
PRC New Study Cover Sheet for CPO Managed Trials
Procedure
1. PI or Regulatory Associate/Regulatory Assistant obtains and completes Prioritization Checklist and PRC New Study Coversheet from PRC page on Lineberger Website (http://unclineberger.org/protocolreview/forms).  
2. Trial is discussed at Pod meeting.
3. Pod Leader validates score on Prioritization Checklist.
4. Pod approval is documented by Pod Leader signature on PRC Coversheet.  
5. Prioritization Checklist and PRC Coversheet form a packet.  This packet is scanned by the Regulatory Assistant who forwards packet to CPO Office Manager within one business day of Pod Meeting.  
6. Regulatory Team member enters trial in OnCore, “docks” initial IRB Review, and establishes electronic and paper files within one business day of Pod Meeting. 
7. Work of Finance, Regulatory, and OCT may commence on Pod Leader Sign-Off on Coversheet. 
Protocol
a. [bookmark: _GoBack]Protocol Number:  
b. Title:  
c. Sponsor:  
d. Type of Research (circle one)
		
a. 
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b. Agent/Device
c. Companion/Ancillary/Correlative
d. Epidemiologic/Observational
e. Other Intervention
f. Not Applicable
e. 
f. Type of Protocol (circle one)
a. 
b. Ancillary
c. Companion
d. Correlative
e. Database
f. Diagnostic
g. Early Detection
h. Epidemiology Controls
i. Grant
j. Miscellaneous
k. Nursing
l. Preventive
m. Screening
n. Supportive Care
o. Treatment
g. 
Subjects
Can subjects be on (another) therapeutic trial and this trial at the same time? ____________
Accrual for multicenter trials where UNC is the coordinating center
	Accrual Information
	Explanation
	Enter Value Here

	Protocol Total Accrual

	The number of subjects to accrue for the protocol, across all participating sites.
	

	LCCC Total Accrual Goal (Lower)
	Minimum side of the range for UNC total accrual
	

	LCCC Total Accrual Goal (Upper)
	Maximum side of the range for UNC total accrual
	

	LCCC Annual Accrual Goal
	The UNC accrual goal for the next year
	

	Affiliate Accrual Goal
	The estimated number of subjects that will accrue from affiliate or network sites
	

	Accrual Duration
	The estimated number of months the trial will be open to accrual
	


Accrual for all other trials
	Accrual Information
	Explanation
	Enter Value Here

	Protocol Total Accrual

	The number of subjects to accrue for the protocol at UNC
	

	Total Accrual Goal (Lower)
	Minimum side of the range for UNC total accrual
	

	Total Accrual Goal (Upper)
	Maximum side of the range for UNC total accrual (should be same as Protocol Total Accrual above)
	

	Annual Accrual Goal
	The UNC accrual goal for the next year
	

	Accrual Duration
	The estimated number of months the trial will be open to accrual
	


Does this protocol have Correlative or Companion Trials?
If yes, list here.
Staff
a. Name of Principal Investigator_________________________________________________________________
b. Check names of Co-investigators
	Medical Oncologists
	Surgical Oncologists
	Radiation Oncologists
	Others (list by name)

	
	Carey Anders
	
	Keith Amos
	
	Ronald Chen
	
	

	
	Paul Armistead
	
	Ben Calvo
	
	Bhisham Chera
	
	

	
	Ethan Basch
	
	Nancy DeMore
	
	Ellen Jones
	
	

	
	Stephen Bernard
	
	Hong Jin Kim
	
	Lawrence Marks
	
	

	
	Lisa Carey
	
	Patricia Long
	
	Joel Tepper
	
	

	
	Cheryl Carlson
	
	Susan McKenney
	
	Mahesh Varia
	
	

	
	James Coghill
	
	Michael Meyers
	
	Andrew Wang
	
	

	
	Frances Collichio
	
	David Ollila
	
	Timothy Zagar
	
	

	
	Claire Dees
	
	Raj Pruthi
	
	
	
	

	
	Matthew Foster
	
	Karyn Stitzenberg
	
	
	
	

	
	Don Gabriel
	
	Judith Swasey
	
	
	
	

	
	Paul Godley
	
	Michael Woods
	
	
	
	

	
	Juneko Grilley-Olson
	
	Jen Jen Yeh
	
	
	
	

	
	Neil Hayes
	
	
	
	
	
	

	
	Katarzyna Jamieson
	
	
	
	
	
	

	
	Raj Kasthuri
	
	
	
	
	
	

	
	William Kim
	
	
	
	
	
	

	
	Carrie Lee
	
	
	
	
	
	

	
	Autumn Jackson McRee
	
	
	
	
	
	

	
	Matthew Milowsky
	
	
	
	
	
	

	
	Stergios Moschos
	
	
	
	
	
	

	
	Hyman Muss
	
	
	
	
	
	

	
	Bert O’Neil
	
	
	
	
	
	

	
	Anna Kate Owens
	
	
	
	
	
	

	
	Steven Park
	
	
	
	
	
	

	
	Kim Rathmell
	
	
	
	
	
	

	
	Kristy Richards
	
	
	
	
	
	

	
	Hanna Kelly Sanoff
	
	
	
	
	
	

	
	Stefanie Sarantopoulos
	
	
	
	
	
	

	
	Jonathan Serody
	
	
	
	
	
	

	
	Thomas Shea
	
	
	
	
	
	

	
	Thomas Stinchcombe
	
	
	
	
	
	

	
	John Strader
	
	
	
	
	
	

	
	Hendrik van Deventer
	
	
	
	
	
	

	
	Joan Van Ord
	
	
	
	
	
	

	
	Peter Voorhees
	
	
	
	
	
	

	
	Jared Weiss
	
	
	
	
	
	

	
	Young Whang
	
	
	
	
	
	

	
	William (Bill) Wood
	
	
	
	
	
	


PI/Disease Group Leader Sign-Off 
(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.)
Competing Trials (please list any competing trials here): 
________________________________________________________________________________________________________________________________________________________________________________________________________________________
Study Prioritization with other active trials for same patient population:
________________________________________________________________________________________________________________________________________________________________________________________________________________________
	
	

	Disease Group Leader Signature
	Date

	
	

	Disease Group Co-Leader Signature
	Date

	
	

	Phase I Disease Group Leader Signature
	Date


		


