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	UNANTICIPATED PROBLEM REPORT FORM



	INSTRUCTIONS AND INFORMATION

· ALL Unanticipated Problems must be reported to the Human Subjects Review Officer (HSRO).  The IRB is responsible for reporting unanticipated problems to the Office for Human Research Protection (OHRP) and Institutional Officials as outlined in the Policy.
· This form only needs to be completed if you have an unanticipated problem that does not meet the criteria of an Adverse Event. 

· If the Unanticipated Problem is an Adverse Event, please fill out the ADVERSE EVENTS REPORTING FORM found online. 
· If you need to complete this form, send one (1) completed form (signed and dated by the RPI and the RRS if RPI is a student) and any additional documentation to the IRB-Grants and Contracts. 



	Protocol #:      
	Responsible Principal Investigator Name:      

	Protocol Title:       

	Onset date of unanticipated problem:
      
	Date the study team had knowledge of the event:

     

	1.
	The event meets the criteria of an unanticipated problem because:

a) The event is unexpected: (choose at least one option below)

 FORMCHECKBOX 
 in terms of nature, severity or frequency given the research procedures described in the protocol, consent etc.

 FORMCHECKBOX 
 given the characteristics of the population being studied.

b)  FORMCHECKBOX 
 The event is related or possibly related to the research.  There is a reasonable possibility that the incident, experience, event or outcome may have been caused by the procedures involved in research.
c) The event:  (choose at least one option below) 

 FORMCHECKBOX 
 placed subjects or others at greater risk of harm (including physical, psychological, economic or social harm) than was previously known or recognized. 

 FORMCHECKBOX 
 resulted in harm to subject or others.
IF THE EVENT DOES NOT MEET ALL THREE OF THE ABOVE CRITERIA, THEN IT DOES NOT MEET THE CRITERIA FOR AN UNANTICIPATED PROBLEM.

	2.
	Description of unanticipated problem:      

	3. 
	Provide a plan to prevent the problem from reoccurring in the future or description of the protocol and consent modifications that will be required.       


	4.
	If this event meets the criteria of a Data Breach, has the research breach been reported following the process as noted in your protocol?
	 FORMCHECKBOX 
 N/A – not a Data Breach

 FORMCHECKBOX 
 Yes – 
Reported to:                                 on:      

	5.
	Responsible Principal Investigator Signature Section

	
	RPI Name (Print):      
RPI Signature: 
	Date:      

	
	Responsible Research Supervisor Signature Section*

	
	RRS Name (Print):      
RRS Signature:
	Date:      


*RRS must sign if RPI is a student
Submitted by:      







Date:      
     

     


Printed Name




Relationship to Research if not RPI
	FOR INTERNAL IRB USE ONLY

	 FORMCHECKBOX 
  This event does not meet the criteria for “Unanticipated Problem,” therefore no additional action is required.

	 FORMCHECKBOX 
  The IRB is reporting this event to OHRP and institutional officials as an Unanticipated Problem.

	 FORMCHECKBOX 
  Other action recommended:       

	IRB Administrative Reviewer:
	Date:      

	HSRO:
	Date:      
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