FDA IND Safety Report (SUSAR) Reporting Worksheet

SUSAR Title:  ______________________________________________________

MRF Control Number:  __________________________________________________
(typically located at the bottom of page 1 of report. Indicate if initial report or f/up#)


1) Is the event Unexpected, meaning it is not consistent in nature,   		  Yes	      No
severity or frequency with the current Investigator’s Brochure, 
protocol, or informed consent?                                                             		


2)  	In the opinion of the Principal Investigator, is there a reasonable		  Yes      No
possibility that the event is related to participation in the research 
or to the investigational study drug?   

3) 	Is the event Serious or does it indicate that the research places subjects	  Yes      No
or others at a greater risk of physical or psychological harm than was 
previously known or recognized?                                      


Instructions: 

· If the answer is “YES” to all three of the above questions, submit the report to the IRB within 10 working Days.  
· If the answer to “NO” to any of the above questions, report the information at the time of annual IRB renewal using an Excel summary table.



__________________________________                           ______________________
PI Signature, MD                                  	                                   Date
[bookmark: _GoBack]Principal Investigator
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