(Annexure 3)

Continuing Review / Annual report format

Institute Ethics Committee
Indian Institute of Technology, Delhi

EC Ref. No. (For office use):

JLIELLLS I 1 =1 18 T PSPPSR
..................... Principal
Investigator (Name, Designation and Affiliation): ... e
1. Date of EC Approval: Validity of approval:
2. Date of Start of study: | | | | Proposed date of Completion: | | | |
Period of Continuing Report: | | | | R o P | | | |
3. Does the study involve recruitment of participants? Yes C No O

(a) If yes, Total number expected

Number Completed...........
(b) Enrolment status - ongoing / completed/ stopped
(c) Report of DSMB'® Yes [0 No OO0 NALI
(d) Any other remark

(e) Have any participants withdrawn from this study since the last approval? Yes [0 No OO0 NAL]

If yes, total number WIthdraWn @Nd FEASONS: ..cereereees e eesseeesseeeseessseeesesessessseesssesssesss £ 4+ 22 42222 e £ nneen s e enneanneeneenn e semreess

4. Is the study likely to extend beyond the stated period ?'7 Yes 0 No [

If yes, please provide reasons fOr the @XEENSION. ...ttt ee e e e ses st seseea s s £ 22 e e e e e e e e e e e e e e n e e e eereen

5. Have there been any amendments in the research protocol/Informed Consent Document (ICD) during the past
approval period?
If No, skip to item no. 6 Yes [J No [
(a) If yes, date of approval for protocol and ICD : | | | |

(b) In case of amendments in the research protocol/ICD, was re-consent sought from participants? Yes O Nnod

I V@S, WREN 7 NOW: ettt sss st e ss s s see e 5 £ 5 4+ 5 ¢ & SaessseEentase e 25 225 e e 5 4 e s e e s e e s e e a e e s e e s e e s e e neen e e e s e e eennenns
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6. Is any new information available that changes the benefit - risk analysis of human participants involved in this

study? Yes [ No [

If V€S, AISCUSS 1N AETQIII .ottt et b s s s s e e s s s s s R s aneae s S 2n 8 %5 %5 e e 2 s e e e e e e e ann e s e e nn e e e s seaneas
7. Have any ethical concerns occurred during this period? Yes [J No [

L V=TT o Y=Y e 1= = 1]
8. (a) Have any adverse events been noted since the last review? Yes [J No [

[ LYY T g o 7Y T T 0 0 [

(b) Have any SAE’s occurred since last review? Yes [ No [
If yes, number of SAE’S ... cieereneinmnee TYPE Of SAE’S! i

(c) Is the SAE related to the study? Yes [ No [
Have you reported the SAE to EC? If no, state reasons Yes [0 No [

9. Has there been any protocol deviations/violations that occurred during this period?

If yes, number of deviations ...
Have you reported the deviations to EC? If no, state reasons Yes [0 No [
10. In case of multicenteric trials, have reports of off-site SAEs been submitted to the EC ? Yes O No O NA [
11. Are there any publications or presentations during this period? If yes give details Yes [0 No [
Any other commentsS: ...
Signature of Pl e I | | |
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