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All text in red is for guidance and should be removed from the final version.
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Part 1
Randomisation System Description

	Treatments

	



	Randomisation Method

	



	Stratification

	If not applicable state ‘None’



	Minimisation

	If not applicable state ‘None’



	Random Element

	



	Notifications 
	



	Accessibility and storage of randomisation lists 

	


	Procedure for emergency randomisation (for time critical randomisation)
	If not applicable state ‘None’


	Other Comments

	If not applicable state ‘None’














Part 2
Randomisation System Confirmation
	Date Code provided for confirmation
	

	Code and training randomisation list provided for confirmation
	Attach code as separate document or provide details of where this can be accessed electronically

	Date of checks completed
	



	Details of checks made 
	










Part 3
Authorisation
	IT Authorisation

	Name of senior software developer or REDCap developer 
	


	Date Approved

	

	Signature

	



The Randomisation System code for <<Trial Name>> has been checked to ensure that it meets the criteria as  described in the Randomisation System Description (see Part 1) and study protocol.  

	Confirmation Authorisation

	Name of Confirming Statistician

	


	Designation
	Trial Statistician/Unblinded Statistician

	Date Completed

	

	Signature
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	1.0
	n/k
	Initial creation

	2.0
	13th March 2017
	Amended at scheduled review

	3.0
	6th November 2018

	Extensive changes to include confirmation process. 

	4.0
	6th February 2021
	Minor changes of word, movement of trial name to correspond to other documents. Addition of emergency randomisation procedures

	5.0
	20 Nov 2024
	Addition of footer and page numbers, date of completion of checks to section 2
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