This document is intended for the use of the DCP Consortia staff conducting cancer chemoprevention studies under contract with the NCI/DCP. _____________________________________________________________________________________________________________________

CHECKLIST FOR STUDY CLOSE-OUT
(for CLO Lead Site Coordinators)

	Study Close-out Tasks *
	Key Staff
Point of Contact
	Target Completion Timeline
	Status
	Comments

	1.
Draft manuscript submission to the PIO and Medical Monitor
	Lead PI 
	
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No
 FORMCHECKBOX 

N/A
	

	2.
Last participant off study at all PO sites (and CLO, if applicable)
	CLO Site Coordinator
	
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No
 FORMCHECKBOX 

N/A
	

	3.
Submit Study Status Update Form to the PIO
	CLO Site Coordinator
	
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No
 FORMCHECKBOX 

N/A
	

	4.
Notify The DCP Help Desk with a projected date for locking the database and sending the data sets to the Study Statistician 
	CLO Site Coordinator
	
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No
 FORMCHECKBOX 

N/A
	Early communication will ensure the target timeline is met.

	5.
PO data entry complete 
	PO Site Coordinator
	
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No
 FORMCHECKBOX 

N/A
	

	6.
PO data QA review(s) complete 
	PO Site Coordinator
	
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No
 FORMCHECKBOX 

N/A
	

	7.
Close-out visits complete at POs 
	CLO Monitor
	
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No
 FORMCHECKBOX 

N/A
	The close-out visit report includes findings regarding final PO study drug accountability and return to the DCP repository.

	8.
Close-out visit complete at CLO by DCP Monitoring Contractor (only if CLO was enrolling site)
	CLO Site Coordinator
	
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No
 FORMCHECKBOX 

N/A
	The close-out visit report includes findings regarding final CLO study drug accountability and return to the DCP repository.

	9.
Research lab(s) analyses completed; results forwarded to data management staff
	Research Lab Investigator(s)
	
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No
 FORMCHECKBOX 

N/A
	

	10.
Endpoint data from research labs uploaded to DCP OC-RDC 
	CLO Site Coordinator
	
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No
 FORMCHECKBOX 

N/A
	

	11.
DCP OC-RDC database cleaned and locked for analysis 
	CLO Site Coordinator
	
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No
 FORMCHECKBOX 

N/A
	

	12.
DCP OC-RDC data sets delivered to Study Statisticians
	CLO Site Coordinator
	
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No
 FORMCHECKBOX 

N/A
	

	13.
Final statistical analyses complete
	Statistician
	
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No
 FORMCHECKBOX 

N/A
	

	14.
Medical Monitor agrees to unblind 
	Medical Monitor
	
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No
 FORMCHECKBOX 

N/A
	

	15.
Study unblinding (if applicable)
	Statistician
	
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No
 FORMCHECKBOX 

N/A
	

	16.
Other required data not collected in DCP OC-RDC (biomarker data; individual surveys; etc.) available to DCP 
	Lead PI
	
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No
 FORMCHECKBOX 

N/A
	

	17.
Final manuscript submission to the PIO & Medical Monitor
	Lead PI 
	
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No
 FORMCHECKBOX 

N/A
	


*
While the study close-out tasks are arranged in a logical sequence, they may be completed in a different order for any given study.

CLO: Consortium Lead Organization

DCP: Division of Cancer Prevention
DCP OC-RDC: Division of Cancer Prevention Oracle Clinical - Remote Data Capture

PI: Principal Investigator

PIO: Protocol Information Office 
PO: Participating Organization
QA: Quality Assurance
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