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TNO:

  Data Collection




	Data Collection

	Date of Assessment 
	

	Time-point of assessment
	Participant at discharge (< 30 days) ☐
Participant at 30 days: ☐
Participant at discharge (>30 days): ☐
Participant death: ☐

	Consent to continue
	☐  N/A Patient consented at commencement
☐  Obtained 
· Particpant ☐
· Personal consultee ☐
· Professional consultee ☐
☐ Not obtained
· Participant died before consent ☐
· Participant discharged prior to consent and attempts to contact participant or consultee have been unsuccesful  ☐

	CPAP Treament

	Start and final end date and time of CPAP treatment 
	☐  N/A
Start:
                                                                        :
                       DD/MON/YYYY                                              HH/MM
End: 
                                                                       :
                       DD/MON/YYYY                                              HH/MM

	Initial CPAP settings 
	CPAP Pressure                   cm H2O

FiO2           .              


	How was CPAP delivered? 
	NIV device in CPAP mode ☐
CPAP device ☐ give make of device ___________________________
Other – please state ____________________________________


	HFNO Treament

	Start and final end date and time of HFNO treatment 
	☐  N/A
Start:
                                                                        :
                       DD/MON/YYYY                                              HH/MM
End: 
                                                                       :
                       DD/MON/YYYY                                              HH/MM

	Initial HFNO settings
	
Flow                   L/minute 

FiO2                  .


	Prone therapy

	Did the patient receive awake prone therapy during this admission?
	Yes ☐             No☐
Unknown ☐

	Invasive mechanical ventilation

	Was the patient intubated?


	No ☐    Yes☐
 
                                                                        :
                       DD/MON/YYYY                                              HH/MM

	If yes, complete initial start and final end date and time of invasive mechanical ventilation
	Start:
                                                                        :
                       DD/MON/YYYY                                              HH/MM
End: 
                                                                       :
                       DD/MON/YYYY                                              HH/MM

	Worst observations in 60 minutes prior to intubation
	FiO2 
	          .
☐ Not available

	
	SpO2
	<              %
☐ Not available

	
	Respiratory rate 
	                Breaths per minute
☐ Not available

	
	PaO2
	·  kPa
☐ Not available

	
	PaCO2
	·  kPa
☐ Not available 

	
	Conscious level
	Alert  ☐ 
Voice ☐ 
Pain ☐ 
Unresponsive ☐
Unknown ☐

	Participant status

	Date and time of critical care admission
	               N/A
    
                                                                        :
                       DD/MON/YYYY                                              HH/MM

	Date and time of critical care discharge
	               N/A
    
                                                                        :
                       DD/MON/YYYY                                              HH/MM   

	Date and time of initial hospital discharge
	               N/A
                                                                    :
                       DD/MON/YYYY                                              HH/MM

	Confirm where the participant was discharged to
	              Home          


          Nursing/residential home

            Another Hospital, specify _________________________

              Other, specify _________________________


	Participant readmitted within 30 days of randomisation
	              N/A
                                                                    :
                       DD/MON/YYYY                                              HH/MM

	Date and time of death
	               N/A
    
                                                                        :
                       DD/MON/YYYY                                              HH/MM    

	During this admission did the participant experience any of the following Adverse Events?


	
	Interface intolerance due to excessive air leaks
	☐
	
	
	Pain linked to the intervention

	☐
	
	
	Cutaneous pressure sore or pressure area

	☐
	
	
	Claustrophobia

	☐
	
	
	Oro-nasal dryness

	☐
	
	
	Respiratory acidosis with pH <7.25 prior to intubation

	☐
	
	
	Haemodynamic instability defined as systolic <90, MAP<60 or new onset arrhythmia.
	☐
	
	
	Vomiting

	☐
	
	
	Aspiration of gastric contents

	☐
	
	
	Pneumothorax

	☐
	
	
	Pneumomediastinum

	☐
	
	
	Other, specify _______________________________

	☐

	Case Mix Programme (CMP) number:
	

	Is the patient co-enrolled on another study?
	Yes ☐             No☐

If yes, please enter name of the study: __________________________

	

	Form completed by:
	Name:



	Date form completed:
	
                                                                               
                     DD/MON/YYYY                                          





	










Completion Guidelines for CRF 4: Data collection Form 
This CRF should be completed once at day 30 post randomisation or hospital discharge, whichever comes later. 

	Dates: 
	Please use the following formats for dates: 06-Jun-1956. 

	Times: 
	Please record all times in the 24-hour format. 



FiO2
FiO2 is the fraction of inspired oxygen. It is calculated by dividing the percentage of oxygen delivered by 100. For example, room air (21% oxygen) = FiO2 0.21; 60% oxygen = FiO2 0.60; 100% oxygen = FiO2 1.00.

CPAP Treatment: 
Section to be completed if the following applies: 
· Participant randomised to CPAP arm. 
· If participant randomised to HFNO but did received CPAP treatment at some point within 30 days post randomisation/hospital discharge, in which case a Protocol non-compliance form must also be completed.
· Participant may start and stop CPAP treatment multiple times, this section should include all periods of treatment - please record first CPAP treatment start time/date and the final CPAP treatment end time/date. Final end time/date is defined as treatment being stopped for 48 hours. 


HFNO Treatment: 
Section to be completed if the following applies: 
· Participant randomised to HFNO arm. 
· If participant randomised to CPAP but did received HFNO treatment at some point within 30 days post randomisation/hospital discharge, in which case a Protocol non-compliance form must also be completed.
· Participant may start and stop HFNO treatment multiple times, this section should include all periods of treatment - please record first HFNO treatment start time/date and the final HFNO treatment end time/date. Final end time/date is defined as treatment being stopped for 48 hours. 


Invasive mechanical ventilation:
If participant was intubated ensure this section is completed. If the participant was not ventilated select ‘N/A’ and proceed to ‘Participant Status’ section. 
· Participant may be intubated and extubated multiple times, this section should include all periods of invasive mechanical ventilation - please record first invasive mechanical ventilation treatment start time/date and the final invasive mechanical ventilation end time/date. Final end time/date is defined as treatment being stopped for 48 hours. 


Participant Status
Critical care - If participant was admitted to critical care complete admission /discharge dates and times.
· If the participant received critical care outside of a physical ICU/HDU location please enter date when clinician defined need for support was in keeping with critical care. Discharge date will be when clinician defines need for critical care has stopped.  
· If the participant was not admitted to critical care and did not receive critical care treatment select ‘N/A’
Hospital discharge - if the participant died prior to day 30/hospital discharge select ‘N/A’ 
· If participant discharged prior to day 30, complete as much of the data collection form as possible however please ensure mortality status is completed using data at day 30. 
Patient died – if the participant was discharged prior to or post day 30 complete ‘N/A’. 

Adverse events (AE) – if the participant experienced any AEs clearly related to the use of CPAP of HFNO from randomisation up to day 30/hospital discharge these must be checked, you can select as many AEs as necessary. If the participant has experienced any AE as a result of CPAP or HFNO and this is not listed please check ‘other’ and enter the AE as free text
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