr Sardip Shoh

Dr.ltemnath
lliryur
Dr. Kedar Mehta

Dr. Prakash
thabhor

Rathod
Mr Kevalsharf
&turall
Ms. Brijal Parcl

Mchber Secrcrar] ar 
] Ef- E N-

,:t,t,Y"-" lE trli
Bro-Statisiici4ir Ev Er L

tr
Approved
Revision

EIR |ed
E N nnli

rrasic Med;cal scientisr lEy E N
and Phamracolosisl
brinicia" 

_- 
ffiUrv

Approved E Reiedcd

*ff.i*i s" si:{fr,i::
l.csal ExDcft

--K(prc\enta rvc uf NCO 
]
I

In), Fe,so,'

Ev ET
EY-EIN

trY UN

IJ
trIf
tr
E
tr

&!1!!!t
Approvcd

&yLs!91'

^pprovedRe!ision

(lOI " Conflict Of Intcrest to be declared bcfor€ th€ starl of meeting and member to lcavc th€
mccting during dccision making.

Cr,tlt'S I . r. ,l n,
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