[bookmark: _GoBack]Events (Adverse and Non-Adverse) and Unanticipated Problems Involving Risks to Subjects or Others (UPIRSOs) Tracking Log#

Protocol Number:       
Title:       
Principal Investigator:      

In accordance with federal regulations and UT Southwestern Human Research Protection Program (HRPP) policies, investigators must promptly report any problem, event, or outcome which is 1) unexpected (in terms of nature, severity, or frequency from that described in the protocol or informed consent document (ICD) and given the characteristics of the subject population being studied), and 2) probably or definitely related to the research, and 3) in the opinion of the investigator suggests that the research places subjects or others at greater risk of harm (physical, psychological, economic, or social) than was previously known or recognized. All three (3) criteria (unexpected, related, and greater risk) must be met to be considered unanticipated problems involving risks to subjects or others (UPIRSOs). UPIRSOs must be promptly reported to the IRB via the eIRB reportable event (RE) form. For definitions, examples, and reporting timelines and requirements, refer to the HRPP’s Reportable Event policy at http://www.utsouthwestern.edu/research/research-administration/irb/study/reportable.html. Events not meeting prompt reporting requirements should be summarized and submitted to the IRB at the next continuing review.
  
	Ref.
No.
	Subject ID 
	Dates &
Report Type
	Event
	UPIRSO Criteria
	Modification Required?
	Reportable Event?
	
Initials & Date

	
	


	Report Type 
(initial or follow-up to a previous report)

Use shaded space below as needed for follow-up info.
	Brief Description of Event, Problem, or Outcome
	If ALL three (3) questions below are answered YES, promptly report the UPIRSO to the IRB. 
	In PI’s opinion, should the protocol, ICD, or consent process be modified?
If YES, a MOD should be submitted to the IRB.**
If No and UPIRSO (i.e., all 3 questions to the left are answered “Yes”), explain why a MOD is not required on the eIRB reportable event (RE) form.***
	In PI’s opinion, does event require prompt reporting to the IRB?^

^If there’s insufficient information for any event, do NOT promptly report; follow and consider reporting when more information is available.
	
Initials & date of person completing log

	
	
	
	
	Is the event UNEXPECTED?
	Is the event PROBABLY or DEFINITELY RELATED* to participation in the research?

	In PI’s opinion, does the event suggest a GREATER RISK of harm than previously known?
	
	
	

	1
	
	|_| Initial; date event occurred:
         
Date event identified by PI:
        
	
	|_| No
|_| Yes  
|_| Insufficient Info
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes
	|_|  No
|_| Yes; date reported to IRB: 
	

	
	
	|_| Follow-up 
Date(s):
         
	
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes
	|_|  No
|_| Yes; date reported to IRB: 
	

	2
	
	|_| Initial; date event occurred:
         
Date event identified by PI:
        
	
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes
	|_|  No
|_| Yes; date reported to IRB: 
	

	
	
	|_| Follow-up 
Date(s):
         
	
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes
	|_|  No
|_| Yes; date reported to IRB: 
	

	3
	
	|_| Initial; date event occurred:
         
Date event identified by PI:
        
	
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes
	|_|  No
|_| Yes; date reported to IRB: 
	

	
	
	|_| Follow-up 
Date(s):
         
	
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes
	|_|  No
|_| Yes; date reported to IRB: 
	

	4
	
	|_| Initial; date event occurred:
         
Date event identified by PI:
        
	
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes
	|_|  No
|_| Yes; date reported to IRB: 
	

	
	
	|_| Follow-up 
Date(s):
         
	
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes
	|_|  No
|_| Yes; date reported to IRB: 
	

	5
	
	|_| Initial; date event occurred:
         
Date event identified by PI:
        
	
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes
	|_|  No
|_| Yes; date reported to IRB: 
	

	
	
	|_| Follow-up 
Date(s):
         
	
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes
	|_|  No
|_| Yes; date reported to IRB: 
	

	6
	
	|_| Initial; date event occurred:
         
Date event identified by PI:
        
	
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes
	|_|  No
|_| Yes; date reported to IRB: 
	

	
	
	|_| Follow-up 
Date(s):
         
	
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes  
|_| Insufficient Info 
	|_| No
|_| Yes
	|_|  No
|_| Yes; date reported to IRB: 
	


# Most events are not UPIRSOs and not all UPIRSOs are adverse events. Refer to the HRPP’s Reportable Event policy for definitions and more details at http://www.utsouthwestern.edu/research/research-administration/irb/study/reportable.html.
* Related means to the research intervention or interaction, or to the collection of identifiable private information used in the research. An event/problem/outcome is probably or definitely related if it results in any alteration to the risk-benefit analysis.
** If the event/problem/outcome is unexpected (i.e., it is not listed in the protocol or ICD) and related to the research, it is highly likely that the protocol and/or ICD should be modified in order to inform investigators and subjects of the greater risk of harm. 
*** If the event meets UPIRSO criteria and the research-related documents (e.g., protocol, ICD) are not being modified, an explanation must be provided on the eIRB reportable event form.
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