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	Rec Ref
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	Chief Investigator
	Professor Katie Morris 
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	Birmingham Women’s and Children’s NHS Foundation Trust

	EudraCT Number
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	ISRCTN Number
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	HTA Grant reference 

	16/151/01
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Versions of documents
	Document
	Version
	Date
	Ethics approval date

	Protocol
	
	
	

	Current protocol 
	Version 6.0
	21st February 2023
	30th March 2023

	Superseded protocol 
	Version 5.0 
	12th October 2021 
	17th January 2022

	Superseded Protocol 
	Version 4.0
	17th September 2020
	1st October 2020

	Superseded protocol
	Version 3.0
	31st January 2020
	3rd June 2020

	Superseded protocol
	Version 2.0
	13th November 2018
	16th November 2018

	Superseded protocol
	Version 1.0
	Not approved had to re-submit
	

	Patient Information Sheet (PIS)
	
	
	

	Current PIS main trial 
	Version 5.0 
	5th January 2021 
	17th January 2022

	Superseded PI 
	Version 4.0 
	
	Not approved 

	Superseded PIS main trial
	Version 3.0
	17th September 2020
	26th April 2021

	Superseded PIS 
	Version 2.0
	13th November 2018 
	16th November 2018 

	Superseded PIS
	Version 1.0
	Not approved had to re-submit
	

	Current PIS Observational cohort 
	Version 3.0 
	5th January 2021 
	17th January 2022

	Superseded PIS Observational cohort 
	Version 2.0 
	
	Not approved 

	Superseded PIS Observational cohort 
	Version 1.0
	17th September 2020
	1st October 2020

	Consent Form(s)
	
	
	

	Current Consent form 
	Version 4.0 
	3rd November 2021 
	17th January 2022 

	Superseded Consent form 
	Version 3.0
	17th September 2020
	26th April 2021

	Superseded Consent form – main trial 
	Version 2.0
	13th November 2018 
	16th November 2018 

	Superseded Consent Form – main trial
	Version 1.0
	Not approved had to re-submit
	

	GP Letter 
	
	
	

	Current GP letter 
	Version 4.0 
	30th November 2021
	17th January 2022

	Superseded GP letter 
	Version 3.0
	17th September 2020
	26th April 2021

	Superseded GP letter
	Version 2.0
	12th November 2018
	23rd June 2020

	Superseded GP letter

	Version 1.0
	Not approved had to re-submit
	

	CRF’s  
	
	
	

	Randomisation Note pad 
	Version 5.0
	10th May 2021 
	

	Observational Note pad 
	Version 1.0 
	10th May 2021
	

	Participant contact details form 
	Version 3.0
	10th May 2021
	

	(Cerclage Placement Form) Treatment management form 
	Version 3.0
	10th May 2021
	

	Post consent Inpatient Management form
	Version 4.0
	3rd July 2023
	

	Cerclage Removal form
	Version 4.0
	10th May 2021 
	

	Microbiology Form
	Version 4.0
	10th May 2021
	

	Pregnancy Outcome form
	Version 3.0
	10th May 2021
	

	Maternal Outcome form
	Version 4.0
	10th May 2021
	

	Baby Outcome Form
	Version 4.0
	10th May 2021
	

	Hospital admission in pregnancy
	Version 4.0
	7th September 2021
	

	Serious Adverse Event
	Version 2.0
	10th May 2021
	

	Minimal Data set
	Version 6.0
	5th June 2023 
	

	Screening form
	Version 3.0
	10th May 2021
	

	PARCA-R questionnaire 
	Version 1.0
	5th October 2018
	

	2 year follow up questionnaire 
	Version 2.0 
	21st December 2021
	

	Poster Advertisement(s)
	Version 1.0
	29th March 2019
	

	Current poster
	Version 1.0
	29th March 2019
	3rd  May 2019

	Prompt cards
	Version 1.0
	29th March 2019 
	3rd  May 2019

	Keyring reminder card ( small prompt cards ) 
	Version 1.0
	29th March 2019 
	3rd  May 2019


C-Stich2  Version Control Document Checklist                                                                                             1st August 2023 

