	[image: image2.jpg]St George's Healthcare INHS

NHS Trust




	Adverse Events (AEs) Recording and Reporting Log

	[image: image1.png]Uniersityof Loadon





	Short Study Title:  
	CADISS - Feasibility of a therapeutic trial in patients with cervical artery dissection.

	Site: 
	
	R&D number: 
	

	Principal Investigator (PI):
	
	EudraCT Number:
	2006-002827-18


	Patient

Trial No.
	AE brief description
	IMP Name
	Is AE Serious?1
	Date of Onset 
	Causal Assessment2
	Severity Grade3
	Is it expected (Y/N)?
	Outcome4

	Date site 1st made aware?
	Date AE 1st reported to Sponsor?
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NOTE: ALL AEs should be recorded on this log unless otherwise agreed in the study protocol. Please continue to record AEs in source data and CRFs as well. This Log must be kept on site for each trial and sent to Sponsor on request.

1Key: 1 = results in death, 2 = is life threatening, 3 = requires hospitalization or prolongation of existing hospitalization, 4 = results in persistent or significant disability or incapacity, 5 = consists of congenital anomaly or birth defect, 6 = No

2Key: 1 = Not related, 2 = Possibly Related, 3 = Probably related, 4 = Definitely related (Please note: 2-4 qualifies an AE as an AR)

3Key: 1 = Mild, 2 = Moderate, 3 = Severe (Please indicate a document you used to assess severity: Protocol, IB, IMPD or SmPC)

4Key: 1 = Resolved no residual effect, 2 = Resolved residual effect, 3 = Continuing, 4 = Death
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