Summary of Changes to ITR Policies April 2011
Site Committee Membership

· Purpose clarified

· History deleted

· ITI changed to ITR

Site Committee Review Policy

· History deleted

· ITI changed to ITR

· Website address provided to direct reader to policies and forms
· Accrual Waiver Request instructions clarified

· Review functions updated with additional responsibilities including: two priority lists; quarterly reports; evaluation of new concepts

· Optional oversight: Evaluate and monitor non-therapeutic trials

· Reference to PRC Application has been removed as this form is no longer in use

· Accrual goal requirement table has been added for all trial types

· Approval statuses clarified with respect to the new 9-point system

· Disapproved status redefined

· Prioritization section redefined to include two required lists

· New Quarterly Reports section added

Site Committee Review Forms

· Review Forms now include NCI 9-point scoring scale with an updated scoring criteria for recommendation status
· Chair and Primary Review Forms updated to capture all required elements required for OnCore entry
PRC Membership Policy

· Purpose clarified

· History deleted

· ITI changed to ITR
PRC Review Policy
· References to PRC Application deleted as this form is no longer in use

· “Back to Full Committee” is now labeled “Disapproved”
· New text describing required prioritization lists and new table depicting accrual goal requirements for all protocol types

· “Exempt” has been removed as an outcome 
· The three review outcomes (Approval, Contingent Approval, and Disapproved) are now enumerated and the text modified 

PRC Review Forms
· Review Forms now include NCI 9-point scoring scale with an updated scoring criteria for recommendation status

PRC Amendment Submission Policy

· PRC Application changed to Amendment Submission Form

· Document delivery instructions deleted as amendments now processed electronically

· “How to Submit” updated to reflect submission to web-based electronic database

PRC Amendment Review Policy

· “Packets” are now referred to as “submissions”, since they are entered electronically
· Patient risk or human subject protection can be reviewed administratively

· Text describing “expedited (Chair)” reviews and “administrative” reviews has been clarified to conform to OnCore processes

PRC Closure Policy

· Added text in Procedures regarding Site Committee initiated reviews
· New table inserted depicting accrual goal expectations for all study types

· Text emphasizing that a recruitment action plan must be included when responding to a low accrual action letter
· The process for PRC study closure has been modified. It is recommended that all read the revised Closure Policy in its entirety

