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Protocol deviation Policy
	
	Deviation
	Outcome
	Action

	1
	Patient ineligible but ’consciously’ enrolled in the trial.
	Data collection to continue for these patients. 1
	Contact AIRWAYS-2 paramedic and explain why the patient was ineligible and explain that they should not have enrolled the patient.

1 Note. If a patient was ineligible because they were underage (i.e. under 18), and they were also under 16, a protocol deviation form. No further data collection should take place. 

	2
	Patient eligible but not ‘consciously’ enrolled in trial (e.g. paramedic forgot)
	Data collection to continue for these patients.
	If reason provided; No action, research paramedic will have already contacted AIRWAYS-2 paramedic to find out why patient was not enrolled.
If reason not provided: Research paramedic to contact study paramedic to obtain reason for non-enrolment.

	3
	Wrong paramedic treated patient (e.g. two AIRWAYS-2 paramedics attended a scene and the second paramedic enrolled the patient instead of the first)
	Data collection to continue for these patients
	Contact first AIRWAYS-2 paramedic on scene and explain that they should have enrolled the patient.

Also contact AIRWAYS-2paramedic that enrolled the patient and explain they should not have enrolled the patient as another AIRWAYS-2 was already on scene. Express importance of communication and explain that this sort of deviation could introduce bias to study.

	4
	Deviations from the AIRWAYS-2 treatment algorithms
	Data collection to continue for these patients.
	Lead research paramedic to review reasons for not following algorithm and notify research paramedics which study paramedics need to receive re-training.

If study paramedic was aware they did not follow the algorithm and the reason is acceptable: no action required.

If study paramedic was aware they did not follow the algorithm but the reason for not following algorithm is unacceptable: Research paramedic to contact study paramedic.

If study paramedic did not follow algorithm and no reason provided: Research Paramedic to contact study paramedic.

	5
	Other protocol deviations 
	Data collection to continue for these patients.
	The protocol deviation form will be reviewed by the CTEU & sponsor. Actions will be reviewed on a case by case basis




