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	RELYING SITE UNANTICIPATED PROBLEM (UP) REPORT FORM



	INSTRUCTIONS AND INFORMATION

· ALL Unanticipated Problems must be reported to the UVA IRB-HSR.  
· This form only needs to be completed if the unanticipated problem:

1. Does NOT meet the criteria of an Adverse Event, Protocol Deviation, or a Protocol Exception.
2. Is a Data Breach, report according to the process found HERE. 
Note:  For relying sites, complete this form and submit directly to the responsible UVA study team member. Do not submit directly to the IRB-HSR.
Refer to the following link for definitions and reporting guidelines: http://www.virginia.edu/vpr/irb/HSR_docs/Unanticipated_Problems-Definitions_and_Reporting_Guidlines.doc



	IRB-HSR or UVA IRB Tracking #: 
	UVA PI Name: 

	Relying Site Name:      
	Relying Site PI Name: 

	Onset date of UP: 

	 Date Study team became aware of the UP: 
 

	1.
	An unanticipated problem is any event, experience that meets ALL 3 criteria below:

· Is unexpected in terms of nature, severity or frequency given the research procedures that are described in the protocol-related documents AND in the characteristics of the subject population being studies

· Related or possibly related to participation in research.  This means that there is a reasonable possibility that the incident may have been caused by the procedures involved in the research study.

· The incident suggests that the research placed the subject or others at greater risk of harm(physical, psychological, economic or social) than was previously known or recognized OR results in actual harm to the subject or others (Warrants consideration of substantive changes in the protocol/consent or other immediate corrective actions in order to reduce risk or eliminate immediate hazards.) 


	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 breach been reported following the process as noted in the protocol?
	 FORMCHECKBOX 
 N/A – not a Data Breach

 FORMCHECKBOX 
 Yes – 
Reported to:        on:      


	5.
	Relying Site PI Signature:                                                   Date:      


Submitted by:      





Date:      
EMAIL:
     






PHONE #      
	FOR INTERNAL IRB USE ONLY

	 FORMCHECKBOX 
  It is felt that this event does not meet the criteria for Unanticipated Problem, therefore no additional action is required.

	 FORMCHECKBOX 
  This report will be reviewed by the UVA IRB full board for determination.  You will receive the outcome of that review once it has occurred.  

	 FORMCHECKBOX 
  Other action recommended:       

	IRB Administrative Reviewer:
	Date:      

	IRB-HSR Chair/Vice Chair:
	Date:      


Study team: File these documents with your regulatory documents.  

These documents will be filed with study documentation in the UVA IRB-HSR.  

Website: http://www.virginia.edu/vpr/irb/hsr/index.html

                      Phone:  434-924-2620     Fax: 434-924-2932     Box 800483
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