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	Protocol Non-Compliance 

	
	FTM-ECF-037-00




Instruction to the Investigator:  To notify the Ethics Committee of the Faculty of Tropical 

Medicine of any Protocol Non-Compliance, please provide the information needed below. 

You may use this Form to report a follow-up when more information regarding the Protocol 

Non-Compliance is available.

Part 1:
General Information 
	Submission No. 
	

	Principal Investigator
	

	Approval Date
	

	Expected Study End Date
(date specified in the initial submission)
	


Part 2:
Type of Protocol Non-Compliance
Period of Protocol noncompliance report:  From: ………..….    To: ……………..……
	Incidence
No.

	Subject No.

	Protocol deviation/ Protocol violation* 
(specified criteria below)
	Deviation event

	Impact on participant

	Corrective action


	Preventive action



	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


*Protocol deviation/ Protocol violation: 

Eligibility criteria 
· Subject/participant enrolled without satisfying entry criteria.
· Duplicate enrollment leading to duplicate treatment.
· Duplicate enrollment that does not result in duplicate treatment.
 
Informed consent process
· Informed consent process not completed properly (e.g., consent signed after enrollment, wrong date or no date, incorrect version used, form not signed, etc.).
Investigational product/ concomitant medication
· Errors in investigational product assignment.
· Errors in investigational product preparation.
· Errors in investigational product administration (wrong dose/wrong route/wrong subject/participant).
· Received prohibited medication.
 
Schedule visit
· Subject visited outside of visit window.
· Subject missed routine follow-up visit.
 
Others
· Meet withdrawal criteria but was not withdrawn.
· Data/specimen obtained out of pre-specified schedule or out of window period.
· Failure to report SAEs as required.
· Others (please specify).
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