ApplicationFormforinitialReview

Maharshi Devraha Baba Autonomous State Medical
College, Deoria UP
ECRef.No.EC/NEW/INST/2024/4277

Generallnstructions:a)Tickoneormoreasapplicable.MarkNAifnotapplicable
b) Attachadditionalsheetsifrequired
c) Mayselectmorethanoneoption

SECTIONA-BASICINFORMATION

1. ADMINISTRATIVEDETAILS
(€20 10N E= Lo TS0 (@ T F=T o 14 1 [ o 10

(b)NameofEthicsCommiIttee: ...

(d)Department/DiVISION: .......c.ooiiiiiiiiiiieee e (e)Dateofsubmission: | I I |

(f)Typeofreviewrequestedw:
Exemptionfromreview ] Expeditedreview[] Fullcommitteereview ]

() THIEOftNESTUAY i et

(i) Detailsoflnvestigators:

Name Designation Department Addressforcommunication®
andQualificati andInstitutio
on n

Principallnvestigator/Guide

Co-investigator/student/fellow

'RefertoNationalEthicalGuidelinesforBiomedical&HealthResearchInvolvingHumanParticipants2017onPage36Table4.2.fortypesofreview
2Includetelephone/mobile,faxnumbersandemailid Version1.0 01




2. FUNDINGDETAILSANDBUDGET

(b) Self-funding 1 Institutionalfunding [ Fundingagency(Specify) ]

SECTIONB-RESEARCHRELATEDINFORMATION

3. OVERVIEWOFRESEARCH
(a) Laysummary3(W|th|n300words)

(b) Typeofstudy:
BasicSciences [ Clinical O CrossSectional O
Retrospective [ Epidemiological/ O CaseControl O
Prospective O PublicHealth Cohort O
Qualitative O Socio-behavioral O SystematicReview O
Quantitative [ Biologicalsamples O
MixedMethod [ Anyothers(Specify) O

4. METHODOLOGY

(a) Samplesize/numberofparticipants(asapplicable)
ALSIte..ocreerecsreinnee e AT OhET SItES (IF @PPHICADIE) e e
Control group oo SRS (00 )V | o 1 6 o R T

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

LY £=T= 148 =14 T o 1O

SSummarizeinthesimplestpossiblewaysuchthatapersonwithnopriorknowledgeofthesubjectcaneasily understandit.
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(b) Isthereanexternal laboratory/outsou rcinginvolvedforinvestigations’?4 YesCINo[NAL

(c) Has the proposal been reviewed for thescientificquality?

Yes[INo[d
If Yes then,

Dateofreview: | I I |

Comments of Research AdvisoryCommittee,if any (100words)

SECTIONC:PARTICIPANTRELATEDINFORMATION

5. RECRUITMENTANDRESEARCHPARTICIPANTS
(a) Typeofparticipantsinthestudy:

Healthyvolunteer[] Patient [  Vulnerablepersons/Specialgroups ]
Others D (SDECIY ) ettt ettt ettt ettt sttt ettt et ee e
WhowilldothereCruitmMent?.......... et

Participant recruitment methods used:

Posters/ [0 TV/Radio ads/ Patients/Family/Friends [] Telephone [
leaflets/Letters O  visitinghospitals
Social
media/Institutionwe
bsite
Others D (SPECIY) ettt ettt ettt et
(b) i.Will there be vulnerable persons /special groups involved? Yes[INoONAL]

ii.Ifyes,typeofvulnerablepersons/specialgroups
Childrenunder18yrs O Pregnantorlactatingwomen

Obifferentlyabled(Mental/Physical)

O Employees/Students/Nurses/StaffC1EIderly
O Institutionalized
|:|EconomicaIIyandsociaIIydisadvantaged O

Refugees/Migrants/Homeless

DTerminaIIinI(stigmatizedorrarediseases) O
Anyother(Specify): O...

iii. ProvidejustificationforinClusion/@XClUuSiON........ oo




“Ifparticipantsamplesaresentoutsideforinvestigations,providedetailsofthesameandattachrelevantdocumentationsuchasanMTA/MoU
Version1.0
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(c) Isthereanyreimbursementtotheparticipants? Yes[INo O

Ifyes, Monetary [1 Non-monetary [J Providedetails
(d) Arethereanyincentivestotheparticipants? Yes CINo[]
Ifyes, Monetary [] Non-monetary [] Providedetails

(e) Arethereanyparticipantrecruitmentfees/incentivesforthestudyprovidedtothePl/Institution?

Ifyes, Monetary [] Non-monetary [] Providedetails Yes[CNo[d

6. BENEFITSANDRISKS
(a) i. Arethereanyanticipatedphysical/social/psychologicaldiscomforts/risktoparticipants? Yes[INo [

Ifyes,categorizethelevelofrisk®:

LessthanMinimalrisk O Minimalrisk O
Minorincreaseoverminimalriskorlowrisk [ Morethanminimalriskorhighrisk O
ii. Describe the risk ManagemMeENt SEratE QY .. ettt e e a s st see s £ £ £ 4222 e 2 et e e e e a e aeneeeeeaeeen
(b) Whatarethepotentialbenefitsfromthestudy?Fort Yes No Ifyes, Direct Indirect
heparticipant O O O O
For the O O O O
society/communityForimpr O O O O
ovementinscience
Please describe how the benefits JuStify the FNSKS ..t ces e e sea st £ neaneaseneen
(c) Areadverseeventsexpectedinthestudys? Yes CINo CINA
DArereportingproceduresandmanagementstrategiesdescribedinthestudy? Yes [CINo [Cif
Yes, SPECIY et et ser e R e £ £ ettt e e e e ena e eee

7. INFORMEDCONSENT

(a) VersionnumberanddateofParticipantinformationSheet(PIS): ... e

VersionnumberanddateofiInformedConsentForm(ICF):................

°ForcategoriesofriskrefertoNational EthicalGuidelinesforBiomedical&HealthResearchInvolvingHumanParticipants2017,Page6Table2. 1

°Thetermadverseeventsinthisregardencompassbothseriousandnon-seriousadverseevents. Version1.0 04




(b) Typeofconsentplannedfor:

Signedconsent 0  Verbal/Oralconsent [0  Waiverofconsent O  witnessedconsent [

ConsentfromLAR O Forchildren<7yrs [0 Verbalassentfrom Written assentfrom

(Ifso,specifyfromwhom) parental/LARconsen O O
t minor (7-12 yrs) minor (13-18 yrs)

..................................................... alongwithparental alongwithparental

consent consent
Audio-Video(AV) O other O
consent (SPECITY ) ettt h ettt b e e h et e bt e e bt e h et e e bbb e e b e e e eraeeannes

(c) Whowillobtaintheinformedconsent?
Pl/Co-PI] Nurse/Counselor [J ResearchStaff[] OtherLd(SPECify) oo

ANYTOOISTODEUSEA. ...t nanan

(d) ParticipantinformationSheet(PIS)andInformedConsentForm(ICF)

English[] Locallanguage [ OthEr LI (SPECIY ) e
Listthelanguagesinwhichtranslationsweredone.........e e
Iftranslationhasnotbeendone,pleasejustify........coreerconereen

(e) Areyouseekingwaiverofconsent?Ifyes,whatarethereasons. Yes CINo[]

(g) ElementscontainedintheParticipantinformationSheet(PIS)andInformedConsentForm(ICF)

Simplelanguage O Data/Samplesharing O Compensationforstudyrelatedinjury O
Risksanddiscomforts Needtorecontact [0 statementthatconsentisvoluntary O
Alternatives  to par‘ticipatiEl gonfidenftiality | O Commercialization/Benefitsharing O
CIRighttowithdraw O torageofsamples O Statementthatstudyinvolvesresearch O
Benefits O Return of research Useofphotographs/ldentifyingdata O
Purposeandprocedure O resutsd Paymentforparticipat Sponsorcontactinformation H
Others(Specify) O ion

8. PAYMENT/COMPENSATION

(a) Who willbear thecosts relatedtoparticipation andproceduress?

PI O Institution O Sponsor [ Otheragencies [ (specify)
(b) Isthereaprovisionforfreetreatmentofresearchrelatedinjuries? Yes CINo[]
Ifyes, thenwWhowillprovidetNetrEatMENT ...ttt et s s ase st sa s e e s e s s e s e s e e e e e e eaen
(c)IsthereaprovisionforcompensationofresearchrelatedSAE? Ifyes,specify. Yes[INo[d

Sponsor [ Institutional/Corpusfund [0  Projectgrant [ Insurance O

(d)Isthereanyprovisionformedicaltreatmentormanagementtilltherelatednessisdeterminedforinjurytotheparticipants

duringthestudyperiod?If yes,specify. Yes[INo[

’Informationonre-
consentrequirementscanbefoundatNationalEthicalGuidelinesforBiomedical&HealthResearchInvolvingHumanParticipants2017,Page54inSection5.8.
SEncloseundertakingfromPIconfirmingthesame Version1.0 05




9. STORAGEANDCONFIDENTIALITY
(a) ldentifyinglnformation:Studylnvolvessamples/data(specify):
Anonymous/Unidentified CJAnonymized: Reversibly coded Clirreversibly coded Clidentifiable CJIf identifiers
must be retained, what additional precautions will be taken to ensure that access is limited /data

issafeguarded?(e.g.datastoredinacabinet,passwordprotectedcomputeretc. ).,

(b)WhowillbemaintainingthedatapertainingtotheStUudY ? ... e i .(c)Whe

rewillthedatabeanalyzed®andbywhom?..........ooo.

(d)Forhowlongwillthedatabestored? ..., e eeeeaeteeeeaetetniaeteten e e e et n et e e e e

(e)Doyouproposetousestoredsamples/datainfuturestudies? Yes[INo[ Maybel:l

Ifyes,explainhowyoumightusestoredmaterial/datainthefUture?............oooi oo s

SECTIOND:OTHERISSUES

10. PUBLICATION,BENEFITSHARINGANDIPRISSUES
(@) Willtheresultsofthestudybereportedanddisseminated?lfyes,specify. Yes[INo [

(b) Willyouinformparticipantsabouttheresultsofthestudy? Yes[INo[

(c) Arethereanyarrangementsforcontinuedprovisionoftheinterventionforparticipants,ifeffective,oncethestudyhasfi

nished?Ifyesdescribeinbrief(Max50words) Yes CINo CINA OO
(d) Isthereanyplanforpostresearchbenefitsharingwithparticipants?ifyes,specify Yes[No [
(e) Isthereanycommercialvalueoraplantopatent/IPRissues?Ifyes,pleaseprovidedetails Yes CINo [

(f) Doyouhaveanyadditionalinformationtoaddinsupportoftheapplication,whichisnotincludedelsewhereintheform?If
yes,providedetails. Yes[INo[

9Forexample,adat“aen tryroom,aprotectedcomputeretc. Version1.0 06




SECTIONE:DECLARATIONANDCHECKLIST'™

11.DECLARATION(Pleasetickasapplicable)

O | /Wecertifythattheinformationprovidedinthisapplicationiscompleteandcorrect.

O | /Weconfirmthatallinvestigatorshaveapprovedthesubmittedversionofproposal/relateddocuments.

O | /WeconfirmthatthisstudywillbeconductedinaccordancewiththelatestiCMRNationalEthicalGuidelinesforBiome
dicalandHealthResearchinvolvingHumanParticipantsandotherapplicableregulationsandguide-lines.

O | /WeconfirmthatthisstudywillbeconductedinaccordancewiththeDrugsandCosmeticsAct1940anditsRules1945
asamendedfromtimetotime,GCPguidelinesandotherapplicableregulationsandguidelines.

O | /Wewillcomplywithallpoliciesandguidelinesoftheinstituteandaffiliated/collaboratinginstitutionswherethisstudy
willbeconducted.

O | /Wewillensurethatpersonnelperformingthisstudyarequalified,appropriatelytrainedandwilladheretothepro
visionsoftheECapprovedprotocol.

O | /Wedeclarethattheexpenditureincaseofinjuryrelatedtothestudywillbetakencare of.

O | /Weconfirmthatanundertakingofwhatwillbedonewiththeleftoversamplesisprovided,ifapplicable.

O |!/We confirm that we shall submit any protocol amendments, adverse events report, significant
deviationsfromprotocols,progressreports(ifrequired)andafinalreportandalsoparticipateinanyauditofthestudyifn
eeded.

O | /We confirm thatwe willmaintain accurateand completerecords ofall aspects ofthe study.

O | /Wewillprotecttheprivacyofparticipantsandassureconfidentialityofdataandbiologicalsamples.

O | /Weherebydeclarethatl/anyoftheinvestigators,researchersand/orcloserelative(s),havenoconflictofinterest(Fin
ancial/Non-Financial)withthesponsor(s)andoutcome ofstudy.

O [ vwehavethefollowingconflictofinterest(P1/Co-Pl):
PSS
2 et eteeae ettt e teeheete e teteeaeeateateeteeae st eate s e R ees s oAt e eAe ke eAe e ke Re s enseateeteeReentesteeReeRe st enseeReeR e en s e nheebeeheeteeheseeae e benreereereentenns

L= T 4TS ) N e OSSP

T[T (0= S OO O P OO PO PP PPPPP PP | I I |
N F= LYo (0o o s so PP
ST T0 L= 10 = TP PURR | I I |
LN E= 0 =Y {00 OSSO
1o (=1 (0 = ST TP TSP PO TP PP PP RPOPPPRPRRN | | | |

10TheseformatsareadaptableandcanbemodifiedbytheEthicsCommitteemembersdependingontheirneedsandrequirementsAcknowledgeme

ntforReceiptofApplication(CopytobeprovidedtoPI)
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12.CHECKLIST

S.No Items Yes | No NA Encll\?sure REe(r:narks(IfappI
icable)
ADMINISTRATIVEREQUIREMENTS
1 Coverletter O O O
2 BriefCVofalllnvestigators O O O
3 GoodClinicalPractice(GCP)trainingofinvestigatorsinlast3years O O O
4 Approvalofscientificcommittee O O O
5 ECclearanceofothercenters™ O O O
6 Agreementbetweencollaboratingpartners™ O O O
7 MTAbetweencollaboratingpartners™ O O O
8 Insurancepolicy/certificate O O O
9 EvidenceofexternaIIaboratorycrede'n.tials.incaseofanexternallyouts 0O 0O 0O
ourcedlaboratorystudyQA/QCcertification
10 Copyofcontractoragreementsignedwiththesponsorordonoragency O O O
Provide all significant previous decisions (e.g. those leading to
1 anegative decision” or modified protocol? by oTher 0O O O
ECs/Regulatoryauthoritiesforproposedstudy(whetherinsamelocation
orelsewhere)andmodification(s)toprotocol
PROPOSALRELATED
12 | Copyof the detailedprotocol’ O O O
13 Investigators Brochure(Ifapplicablefordrug/biologicals/devicetrials) O O O
14 Participantln_formationSheet(PIS)andParticipantlnformedConsentFor 0 0 0
m(ICF)(Englishandtranslated)
15 Assentformforminors(12-18years)(EnglishandTranslated) O O O
16 _Proforma/Questionnair_e/Cas_eReportForms(C_:RF)/lnterviewguides/Gu 0O O O
idesforFocusedGroupDiscussions(FGDs)(Englishandtranslated)
17 Advertisement/materialtorecruitparticipants(fliers,postersetc) O O O
PERMISSIONFROM GOVERNING AUTHORITIES
Otherpermissions Required Notre | Received Applied ECRemarks
quired dd/mmlyy
18 CTRI O O O
19 DCGI O O O
20 | HMSC O O O
21 NAC-SCRT O O O
22 ICSCR O O O
23 | RCGM O O O
24 GEAC O O O
25 | BARC O O O
26 TribalBoard O O O
27 Others (Specify) O O O
ANYOTHERRELEVANTINFORMATION/DOCUMENTSRELATEDTOTHESTUDY
Item YES NO NA Enclosureno. ECremarks
28
29

*Formulticentricresearch.

MTA-Materialtransferagreement; CTRI-ClinicalTrialRegistry-India, DCGI-DrugControllerGeneralofIndia,HMSC-HealthMinistry’sScreeningCommittee; NAC-

SCRT-NationalApexCommitteeforStemCellResearchandTherapy,;IC-SCR-InstitutionalcommitteeforStemCellResearch; RCGM-ReviewCom-

mitteeonGeneticManipulation; GEAC-GeneticEngineeringApprovalCommittee; BARC-BhabhaAtomicResearchCentre
'RefertoNationalEthicalGuidelinesforBiomedical&HealthResearchInvol vingHumanParticipants2017,section4Pageno.35Box4.4(b)
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