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[Insert study title]
Adverse Event Reporting Form


	Subject Information 

	Subject’s Initials:   ….........….…

	Subject’s StudyID :................

	Male                Female

	Page ___ / ___


	AE no
	Adverse event term/description 
	Duration (DD/MM/YYYY)
	Outcome
	Severity
	Causality assessment
	SAE*

	
	
	Start date:

End date:
	
Resolved

Resolved with sequelae
Ongoing

Death 
	
Mild

Moderate 

Severe

	
Definitely related

Probably related

Possibly related 
Unlikely related 
Unrelated        
	Yes

/

No

	
	
	Start date:

End date:
	
Resolved

Resolved with sequelae
Ongoing

Death 
	
Mild

Moderate 

Severe

	
Definitely related

Probably related

Possibly related 
Unlikely related 
Unrelated        
	Yes

/

No

	
	
	Start date:

End date:
	
Resolved

Resolved with sequelae
Ongoing

Death 
	
Mild

Moderate 

Severe

	
Definitely related

Probably related

Possibly related 
Unlikely related 
Unrelated        
	Yes

/

No


*Death/Life-threatening/In-patient hospitalisation or prolongation of hospitalisation/persistent or significant disability or incapacity/congenital abnormality or birth defect.  If yes, complete SAE reporting form.
Form completed by: ……………………………….……….Signature: …………….……………… Date: ………………(DD/MM/YYYY)
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