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	ADVERSE EVENT (AE) LOG (non-CTIMPs)

	Study Title:

	R&D/EDGE Reference:
	Sponsor:
	Chief Investigator:

	Principal Investigator: 
	Sub-Investigators (if applicable):
	Participant ID: 


	Description of AE

Please provide additional information on separate page if required 

	Start Date of AE
DD/MM/YYYY
	Stop Date of AE
DD/MM/YYYY
If ongoing please state this
	Date Reported to Study Team
DD/MM/YYYY


	Grade
CTCAE v5.0
	Causality to Study Intervention
1.Unrelated

2.Possible

3.Probable

4.Definite
	Action Taken
Please list all that apply

1.None

2.Hospitalisation

3.Intervention stopped

4.Other (please specify)
	Outcome
1.Recovered

2.Ongoing

3.Disability or incapacity

4.Death

5.Unknown
	Is this a Serious AE (SAE)?
YES or NO

-If yes, unexpected and related to study intervention, please inform JRO and add to SAE Log

-If yes, expected and unrelated to study intervention, please add to SAE Log. 
	Principal Investigator or Sub-Investigator Name, Signature & Date
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