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AIRWAYS-3 Protocol Version Log


	Version number
	Document Date
	Submission Date
	REC Approval Date
	Main reason for change
	Summary of changes made

	5.0
	16/09/2025
	17/11/2025
	17/12/2025
	Substantial Amendment to implement changes which were approved in the variation to contract
	1. 18-month extension of study duration

2. Update to trial flow diagram, recruitment graph and trial timetable

3. Clarification of definition of adherence

4. Changes to sample size and power calculation

5. Update to statistical analysis methodology

6. Additional health economic analysis

7. META analysis with US HART trial

8. Update to National Data Opt Out data collection

9. Update to appendix A to clarify Finnish consent and data collection process

10. Inclusion of easy read patient information sheet: AIRWAYS3_EasyRead_PIS_v1.0 17112025

	4.1
	19/06/2025
	15/07/2025
	N/A
	Non-substantial change to clarify NDOO data collection
	11. Clarification of national data opt-out data collection

12. Change of address for Sponsor R&D Department

	4.0
	21/08/2024
	03/12/2024
	03/12/2024
	Clarity in data collection timelines, administrative change of details and addition of international site
	13. Clarification of data collection timelines 

14. Change of Trial Manager details

15. Addition of the Republic of Ireland as an international site as detailed in Appendix B  

	3.0
	15/12/2023
	18/12/2023
	18/01/2024
	Addition of international sites and clarity in exclusion criteria 
	1. Updated the eligibility criteria to provide additional clarity around patients who have a cardiac arrest in the Emergency Department, to amend ‘Patients in the emergency department’ to ‘Patients who have a cardiac arrest outside hospital and who are transported to the hospital in ongoing cardiac arrest’
2. Addition of international recruitment which is supported by University of Warwick acting as co-sponsor
3. Addition of details around international recruitment commencing with Finland.

	2.0
	17/11/2022
	23/11/2022
	09/12/2022
	Clarity in inclusion criteria regarding randomising clinician.
	Clarity in inclusion criteria regarding randomising clinician. Change to the exclusion criteria to include patients who are currently receiving airways management via a supraglottic airways device as this is standard care in many hospitals. 
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