Study completion/Final report format

4‘ k} Surat Municipal Institute of Medical Education and Research (SMIMER)
A " 4 Opp. Bombay Market, Umarwada, Surat - 395 010. (Gujarat - India).
sVIC
i Ph: (0261) 2368040 to 43; Fax: (0261) 2343241

1. Date of ECapproval: | | | |

2. Date of start of study: | | | | Date of study completion:| | | |

3. Provide details of:
b) Total number of study PartiCipaNtS FECIUILEA: ... ... i e et e et e et e e ste e e e ste e et e e e e e e enees
c) Total number of participants withdrawn from the study (if @y ): ... e e e e e aaaas

Provide the reasons for withdrawal of participants23 PP

4. Describe in brief the publication/ presentation/dissemination plans of the study findings. (Also, mention if both

positive and negative results Wil DE SNATEA) ..........coiiiiiiiee ettt e e

6. State the number (if any) of Deviations/Violations/ Amendments made to the study protocol during the study period

Deviations: .......cooviiiii Violation: .......oooiiii Amendments: ..o

23 Explanation for the withdrawal of participants whether by self or by the PI
Version 2.0




8. Is there a plan for post study follow-up? Yes 1 No[d

LT T YTy o L= T o - PSSP PPPPRURSRTRPPN

9. Do you have plans for ensuring that the data from the study can be shared/ accessed easily? Yes OO Nol

LT LT Tod oL T o] - RSP

10.ls there a plan for post study benefit sharing with the study participants? Yes OO0 No[

LT (=T o T O T OSSP PPRURRR

13. Have all SAEs been intimated to the EC ? Yes 0 No[

14.Is medical management or compensation for SAE provided to the participants? Yes O No[l

[ V@S, PrOVIAE GBIAIIS. ... .. ettt ettt oot e ettt et ettt et £ 4ot e 444 ek kbt e o4 4R E e oo R h et e e e e R bt e e e e R bt b et e e ate e e e et e aeaeee e

SIgnature Of Pl ... | I I |




