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Unanticipated Problem Committee Member Review 

Beginning, December 8, 2007 Unanticipated Problem reporting has been expanded.   
 
A new page has been added to the Reviewer Checklist form. These review items are based on the 
study team’s response to questions on the Adverse Event/ORIO form. This page replaces the existing 
potential Unanticipated Problem checklist questions and will only appear if the AE/ORIO submission 
contains a potential Unanticipated Problem.  
 
Comments are required for each question on this page. 
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