Device specifications:

	Parameter
	Range
	Comments

	RR (Hz)
	10-40
	

	TV (mL)
	200-800cc
	Validated only for these TV

	Flow Rate (L/min)
	6-15L/m
	Please see details on specs of validated reservoir bag.

	PIP (cm H20)
	30-60
	Range of validated PIP 

	PEEP (cm H20)
	Up to 25 
	Validated PEEP range

	Available Ventilation Modes
	PCV, VCV, PSIMV, VSIMV, PS
	

	Air Source
	Internal blower
	Technical specifications




Labeling Parameters:

	Parameter

	ARDSnet Conformance
	Comment

	PC/VC
	VC only
	Can only be operated in VC mode

	4-6 cc/kg TV
	Weight <115.9 kg
	*Calculated for 6cc/kg limit

	FiO2 (.21-1.0)
	No*
	*Please note this is an estimate and calculation by flow rates

	I:E ratio (1:1-1:3)
	Yes*
	*Can do 1:4

	RR (up to 35)
	Yes
	RR max 40

	PEEP (up to 24 cm H2O)
	Yes
	

	Pplateau 
	No
	ARDSnet goal Pplateau ≤ 30 cmH2O

	Validation and Performance Conformance

	Compatible accessories
	Humidifier, breathing circuits
	Met ISO 80601-2-74

	Accuracy of Monitored parameters (as applicable)
	Volumes ± 10%
	Characterized per ISO 80601-2-80:2018

	
	Pressures  (2 + 4 % of the actual reading) hPa (cmH2O)
	Met ISO 80601-2-80:2018

	Accuracy Delivered (as applicable)
	Volumes ± 20%
	Characterized per ISO 80601-2-80:2018

	
	Pressures ± 10%
	Characterized per ISO 80601-2-80:2018

	Spontaneous Breathing detection
	Yes
	Flow trigger

	[bookmark: _Hlk37175035]Internal power source ventilation duration capacity
	30 minutes
	Back-up Battery checked at maximal device performance for 30 minutes

	Contamination risk to environment
	No*
	*Need HMEF (99.97% efficiency at ETT-Wye adaptor interface.

	Durability
	Yes
	tested to 1 week

	Alarms

	
	
	

	Power-off Alarm
	Yes
	Continuous audible alarm needing manual disable upon powering-off

	Disconnect Alarm (Low PIP alarm)
	Yes (within two breaths)*
	LED and audible alarm, per ISO 80601-2-80:2018
*within two breaths

	External power supply failure Alarm
	Yes (10 seconds)*
	LED and continuous audible alarm that needs manual disable by clinician, per ISO 80601-2-80:2018
 *within 10 seconds

	Back-up Battery 
	Yes*
	Automatic, and triggered by power supply failure alarm at 10 sec. , per ISO 80601-2-80:2018
*continuous audible Alarm that needs manual disable by clinicians 5’ prior to battery depletion. 

	Low FiO2 alarm
	No
	No FiO2 alarm. Requires vigilance to ensure adequate oxygen flow rates to specify needed FiO2

	Maximum PIP alarm
	Yes at 40cm H2O
	LED and audible alarm @40cm H2O, per ISO 80601-2-80:2018

	Occlusion alarm/Continuing Pressure
	Yes
	LED and audible alarm, per ISO 80601-2-12:2020

	[bookmark: _GoBack]TV not met/ exceeded
	Yes
	LED and audible alarm, per ISO 80601-2-12:2020

	Hypoventilation
	Yes
	LED and audible alarm, per ISO 80601-2-80:2018

	PEEP Alarm
	Yes
	LED and audible alarm, per ISO 80601-2-12:2020

	Leakage Alarm
	Yes
	LED and audible alarm, per ISO 80601-2-80:2018

	Implications for additional clinical monitoring
	Standard ARDS clinical monitoring + continuous end-tidal CO2 monitoring*
	*continuous end-tidal monitoring indicated since no alarm for TV not met/exceeded

	Training

	Training required
	1 hour of minimal training

	



Acronyms: PC – Pressure Control, VC – Volume Control, FiO2 – Fraction of Inspired Oxygen, I:E ratio – inspiration – expiration ratio, RR – respiratory rate, PEEP – positive end-expiatory pressure, Pplateau – Plateau Pressure, PIP – peak inspiratory pressure, TV -tidal volume
