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Division of Cancer Prevention Oracle Clinical-Remote Data Capture (DCP OC-RDC)
Consortium Lead Organization (CLO)

Data Lock Checklist/Request

Protocol #/Title:      
Targeted Final Lock Date, if known:                _
Notes: The purpose of this checklist is to confirm that all mandatory steps have been completed before database lock. Submission of this checklist will serve as a formal request to lock a DCP OC-RDC database. The checklist should be completed by the CLO Site Coordinator in collaboration with the DCP Monitoring Contractor. A response of “No” or “N/A” to any question must be explained in the comments column. The lock procedures will begin once a finalized checklist has been received by the DCP Monitoring Contractor and all steps have been confirmed as being completed. 
	Activity
	Status
	Comments

	1.
All CRFs across all versions were entered into the DCP OC-RDC database and saved as complete.

NOTE: (Attach memo to file to explain any forms listed on the Overdue report that were not entered.)
	All forms for Partial Lock entered:

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 N/A

All forms for Final Lock entered:


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 N/A
	     

	2.
Sites have addressed all system-generated discrepancies.
	
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 N/A
	     

	3.
Sites have addressed all manual discrepancies.
	
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 N/A
	     

	4.
Sites have sent all laboratory/biomarker data files to the DCP Monitoring Contractor to be e-loaded into DCP OC-RDC or posted on the CDT website, if applicable.
	
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 N/A
	     

	5.
Appropriate numbers of eCRFs were approved (per Master DMP) and final Approval flags were added to DCP OC-RDC. *Enter percent Approval required here:      %
	
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 N/A
	     

	6.
Appropriate numbers of eCRFs were verified (per Master DMP) and Verification flags were added to DCP OC-RDC. (Note: As the VERIFY flag in the database is meant to indicate that a form passed review at the time it was added, it is acceptable to have a mix of VERIFIED as well as NEEDS RE-VERIFICATION flags at the time of lock.)

*If applicable, enter percent Verification required here:      % or indicate in the Comment field that it has been confirmed that the appropriate number of eCRFs have been verified.
	
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 N/A
	     

	7.
The close-out visits were completed for all participating sites including CLO, if applicable.  Please list the dates of the close-out visits for each PO in the Comment field.
	
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 N/A
	     


*
Please note that if additional queries are added to the system as part of Activity # 6, # 5 will need to be repeated as final Approval cannot be done until the discrepancy cycle is completed.
The DCP Monitoring Contractor will verify the information provided and will notify the CLO Site Coordinator when the review is completed.
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