Non-AE Worksheet

How to determine whether an incident, experience, or outcome meets the definition of an “unanticipated problem involving risk to subjects or others” (UPIRSOs)
Incidents, experiences or outcomes are general sources of information that should be evaluated by the investigator to determine whether they meet the criteria of an unanticipated problem involving risk to subjects or others (UPIRSO).  These sources of information may be related to 1) adverse events (AE) or 2) problems or events not considered to be AEs (Non-AE).  
	Is this incident, experience, or outcome an adverse event?


 FORMCHECKBOX 
 Yes

If yes, use the AE Worksheet for determining whether the AE is a UPIRSO.

 FORMCHECKBOX 
  No

If No, please continue - use the three criteria below to determine whether the incident, experience, or outcome that is not considered an adverse events is a UPRISO.  (Encompasses social or economic harms or increased risk of harm than was previously known or recognized but no harm occurs.)
	Criterion 1:  Is this incident, experience, or outcome that is not an adverse events UNEXPECTED?


To determine whether an incident, experience, or outcome is unexpected, answer the following question.
	Is the nature of the incident, experience, or outcome a known or foreseeable risk?


	Yes   FORMCHECKBOX 

The incident was not unexpected
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Prompt Report Not Needed
	No   FORMCHECKBOX 

This incident was unexpected

(continue to Criterion 2)


	Criterion 2:  Is this unexpected incident RELATED OR PROBABLY RELATED to participation in research?


To determine whether an unexpected incident is related or probably related, choose which statement is accurate (you should only select one).
	The unexpected incident, incident, experience, or outcome is related or probably related to participation in the research.
	 FORMCHECKBOX 

The unexpected incident is related
(continue to Criterion 3)

	The unexpected incident, experience, or outcome is caused solely by other circumstances or otherwise unrelated to the research.
	 FORMCHECKBOX 

The unexpected incident is not related
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	Criterion 3:  Does this unexpected incident that is related or probably related to participation in research suggest that the research places subjects or others at a greater risk of harm than was previously known or recognized?  

	 FORMCHECKBOX 
  YES
	 FORMCHECKBOX 
  NO

	If yes, this incident is an “unanticipated problem”
(go to Step 3)
	If no, this incident is not an “unanticipated problem”
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	Step 3 – Unanticipated Problems 


You should promptly report this unexpected incident that is at least probably related to the research as an unanticipated problem because this incident suggest that the research places subjects or others at a greater risk of psychological, social, economic, or legal harms than was previously known or recognized.  
