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Big Baby Version Control Log
	Document
	Version
	Document Date

	Protocol 
	11.0
	31 May 2022

	
	10.0
	31 January 2022

	
	9.0
	13 April 2021

	
	8.0
	17 July 2020

	
	7.1
	21 May 2020

	
	7.0
	10 February 2020

	
	6.0
	16 May 2019

	
	5.0
	19 December 2018

	
	4.0
	30 October 2018

	
	3.0
	22 August 2018

	
	2.0
	12 April 2018

	
	1.1
	12 February 2018



	Document
	Version
	Date

	Schedule of events
	1.1
	24 January 2018

	
	1.0
	10 January 2018 – not released to sites



	Document
	Version
	Date

	
Statement of Activities
(Superseded by the OID 08Jul 2019)

	1.0
	24 January 2018





	Document
	Version
	Date

	
Organisational Information Document – information is  contained within the Site agreement and is not required as a separate document by the sponsor
(For sites opening after the 8th July 2019)
	1.0
	25 June 2019



Information for patients
	Document
	Version
	Date

	Participant information sheet
	9.0
	28 January 2022

	
	8.0
	13 April 2021

	
	7.1
	17 July 2020

	
	7.0
	10 February 2020

	
	6.0
	28 February 2019

	
	5.1
	09 January 2019

	
	5.0     Unapproved
	17 December 2018

	
	4.0
	30 October 2018

	
	3.1
	15 October 2018

	
	3.0   Unapproved
	22 August 2018

	
	2.0
	12 April 2018

	
	1.1
	12 February 2018



	Document
	Version
	Date

	Translated participant information sheet

	9.0
Polish/Romanian/Urdu
	28th January 2022

	
	8.0- Polish/Romanian/Urdu
	13 April 2021

	
	7.1-Polish/Romanian/Urdu
	17th July 2020

	
	6.0-Polish/Romanian/Urdu
	28th February 2019

	
	5.1-Polish 
	09 January 2019



	Document
	Version
	Date

	Participant information sheet -participant interviews – pilot phase
Document not for site use
	3.0
	22 August 2018

	
	2.0
	12 April 2018

	
	1.1
	12 February 2018



	Document
	Version
	Date

	Participant information sheet – participant interview – main trial
Document not for site use
	3.0
	22 August 2018

	
	
2.0

	12 April 2018

	
	1.1
	12 February 2018

	Document
	Version
	Date

	Participant information sheet cover letter – partners
Document not for site use
	2.0
	22 August 2018

	
	1.1
	12 February 2018



	Document

	Version
	Date

	Participant information sheet - site investigator team 
Interviews
Document not for site use
	3.1
	15 October 2018

	
	3.0 unapproved
	22 August 2018

	
	2.0
	12 April 2018

	
	1.1
	12 February 2018


 
	Document

	Version
	Date

	Participant information leaflet – Trifold

	3.0
	24 January 2022

	
	2.0
	13 May 2019

	
	1.2
	25 September 2018

	
	1.1
	18 June 2018

	
	1.0
	12 January 2018




	Document
	Version
	Date

	
Poster1

	1.0
	15 May 2019

	Document

	Version
	Date

	Poster2


	3.0 
	13 February 2019

	
	2.0
	22 August 2018

	
	1.1
	18 July 2018

	
	1.0
	10 January 2018

	Document
	Version
	Date

	
Clinician Poster

	1.0
	15 May 2019



	Document
	Version
	Date

	Consent form-RCT 
(Separate Consent form for Scottish sites, identical version numbers and dates apply)
	3.2
	17 July 2020

	
	3.1
	01 November 2018

	
	3.0
	22 August 2018

	
	2.2
	09 August 2018

	
	2.1
	14 June 2018

	
	2.0
	12 April 2018

	
	1.1
	12 February 2018



	Document
	Version
	Date

	Translated Consent form-RCT
	3.2-Polish/
Romanian/Urdu
	17th July 2020

	
	3.1-Polish 2/ Romanian/ Urdu
	01 November 2018

	
	3.1-Polish 
	01 November 2018



	Document
	Version
	Date

	Verbal Consent form-RCT 
(Separate Consent form for Scottish sites, identical version numbers and dates apply)
	1.0
	17 July 2020



	Document
	Version
	Date

	Consent form – cohort study
(Separate Consent form for Scottish sites, identical version numbers and dates apply) (No longer in use from 18March 2022 when cohort part of study ended)


	3.2
	17 July 2020

	
	3.1
	01 November 2018

	
	3.0
	22 August 2018

	
	2.2
	09 August 2018

	
	2.1
	14 June 2018

	
	2.0
	12 April 2018

	
	1.1
	12 February 2018

	Document
	Version
	Date

	Translated Consent form-cohort study (No longer in use from 18March 2022 when cohort part of study ended)
	3.2-Polish/
Romanian/Urdu
	17 July 2020

	
	3.1-Polish 2/ Romanian/Urdu
	01 November 2018

	
	3.1- Polish
	01 November 2018



	Document
	Version
	Date

	Verbal Consent form-Cohort
(Separate Consent form for Scottish sites, identical version numbers and dates apply) (No longer in use from 18March 2022when cohort part of study ended)
	1.0
	17 July 2020



	Document
	Version
	Date

	Remote Informed Consent Cover Letter
	1.0
	24 July 2020



	Document
	Version
	Date

	Remote Informed Consent email
	1.0
	24 July 2020



	Document
	Version
	Date

	Remote Informed Consent Confirmation Cover Letter
	1.0
	30 July 2020



	Document
	Version
	Date

	Remote Informed Consent Confirmation email
	1.0
	30 July 2020



	Document
	Version
	Date

	Consent form – participant interviews
Document not for site use

	2.0
	22 August 2018

	
	1.0
	12 January 2018



	Document
	Version
	Date

	Consent form – partners
Document not for site use
	1.1
	12 February 2018



	Document
	Version
	Date

	Consent form – site investigator team interviews
Document not for site use
	2.0
	22 August 2018

	
	1.0
	12 January 2018



	Document
	Version
	Date

	Letter to bereaved mother
	1.0
	12 January 2018


Data Collection
	Document

	Version
	Date

	CRF


	5.0
	15 March 2022 

	
	4.1
	11 October 2019

	
	4.0
	10 September 2019 – never released to site

	
	3.1
	29 October 2018

	
	3.0
	07 September 2018

	
	2.0
	06 July 2018

	
	1.1
	17 May 2018

	
	1.0
	12 April 2018



	Document
	Version
	Date

	Cohort CRF (No longer in use from 18March 2022 when cohort part of study ended)
	1.0
	11 April 2019



	Document
	Version
	Date

	End of trial
	1.0
	27 March 2019



	Document
	Version
	Date

	Baseline questionnaire
	1.3
	14 January 2019

	
	1.2
	17 October 2018

	
	1.1
	19 June 2018

	
	1.0
	12 April 2018






	Document

	Version
	Date

	Two month questionnaire A
Document not for site use

	2.0
	20 May 2020

	
	1.3
	28 January 2019

	
	1.2
	17 October 2018

	
	1.1
	19 June 2018

	
	1.0
	12 April 2018



	Document

	Version
	Date

	Two month questionnaire B
Document not for site use
	2.0
	20 May 2020

	
	1.3
	28 January 2019

	
	1.2
	17 October 2018

	
	1.1
	19 June 2018

	
	1.0
	12 April 2018



	Document

	Version
	Date

	Six month questionnaire A
Document not for site use
	1.3
	28 January 2019

	
	1.2
	17 October 2018

	
	1.1
	19 June 2018

	
	1.0
	12 April 2018



	Document

	Version
	Date

	Six month questionnaire B
Document not for site use
	1.3
	28 January 2019

	
	1.2
	17 October 2018

	
	1.1
	19 June 2018

	
	1.0
	12 April 2018



	Document

	Version
	Date

	Two month telephone questionnaire 
Document not for site use
	2.0
	20 May 2020

	
	1.0
	28 January 2019



	Document

	Version
	Date

	Six month telephone questionnaire 
Document not for site use
	1.0
	28 January 2019



	Document

	Version
	Date

	Combined Two- and Six- Month Questionnaire A
Document not for site use
	1.0
	20 January 2021



	Document

	Version
	Date

	Combined Two- and Six- Month Questionnaire B
Document not for site use
	1.0
	20 January 2021



	Document

	Version
	Date

	Combined Two- and Six- Month Telephone Questionnaire A
Document not for site use
	1.0
	20 January 2021



	Document
	Version
	Date

	
Questionnaire  cover letter
Document not for site use

	1.0
	13 May 2019



	Document
	Version
	Date

	
Questionnaire B cover letter
Document not for site use

	1.0
	12 May 2020



	Document

	Version
	Date

	Essential Recruitment Documentation-Source Data
To be filed in participants medical notes
	2.2
	21 January 2020

	
	2.1
	03 May 2019

	
	2.0
	16 October 2018

	
	1.1
	21 June 2018

	
	1.0
	17 May 2018



	Document

	Version
	Date

	Participant contact details form
	1.3
	23 May 2019

	
	1.2
	18 September 2018

	
	1.1
	21 June 2018

	
	1.0
	17 May 2018



	Document
	Version

	Date

	Screening Log

	2.0
	22 October 2018

	
	1.2
	16 July 2018

	
	1.1
	25 June 2018

	
	1.0
	17 May 2018



	Document
	Version
	Date

	Enrolment Log
	1.0
	03 October 2018






	Document

	Version
	Date

	SAE form 

	3.0
	12 September 2019

	
	2.0
	17 October 2018

	
	1.1

	20 July 2018



	Document

	Version
	Date

	SAE follow-up form 

	3.0
	12 September 2019

	
	2.0
	17 October 2018

	
	1.0
	23 July 2018



	Document


	Version

	Date

	SAE continuation form 

	1.0
	08 January 2019



Ad-Hoc Forms
	Document


	Version

	Date

	GP letter
	3.0
	24 January 2022

	
	2.0
	06 May 2020

	
	1.0
	12 January 2018



	Document


	Version
	Date

	CAPA report form
(No longer required from 01 June 2021 – replaced with non-compliance form generated by WCTU)
	1.0
	17 May 2018





	Document


	Version
	Date

	Delegation log-For sites opening on or after 4th July 2019
	3.0
	07 Feb 2019

	Delegation log-For sites opening before 4th July 2019

	2.1
	13 Nov 2018

	
	1.0
	7 March 2018



Training Documents
	Document

	Version
	Date

	Trial Manual-Document no longer in use
	1.1
	14 May 2018



	Document


	Version
	Date

	CRF Completion Guidelines



	5.0
	15 March 2022 

	
	4.1
	21 January 2020

	
	4.0
	28 October 2019

	
	3.0
	10 September 2019

	
	2.0
	16 July 2018

	
	1.1 
	20 June 2018



	Document

	Version

	Date

	Database Entry Guidelines

	2.0
	24 June 2022

	
	1.2
	11 February 2020

	
	1.1.1
	19 March 2019

	
	1.0
	22 October 2018



	Document
	Version
	Date

	Screening Log Guidance
	1.0
	28 October 2019



	Document
	Version
	Date

	Table of Documents needed from site
(No longer required – replaced by Flow chart)

	1.1 
	26 March 2019

	
	1.0
	13 February 2019



	Document
	Version
	Date

	Flow Chart
	3.0
	04 March 2022

	
	2.1
	21 January 2020

	
	2.0
	29 August 2019

	
	1.0
	05 May 2019



	Document
	Version
	Date

	AE guidance
	1.0
	24 January 2020



	Document
	Version
	Date

	SAE guidance
	1.0
	24 January 2020



	Document
	Version
	Date

	Eligibility guidance
	4.0
	01 March 2022

	
	3.0
	05 October 2021

	
	2.0
	09 August 2021

	
	1.0
	15 October 2019

	Document
	Version
	Date

	Guidance on taking remote informed consent	
	1.0
	07 July 2020




	Document
	Version
	Date

	Guidance on Recruitment and Social Distancing 
	1.0
	20 Nov 2020
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