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Date of EC Approval: | | | | Validity of approval: | | | |
Date of Start of study: | | | | Proposed date of Completion: | | | |
Period of Continuing Report: | | | | -— to - | | | |
Does the study involve recruitment of participants? Yes [0 No [
(a) If yes, Total number expected........................ NumberScreened:........................ Number Enrolled: .......
Number Completed:........ccoooiiiiiiiiii Number on follOWUP:.........uiiiiiiie e e e

(b) Enrolment status — ongoing / completed/ stopped

(c) Report of DSMB'® Yes [ No O NAL
(d) Any other remark

Is the study likely to extend beyond the stated period ?'’ Yes [ No [

If yes, please provide reasons for the XEENSION. ... ... . ..o i e e e et ettt

Havetherebeenanyamendmentsintheresearch protocol/Informed ConsentDocument (ICD)duringthe past
approval period?

If No, skip to item no. 6 Yes [ 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 Nod
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