Institutional Review Board
Syracuse VA Medical Center

Syracuse VAMC (151)  •  800 Irving Avenue  •  Syracuse, NY 13210   •  315-425-4870  •  Fax: 315-425-4871


SERIOUS ADVERSE EVENT IRB SUBMISSION FORM

Date:  
                                       VA/On-Site  FORMCHECKBOX 

        Sponsor/Off-Site   FORMCHECKBOX 

           MIRB ID:

Principal Investigator:  
                 
Protocol Title:  
 
Research Coordinator:                                                      Phone:
                Pager:  
Please complete this Serious Adverse Event form for each adverse event, and ATTACH THE SAE REPORT to this form for review.  This form must be used for all adverse events, including those that took place at other sites. IN ADDITION: PLEASE ATTACH A COPY OF THE "RISK" SECTION FROM THE STUDY CONSENT FORM.

Members of the VA research community are required to ensure that all unanticipated problems involving risks to subjects or others in research are reported promptly to the IRB.
The list of problems that researchers must report to the IRB, including (See R&D SOP 151-17):
· Internal adverse events that are unexpected, involve new or increased risks, and are related to the research.
· External adverse events that are unanticipated problems involving risks to subjects or others.
· Changes made to the research without prior IRB approval in order to eliminate apparent immediate harm.
· Other unanticipated information that is related to the research and indicates that subjects or others might be at increased risk of harm.
For serious unanticipated problems involving risks to subjects or others, within five business days of becoming aware of any serious unanticipated problem involving risks to subjects or others in VA research, members of the VA research community are required to ensure that the problem has been reported in writing to the IRB. 
Serious unanticipated problems involving risks to subjects or others include:
· Interruptions of subject enrollments or other research activities due to concerns about the safety, rights, or welfare of human research subjects, research staff, or others.
· Any unanticipated problem involving substantive harm, or a genuine risk of substantive harm, to the safety, rights, or welfare of human research subjects, research staff, or others.
· Any problem reflecting a deficiency that substantively compromises the effectiveness of the VA facility’s HRPP.
· The unfounded classification of a serious adverse event as “anticipated” constitutes serious non-compliance.

	  SAE Number:  

Initial Report  FORMCHECKBOX 
        
Follow-up  FORMCHECKBOX 

  Event Date:  
   SAE (brief description):  





 FORMCHECKBOX 
   Known- SAE is a previously described complication of the study and is listed in the "Risk" section of 
the study consent form. 
 FORMCHECKBOX 
  Unknown- SAE is not previously described in study consent form. 
	Please select one of the following for your assessment of the correlation between the study activities / investigational product and the reported event (circle one) :
	Definitely Related
	Probably Related
	Possibly Related
	Probably Not Related
	Not Related
	Not Assessable


I have read the Serious Adverse Event Report (attached) and have decided that this information:

 FORMCHECKBOX 

DOES NOT
have to be incorporated into the consent form.  
 FORMCHECKBOX 

DOES
have to be incorporated into the consent form (new version enclosed, date: _________). 
Signature of PI: _________________________________________
Date: ​​​​​​​​​​​_____________
IRB Reviewer:_________________________________ Date:_______

Approved: (circle one)
Yes
No 
Comments: 
	The Syracuse VAMC IRB is not connected with, has no authority over, and is not responsible for human research conducted at any other institution.  Separate consent forms, initial reviews, continuing reviews, amendments, and reporting of serious adverse events are required if the same study is conducted at multiple institutions. 
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