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Participant ID number □□□□□□□ <edit boxes as necessary when creating template>
Adverse Event Log
	N°
	Adverse Event Description
	Start Date
(DD/MMM/YYYY)
	End Date
(DD/MMM/YYYY)
	Is the event an SAE?
If yes, criteria 1
	Severity 2
	Causality assessment 3
	Causality assessed by (initials & date)
	Action taken with trial treatment 4
	Outcome 5

	

	
	
	
	☐ Yes – criteria n°:
☐No 
	
	
	
	
	

	

	
	
	
	☐ Yes – criteria n°:
☐No
	
	
	
	
	

	

	
	
	
	☐ Yes – criteria n°:
☐No
	
	
	
	
	

	

	
	
	
	☐ Yes – criteria n°:
☐No
	
	
	
	
	

	

	
	
	
	☐ Yes – criteria n°:
☐No
	
	
	
	
	

	

	
	
	
	☐ Yes – criteria n°:
☐No
	
	
	
	
	

	

	
	
	
	☐ Yes – criteria n°:
☐No
	
	
	
	
	

	1: 1= Death, 2 = Life threatening, 3 = Hospitalisation, 4 = Persistent or significant disability/incapacity, 5 = Congenital abnormality/birth defect, 6 = Other
2: 1= Mild, 2 = Moderate, 3= Severe
3: 1= Possibly related, 2 = Probably related, 3 = Definitely related 
4: 1=Dose modification, 2=Discontinuation of the IMP, 3= Not applicable, 4 = Treatment continued without change
5: 1=Resolved, 2=Resolved with sequelae, 3= On-going, 4= Unknown at present, 5= Fatal





[bookmark: _Hlk165634851][INSERT SPONSOR REFERENCE NUMBER]_[INSERT STUDY SHORT TITLE]_Adverse Event Log – vX.X_XX/XX/XXXX
IRAS: [INSERT IRAS NUMBER]
S-1039_Appendix 1c Adverse Event Log v1.1 01/06/2025						Page ____ of ____
image1.png
UNIVERSITY OF
LEICESTER




