Annexure 1
AX 01/ SOP 10/V6.1
Deviation / Non-compliance / Violation Record

(Annexure 5)

Protocol Violation/Deviation Reporting Form (Reporting by case)
INSTITUTIONAL ETHICS COMMITTEE (IEC)

Seth GS Medical College and KEM Hospital, Mumbai.
Project Registration No. ..............cccccccevvnnne.
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Principal Investigator (Name, Designation and ATTIHation): . cer s mrs s e e e e s e smsme e sms me e ses smmen s emsmsmneen s enane

Date of EC approval | | | | Date of start of study | | | |

. Participant ID: ..o sisesssesses st sss s s sns e Da@te of 0ccurrence | | | |

. Total number of deviations /violations reported till date in the StUAY: . e eaan
. Deviation/Violation identified by: Principal Investigator/study team O Sponsor/Manitor O
SAE Sub Committee/EC O

. Is the deviation related to (Tick the appropriate hox) :
Consenting O Source documentation
Enrollment O Staff

Laboratory assessment O Participant non-compliance

o000

Investigational Product O Others (specify)
Safety Reporting O

. Provide details Of Deviation,/ VIO ation: .. e ettt et e e es s ee s ems et e s eess et s ea e mssmeaesamssstesete s seeetesems s smesssm s sams sme e simesnnean

. COrrective ACiON TAKEN DY PLACOPL: .. e eeice et st e s ee s ss s es ee e se s sms smssms s as s es s es e Ea s se s ans smi smbsmesaesanseab e nbensns saes st s sans smseabesnnsnaes

. Impact on (if any): Study participant O Quality of data O
. Are any changes to the study/protocol required? Yes O NoO
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