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R&D/F45 - Sponsor Details of Randomisation

Sponsor Details of Randomisation
(For Sponsor Use only)

This Form is to be used in conjunction with R&D/S62 
IT IS THE RESPONSIBILITY OF ALL USERS OF THIS FORM TO ENSURE THAT THE CORRECT VERSION IS BEING USED
All staff should regularly check the R&D Unit’s website and/or Q-Pulse for information relating to the implementation of new or revised versions.  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.  

The definitive versions of all R&D Unit SOPs appear online. If you are reading this in printed form check that the version number and date below is the most recent one as shown on the R&D Unit website: www.research.yorkhospitals.nhs.uk/sops-and-guidance-/ and/or Q-Pulse
	Form Reference:
	R&D/F45

	Version Number:
	4.0

	Author:
	Tom Szczerbicki 

	Implementation date of current version:
	2nd October 2019


	Approved by:
	Name/Position:
	Lydia Harris, Head of R&D

	
	Signature:
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	Date:
	4th September 2019

	
	Name/Position:
	Sarah Sheath, SOP Controller

	
	Signature:
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	Date:
	4th September 2019


	This SOP will normally be reviewed every 3 years unless changes to the legislation require otherwise


Version History Log

This area should detail the version history for this document.  It should detail the key elements of the changes to the versions.

	Version
	Date Implemented
	Details of significant changes

	1.0
	1st March 2012
	

	2.0
	4th April 2014
	Removal of references to the North and East Yorkshire R&D Alliance.

	3.0
	15th June 2017
	Change of Author.

	4.0
	2nd October 2019
	Change of author. Change of link to R&D website

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


RANDOMISATION DETAILS 

	Study Title (short):   

	R&D Reference:   
	EUDRACT Number:   

	Sponsor:    
	Chief Investigator:   


	Details of randomisation required:
	[include details such as whether study s blinded, the number of arms, the randomisation ratio (if participants are allocated to groups in unequal numbers)]

	Statistician review undertaken:
	[document here whether statistician involved in developing and/or reviewing the proposed method to generate sequence – file evidence if not documented here]

	Describe how randomisation scheme was generated:
	[include description of the computer programme or random number table used.  For computer based programmes include here details of the system validation undertaken and who undertook this] 

	Details of randomisation undertaken:
	[include precise details of blocking and stratification variables, including exact specification of any cut-offs or algorithms used]

	Individual responsible:
	[name, job title, signature and date]

	Checked by:
	[name, job title, signature and date]


	Method of implementation: 
	[e.g. sealed envelopes, web based system, telephone based system]

	Individual implementing:
	[name, job title, signature and date]

	Checked by:
	[name, job title, signature and date]


	Custodian of randomisation list throughout study:
	[include details of person/people (and job title/s) who have custody of and/or access to randomisation list throughout the conduct of the study and also detail where this is stored]

	Has randomisation been followed:
	[the need for this check should be informed by the risk assessment and should be documented in the monitoring plan where required]

	Checked by:
	[name, job title, signature and date]


	Changes and/or extensions to schedule:
	[include any requests made by the investigator team and detail changes/extensions. Document date/s when new scheme/s become active]

	Request made by:
	[name, job title, signature and date]

	Approved by: 
	[name, job title, signature and date]

	Additional checking:
	[consider whether change to scheme requires any additional checking and complete a new R&D/F45 to document this]

	Change implemented by:
	[name, job title, signature and date]

	THE INFORMATION CONTAINED WITHIN THIS FORM SHOULD BE TREATED AS CONFIDENTIAL AND RETAINED BY THE SPONSOR.  DO NOT SHARE THIS INFORMATION WITH THE INVESTIGATOR TEAM
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