AX01/SOP 13/V1
Protocol deviation/violation/non-compliance Report by investigator

	Study Title:

	Principal Investigator and Department:

	Patient no.:

	Date of occurrence: dd/mm/yyyy

Deviation	Violation	Non-compliance

	Identified by - Principal Investigator/study team/ monitor/CEC

	Total number of similar deviations/violations/occurred for the same
trial/project/Research:

	Description of deviation (s)/violation(s)/Non-compliance Classify (Tick the appropriate box):
          Protocol Deviation /Violation
  Randomization of ineligible participants_____ events
  Enrolment of excluded participants _____ events
 Consent not taken________events
  Do not perform screening procedures required by protocol_____ events
  Perform screening or procedures outside the time required by protocol_____ events
  Laboratory assessment fabricated/falsified___________events
 Failure to provide therapy or medication required by protocol_____ events
  Failure to accomplish procedures required by protocol_____ events
  Follow-up visit outside the time schedule required by protocol _____ events
 Failure to maintain source documents________events
Others (Please specify)
           Patient non-compliance
· Non-Compliance by PI
 Delay in sending SAE report _____ events
  Delay in sending continuing report _____ events
 Not use approved version of informed consent form_____ events
 Improper drug accountability _____ events
Others ...........................................................................................................................

Corrective Actions taken by the Principal Investigator:


	Impact on participant if any:

	Does it warrant change in protocol?

	Reported by : 


Signature with date: 	



