(Annexure 6)
Protocol Violation/Deviation Reporting Form (Reporting by case)

Apollo Institute of Medical Sciences & Research, Chittoor Andhra Pradesh.517127
EC Ref. No. (For office use):

THHIE OF STUAY . oottt ettt o1ttt 1 et b2t d e e R e AR R AR A1ttt ettt e
Principal Investigator (Name, Designation and Affillation): ...........oooiiiiiii e e e s
Date of EC approval | | | | Date of start of study | | | |
PartiCipant ID:....cccieeeeiee e e e e e e e e Date of occurrence | | | |

. Total number of deviations /violations reported till date in the StUAY: ........ccccoiiiiiiii i
Deviation/Violation identified by: Principal Investigator/study team [ Sponsor/Monitor [

SAE Sub Committee/EC O

Is the deviation related to (Tick the appropriate box) :
Consenting O Source documentation O
Enroliment O Staff O
Laboratory assessment O Participant non-compliance O
Investigational Product O Others (specify) O
Safety Reporting O
Provide details Of DeViation/ViOlation: ..o e et et e ettt et et et rte e e e et eeeieees
Corrective action taken DY Pl/CO-li ..ottt
Impact on (if any): Study participant 1  Quality of data [J

. Are any changes to the study/protocol required? Yes [ No[l
I W@S, GIVE OLAIS......ooiiiiicci et h b1t R Lottt h sttt s e h ettt
SIGNALUIE OF Pli Lo | | | |
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