WKSH 314 – Unanticipated Problem Reviewer Worksheet

File #: ________________________   P.I. Name: ________________________________________________________

I have reviewed this Unanticipated Problem Report and recommend that the IRB approve the following action(s):

 FORMCHECKBOX 
    Accept the report and corrective action plan as submitted.
 FORMCHECKBOX 
    Request additional information from the P.I. (explain below).
 FORMCHECKBOX 
    Require modifications to the protocol and/or the consent form(s). (Explain below) Options include:
· Require that a written communication be sent to all enrolled participants about the newly-recognized risk. 

· Require a change in the study inclusion or exclusion criteria.
· Require additional training for the research team.

· Require the site to develop procedures designed to prevent the reoccurrence of the UP. 
· Require changes to the research protocol designed to reduce or eliminate the risk.
· Require temporary or permanent suspension of enrollment of new participants. 

· Require suspension or termination of the research.
 FORMCHECKBOX 
     Other: ____________________________________________________________________________________________________

Comments (optional):

Reviewed by: _______________________________________________________________  on: _______________________
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