INSTITUTIONAL ETHICS COMMITTEE (IEC)
Seth G. S. Medical College and KEM Hospital, Mumbai.

IEC No. of the Project:

Annexure 1
AX 01/SOP 10/V 7.1
Protocol Violation/Deviation Reporting Form (Reporting by case)

Date: ...
STUAY THtIE: ...ttt st e e s e b s st e e eaeeaeebesee seesessesbes beb et e b et eneebe sbeseees e senbesbeseereeaneans
Principal Investigator (Name, Designation & Affililation): .............cooooieirici e
1. Date of ECapproval: .......ccccooviveeerece e Date of start of study: .........cccccerrinininice e,
2, Participant ID: .......cccooveviriie et e Date of occurrence: ...........ccocoveurieinineneee e
3. Total number of deviations/violations reported till date in the study: ...........c.c.ccoevivinirceiicenc e,
4. Deviations/Violations identified by:

Principal Investigator/Study team |:| Sponsor/Monitor |:| SAE Sub Committee/EC |:|
5. Is the deviation related to (Tick the appropriate box):

Consenting |:| Source Documentation |:|

Enrollment I:l Staff I:l

Laboratory assessment |:| Participant non-compliance |:|

Investigational Product ] Others (Specify) ]

Safety Reporting I:l
6. Provide details Of DeVIiation/VIOIation: ............ocooeiiuiiiiieiieiece ettt st et st esseresreste st st sessessesssssassrsenssrese s
7. Corrective action taKeN DY PI/CO-l: ...........oouiioicieiiceie et ettt st es s st s ea et st sresa s sassrensasessasstensnnans
8. Impact on (If any): Study Participants |:| Quality of data |:|
9. Are any changes to the study/Protocol required? Yes |:| No|:|

I YES, ZIVE UELAIIS ...ttt ete st et e b et et et erseteebeste steasenssseatabaesaes et aseateetesen steasssentass
Signature of Principal Investigator (P1) Withh DAte: .............c.ocoooiieiie ettt sttt s bbb st ene

Page 1 of 1




