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 Adverse Event Report Form

1. Title of protocol..............................................................................................................................
2. Principal Investigator......................................................................................................................
3. COA Number…………….....................................................................................................
4. Study site........................................................................................................................................

5. Research Participant –trial ID- number/code...............................................
6. Report No..................................Date of Report....................................................
7. Detail of Adverse Event
	Date of event
	Event Summary
	Corrections
	Outcome of the adverse event

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


8. Adverse events related to the research:

( Not related             ( Possible             ( Probable      
( Related

9. Management after adverse events:
(  Withdraw the participant from the study.

(  Continue research



(
According to the approved protocol



(
Need amendment (Attach Protocol Amendment Form)
Signature   .........................................................................
(......................................................................)
(Principal Investigator)
Date…......../............../.............
