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	THIS FORM MUST BE TYPED


University of Tennessee Graduate School of Medicine Institutional Review Board

UT GSM IRB-05 

Form 4 -  Report of Unexpected Adverse Event, Serious Injury, or Death
	Date: 
	Department:
	 Telephone: 

	Brief Title of Project:  

	IRB Project Number:
	Principal Investigator: 

	Funding Source: 

	Name Person to Contact:
	Telephone:

	Date of initial approval:

	Date of most recent continuing (renewal) approval:

	Current Study Status:
	Original number approved to enroll:
	Currently Enrolled:


Answer all items.  Attach separate sheets as necessary

	STUDY SITE:  Did the adverse event(s) described below occur at this institution? 

· If yes, attach relevant documents from sponsor or others
	Yes


	No



	· If no, was the information describing the event(s) provided by the study sponsor?

· If yes, please attach documentation

· If no, please explain on separate sheet
	Yes


	No



	In the opinion of the Principal Investigator, was the injury or event caused by the research article, device or procedure?
	Probably


	Possibly


	Indeterminate

	Yes


	No



	DESCRIBE NATURE OF INJURY TO SUBJECT INCLUDING (use separate sheet):  

· Date of Injury 

· Medical nature of all events suffered by the subject

· Cause or possible cause of the adverse events, serious injury or death

· Treatment (if any) for the subject's injury and the result or anticipated result

	PROPOSED CHANGES IN PROTOCOL & INFORMED CONSENT: 

· As a result of the injury or events described above, are changes necessary:

	· in the protocol?
	Yes


	No



	· in the consent form?
	Yes


	No



	· If answer is yes for either, attach revised protocol (or relevant portion thereof) or revised consent in its entirety highlighting the relevant changes (revisions) and a copy of the consent form in use prior to the revisions 

· In addition, Form 2 must also be submitted for protocol or consent form revision requests

	SPONSOR NOTIFIED (and date if applicable)?
	Yes


	Date:


	No


	NA




	Signature of Investigator
	Date:

	Signature of Department or Program Chairman
	Date:

	Typewritten Name of Department or Program Chairman


Version: 10/27/2009

