APPENDIX LL2
VA NEBRASKA-WESTERN IOWA HEALTH CARE SYSTEM INSTITUTIONAL REVIEW BOARD
Unanticipated Problem Report Form


This form should be used to report unanticipated problems (including protocol deviations or noncompliance with regulations or VA policy) which have occurred during the conduct of your research study. Attach any supporting documentation. Please refer to the IRB SOP for reporting guidelines. 
	Date of this report:      
	IRB Study #:      

	Study Title:      

	Principal Investigator:      


Phone:      

	
e-mail:      @va.gov

	Individual Completing this form:      

Mail Stop:      
Phone:             

e-mail:      

	Date of Unanticipated Problem:      
	Date PI Notified:      


1. Describe the Unanticipated Problem which occurred during the conduct of the research. Please include subject ID, chronology of events, persons involved, etc.
	     


2. Provide an explanation for why this Unanticipated Problem occurred:
	     


3. Characterize the impact of the Unanticipated Problem on the study:
Increases risk to subject(s) 
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No

Increases risk to others
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No
Increases subject burden
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No

Impacts scientific validity
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No
4. Describe the steps which have been taken to resolve the occurrence reported in this document (e.g.,subject has signed a new HIPAA authorization form):
	     


5. Describe the plan implemented to avoid or prevent future occurrences.

	     


6. Do current enrolled subjects need to be informed about this Unanticipated Problem?

 FORMCHECKBOX 
 No       FORMCHECKBOX 
 Yes 
If yes, describe the plan for notifying subjects.

	     


7. Has this Unanticipated Problem been reported to someone other than the IRB such as the study sponsor, FDA, etc.?

 FORMCHECKBOX 
 No       FORMCHECKBOX 
 Yes 
If yes, to whom has it been reported?

	     


8. Does this Unanticipated Problem require modification to the currently approved protocol and/or consent form?

 FORMCHECKBOX 
 No       FORMCHECKBOX 
 Yes 
If yes, attach a Full Committee Review Amendment form, and a copy of the revised protocol and/or consent form with the changes highlighted. One additional clean copy of the consent (without highlighting) is also required for stamping by the IRB.

___________________________________


_______________

Signature of Principal Investigator




Date

 FORMCHECKBOX 
 Refer to IRB Committee: May represent unanticipated problem involving risk to human subjects or others (unanticipated, serious and possibly or definitely related to the research)

 FORMCHECKBOX 
 Additional information required (please specify: _________________________________)
 FORMCHECKBOX 
 File only
___________________________________



_______________

Signature of IRB Chair or Designee




Date
IRB Use Only
· Unanticipated problem: Events that (a) are not expected (in terms of nature, severity or frequency), given the nature of the research procedures and the subject population being studied; and (b) related to or possibly related to participation in research; and (c) suggest that the research places subjects or others at a greater risk of harm (including physical, psychological, economic, social, or legal harm) than was previously known or recognized.
· Protocol deviation: Changes, divergences, or departures in study design or protocol procedures that are under control of the PI and not approved by the IRB.
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