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OPTIMISE II Version Control Log

Protocol
	Document date

(dd/mm/yyyy)
	Version number
	Date
	Amendment

Number/type

(Minor /Substantial)
	Submission date to REC

(dd/mm/yyyy)
	Date approved by 
	Date implemented

	
	
	
	
	
	REC  
	MHRA (where applicable)
	R&D
	

	02/11/2016
	1.0
	05/03/2019
	N/A
	07/11/2016
	09/12/2016
	N/A
	
	13/01/2017

	08/12/2020
	2.0
	18/03/2021
	Minor
	22/01/2021
	22/01/2021
	N/A
	
	22/01/2021

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


Patient Information Sheet
	Document date

(dd/mm/yyyy)
	Version number
	Date
	Amendment

Number/type

(Minor /Substantial)
	Submission date to REC

(dd/mm/yyyy)
	Date approved by 
	Date implemented

	
	
	
	
	
	REC  
	MHRA (where applicable)
	R&D
	

	18/09/2017
	3.0
	05/03/2019
	Minor
	21/09/2017
	02/10/2017
	N/A
	
	16/01/2017

	11/07/2018
	4.0
	05/03/2019
	N/A (GDPR)
	N/A
	N/A
	N/A
	N/A
	11/07/2018

	16/07/2018
	4.1
	05/03/2019
	N/A
	N/A
	N/A
	N/A
	N/A
	16/07/2018

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


Informed Consent
	Document date

(dd/mm/yyyy)
	Version number
	Date
	Amendment

Number/type

(Minor /Substantial)
	Submission date to REC

(dd/mm/yyyy)
	Date approved by 
	Date implemented

	
	
	
	
	
	REC  
	MHRA (where applicable)
	R&D
	

	13/12/2016
	2.0
	05/03/2019
	N/A
	07/11/2016
	09/12/2016
	N/A
	
	13/01/2017

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


Other study documents: CRF (UK)
	Document date

(dd/mm/yyyy)
	Version number
	Date
	Amendment

Number/type

(Minor /Substantial)
	Submission date to REC

(dd/mm/yyyy)
	Date approved by 
	Date implemented

	
	
	
	
	
	REC  
	MHRA (where applicable)
	R&D
	

	20/04/2017
	6.0
	13/07/2017
	N/A
	N/A
	N/A
	N/A
	N/A
	20/04/2017

	30/11/2020
	7.0
	18/03/2021
	N/A
	N/A
	N/A
	N/A
	N/A
	30/11/2020

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


Other study documents: SOP 1 – Management of intervention group patients
	Document date

(dd/mm/yyyy)
	Version number
	Date
	Amendment

Number/type

(Minor /Substantial)
	Submission date to REC

(dd/mm/yyyy)
	Date approved by 
	Date implemented

	
	
	
	
	
	REC  
	MHRA (where applicable)
	R&D
	

	24/02/2017
	1.0
	05/03/2019
	N/A
	N/A
	N/A
	N/A
	N/A
	01/03/2017

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


Other study documents: SOP 2 – Management of control group patients
	Document date

(dd/mm/yyyy)
	Version number
	Date
	Amendment

Number/type

(Minor /Substantial)
	Submission date to REC

(dd/mm/yyyy)
	Date approved by 
	Date implemented

	
	
	
	
	
	REC  
	MHRA (where applicable)
	R&D
	

	24/02/2017
	1.0
	05/03/2019
	N/A
	N/A
	N/A
	N/A
	N/A
	01/03/2017

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


Other study documents: SOP 4 – Patient screening and informed consent procedures
	Document date

(dd/mm/yyyy)
	Version number
	Date
	Amendment

Number/type

(Minor /Substantial)
	Submission date to REC

(dd/mm/yyyy)
	Date approved by 
	Date implemented

	
	
	
	
	
	REC  
	MHRA (where applicable)
	R&D
	

	30/08/2017
	1.0
	05/03/2019
	N/A
	N/A
	N/A
	N/A
	N/A
	30/08/2017

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


Other study documents: SOP 5 – Patient infection follow-up
	Document date

(dd/mm/yyyy)
	Version number
	Date
	Amendment

Number/type

(Minor /Substantial)
	Submission date to REC

(dd/mm/yyyy)
	Date approved by 
	Date implemented

	
	
	
	
	
	REC  
	MHRA (where applicable)
	R&D
	

	30/08/2017
	1.0
	05/03/2019
	N/A
	N/A
	N/A
	N/A
	N/A
	30/08/2017

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


Other study documents: SOP 6 – Safety reporting
	Document date

(dd/mm/yyyy)
	Version number
	Date
	Amendment

Number/type

(Minor /Substantial)
	Submission date to REC

(dd/mm/yyyy)
	Date approved by 
	Date implemented

	
	
	
	
	
	REC  
	MHRA (where applicable)
	R&D
	

	30/08/2017
	1.0
	05/03/2019
	N/A
	N/A
	N/A
	N/A
	N/A
	30/08/2017

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


Other study documents: SOP 7 – Database user guide
	Document date

(dd/mm/yyyy)
	Version number
	Date
	Amendment

Number/type

(Minor /Substantial)
	Submission date to REC

(dd/mm/yyyy)
	Date approved by 
	Date implemented

	
	
	
	
	
	REC  
	MHRA (where applicable)
	R&D
	

	12/06/2017
	3.0
	05/03/2019
	N/A
	N/A
	N/A
	N/A
	N/A
	11/07/2017

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


Other study documents: SOP 8 – Surgery delayed or cancelled post randomisation
	Document date

(dd/mm/yyyy)
	Version number
	Date
	Amendment

Number/type

(Minor /Substantial)
	Submission date to REC

(dd/mm/yyyy)
	Date approved by 
	Date implemented

	
	
	
	
	
	REC  
	MHRA (where applicable)
	R&D
	

	01/03/2021
	1.0
	19/04/2021
	N/A
	N/A
	N/A
	N/A
	N/A
	01/03/2021
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