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The University of Mississippi
Office of Research and Sponsored Programs
Division of Research Integrity and Compliance - Institutional Review Board
100 Barr Hall, University, MS  38677

irb@olemiss.edu
Unanticipated Problems Involving Risks to Subjects 
or Others / Adverse Event Report Form
please note: a separate form should be completed for each problem OR
each subject in whom adverse events are reported

	to be completed by principal investigator

if pi is a student, all correspondence should be copied to the student’s research advisor
	PROTOCOL #
     

	Project Title:


	If this event Involved a subject, Note Age: 
 FORMTEXT 

     
        Sex:   M        FORMCHECKBOX 
 F                                               FORMCHECKBOX 
 not applicable

	 FORMCHECKBOX 

Initial Report

 FORMCHECKBOX 

Follow-Up Report
	Event Occurred at:
 FORMCHECKBOX 

UM or affiliated site


 FORMCHECKBOX 

non-associated site

	Event Onset:

	Event Termination:  
	Event Continuing?
	 FORMCHECKBOX 
  yes
 FORMCHECKBOX 
  no

	Description of Problem or Event:     
	Severity of Event:

 FORMCHECKBOX 
   mild
 FORMCHECKBOX 
   moderate
 FORMCHECKBOX 
   severe
 FORMCHECKBOX 
   serious
 FORMCHECKBOX 
   life-threatening
 FORMCHECKBOX 
   death

	Action Taken and Result:     

	Event related to research?


 FORMCHECKBOX 
   yes
 FORMCHECKBOX 
   no
 FORMCHECKBOX 
   undetermined
	Cause of Event (if not related to research):

     
 FORMCHECKBOX 
  undetermined

	Has same event occurred previously?

 FORMCHECKBOX 
   yes
 FORMCHECKBOX 
   no
	If yes, how often?   

	Should consent form be revised to inform subjects of event?

 FORMCHECKBOX 
   yes ~ attach revised consent form for review by committee
 FORMCHECKBOX 
   no ~ Explain:  

	Should enrolled subjects be informed of event? 

 FORMCHECKBOX 
   yes
 FORMCHECKBOX 
   no
	Have they been informed? 

 FORMCHECKBOX 
   yes
 FORMCHECKBOX 
   no


Submit a completed copy of this form to irb@olemiss.edu.
If changes to the consent form are required, send the new form also.
OFFICE  USE ONLY:

 FORMCHECKBOX 
   Adverse Event

         FORMCHECKBOX 
   Serious
 FORMCHECKBOX 
   Non-serious

 FORMCHECKBOX 
   UPIRTSO

Action Taken:       
