For PRC Use ONLY:


Date Received: ___________  Received By: _____________

Date Reviewed:___________  Reviewed By:_____________

This study will be seen at the ______________PRC Meeting.




Protocol Review Committee Submission Cover Sheet

I.
Protocol Information:

a.
Title:       
b.
Protocol Number (when known):       
c.
Principal Investigator:       
d.
Co-Investigators: 
e.   UNC Investigator Initiated?


 FORMCHECKBOX 
YES       FORMCHECKBOX 
 NO

      Please note, all UNC investigator-initiated studies require a pre-submission to the PRC of a Letter of Intent  
f.
Statistician (for Investigator Initiated LCCC Studies):       
g.
Sponsor:       
h.
GCRC? (General Clinical Research Center)
 FORMCHECKBOX 
YES       FORMCHECKBOX 
 NO

i.   Multi-Center Study?



 FORMCHECKBOX 
YES       FORMCHECKBOX 
 NO
j.   Non FDA approved drug?                                 FORMCHECKBOX 
YES       FORMCHECKBOX 
 NO
k.  Study Discussed within Disease Group Pod     FORMCHECKBOX 
YES       FORMCHECKBOX 
 NO
   (For CPO Managed Studies)
II.    Submission Type:  Please check the box next to the type of submission:
 FORMCHECKBOX 
 New Study (NEW)* Complete Page 2 for all new study submissions

 FORMCHECKBOX 
 Revision/Resubmission of New Protocol (R&R NEW)  

 FORMCHECKBOX 
 Annual Renewal
III. Submission Requirements: 
Each submission type requires certain forms that must be submitted in order for the PRC to review the study in a timely manner. In the table below, the submission types are listed across the top and the documents required are listed on the left. If there is an X in the box, then that document is required for that specific submission type. In order to insure that you have included all of the required information with your submission, please place a checkmark in the gray boxes next to each document that is required for your submission type. 
	Documents Required for Submission and Web Pages which Must Be Accessed 
	NEW  CPO
	NEW Non-CPO
	R&R NEW CPO
	R&R NEW

Non-CPO
	RENEWAL

	IRB Application   http://research.unc.edu/ohre/forms.php
	
	
	X
	
	
	
	X
	
	X
	

	Clinical Protocol (Use LCCC Template format if UNC PI Initiated)  http://cancer.med.unc.edu/research/prc/importantformsandtemplates.html 
	X
	
	X
	
	X
	
	X
	
	
	

	Investigators Brochure (when applicable)

	X
	
	X
	
	X
	
	X
	
	
	

	Informed Consent Form     http://research.unc.edu/ohre/forms.php
	
	
	X
	
	
	
	X
	
	X
	

	HIPAA consent form         http://research.unc.edu/ohre/forms.php
	
	
	X
	
	
	
	X
	
	X
	

	Quality of Life Surveys (when applicable)
	
	
	X
	
	
	
	X
	
	
	

	Recruitment Material (when applicable)
	
	
	X
	
	
	
	X
	
	
	

	Statistician Sign-Off  (for Investigator Initiated LCCC Studies)   http://cancer.med.unc.edu/research/prc/importantformsandtemplates.html 
	X
	
	X
	
	X
	
	X
	
	
	

	Memo in Response to PRC’s Initial Comments and Suggestions
	
	
	
	
	X
	
	X
	
	
	

	IRB Progress Report
	
	
	
	
	
	
	
	
	X
	

	Copies of Summary Statements from IRB Amendment Approval Letter
	
	
	
	
	
	
	
	
	X
	

	If applicable, Memo to PRC addressing low accrual.  

Include information on local and national accrual.
	
	
	
	
	
	
	
	
	X
	

	Most Recent DSMC or DSMB Report of Review Letter if LCCC 
	
	
	
	
	
	
	
	
	X
	

	Interim Analysis Data for Pharmaceutical and Cooperative Group Studies (if available) or comment if not applicable 
	
	
	
	
	
	
	
	
	X
	

	Copies of Adverse Event Reports Submitted to IRB (if Applicable) 
	
	
	
	
	
	
	
	
	X
	


Name of Person Submitting Protocol: _________________________
         Date: _______________
Contact Phone #/ Email / CB #: ___________________________________________________________

IV. LCCC Renewal

If you are submitting an LCCC study for renewal, please answer the following: 

Has this study been reviewed by the DSMC or DSMB?     FORMCHECKBOX 
YES       FORMCHECKBOX 
 NO

If yes, please include the most recent DSMC or DSMB Report of Review letter with your PRC submission. 
Include the following information for all new studies:____________________________
V. Accrual Information
a. Estimate total expected UNC patient accrual: ______

b. Estimate duration of study accrual: _______ (circle: years, months)
VI.
LCCC Core services requested

a. Oncore eCRF creation (LCCC studies only) 
 FORMCHECKBOX 
YES
 FORMCHECKBOX 
 NO


If yes, contact Dominic T.  Moore, Senior Biostatistician and Data Management Coordinator 966-8647

b. Tissue Procurement
 FORMCHECKBOX 
YES
 FORMCHECKBOX 
 NO


If yes, contact Mei Huang, Facility Coordinator 966-2620
c. Clinical Protocol Office Services? 
 FORMCHECKBOX 
YES
 FORMCHECKBOX 
 NO

If yes, indicate which services are being requested: 

YES
NO 
Regulatory Support 


 FORMCHECKBOX 

 FORMCHECKBOX 

IRB submissions 


 FORMCHECKBOX 

 FORMCHECKBOX 

GCRC Submissions 

 FORMCHECKBOX 

 FORMCHECKBOX 

IND

 FORMCHECKBOX 

 FORMCHECKBOX 

Research Nurse

 FORMCHECKBOX 

 FORMCHECKBOX 

CRA Support

 FORMCHECKBOX 

 FORMCHECKBOX 

Budget/Contract 

VII.
Other Committees

    a. Radiation Safety Committee 
 FORMCHECKBOX 
YES
 FORMCHECKBOX 
 NO

Required for radiation exposure (diagnostic or therapeutic) beyond standard of care, i.e., additional PET scans, increased radiation therapy dose, radio-labeled drug, etc.

    b. Biosafety Committee 
 FORMCHECKBOX 
YES   
 FORMCHECKBOX 
 NO

Required for recombinant DNA or gene transfer studies
VIII. PI/Disease Group Leader Sign-Off and Prioritization Schedule

Study Prioritization with other active trials for same patient cohort: ________

_________________________________________________________________

List Competing Trials: ______________________________________________
	Disease Group Leader Signature: 

________________________________________________ Date:_______

Disease Group Co-Leader Signature:
________________________________________________ Date:_______
Phase I Disease Group Leader Signature:
________________________________________________ Date:_______


If PI is Disease Group Leader (DGL) or Co-Leader, PI may sign-off on own study. If DGL is out of town, Disease Group Co-Leader signature is sufficient. No DGL signature required for renewals. No DGL signature is required if study is submitted from outside the School of Medicine, i.e., the School of Nursing, and DGL sign-off does not apply.


�An Investigator's Brochure is required for all non FDA approved drugs for Phase I, II and III Studies. A PRC reviewer may request an Investigator's Brochure for an approved drug if he or she finds it to be necessary to adequately review a study. The PRC Coordinator will inform PIs and or Study Coordinators if an IB has been requested by the PRC reviewer. 
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