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Statistical Review Checklist
This checklist should be used throughout the study to document input and oversight by the Trial Statistician.  The Trial Statistician should complete this whenever input is requested from any source (e.g. from TM or CI etc.)
Text in red is for guidance only and should be deleted.  
	Trial Name
	

	CI Name
	

	Trial Statistician
	

	Trial Manager (if applicable)
	

	IT Programmer (if applicable)
	



	Item Description
Examples below can be altered as required
	Evidence/Comments
State where evidence of review will be held (e.g. held by Trial Manager in TMF) or any other relevant info


	Trial Statistician (or designee) Signature 
The Trial Statistician should sign each item once the review is complete
	Date

	
Initial Protocol Development
	
	
	

	

Sample Size Calculations
	
	
	

	
Protocol Statistical Methods Section
	
	This review should be completed and signed by a second Statistician other than the Trial Statistician
	

	

CRF Development
	

	
	

	

Randomisation System 
	Early check of the randomisation allocation and repeated regularly throughout the trial
	
	

	

Protocol Amendments
	


If applicable, each amendment reviewed should be listed separately
	
	

	DMC Charter
	If applicable, each version reviewed should be listed separately
	
	

	

Database Lock
	


If applicable, any subsequent unlocking and relocking should also be documented
	
	












This page should be removed from the version filed in the SMF – for template only
	Template Revision History


	Version No
	Date
	Summary of Revisions

	1.0
	6th November 2018
	Initial creation/New Document 

	2.0
	3rd August 2020
	Addition of item for Database Lock

	3.0
	16 June 2022
	Addition of item for DMC Charter

	4.0
	12 Dec 2025
	Updated footer to follow standard formatting. Reference to checking of the randomisation allocation
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