

*Effective PRC Meeting December 14, 2005


New PRC Policies and Procedures:

 Studies which are not Requesting Clinical Protocol Office (CPO) Support
Lineberger or UNC Investigator-Initiated Studies: 
UNC and LCCC studies will continue to require pre-submission of an LOI by the PI in order to facilitate a complete and thorough scientific review. This LOI review is intended to provide the PI with comments and/or critiques which may aid in the writing of the protocol.  The PI will also submit a statistician sign off form with his or her final LOI submission. LOI and statistician sign-off forms are available on the PRC web page (http://cancer.med.unc.edu/research/prc/importantformsandtemplates.html).  Once the LOI has been approved, the PRC approval letter and final protocol can be submitted to the PRC. The investigator is also responsible for submitting the consents, human subjects’ research education certificate, investigators’ brochure if appropriate, radiation safety sign-off, and regulatory documents at the time of PRC submission.
Pharmaceutical, Cooperative Group, and other Institutional Studies: 
The submission requirements for Non-CPO new studies have not changed. Pharmaceutical, cooperative group or other institutional studies will be submitted as new studies directly to the PRC by the PI. The PRC will require a PRC submission cover sheet), a final protocol, investigators’ brochure (if available), IRB application, informed consent, HIPAA consent, education certificate, radiation safety sign-off, etc. will also need to be provided at the time of submission. Please see the IRB website (http://research.unc.edu/ohre) for details of what is required for particular studies. The PRC Submission Cover Sheet, available on the PRC web page (http://cancer.med.unc.edu/research/prc/importantformsandtemplates.html) also includes a useful checklist of requires for a Non-CPO new study submission. 
Please also feel free to email or call the PRC coordinator, Jennifer Taylor, at Jennifer_B_Taylor@med.unc.edu or 843-6901; or the PRC Chair, Lisa Carey, MD, at 966-4431 if you have any questions. 


