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ITHS Research Resources

Master Adverse Event Log
	Principal Investigator:
	

	Study Title / Number:
	


	Subject ID
	Date of Occurrence
	Date PI Aware
	Event Description*
	Non-serious? (Y?)
	Expected / Unexpected
	Related / Unrelated / Undetermined
	Date IRB Notified**
	Action Required by Sponsor / IRB?

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


* Include symptoms/ lab values/grade/treatment/diagnosis/outcome as applicable
** Complete AE report for IRB – see local IRB website for form and instructions

[image: image1.jpg]