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(Annexure 7)
Premature Termination/Suspension/ Discontinuation Report Format
INSTITUTIONAL ETHICS COMMITTEE (IEC)

Seth GS Medical College and KEM Hospital, Mumbai.
Project Registration No. ...........ccccoovinnne.

Tt E B S I asern e e T A s S R T e S s

Principal Investigator (Name, Designation and AFIlAtioN): ...t eee et meee e e mmmee s s mne e ene

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 | |

4. Tick the appropriate
Premature Termination O Suspension [ Discontinuation O

Reason for Termination/Suspension/DisCONTINMUATION: ...t e et et e e eee e et e s e e et e ems smeesee s eesen s e ms smeensem smeansenaennean

Action taken post Termination/ Suspension/DiscontinUation (i @n¥): ..o e e e e e see s et smeenreas

5. Plans for post study follow UR/WITNAEraWaI" (T GNY): et see et s s e e e e e smsae s ses sms smseabe e st es b essmsaes e sms smsenbenssnsesbens

6. Details of study participants:
Total participants to be recruited: ........ccccccveeeeeeneeee.. Screened: ...eeeeeeiceeeveeeeeen... Screen failures:.e e

|1 g1 d's] | £=] « N ————— Consent Withdrawn:...........coccevcievvveceennns Reason (Give details): oo

Withdrawn By Pl veerereer e Reason(Give details): . e e er s s rr s e s e s er e sns s men s ea s smn e s e ene s

" Describe post-fermination/suspension/ discontinuation folfow up plans if any. Also describe any withdrawal plans rfor the study.
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Active on treatment: ............................ Completed treatment . ......................... Participants on follow-up: ......coceevvvereennee
Participants lost to follow up: ... ANy other: o, Number of drop outs:.....ccoecevneeee.

Reasons: for:each Qrop=oillh i msmssiiimsem iviveas sy e e isiseis o0 s ivaessaiivuiss soviveas vt s iiaies vt ive oosn v iuavioi s vicies duasaiviinvivi svvaneains

7. Total number of SAES reported Lill date N the StUAY: e e e e v s e s e e bae e e ss e s s m s aembansmeean
Have any unexpected adverse events or outcomes observed in the study been reported to the EC? Yes O noO
8. Have there been participant complaints or feedback about the study? yves O No

ITyes POV SRl T 1B Erc s o s o s s o D R o A B 3 S o A B A B T A PR e S o R e AR T v

9. Have there been any suggestions from the SAE Sub Committee? yes O Nod
If yes, have you implemented that suggestion? yes O Nod

10. Do the procedures for withdrawal of enrolled participants take into account their rights and welfare? Yes O noO

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

oW T T L Ao N A =3T3 N =

ST AU TEIOT B v cososinvors ivvsrmiismsriss B oA v s GV S S e e R e S e e
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