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March 13, 2006
TO:
All IRB-01 HCCC Investigators & Coordinators
FROM:
George Weiner, MD


Director, Holden Comprehensive Cancer Center (HCCC)

Roger Gingrich, MD


Chair, HCCC Protocol Review & Monitoring Committee


Suzanne Bentler, MS


IRB Administrator

RE: 
HCCC Protocol Review and Monitoring Committee and the IRB
In compliance with NCI requirements, we are revising slightly the process for the order of review of human subjects research protocols. Effective immediately, if your project requires review and approval by the HCCC Protocol Review & Monitoring Committee (PRMC), you are required to obtain the review and approval of the PRMC prior to the project being scheduled for review by the IRB. You should continue to submit your project to the IRB using the HawkIRB application. The IRB will begin its pre-review process during the PRMC review. However, the project will not be scheduled for review by the IRB at a full board meeting until the IRB receives the final approval of your project by the PRMC. The process for review and approval by the PRMC remains unchanged. The IRB will continue to be notified by the PRMC of project approvals. A summary of the revised process is provided below.
PRMC/IRB Review Process

1. Complete your HawkIRB and PRMC application and submit to the respective offices. These applications can occur at the same time.
2. PRMC reviews and gives final approval.

3. PRMC notifies the Human Subjects Office of the final approval.
4. The Human Subjects Office schedules the protocol for review by the IRB.

5. IRB full board meets to review protocol.
We recognize the value of rapid review and approval of clinical protocols, and the administrative burden these processes place on clinical investigators. We will continue to do everything we can to keep the process as rapid and efficient as possible while also complying with our ever-changing regulatory requirements. 
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