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TRACKING FORM FOR UNANTICIPATED PROBLEMS AND ADVERSE EVENTS  
Please type or print.

	

	Investigators are required to submit details only for events that are UNEXPECTED, RELATED to the research, and cause SERIOUS HARM.  

	Principal Investigator: 

	Protocol Title/IRB Number:

	Reference #
	Report Type:

Check one:
	Nature of Event
	In the opinion of the principal investigator:

If the answers to all three questions are yes, you must submit a “Full Adverse Event and Unanticipated Problem Report Form” within 5 working days to the IRB.

	
	Initial
	Follow Up
	
	Was the event unexpected?
	Was the event related to study drug/device or procedure?

	A serious event that placed the subject or others at greater risk of harm than was previously known or recognized?
	PI Initials and Date
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