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ECTU Study Database Lock Checklist


Trial Name:	
Database lock type: Full final analysis/Partial interim analysis/ Other (specify)

This document lists the items to be checked prior to final lock of a study database.  It should be used to ensure all processes have been completed before the database is locked. 
In cases of partial or other database lock, not all items are compulsory, but reasons should be given for not completing an item

	
	Item
	Comments
	Complete
Y/N/NA

	1
	All applicable data have been entered into the study database, including any imaging or laboratory data values that are needed as part of the statistical or health economics analysis.
	
	

	2
	Relevant site close out visits from Clinical Trial Monitors have been completed, and actions addressed.
	
	

	3
	Coding and adjudication processes have been completed for any data items that require them.
	
	

	4
	All quality checks have been carried out and data queries and discrepancies have been closed (including checking with the statistics team that they are content that data are ready for statistical analysis).
	
	

	5
	Final Line listing for Serious adverse events have been requested from Sponsor and reconciled, and all SAE data needed for statistical analysis are entered into or uploaded to the study database, if possible. (comment if not possible and describe what was done – the data must be included in the statistical analysis dataset). 
	
	

	6
	If pregnancies related to trial participants during the trial have been formally reported to the authorities by the sponsor, then data relating to these should be requested from the sponsor and uploaded to the study database, using a similar mechanism to that for SAEs.
	
	

	7
	TM requested the final Deviation and Violation logs from the Sponsor, and provide them to the DM team for upload to the study database, if possible. (comment if not possible and describe what was done – the data must be included in the statistical analysis dataset).
The logs have been reviewed by the CI and trial statistician (or designee) when the Analysis Populations are agreed.
	
	

	8
	Statistical Analysis Plan has been finalised and signed off (statistics team).
	
	

	9
	Analysis Populations have been finalised and signed off (this should occur at a point when the data are no longer being altered, but prior to formal lock) (statistics team).
	
	

	10
	A blinded version of the analysis report prior to database lock has been run and report has been agreed by the Chief Investigator.  (This task must be done for final analysis, and it is useful to carry out prior to database lock but it can take place after lock.)
	
	

	11
	ECTU Publication Policy
The CI has been provided with POL02 Publication and Acknowledgement Policy (available on the ECTU website) and ECTU has confirmed the staff to be named and in which capacity
	
	

	12
	Ensure Sponsor have been notified that database is to be locked (resgov@accord.scot) and monitors@accord.scot have been copied in on email notifying sponsor of database lock.
	
	



	Form completed by:

	Sign/Date:
	




	Following review of checklist and associated documentation the trial statistician approves the lock of study database:

	Sign/Date:
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	Initial creation/New document 

	2.0
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	Removed DM&P reference in section 7. Included section 11. Formatted to include footer to align with other documents. Reviewed with POL02 Publication and Acknowledgement Policy.
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