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ARTP Sleep Apnoea Consortium SAC
ARTP SAC Administration
c/o Executive Business Support Limited
Thorpe Suite, Stowe House
St. Chad’s Road
Lichfield, Staffordshire
WS13 6TJ
SACadmin@artp.org.uk

CPAP Device Certification – Fixed Pressure
INSTRUCTIONS FOR SUBMISSION

This form collects the data which, along with independent testing according to the test protocols specified in appendices A, B and C of the current version of ARTP Standards of Care - CPAP Devices (Technical and Performance), enables verification or otherwise of compliance with ARTP Standards of Care for CPAP devices.

This form also collects data which may be used by ARTP to indicate enhanced features of certified devices and other useful information such as the availability of 12V power leads and associated manufacturer part numbers.  Devices may or may not have some or all of the enhanced features about which data is requested.  Just because a device does not have a particular feature enhancement does not mean that it will not comply with the standard for a certified device (fixed pressure).

All questions in BLACK are requirements of the ARTP Standards of Care for CPAP devices.  The device must comply with all these functional aspects to become a Certified CPAP Device (Fixed Pressure).

All questions in GREY are additional features which are available on some devices, and which may be published by ARTP.

If in any doubt, please email any concerns to SACadmin@artp.org.uk 

Please submit your completed form by email to SACadmin@artp.org.uk with the Subject of the email being ‘CPAP Device Certification – Fixed Pressure’.  ARTP will then process the application and advise you of the Reference Identifier which must be submitted to the Independent Testing Facility.  We will endeavour to acknowledge receipt within 5 working days.  If there are any issues identified in the application in, the CPAP Certification Officer will contact you at the earliest opportunity to discuss.






	Fixed Pressure Device Certification Form

	

	Manufacturer/Distributor:
	[bookmark: ManufacturerName]Enter Company Name Here

	

	Company Address:
	[bookmark: CompanyAddress]Enter Company Address here including Post Code.  Use 'Enter' to break to new line.

	Telephone No:
	[bookmark: Telephone]Enter a UK Telephone no.

	Email:
	[bookmark: email]Enter a valid email contact here

	Contact:
	[bookmark: Contact]Enter The Name Of Your Company Contact

	

	Device Name: 
	[bookmark: DeviceName]Enter The UK Brand Name & Model No.

	

	Standards

	1
	Does the device comply with IEC 60601-1?
(General requirements for the safety of Medical Electrical Equipment)
	[bookmark: Standards1]

	2
	Does the device comply with EN ISO 80601-2-70:2020?
(Particular requirements for basic safety and essential performance of Sleep Apnoea Breathing Therapy Equipment)
	[bookmark: Standards2]

	If the answer to Q2 is NO, go to Q4

	3
	Does the device comply with the previous standard EN ISO 17510-1:2015?
(Sleep Apnoea Breathing Therapy Devices)
	[bookmark: Dropdown2]

	4
	Is the device CE marked ?
	[bookmark: Dropdown1]

	

	Warranty

	5
	What is the minimum parts and labour warranty on this device?
	[bookmark: Warranty1]

	6
	Is the minimum warranty period extendable for an additional payment?
	[bookmark: Warranty2]

	If the answer to Q6 is NO, go to Q8
	

	7
	Please indicate the warranty extension period purchasable:
	

	8
	Do you offer a fixed price repair service when devices are out of warranty?
	[bookmark: Warranty4]

	

	Operating Instructions

	9
	Written operating instructions for the USER are provided with appropriate, clear diagrams, figures and pictures?
	[bookmark: Instructions1]

	10
	Written operating instructions for the CLINICIAN are provided with appropriate, clear diagrams, figures and pictures?
	[bookmark: Instructions2]

	

	Device Operating Modes

	11
	Is there a PRESCRIBER/CLINICIAN mode enabling settings to be made and adjusted by the Prescriber and that the Prescriber is able to lock the settings ?
	[bookmark: Mode1]

	12
	Is there a USER mode enabling a limited range of comfort settings to be adjusted by the User?
	[bookmark: Mode2]

	





	


	Infection Control

	13
	Please describe the recommended cleaning process and example agents that can be used:

(These should be widely available, standard, household cleansing agents)


	[bookmark: InfectionControl1]Document the Cleansing Agents here

	14
	Do you supply an integral humidifier for this CPAP device ?
	[bookmark: Humidifier1]

	If the answer to Q14 is YES, go to Q16

	15
	Is it possible to completely dismantle the humidifier and disinfect all parts thermally in a domestic dishwasher ?
	[bookmark: InfectionControl3]

	


	Device Dimensions
The sum of Width, Depth and Height dimensions should be no greater than 48 cm without a humidifier attached including Wireless/Bluetooth add-on module(s).  With an integral humidifier attached, the sum of dimensions must not increase by greater than 50% of the original size, i.e. 72 cm.
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	Without Humidifier Attached

	16
	Specify the Width (cm) :
	[bookmark: DimWidth]0
	Depth (cm) :
	[bookmark: DimDepth]0
	Height (cm) :
	[bookmark: DimHeight]0

	With Integral Humidifier Attached

	17
	Specify the Width (cm) :
	[bookmark: DimWidth1]0
	Depth (cm) :
	[bookmark: DimDepth1]0
	Height (cm) :
	[bookmark: DimHeight1]0

	


	Device Weight
The device weight without a humidifier attached should be no greater than 1.5 kg including any external power supply.  With an integral humidifier attached, but not containing water, the total weight should be no greater than 2.0 kg including any external power supply.

	18
	Specify the Device Weight (kg) without a humidifier attached including any external power supply:
	[bookmark: WeightWithout]0.00

	19
	Specify the Device Weight (kg) with an integral humidifier attached without water  including any external power supply:
	[bookmark: WeightWith]0.00

	

	Device Patient Tubing Connector

	20
	Is the patient tubing connector 22 mm external diameter, conical & complies with
EN ISO 5356-1:2015 ? 
	[bookmark: Connectors]

	

	Device Patient Tubing Internal Diameter 

	21
	Specify the internal diameter (mm) of the patient tubing :
	[bookmark: Tubing_Internal_Dia]0

	

	Device Patient Tubing Length 

	22
	Specify the length (m) of the standard patient tubing supplied:
	[bookmark: Tubing_Length]0.00

	

	Unit of Pressure Measurement

	23
	Specify the Unit of Pressure Measurement :
	[bookmark: PressureUnits]

	




	

	Pressure Delivery – Minimum & Maximum

	24
	Specify the minimum deliverable pressure :
	[bookmark: PressureMin]
	and the maximum deliverable pressure :
	[bookmark: PressureMax]

	

	Leak Compensation


	25
	The device has the capability to compensate for leaks?
	[bookmark: LeakComp]

	

	Adjustable Ramp Pressure

	26
	The Minimum Ramp Pressure can be set by the prescriber and ‘locked’ ?
	[bookmark: RampLock]

	27
	Specify the incremental ramp adjustment in hPa/cm H2O:
	[bookmark: RampAdj]0.0

	

	Adjustable Ramp Period

	28
	The Ramp feature can be enabled/disabled by the prescriber?
	[bookmark: RampPrescriber1]

	29
	The Ramp feature can be activated/deactivated by the User once set by the Prescriber ? 
	

	30
	Is the Ramp feature manually set or automatically activated algorithmically?
	[bookmark: RampFeature]

	If the answer to Q30 is AUTO, go to Q32

	31
	The Ramp Period can be adjusted by the prescriber from :
	[bookmark: RampDel1]0
	minutes up to
	[bookmark: RampDel2]0
	minutes

	

	Compliance Data Displayed on Device

	32
	The device displays hours run by the motor? :
	[bookmark: Comp1]

	332
	The device displays hours run at pressure? :
	[bookmark: Comp2]

	If the answer to Q33 is NO, go to Q35

	34
	The hours run at pressure can be reset to zero by the prescriber ?
	[bookmark: Comp3]

	35
	The device can detect hours run with user breathing rather than detecting a fixed resistance ? :
	[bookmark: Comp4]

	If the answer to Q35 is NO, go to Q37

	36
	The hours run with user breathing can be reset to zero by the prescriber ?
	[bookmark: Comp5]

	

	Pressure Display

	37
	The Delivered Pressure displayed on the device is :
	[bookmark: PressureDisp]

	

	Maximum Deliverable Pressure Under Fault Conditions

	38
	Specify the Maximum Deliverable Pressure Under Fault Conditions in hPa/cm H2O :
	0

	

	Altitude Operational Range and Altitude Compensation


	39
	The device operates correctly over a minimum range of Zero to 2,500 metres altitude ?
	[bookmark: Altitude2]

	40
	The device measures and automatically compensates for altitude ?
	[bookmark: Altitude3]

	

	Power Supply

	41
	Specify whether the Power Supply is Integrated or External :
	[bookmark: PowerSupply1]

	42
	The Power Supply is of the Universal Type to allow 100 to 240 V AC operation at 50 – 60 Hz ?
	[bookmark: PowerSupply2]

	43
	The device can also operate using a 12 V DC External Power Source ?
	[bookmark: PowerSupply3]

	44
	The device can also operate using a 24 V DC External Power Source ?
	[bookmark: PowerSupply4]

	45
	The Power Lead and External Connector for DC Power Operation are supplied as standard ?
	[bookmark: PowerSupply5]

	If the answer to Q45 is YES, go to Q48:

	46
	The Part Number for 12 V DC Power Lead is :
	Enter the Part Number Here

	47
	The Part Number for 24 V DC Power Lead is :
	Enter the Part Number Here

	





	

	Power Consumption (Without Humidifier)

	48
	State the maximum power consumption without humidifier on 240 V AC power :
	[bookmark: Consumption1]0
	watts

	

	Setup of Prescribed Parameters

	49
	Prescriber settings can be applied directly from the Operational Keys on the device? :
	[bookmark: Prescribed1]

	50
	Prescriber settings can be applied remotely using PC/Apple Mac software ? :
	[bookmark: Prescribed2]

	If the answer to Q50 is NO, go to Q52

	51
	Specify the mode of settings transfer from PC/Apple Mac :
	

	

	Servicing Requirements of Device

	52
	[bookmark: Servicing1]Specify the servicing requirements of the device:
Enter the Servicing Requirements Here

	

	Auto On/Off Switching Feature

	53
	There is an Auto ON feature typically activating after 2 – 3 breaths with the interface applied ? :
	[bookmark: AutoONOFF1]

	54
	There is an Auto OFF feature typically activating when the interface has been removed ? 
	[bookmark: AutoONOFF2]

	

	Remote Compliance Data Transfer 

	55
	The device has a remote compliance data transfer facility? 
	

	If the answer to Question 55 is NO, go to Question 57

	56
	Please specify the mode of data transfer from device to PC/Apple Mac :
	

	

	Data Download and Analysis Facilities

	57
	The device has the capability to store trend data for download and review on PC/Apple Mac ? 
	[bookmark: Download]

	If the answer to Question 57 is NO, go to Question 59

	58
	The software required to download and analyse trend data is provided free of charge ? 
	[bookmark: FreeSoftware]

	If the answer to Question 58 is YES, go to Question 60

	59
	State the current cost of the software including V.A.T. at 20% :
	£
	[bookmark: SoftwareCost]0.00

	60
	The software trends ‘Hours Used’ for at least the last 180 days ? 
	[bookmark: HoursOn]

	61
	The software trends ‘Treatment Pressure’ for at least the last 5 days ? 
	[bookmark: PressureTrend]

	62
	The software trends ‘Leak’ for at least the last 5 days ?
	[bookmark: LeakTrend]

	63
	The software trends ‘Obstructive Events’ (Apnoeas, Hypopnoeas, Flow Limitation, Snore) for at least the last 5 days ? 
	[bookmark: ObstructiveEvents]

	64
	The software trends ‘Central Events’ (Apnoeas, Hypopnoeas) for at least the last 5 days ? 
	[bookmark: CentralEvents]

	65
	The software trends ‘Cheyne Stokes Breathing’ for at least the last 5 days ? 
	[bookmark: Cheyne]

	









	

	FOR DEVICES WITH AN INTEGRAL HUMIDIFIER ATTACHMENT

	

	Connectivity

	66
	The humidifier can be detached or removed from the device or added at a later date without the need to change the patient’s CPAP device? 
	[bookmark: EasyChange]

	

	Delivery Tube

	67
	Does the combination use a heated delivery tube? 
	[bookmark: HeatedTube]

	If the answer to Question 67 is NO, go to Question 69

	

	Power Consumption (With Heated Delivery Tube)

	68
	State the maximum power consumption with humidifier on 240 V AC power :
	[bookmark: MaxPwrTube]0
	watts

	

	Power Consumption (Without Heated Delivery Tube)

	69
	State the maximum power consumption with humidifier on 240 V AC power :
	[bookmark: MaxPwrNoTube]0
	watts

	

	Prevention of Water Ingress

	70
	Does the humidifier design incorporate ‘water protection technology’ ? 
	

	If the answer to Question 70 is NO, you have completed the form

	71
	Indicate the particular angle through which the device can be rotated from horizontal without water ingress into the CPAP device :
	[bookmark: humid_ingress]

	72
	Do you as the manufacturer offer warranty protection against water ingress?
	[bookmark: IngressWarranty]

	



	

	FOR ARTP USE ONLY

	

	Device Submission meets required standard for progression to Independent Testing?
	


CPAP Certification Form – Fixed Pressure Device

Version 2.0: 06/01/2018


1
Version 5.0: 07/10/2025
	Reference Identifier Allocated:
	ARTP/mm/yyyy/n

	CPAP Certification Officer Signature:

[bookmark: Text1]     
	Date: 27 August 2024
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