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Instructions on how to complete this Template:
Instructional text: requires you to complete the information.  Remove the italics / brackets prior to finalising the checklist and ensure all text is black. 
Optional text: delete when not required or if not applicable to your trial. Ensure any purple text retained is changed to black text upon finalisation of form for your study.
Standard wording – not to be removed without prior consultation with the Sponsor. Edits to text permitted to align with trial-specific requirements.

DELETE THIS INSTRUCTION BOX UPON FINALISATION OF FORM


Completion of Data Cleaning Confirmation
	Trial Title:
	<insert full trial title and acronym>

	Domain-Specific Appendix (DSA) Protocol Title: 
(if applicable, otherwise delete):
	<insert full DSA protocol title and acronym, if applicable>

	Protocol Number:
	<insert protocol number>

	Date Data Cleaning Completed:
	<insert date>


[bookmark: _Hlk46832362]
	Analysis Description
	Analysis Type
(tick which applies)
	Date Data Extracted
(ddMMMyyyy)
	Planned Report Date
(ddMMMyyyy)
	Report Number

	Analysis Details
	☐   
	Safety
	<insert date>
	<insert date>
	<insert no.>

	
	☐  
	Interim
	<insert date>
	<insert date>
	<insert no.>

	
	☐ 
	Final
	<insert date>
	<insert date>
	



Safety & Interim Analysis:  The data for the above analysis has been cleaned and a cleaned dataset has been exported as the basis for this analysis (Database soft lock). 
	
Final Analysis:  The data for the above analysis has been cleaned, is ready for final export and the trial database can now be locked.  No further edits or additions to the dataset will be made prior to the hard lock being completed. 

We confirm that the data for the above analysis has been cleaned and a cleaned dataset has been exported as the basis for this analysis:
	Role:
	Data Manager (delete as appropriate)

	Name:
	<insert name>

	Signature:
	
	Date:
	<insert date>

	Role:
	Clinical Trial Manager (delete as appropriate)

	Name:
	<insert name>

	Signature:





	
	Date:
	<insert date>

	Role:
	Sponsor-Investigator

	Name:
	<insert name>

	Signature:
	
	Date:
	<insert date>

	Role:
	Unblinded/Blinded Statistician (select as appropriate)

	Name:
	<insert name>

	Signature:
	
	Date:
	<insert date>



Completed Forms must be filed in the Trial Master File (TMF) prior to data being extracted and each analysis conducted.


[image: Creative Commons License]
MCTC241 | Form: Completion of Data Cleaning. Version 1.0 | Effective Date [DD/MMM/YYYY] Review Date [DD/MMM/YYYY][image: Creative Commons License]	                Page 1 of 16

image1.emf









image2.png




image3.png




