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TNO
        Randomisation Form



	TO RANDOMISE, CALL THE IVR SYSTEM on 02476 109940 (24 hour / 7 day a week service)




	RANDOMISATION (IVR System QUESTIONS)

	Please enter site name:
	

	Does the patient fulfil all of the eligibility criteria?   
	1
	No
	☐ 

	
	2
	Yes
	☐
	Date of birth
	
          
	
	

	Sex
	1
	Female
	☐
	
	2
	Male
	
☐
	Availability of devices 
	1
	CPAP only
	☐
	
	2
	HFNO only
	☐
	
	3
	CPAP and HFNO
	☐


	You will be given the participant’s ID and treatment allocation. The patient will be identified by their participant ID (TNO) from now on. Please ensure that these are clearly recorded below. 

	TREATMENT ALLOCATION:
	PARTICIPANT TRIAL NUMBER:
 



	☐	CPAP
	

	☐	HFNO 
	

	☐	Standard Care
	

	
	
	

	Date and time of randomisation
	                                                                                                                                      
                                                                                     :

                          DD/MMM/YYYY                                      HH:MM

	Patient details 

	Patient Initials
	

	NHS/CHI Number
	

	Form completed by:

 You must have read the appropriate training slide set prior to randomising the patient. 

	Name:
Role:
Email address:




	Date form completed:
	
                                                                                
                      DD/MMM/YYYY                                          




Completion Guidelines for CRF 2: Randomisation Form 
· This form should be completed on paper prior to randomisation.
· Trial arm allocation and participant trial number will be provided once the participant has been randomised.
· Participant initials should be the initials of the participant’s first/given name and surname/family name only. For double barrelled surnames/family names use the initial from the first part of the surname/family name.
· Randomisations will be carried out using an Interactive Voice Response (IVR) system:
· Dial 02476 109940, enter the PIN provided to your site and follow the automated instructions. Note – you will not be asked to enter your site during the randomisation process, the PIN you enter is site specific and will allow the IVR system to identify which site you are calling from.
· Answers to all questions will be facilitated through key pad entry.

[bookmark: _Toc6911653]Allocation Details
· Participant trial number and trial arm allocation will be provided at the end of randomisation. Please record this information on the paper form once provided. This will be prepopulated on the Remote Data Entry system.
· Participant trial number will be comprised of a unique four digit participant identifier. The participant identifier is allocated sequentially to participants.
· The participant will be randomised to either ‘CPAP’, ‘HFNO’ OR ‘Standard Care’. 
· Once the patient has been randomised please log onto the RECOVERY-RS trial database to complete the patient identifiable data sections on the eCRF.

A confirmation email will be sent to the PIs and lead Research Nurses following randomisation to confirm allocation and participant trial number.

The person randomising the patient must have read the appropriate training slide set via the RECOVERY-Respiratory Support website and completed the online confirmation of training form.
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