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Serious Adverse Event Report

Use this form to bring serious adverse events (SAEs) that transpire during approved studies to the attention of the IRB.  SAEs include the death of participants, or prolonged hospitalizations.
	Title of study:
	     

	
	

	Principal investigator:
	     

	
	

	HB IRB Identification Number:
	     

	
	

	Other Identification Number:
	     

	
	

	
	


Include a description of what happened, the outcome of the event, and whether the event could have been related in any way to the individual’s participation in the study.
     
Please use additional pages as necessary and attach any necessary documentation
I certify that the information supplied to the IRB is correct.

     









     
_______________________________________________________

______________________________

Principal Investigator







Date
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Institutional Review Board











