
VA PITTSBURGH HEALTHCARE SYSTEM

INSITUTIONAL REVIEW BOARD

ADVERSE EVENT EVALUATION FORM

Date Received: 

MIRB #: 

Event Description: 

 FORMCHECKBOX 
 Internal

 FORMCHECKBOX 
 External

RELATIONSHIP TO STUDY PROCEDURES (Reviewer’s determination):  

 FORMCHECKBOX 
  None

 FORMCHECKBOX 
  Possible

 FORMCHECKBOX 
  Definite



 FORMCHECKBOX 
  Unknown (Additional information requested)                                               

DECISION (check all that apply):

 FORMCHECKBOX 
 Noted. Event to be filed and IRB shall be notified of the filing at the next meeting. No significant change in risks to subjects or others or the overall risk/benefits ratio. No consent form or protocol changes are necessary at this time.

 FORMCHECKBOX 
 Event may represent an unanticipated problem involving risks to human subjects or others. Refer to the fully convened IRB for further evaluation and discussion.

 FORMCHECKBOX 
 Requires substantive action by the IRB (i.e. substantive changes to the protocol/consent form, or restriction, suspension, or termination of a study or investigator) and must be reported to ORO and/or other applicable agencies.

 FORMCHECKBOX 
 Event represents an unexpected death (as defined in VHA Handbook 1058.1) and must be reported to ORO and/or other applicable agencies.

Requested Information:

     
Additional Comments:

     
Reviewer:      



/es/        
Date:      
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