o Premature Termination/Suspension/ Discontinuation Report Format
“ ‘» Surat Municipal Institute of Medical Education and Research (SMIMER)
D " 4 Opp. Bombay Market, Umarwada, Surat - 395 010. (Gujarat - India).

Ph: (0261) 2368040 to 43; Fax: (0261) 2343241

1. Date of EC approval: | | | | Date of start of study: | | | |
2. Date of last progress report submitted to EC: | | | |
3. Date of termination/suspension/discontinuation: | I I |

4. Tick the appropriate
Premature Termination [] Suspension (| Discontinuation [

Reason for Termination/Suspension/DiSCONINUALION: ... ... o .. ittt ettt et e e et e et e e et e e e e et e e e e e e e e eenaaennnas

Total participants to berecruited: ........ccccccoooeii il Screened: ......ooiiiiiiiie Screenfailures:.........ccocvvveiiiiiiinennn,
Enrolled:........coooviiieii e ConsentWithdrawn:.........cccooooviiiiinnnnn. Reason (Give details): .........coooviviviiiineinnne
Withdrawn by Pli......ooooiieicee e Reason(Give details): ......ieiii e e e

21 Describe post-termination/suspension/ discontinuation follow up plans if any. Also describe any withdrawal plans for the study.
Version 2.0




Active on treatment: ...l Completed treatment : ...........ccccceent .. Participants on follow-up: ..........cccooeeeeeenniis

Have any unexpected adverse events or outcomes observed in the study been reported to the EC? Yes O No[

8. Have there been participant complaints or feedback about the study? Yes 00 No[l
LT oo o =R [ 1 TSP P PP PRRUPPPP

9. Have there been any suggestions from the SAE Sub Committee? Yes CINo[
If yes, have you implementedthat suggestion? Yes [1No[]

10.Do the procedures for withdrawal of enrolled participants take into account their rights and welfare? Yes O No

(e.g., making arrangements for medical care of research participants): If Yes, provide details

SIGNAtUNE OF Pl .o e




