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1. Medical Device User Fee Cover Sheet (FDA FORM 3601) 
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2. CDRH Premarket Review Submission Cover Sheet 
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3. 510(k) Cover Letter 
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4. Indications for Use 
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Indication for Use 
 

510(k) Number (if known):     
Device Name: SwiftTM FX  
Indication for Use 
 
 
 
The Swift FX channels airflow noninvasively to a patient from a positive airway pressure (PAP) device 
such as a continuous positive airway pressure (CPAP) or bilevel system.  
 
The Swift FX is: 
• to be used by adult patients (> 66 lb/30 kg) for whom positive airway pressure has been prescribed  
• intended for single-patient re-use in the home environment and multipatient re-use in the 

hospital/institutional environment. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

 
 
 
 
Prescription Use ____X_____ AND/OR Over-The-Counter Use____ 
(Part 21 CFR 801 Subpart D)                                                                (Part 21 CFR 807 Subpart C) 

(PLEASE DO NOT WRITE BELOW THIS LINE – CONTINUE ON ANOTHER PAGE IF NEEDED) 
 

Concurrence of CDRH; Office of Device Evaluation (ODE) 
 

Page 1 of__1
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5. 510(k) SUMMARY 
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510(k) SUMMARY 
[As required by 21 CFR 807.92(c)] 

 
Date Prepared January 30th, 2009 

  
Official Contact Mr. Steven Lubke,   

Regulatory Affairs Director 
  

Device Trade Name SwiftTM FX 
  

Device Common Name/ 
Classification Name 

Vented Nasal Mask; 
Accessory to Noncontinuous Ventilator (IPPB) 

  
Classification 21 CFR 868.5905, 73 BZD (Class II) 

  
Predicate Devices Swift LT (K073638)  

Ultra Mirage II Mask (K050359) 
 

Description The Swift FX provides an interface such that airflow from a 
positive pressure source is directed to the patient's nose. The 
mask is held in place with adjustable headgear that straps the 
mask to the face.  
 
Swift FX is safe when used under the conditions and purposes 
intended as indicated in the labeling provided with the product. 
 
Swift FX is a prescription device supplied nonsterile. 

  
Intended Use The Swift FX channels airflow noninvasively to a patient from a 

positive airway pressure (PAP) device such as a continuous 
positive airway pressure (CPAP) or bilevel system.  
The Swift FX is: 
• to be used by adult patients (> 66 lb/30 kg) for whom 

positive airway pressure has been prescribed 
• intended for single-patient re-use in the home environment 

and multipatient re-use in the hospital/institutional 
environment. 

  
Technological 

Characteristics 
comparison 

Comparison with predicate Swift LT
The new device and the predicate mask, provide a seal via 
silicone interface. Both masks are offered in various sizes to 
ensure adequate fit over the extended patient population. 
 
Both the masks incorporate vent holes to provide continuous air 
leak to flush out and minimize the amount of CO2 rebreathed by 
the patient. The design of the mask components is such that 
the incorporation of these vent-holes does not interfere with the 
intended performance of the masks.  
 
Both the masks connect to a conventional air delivery hose 
between the mask and the positive airway-pressure source via 
standard conical connectors (ref: ISO 5356-1:2004) 
 
Both the masks are constructed using molded plastic and 
silicone components and fabric / nylon headgear. All the 
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components of both the masks are fabricated using materials 
deemed safe. (ref: ISO 10993-1). 
 
Both the new device and the predicate are designed to operate 
on the same Mirage or Swift ResMed flow generator settings. 
The pressure-flow characteristics and flow impedance of both 
the new device and the predicate device are substantially 
equivalent. 
 
Both the new device and the predicate device can be reused in 
the home and hospital / institution environment. 
 
The main differences between Swift FX and Swift LT is in the 
number of components, their design/geometry and how 
individual components interface with each other. Both masks 
are designed and constructed under ResMed’s 21 CFR Part 
820 compliant Quality Management System.  
 

Clinical Data Use of vented nasal masks with CPAP or Bilevel therapy is 
proven technology and is well accepted by the medical 
community. Bench testing is sufficient to demonstrate safety 
and efficacy of the Swift FX, as was the case with the predicate 
device. 
 

Performance Data Comparison with predicate Ultra Mirage II 
The CO2 performance of the new device and the predicate 
device are substantially equivalent. 
 

Substantial Equivalence 
Conclusion 

Swift FX is substantially equivalent to the predicate devices: 
- it has the same intended use; 
- it has similar technological characteristics to both 

predicates;  
- it does not raise new questions of safety and 

effectiveness; 
- it is at least as safe and effective as the predicate 

devices Swift LT and Ultra Mirage II 
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6. Premarket Notification Truthful and Accurate Statement  
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7. Class III Summary and Certification 
The Swift FX is not a Class III Device. ResMed has determined that it is a Class II device, 21 CFR 
868.5905, 73 BZD. 
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8. Financial Certification or Disclosure Statement 
 
No financial certification is required.   

No clinical studies were needed to demonstrate Substantial Equivalence. 
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9. Declarations of Conformity and Summary Reports 
 
The Swift FX is a Traditional 510(k) submission.  No Declarations of Conformity or summary reports are 
required. 
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10. Executive Summary  
 
ResMed intends to market the Swift FX nasal mask as a multi patient reuse device in the USA. The new 
device is substantially equivalent to the predicate devices Swift LT (K073638) and Ultra Mirage II Mask 
(K050359) also manufactured by ResMed.  

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

ResMed believes the Swift FX is a medical device classified under 21 CFR 868.5905, 73 BZD (class II). It 
is a prescription device supplied nonsterile. 

The Swift FX provides an interface such that airflow from a positive pressure source is directed to the 
patient's nose. The mask is held in place with adjustable headgear that straps the mask to the face. Swift 
FX is safe when used under the conditions and purposes intended as indicated in the labeling provided 
with the product.  

 

 

 

 (b)(4) 
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Intended Use Statement 
 

Predicate Device: 
 Swift LT  (K073638)  

 

The Swift LT channels airflow noninvasively to a patient from a 
positive airway pressure device such as a continuous positive airway 
pressure (CPAP) or bilevel system. 
The Swift LT is: 
• to be used by adult patients (> 66 lb/30 kg) for whom positive 

airway pressure has been prescribed. 
• intended for single-patient re-use in the home environment and 

multipatient re-use in the hospital/institutional environment. 
 

Secondary predicate: 
Ultra Mirage II 

(K050359) 
 

The Ultra Mirage II Nasal Mask is intended for multipatient use for 
adult patients prescribed continuous positive airway pressure (CPAP) 
or bilevel therapy in hospital, clinic, and/or home environments. 

New Device: 
Swift FX  

The Swift FX channels airflow noninvasively to a patient from a 
positive airway pressure (PAP) device such as a continuous positive 
airway pressure (CPAP) or bilevel system.  
The Swift FX is: 
• to be used by adult patients (> 66 lb/30 kg) for whom positive 

airway pressure has been prescribed 
• intended for single-patient re-use in the home environment and 

multipatient re-use in the hospital/institutional environment. 
 
Substantial Equivalence Summary 
The differences and similarities between the new device and the predicate devices are summarised 
below: 
 
 

Intended use Both the Swift LT and Ultra Mirage II masks have the same intended 
use as the Swift FX mask. 
 

 
Technological  

Characteristics  
 
 
 
 

 
Comparison with predicate Mirage Swift
The new device and the predicate mask, provide a seal via silicone 
interface. Both masks are offered in various sizes to ensure adequate 
fit over the extended patient population. 
 
Both the masks incorporate vent holes to provide continuous air leak 
to flush out and minimize the amount of CO2 rebreathed by the patient. 
The design of the mask components is such that the incorporation of 
these vent-holes does not interfere with the intended performance of 
the masks.  
 
Both the masks connect to a conventional air delivery hose between 
the mask and the positive airway-pressure source via standard conical 
connectors (ref: ISO 5356-1:2004) 
 
Both the masks are constructed using molded plastic and silicone 
components and fabric / nylon headgear. All the components of both 
the masks are fabricated using materials deemed safe. (ref: ISO 
10993-1). 
 
Both the new device and the predicate are designed to operate on the 
same Mirage or Swift ResMed flow generator settings. The pressure-
flow characteristics and flow impedance of both the new device and 
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the predicate device are substantially equivalent. 
 
Both the new device and the predicate device can be reused in the 
home and hospital / institution environment. 
 
The main differences between Swift FX and Mirage Swift is in the 
number of components, their design/geometry and how individual 
components interface with each other. Both the masks are designed 
and constructed under ResMed’s 21 CFR Part 820 compliant Quality 
Management System.  
 

Clinical Data Use of vented nasal masks with CPAP or Bilevel therapy is proven 
technology and is well accepted by the medical community. Bench 
testing is sufficient to demonstrate safety and efficacy of the Swift FX, 
as was the case with the predicate device. 
 

Performance Data Comparison with predicate Ultra Mirage II
The CO2 performance of the Swift FX have been demonstrated to be 
substantially equivalent to the Ultra Mirage II. 
 

Substantial 
Equivalence 
Conclusion 

Swift FX is substantially equivalent to the predicate devices: 
- it has the same, though reworded intended use; 
- it has similar technological characteristics to both predicates;  
- it does not raise new questions of safety and effectiveness; 
- it is at least as safe and effective as the predicate devices 

Swift LT and Ultra Mirage II. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Performance Summary 
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The performance criteria designed to demonstrate substantial equivalence of the new device to its 
predicate including the overall results (pass/fail) are summarised below: 
 

CO2 flushing: 
   

Mask 
Characteristics: 

 

Assembly 
Integrity: 

 

Material Safety: 
 

Multi patient 
Multi use 

 

Transportation 
and Storage: 

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 (b)(4) 
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11. Device Description  
 
Continuous Positive Airway Pressure (CPAP) and bilevel systems are used for the treatment of adult 
Obstructive Sleep Apnea (OSA) and/or ventilatory support.  In the majority of patients on CPAP or bilevel 
therapy, pressurized air can be supplied effectively via nasal masks.  The Swift FX is intended for such 
patients.  

 
 
 

 

 (b)(4) 

 (b)(4) 
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12. Discussion on Substantial Equivalence  
Comparison of the Swift FX to the Swift LT (K073638 ) 
The following tables are provided to identify the similarities and differences between the new mask and predicate device. Detailed protocols and 
pass/fail criteria are provided in section 18. 
 
 New Device :   

Swift FX 
 

Predicate Device: 
Swift LT (K073638)  

 
Comparison 

Indication For 
Use Statement   

SUBSTANTIALLY 
EQUIVALENT 

 

The Swift LT channels airflow noninvasively 
to a patient from a positive airway pressure 
device such as a continuous positive airway 
pressure (CPAP) 
or bilevel system. 
The Swift LT is: 
• to be used by adult patients (> 66 lb/30 

kg) for whom positive airway pressure 
has been prescribed. 

• intended for single-patient re-use in the 
home environment and multipatient re-
use in the hospital/institutional 
environment. 

 

The new device has the same / 
identical intended use as the predicate 
device. 

 

 

Safety 

SUBSTANTIALLY 
EQUIVALENT 

 

 

 

 

Incorporate vent holes to provide continuous 
air leak to flush out the dead space CO2 and 
minimize it from being rebreathed by the 
patient. The design of the mask components 
is such that the incorporation of these vent-
holes do not interfere with the intended 
performance of the masks.  

All the components are fabricated using 
materials deemed safe. (ref: ISO 10993). 

Swift LT is a prescription only device. 

The new device does not raise new 
questions of safety when compared to 
the predicate device. 

The new device is at least as safe as 
the predicate device. 

 (b)(4) 
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 New Device :   
Swift FX 
 

Predicate Device: 
Swift LT (K073638)  

 
Comparison 

  
Technological 
Characteristics 

SUBSTANTIALLY 
EQUIVALENT 

The Swift LT design incorporates a dual wall 
nasal pillow that covers the nasal nares to 
provide seal such that airflow from a positive 
pressure source is directed to the patient's 
nose.  

The mask is held in place with adjustable 
headgear that straps the mask to the face.  

The Swift LT is offered in three nasal pillow 
sizes; together with the adjustable headgear 
incorporating velcro tabs and straps, the 
mask fits a wide range of patient population.  

The mask includes an elbow which is able to 
rotate through 360°. The elbow & short tube 
assembly connects to a conventional air 
delivery hose via 22mm conical connectors. 
(ref: ISO 5356-1).     

Swift LT is constructed using molded plastic 
and silicone components and fabric / nylon 
headgear.  

 

The new device and the predicate 
mask have the same technological 
characteristics. 

The main differences between Swift FX 
and Swift LT are in the number of 
components, their design/geometry and 
how individual components interface 
with each other.  

 

Performance 
 
SUBSTANTIALLY 
EQUIVALENT 

Use of vented nasal masks with CPAP or 
Bilevel therapy is proven technology and is 
well accepted by the medical community. 
Bench testing was sufficient to demonstrate 
safety and efficacy of the Swift LT. 

The performance of the new device is 
substantially equivalent to the predicate 
device. 

 

 (b)(4) 
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 New Device :   
Swift FX 
 

Predicate Device: 
Swift LT (K073638)  

 
Comparison 

 

The flow at 4cm H2O is 21 L/min              
The flow at 10cm H2O is 31 L/min 

Drop in pressure measured (nominal) 
at 50 L/min: 0.62 cm H2O 
at 100 L/min: 2.58 cm H2O                    

The mask is labeled for use in the pressure 
range 4- 20 cm H2O.          

Single patient reuse cleaning has been 
validated for up to 1 year’s use. 
 
Efficacy of high level disinfection/sterilization 
and mechanical integrity post disinfection are 
validated to set performance criteria. 
 
Compatible with ResMed CPAP and Bi-Level 
flow generators with “SWIFT” or “MIRAGE” 
settings. 
   
Transportation and storage environmental 
tolerances are validated to set performance 
criteria. 

 

The flow and through impedance of the 
new device is substantially equivalent 
to the predicate device.                 

The single patient reuse and multi 
patient reuse performance of the new 
device is substantially equivalent to the 
predicate device. 

The compatibility of the new device with 
ResMed flow generators is substantially 
equivalent to the predicate device. 
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Comparison of the new Swift FX to the predicate Ultra Mirage II (K050359) 
 
 
 New Device :   

Swift FX 
 

Predicate Device: 
Ultra Mirage II (K050359) 

 
Comparison 

Performance 
Pressure/Flow  

SUBSTANTIALLY 
EQUIVALENT 

The mask is labeled for use in the pressure 
range 4- 20 cm H2O.          

Physical dead-space of the Ultra Mirage II 
Nasal Mask (Shallow Wide) is 125 ml.              

Functional dead space of the Ultra Mirage II 
Nasal Mask (Standard) @ 4cm H2O is 53 ml. 

 

The pressure flow characteristics and 
effectiveness of the new device and the 
predicate are equivalent. 

The CO2 performance (functional dead 
space) of the new device is 
substantially equivalent to the predicate 
device. 
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13. Proposed Labelling  
 

User Manual  The new Swift FX packaging includes a printed user manual. A draft copy of the 
proposed user manual is included in the following pages. 

 
Disinfection and 

Sterilization 
Guide 

The Swift FX has been labeled for single-patient re-use in the home environment 
and multi patient reuse in the institutional environment. The disinfection and 
sterilization guide is intended for professional users and will be made available via 
ResMed web site when the product is released to the market. (ref: Section 502(f) of 
the Federal Food, Drug, and Cosmetic Act ) The User Manual identifies the URL of 
the ResMed web site where the disinfection and sterilization guide can be found. 

A draft copy of the proposed disinfection and sterilization guide is included in the 
following pages. 

 
Promotional 

Material 
No promotional material has been released at the time of this 510(k) submission. 
The indication statement in any future promotional literature will be the same as that 
provided in the Indications For Use Statement made in this submission. 
No additional claims will be made. Any descriptive content in the promotional 
material will be consistent with this submission.  
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Mask components

Item Description Part number

1 Headgear right  -

2 Top buckle -

3 Back strap -

4 Headgear left - 

5 Pillows 61521 (S)
61522 (M)
61523 (L)

6 Short tube - 

7 Swivel -

8 Vent -

9 Elbow -

10 Swivel ring -

A Complete system 61500

B Pillows system 61510 (XS)
61511 (S)
61512 (M)
61513 (L)

C Headgear assembly 61529 

D Short tube assembly 61528 (1)
61527 (10)

Also available

Pillows 61520 (XS)

XS Extra Small, S Small, M Medium, L Large
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English

Swift TM FX
NASAL PILLOWS SYSTEM

Thank you for choosing the Swift FX.

Intended use
The Swift FX channels airflow noninvasively to a patient from a positive 
airway pressure (PAP) device such as a continuous positive airway 
pressure (CPAP) or bilevel system. 
The Swift FX is:

to be used by adult patients (> 66 lb/30 kg) for whom positive ••
airway pressure has been prescribed
intended for single-patient re-use in the home environment and ••
multipatient re-use in the hospital/institutional environment.

Using your mask
When using your mask with ResMed CPAP or bilevel devices that have 
mask setting options, refer to the Technical specifications section in 
this user guide for mask selection options.
For a full list of compatible devices for this mask, see the Mask/Device 
Compatibility List on www.resmed.com on the Products page under 
Service & Support. If you do not have internet access, please contact 
your ResMed representative.
Notes:

This mask is not compatible for use with ResMed AutoSet CS™ 2 ••
and VPAP™ Adapt SV devices.
SmartStop may not operate effectively when using this mask with ••
some CPAP or bilevel devices that have this feature.
If you experience nasal dryness or irritation, use of a humidifier is ••
recommended.

 

45

Records processed under FOIA Request 2012-745; Released 3/7/13

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2012-745; Released 3/7/13

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2012-745; Released 3/7/13

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



9

En
gl
is
h

Reprocessing the mask between patients
This mask should be reprocessed when used between patients.
Cleaning, disinfection and sterilization instructions are available from 
the ResMed website, www.resmed.com/masks/sterilization/americas.
If you do not have internet access, please contact your ResMed 
representative.

Troubleshooting
Problem / possible cause Solution

Pillows won’t seal properly, are uncomfortable or cause red marks

Pillows may have been fitted 
incorrectly, adjusted incorrectly or 
the headgear is too tight.

Check that the ResMed logo 
on top of the pillows is facing 
outwards. Carefully follow the 
fitting instructions. Readjust the 
headgear to ensure it is not over 
tightened.

Inner wall position of one or both 
pillows is incorrect.

Squeeze pillow sides to release 
inner wall. The correct position 
is shown in the reassembly 
instructions.

Pillows are the wrong size. Talk to your clinician.

Pillows may be dirty. Clean pillows according to the 
instructions.

Mask is too noisy 

System is assembled incorrectly. Disassemble the mask, then 
reassemble according to the 
instructions.

System is leaking air. Refit or reposition you mask.
Adjust your headgear. Check your 
mask is assembled correctly.

Vent is blocked or partially blocked. If the vent requires cleaning, use a 
soft bristle brush.
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Technical specifications
Pressure–flow 
curve

The mask contains passive venting to protect against 
rebreathing. As a result of manufacturing variations, 
the vent flow rate may vary.

Dead space 
information

Physical dead space is the empty volume of the mask 
to the end of the swivel. Using the large cushions it 
is 103 mL.

Therapy pressure 4 to 20 cm H2O

Resistance Drop in pressure measured (nominal)
at 50 L/min: 0.5 cm H2O 
at 100 L/min: 1.8 cm H2O

Environmental
conditions

Operating temperature: +41°F to 104°F (+5°C to 
+40°C)
Operating humidity: 15% to 95% relative humidity  
non-condensing
Storage and transport: -4°F to 140°F( -20°C to +60°C)
Storage and transport humidity: up to 95% relative 
humidity non-condensing

Gross dimensions XS, S, M, L: 16.53“ (H) 3.66“ (W) 1.77“ (D)
 	              (420 mm (H) x 93 mm (W) x 45mm (D))
Mask fully assembled – no headgear

Mask setting 
options

Select ‘SWIFT’, otherwise select ‘MIRAGE’ as the 
mask option.

Notes: 
The mask system does not contain latex, PVC or DEHP materials.••
The manufacturer reserves the right to change these specifications ••
without notice.
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Warranty is void on product sold, or resold, outside the region of 
original purchase. 

Warranty claims on defective product must be made by the initial 
consumer at the point of purchase.

This warranty replaces all other expressed or implied warranties, 
including any implied warranty of merchantability or fitness for a 
particular purpose. Some regions or states do not allow limitations on 
how long an implied warranty lasts, so the above limitation may not 
apply to you.

ResMed shall not be responsible for any incidental or consequential 
damages claimed to have resulted from the sale, installation or use 
of any ResMed product. Some regions or states do not allow the 
exclusion or limitation of incidental or consequential damages, so the 
above limitation may not apply to you. This warranty gives you specific 
legal rights, and you may also have other rights which vary from region 
to region.

For further information on your warranty rights, contact your local 
ResMed dealer or ResMed office.
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Manufacturer: 
ResMed Ltd 1 Elizabeth Macarthur Drive Bella Vista NSW 2153 Australia.
Distributed by: 
ResMed Corp 14040 Danielson Street Poway CA 92064-6857 USA.  ResMed (UK) Ltd 96 
Milton Park Abingdon Oxfordshire OX14 4RY UK.  
See www.resmed.com for other ResMed locations worldwide.

Swift FX 
Protected by patents: AU 785376, HK 1057714, EP 1314445, EP 1582230, US 6581594, 
US 6823865, US 7159587. Other patents pending. 
Protected by design registration: US D562976. Others designs pending. 
Swift is a trademark of ResMed Ltd and Swift is registered in U.S. Patent and 
Trademark Office. 
© 2009 ResMed Ltd. 
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Clinical Use Only

2

ResMed Masks – Disinfection and Sterilization Guide

1 References to masks in this guide refer to ResMed masks and nasal pillows systems.
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1. ResMed Masks
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2. ResMed Validated Procedures
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Table 2.2: Option 2 (High-Level Chemical Disinfection) 
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Global leaders in sleep and respiratory medicine www.resmed.com
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14. Sterilization and Shelf Life  
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15. Biocompatibility  
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16. Software 
Swift FX does not include any software components.
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17. Electromagnetic Compatibility and Electrical Safety  
Swift FX does not include any electrical components. 
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18. Performance Testing – Bench 
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Mask Characteristics 
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Assembly Integrity 
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Transportation and Storage 
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19. Performance Testing – Animal  
Swift FX validation did not require any performance testing involving animals. 
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20. Performance Testing – Clinical  
Swift FX validation did not require any clinical data. 
Use of Nasal Masks with CPAP or Bilevel therapy and the use of nasal pillow systems to create a seal 
around the nostrils are proven technology and are well accepted by the medical community. Pre-clinical-
data (bench testing) demonstrating safety and efficacy is sufficient substitute for clinical evidence. 
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APPENDICES 
 

Appendix A Bioburden Reduction Efficacy 80 
Appendix B Biocompatibility of Silicone LR 3043/40 & LR 3043/65 81-82 
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Appendix A – Bioburden Reduction Efficacy 
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