I nstitutional Ethics Committee (IEC)
NRI Academy of Sciences

RESEARCH PROPOSAL SUBMISSION FORM
(as per model form of ICMR)
(TO BE FILLED BY THE PRINCIPAL INVESTIGATOR)

Seria No.: IEC/ Pr/ Date of submission :

(To befilled by the
|EC Management Office)

1 New submission

1 Revissdsubmisson  (Original Seria No. IEC/ Pr/ dated )
as per Letter (No. IEC/ dated )

Proposal Title:
(INBLOCK |etters)

Investigators Name, De_g'gnz_ation and Address, Tel_ephone, Fax, Signature

Qualifications Email ID
Principal
Investigator
(P)
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Please attach detailed Curriculum Vitae of al Investigators (with subject specific
publications limited to previous 5 years)

Sponsor information : ( v'any one)

Indian & Government Contact address of the Sponsor :
i) Central .

i) State .

iii) Institutional O

b) Private O
International (i) Government [
(i)  Private ]

(i)  UN agencies [

Industry 0] National ]
(i)  Multinational [
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Total Budget :

( v'as applicable)
1. Typeof study: Epidemiologicd [] Basic Sciences [ Animd sudies [
Clinicd [] Singlecenter [J Multicentric [ Behaviord [
2. Satusof review : New [ Revised []
3. Clinical Trials: Drug/ Vaccines/ Device/ Herbal Remedies: NA [
() Doesthestudy involveuseof Drug ] Devices[] Vaccines [
Indian Systemsor Alternate Systemof Medicine  [] Any other (Specify) [
(i) Isitapproved and marketedin India[] UK and Europe [] UA [
Other countries(Specificationrequired) []
(i) Doesitinvolveachangein use, dosage, route of administration ? Yes [ No [
If YES, whethr DCGI's/ Any other regulatory Authority's Yes [ No [
permissionisobtained ? (if YES, date of permission)
(iv) Isitaninvestigationa New Drug? Yes [] No [
If YES, providethe IND No.
(@ Investigator'sBrochuresubmitted Yes [ No [
(b) Invitrostudiesdata Yes [ No [
() Preclinica studiesdone Yes [] No []
(d) Clinicd study is: Phasel (] Phasell ] Phaselll [ PhaselV [
(e) Areyouawareof thisstudy /smilar study is
being done elsewhere? (If YES attach details) Yes [ No [

4. Brief description of the proposal (Attach sheet with maximum 500 words)

(@) Introduction, (b) Review of literature, (c) Aim(s) and objectives, (d) Justification for study, (€)
Methodol ogy describing the potentia risksand benefits, (f) Outcome measures, (g) Statistical analysis
and (h) Whether itisof national significancewithrationale

5. Subject selection :
()  Number of Subjects:
(i) Durationof study :

(i) Will subjectsfrom both sexesberecruited Yes [ No [
(iv) Incdusion/Exclusoncriteriagiven Yes [ No [
(v) Typeof subjects Volunteers ] Patients[]
() Vulnerablesubjects Yes [ No [
If YES
Pregnant women [ Children Elderly
Fetus O [literate [] Handicapped [
Terminallyill ] Serioudyill ] Mentally challenged ]
Economically and socially backward [ Any other (specify) [
(vii) Specia group of subjects Yes [ No [
If yes,
Captives[] Institutionalized [ Employees []
Sudents [] Nurses / Dependent staff [ Armed forces [

Any other (specify) [
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[ 6. Privacy and confidentiality :
() Swdyinvolves: (& Directldentifiers O
(b) Indirect Identifiers/ coded ]
(©) Completely anonymised/delinked [
(i) Confidentid handling of databy steff Yes [] No []
7. Useof Biological / hazardousmaterials NA [
() Useof feta tissueor abortus Yes [ No []
(i) Useof organsor body fluids Yes [ No [
(i)  Useof recombinant / genetherapy Yes [ No [
If YES, has Department of Biotechnology (DBT) aproval
for rDNA products been obtained? Yes[] No ]
(iv) Useof pre-existing/ stored/ |eft over samples Yes [ No [
(v) Collectionfor banking/futureresearch Yes [] No [
(vi) Useof ionizing radiation/ radioisotopes Yes [ No [J
If YES has Bhava Atomic Research Center (BARC) approval
for radioactive isoptopes been obtained?  Yes[] No[]
(vii) Useof Infectious/ biohazardous specimens Yes [ No []
(viii) Proper disposal of material (Provideinformation) Yes [ No [J
(iX)  Will any sample collected from the patients be sent abroad Yes [ No [
If YES justify with details of collaborators
(@ Isthe proposal being submitted for clearance
from Health Ministry's Screening Committee
(HMSC) for International Collaboration? Yes[ ] No[J
(b) Samplewill be sent abroad because
Facility isnot available in India (I
FacilityinIndiaisinaccessible ]
Facility is available but not being accessed ]  (give reason)
8. Consent : * Written [ Ord [ Audio-Visud [
() Consentform (Tick theincluded elementsand provide sample copy)
Understandablelanguage 1 Alternativesof participation ]
Statement that study involvesresearch  []  Confidentidity of records (|
Sponsor of the study 1 Contactinformation ]
Purpose and procedures ] Statement that consentisvoluntary O
Risksand discomforts 1 Righttowithdraw ]
Bendfits 1 Consentforfutureuseof biologica materid [
Compensation for participation ] Bendfitsif any onfuturecommercidization O
Compensationfor study rlatedinjury [ e.g. genetic basisfor drug devel opment
* |If written consent is not obtained, give reason
(i)  Whowill obtainthe consent ? Pl /Col Nurse/ Counsdllor []
Researchgtaff [ Any other (specify) ]
9. Will any advertising bedonefor recruitment of subjects? Yes [ No [
If YES Posters [ Flyers [
Brochure [] Websites [ Any Other [ Attach Copy
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10. Risks and Bene€fits:

(i) Istherephysical / socid / psychological risk / discomfort? Yes [ No ]
If YES riskis Minimal [] Morethan minimum [] High ™
(i) Isthereany (& Benefittothesubject? Yes [] No [J
If YES benefitis  Direct [ ] Indirect []
(b) Benefittothesociety Yes[] No ]
(i)  Istherisk reasonable compared to the anticipated benefitsto
Subjects/ Community / Country ? Yes [J No [] NA [
11. DataMonitoring:
() IsthereaDataand Safety Monitoring Committee/ Board (DSMB)? Yes [] No[]
(i) Isthereaplanfor reporting of adverse events? Yes [ No [
If YES, reporting will be done to Soonsor ] IEC [0 DSMB [
(i) Isthereaplanforinterimanaysisof data? Yes [] No []
(iv) Isthereplansfor storageand maintenanceof all trial database? Yes [] No[]
If YES state the duration and mode of storage.
12. Isthereany compensation for participation? Yes [] No[]
If YES Monetary [] Inkind [ (Specify the amount and type)
13. Isthereany compensation for injury? Yes [] No []
If YES by Sponsor [ by Investigator [
by Insurance Company [] by any other [ (Specify the amount and type)
14. Doyou have conflict of interest? Yes [] No[]
If YES Financial [ Nonfinancial [J (Specify)
Checkligt for attached documents:
(@ Project proposal inthe prescribed format Yes [] No []
(b) CV of invettigators Yes [ No
(c) Patientinformation sheet (if applicable) Yes [ No [
(d) Informed consent form (samplecopy) Yes [ No [ NA [
() Copy of advertisement or Investigator's brochure
for recruiting subject (if applicable) Yes [ No [ NA [
(f)  Copy of clinical tria protocol and/ or
guestionnaire (as applicable) Yes [ No [ NA [J
(90 Specid clearance(s) asapplicable Yes [ No [ NA [J
(hy  Permissionlatter fromthe Head of the Department Yes [ No [J
Place : Signature of the PI
Date - with Designation & Department
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