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This document should be used to establish the Statistical Master File (SMF) at the start of the study.  
The Trial Statistician (or designee) will be responsible for ensuring this document and the file is updated with the correct documents and that the version number and/or date is recorded.  
If a location field is greyed out, it is not permissible to store the document in that location or format.

	Section
	Sub-section / Document Description
	Version
	Date
	Location 

	
	
	No
	
	SMF
	Electronic backup (please specify location details)

	0.  SMF Essential Document Checklist 
	0  SMF Essential Document Checklist
	Not Applicable
	
	
	

	1.  Statistical Review Checklist
	1  Statistical Review Checklist
	Not Applicable
	
	
	

	2.  Sample Size Calculation
	2.1  Sample Size Estimate Form 
	
	
	
	

	
	2.2  Additional Sample Size Calculation Documentation
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	3.  Randomisation 
	3.1  Current Randomisation System Description Document 
	
	
	
	

	
	3.2  Previous Randomisation System Description Document
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	4.  Statistical Analysis Plan (SAP)
	4.1  Current Version
	
	
	
	

	
	4.2  Previous Versions
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	5.  Analysis Population Agreement
	5.  Analysis Population Agreement
	
	
	
	

	6.  Final Report 
	6.1  Final Report Authorisation
	
	
	
	

	
	6.2  Final Report 
	
	
	
	

	7.  File Notes
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	8.  Other Relevant Documents 
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	




	Section
	Sub-section / Document Description
	Version
	Date
	Location 

	
	
	No
	
	SMF
	Electronic backup (please specify location details)

	Locations of DMC Reports 
	DMC Reports should not be filed in the SMF but should be held electronically and their location to be reported here
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	



Review of SMF prior to archiving

	Review Completed By:  
	Date:  

	SMF Complete:    Yes  /  No   (Circle one as appropriate)







This page is for template use only and should be removed from study specific versions
Document ID:	ST006A
Version no:	5.0
Effective date:	12 Dec 2025

	Template Revision History


	Version No
	Effective Date
	Summary of Revisions

	1.0
	22nd Nov 2017
	Initial creation

	2.0
	6th November 2018
	Addition of new section 1. Statistical Review Checklist to template.  Minor formatting changes throughout.  Addition of Template Revision History

	3.0
	03 March 2021
	Addition of ‘Location of Trial Master File (TMF)’ in section 8.

	4.0
	04 Sep 2024
	Addition of sub-section 1.1 Statistical Review Checklist. Addition of name of study specific document and Page x of y to footnote. DMC folder removed from SMF, but recording of locations of DMC reports kept in this form. Minor wording and formatting changes throughout.

	5.0
	12 Dec 2025
	Updated footer to follow standard formatting. No further changes were made at the scheduled review.
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