	[bookmark: _GoBack]Unanticipated Problems Involving Risks to Subjects or Others (UPIRSO) Form

	Protocol No./Title: 

	PI Name:

	Subject ID: 



***EXAMPLE***

	Reference No. from Event/UPIRSO Tracking Log:
	

	Date of Event:
	Click here to enter a date.
	Date of PI Awareness:
	Click here to enter a date.
	Date Event Reported to IRB:
	Click here to enter a date.
	Follow-up date(s) (if any):
	Click here to enter a date.

Was event unexpected in terms of nature, severity, or frequency?  Choose an item.
Was event probably or definitely related to participation in the research?  Choose an item.
Does event suggest that the research places subjects or others at a greater risk of harm than was previously known or recognized?  Choose an item.
NOTE: If the answers to questions 1-3 above are ALL “YES,” promptly submit reportable event to IRB. 
Briefly describe the event (attach additional pages or supplementary information as necessary and describe harm that occurred or potential harm that could have occurred to subject(s) or others, whether the incident is resolved, whether the subject(s) remains on study, etc.): 





What actions were taken as a result of the UPIRSO? (Check all that apply) 

☐ No action
☐ Additional training (SPECIFY who, what, & when below)
☐ Revision/addition of study checklists, flow charts, etc.
   ☐ Implementation of new processes or procedures
☐ Protocol change without prior IRB approval to eliminate apparent immediate hazards to subjects (emergency deviation)
☐ Modification of IB, protocol, informed consent, or informed consent process	
☐ Implementation of additional procedures for monitoring subjects
☐ Notification of currently enrolled subjects
☐ Notification of previously enrolled subjects
☐ Suspension of the research
☐ Termination of the research
☐ Other (specify below):    






Comments:






Statement of Principal Investigator: I have personally reviewed this report and agree with the above assessment.
PI Signature: ________________________________________________	Date:  _____________________
