
UNIVERSITY OF MASSACHUSETTS MEDICAL SCHOOL


SERIOUS ADVERSE EVENT REPORT FORM
Please type

DATE:

TO:    Brian O’Sullivan, M.D.                  

      Chair, Institutional Review Board
FROM:  

Docket #H-
Principal Investigator Name:      
Type Full Protocol Title in box below (Do not use acronyms or study group numbers):

Outcome attributed to serious adverse event:
	
	Death          Enter  date of death
	

	
	Life-threatening

	
	Permanent, persistent or significant disability

	
	Hospitalization (initial or prolonged)

	
	Other:
	


	Is this a report of a UMMMC Event?
	Yes
	
	No
	

	If yes, provide patient  initials
	
	Study Id#
	


Reported Sponsor Event: Yes          No        Patient's Initials (if applicable)      

Is this an initial report?   Yes          No  
Is this a follow-up report? Yes        No            If yes, Follow-up # 
Are you studying the disease indicated in this report at UMMMC/UMMS?  Yes         No 
AER/SAE#:                                 
Study Drug(s) name:

Study Device name:

PLEASE BRIEFLY OUTLINE EVENT SUMMARY IN BOX BELOW: (Attach SAE report.)

In your opinion, is the event device/drug related?  

(If your assessment differs from that in the Safety Report - Please explain)

	Event
	Relationship to Study Drug/Device

	
	Doubtful
	Possible
	Probable
	Definite

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Is study open to enrollment of new patients?          
YES   

NO    
Are there subjects’ currently taking drugs?         
YES 
 
NO 
	Event
	Present in the Informed Consent Form
	Reasonable to Add to the Informed Consent Form

	Reasonable to Inform Current Patients of this Risk. 


	
	YES
	NO
	YES*
	NO**
	YES
	NO**

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


*IF YES, PLEASE SUBMIT AN AMENDMENT ALONG WITH THIS FORM. 
** IF YOU SAY IT SHOULD NOT BE ADDED TO THE CONSENT FORM OR SUBJECTS SHOULD NOT BE INFORMED, PLEASE EXPLAIN THE REASON IN THE BOX BELOW.

By signing below, I certify that I have reviewed this report.
Principal lnvestigator's Signature:  _________________________________________________              

THIS REPORT WILL NOT BE ACCEPTED UNLESS THE "EVENT SUMMARY" AND THE "CONSENT FORM EXPLANATION" ARE COMPLETED.
Please mail or deliver this form to the Human Subjects Office, Room S1-859.
FOR IRB USE ONLY

	Reviewer’s Initials:


	Date:
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