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Unanticipated Problem involving Risks to Subjects or Others Reviewer Form
IRB must determine:


Whether the reported event is a UPR (see question 1)

What action in response to the report is appropriate (see question 2 & 3)


Whether suspension or termination is warranted (see question 3)

Whether further reporting to Institutional and/or federal officials is required. (see question 3)

Review Criteria for the IRB Primary Reviewer at IRB Meeting:
1. Determine whether the reported event is an unanticipated problem involving risks to participants or others according to the definition in this policy.

 FORMCHECKBOX 
   No, this event does NOT meet the definition of UPR (above)  (if “No” go to No. 2)

 FORMCHECKBOX 
   Yes, this event meets the definition of UPR (above)  (if “Yes” go to No. 3)

2. This event is NOT a UPR.  I recommend the following actions to be taken:

 FORMCHECKBOX 
   No action

 FORMCHECKBOX 
   Require modifications to protocol 

 FORMCHECKBOX 
   Revise continuing review timetable

 FORMCHECKBOX 
   Modify consent process

 FORMCHECKBOX 
   Modify consent document

 FORMCHECKBOX 
   Providing additional information to current participants 
 FORMCHECKBOX 
   Provide additional information to past participants

 FORMCHECKBOX 
   Require additional training for the Investigator and/or study staff

 FORMCHECKBOX 
   Other actions appropriate for the local context

Provide details regarding recommendation(s) below:

3. This event IS a UPR.  I recommend the following actions be taken:

 FORMCHECKBOX 
   Require modifications to protocol 

 FORMCHECKBOX 
   Revise continuing review timetable

 FORMCHECKBOX 
   Modify consent process

 FORMCHECKBOX 
   Modify consent document

 FORMCHECKBOX 
   Providing additional information to current participants 

 FORMCHECKBOX 
   Provide additional information to past participants

 FORMCHECKBOX 
   Require that current participants re-consent to continue participation

 FORMCHECKBOX 
   Require additional training for the Investigator and/or study staff

 FORMCHECKBOX 
   Reconsider approval

 FORMCHECKBOX 
   Require monitoring of consent process

 FORMCHECKBOX 
   Refer the problem to other organizational entities (e.g. legal counsel, risk management, institutional official)

 FORMCHECKBOX 
   Suspend the research

 FORMCHECKBOX 
   Terminate the research

 FORMCHECKBOX 
   Other actions appropriate for local context

Provide details regarding recommendation(s) below:

