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nHale™ provides bi-level positive air pressure to support respiratory 
therapy for spontaneously breathing adults weighing over 30kg.
 
nHale™ is a cost-effective, single patient, reusable device that en-
ables clinicians to follow medical protocol for non-invasive ventilation. 
The clear user interface facilitates respiratory therapy for patients suf-
fering from COVID-19 disease in private homes, traditional healthcare 
facilities (e.g. hospitals, assisted living facilities, nursing homes), as 
well as spaces converted for the care of large numbers of COVID-19 
patients (e.g. convention centers, university dormitories, etc.). 

Features: 
. Small footprint for maximum portability
. Adjustable inspiration pressure, expiration pressure,
  mandatory respiration rate, inspiration period, rise time, and
  pressure thresholds
. nHale™ Monitor software for optional computer-based set-up
. nHaleTM Mobile App (availability may vary)

Benefits: 
. Simple design, ease of use
. Compact for transport
. Authorized for at-home therapy
. Authorized for use with supplemental oxygen
. Affordable

Includes: 
. nHale™ device
. FDA cleared 22mm respiratory tubing
. Power transformer / adapter
. USB cable [2.0]
. Quick Start Guide
. Instructions for Use for Medical Professionals
. Instructions for Use for Patients
. nHale™ Monitor software
. nHale™ Mobile App
. Replacement filter

Third Party Accessories [not included]:
. FDA cleared or clinician-prescribed CPAP / Bi-Level PAP mask
. Fisher & Paykel Healthcare HC150  
  Respiratory Humidifier [510(K) number: K003973]

nHale™ has been authorized by FDA under an Emergency Use Authorization [EUA];  
nHale™ is authorized only for the duration of the declaration that circumstances exist  
justifying the authorization of the emergency use of the device; nHale™ has not been  
FDA cleared or approved.

SYSTEM
• • •
Weight    1.65 lb / .75 kg
Dimensions (W x D x H)  5.0 in x 5.5 in x 5.8 in /
    12.7 cm x 14.0 cm x 14.7 cm
Power Requirement  15VDC, 4A / 12VDC, 3A 
    [transformer supplied]
Operating Range   4 to 20 cm H2O
Operating Temperature  10 to 35 degrees C

OPERATION
• • •
Features –
. CPAP Mode    
. Spontaneous Respiration: Pressure changes triggered by patient’s
  normal respiratory patterns
. Mandatory Respiration: Pressure changes occur at a set  
  interval if not triggered by normal respiration
. Data Output: CSV data file

Pressures –    
. 4 to 20 cm H2O
. Inspiration and expiration pressures adjustable in 1 cm H2O increments
. Inspiration pressure must be greater than or equal to  
  expiration pressure

BIOMETRICS
• • •
. Respiration Rate (RR) cycles / minute
. IPAP, cm H2O: Actual patient pressure measured at the  
  inspiratory plateau
. EPAP, cm H2O: Actual patient pressure measured at the  
  expiratory plateau 

ALARMS [Configurable on/off]
• • •
Types –
. Failure to achieve therapy pressure
. Therapy pressure exceeded 
. Failure to cycle (detects and alerts failure to change between  
  inspiration and expiration pressures)
. General pressure failure (tube disconnect, mask off, blower failure)
. Maximum system pressure exceeded (alarm over 22 cm H2O)
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Report Adverse events, including problems with test performance or results, to MedWatch by submitting the online FDA Form 3500 
(https://www.accessdata.fda.gov/scripts/medwatch/index.cfm?action=reporting.home) or by calling 1-800-FDA-1088
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Emergency Use of Ventilators During the COVID-19 Pandemic March 24, 2020 

Coronavirus 
Disease 2019 
(COVID-19) 

This Fact Sheet informs you of the significant known and 
potential risks and benefits of the emergency use of
ventilators, anesthesia gas machines modified for use as 
ventilators, and positive pressure breathing devices 
modified for use as ventilators (collectively referred to as 
“ventilators” in this Fact Sheet), ventilator tubing 
connectors, and ventilator accessories.

Certain ventilators, ventilator tubing connectors, and 
ventilator accessories are authorized for emergency use 
in healthcare settings for treatment of patients during the
COVID-19 pandemic by their healthcare provider.

What are the symptoms of COVID-19?

Many patients with confirmed COVID-19 have developed
fever and/or symptoms of acute respiratory illness (e.g., 
cough, difficulty breathing). However, limited information 
is currently available to characterize the full spectrum of 
clinical illness associated with COVID-19. Based on 
what is known about the virus that causes COVID-19, 
signs and symptoms may appear any time from 2 to 14
days after exposure to the virus. Based on preliminary 
data, the median incubation period is approximately 5
days, but may range 2-14 days.

Public health officials have identified cases of COVID-19
infection throughout the world, including the United 
States, which may pose risks for public health. Please 
check the CDC webpage for the most up to date 
information.

What do I need to know about the emergency use of 
ventilators?

• Certain ventilators, ventilator tubing connectors, and 
ventilator accessories that meet certain criteria for 

safety, performance, and labeling have been 
authorized for emergency use.

• Ventilators found in the list of authorized products 
are authorized for use in healthcare settings for 
treatment of patients during the COVID-19 pandemic
by their healthcare provider.

• For each device, healthcare providers should review
the instructions for use, including device 
specifications, reprocessing instructions (if 
applicable), and other labeling information.

• During the COVID-19 pandemic, certain authorized 
ventilators may be used to support multiple patients 
using a continuous ventilator splitter. Healthcare 
providers should review additional device 
specifications, labeling, and patient monitoring 
recommendations in these circumstances.

Use appropriate personal protective equipment when 
caring for individuals suspected of having COVID-19 as 
outlined in the CDC Interim Infection Prevention and 
Control Recommendations for Patients with Confirmed 
Coronavirus Disease 2019 (COVID-19) or Persons 
Under Investigation for COVID-19 in Healthcare Settings 
or on the CDC webpage on Infection Control.

Current information on COVID-19 for healthcare 
providers is available at CDC’s webpage, Information for 
Healthcare Professionals (see links provided in “Where 
can I go for updates and more information” section).  

What are the known and potential benefits and risks 
of ventilators?

Potential benefits of ventilators include:
• Improved oxygenation and ventilation in the 

treatment of acute respiratory illness or difficulty 
breathing

• Life-supporting and potentially life-saving treatment

Potential risks of ventilators include:
• Device malfunctions or adverse events
• Potential infectious and mechanical complications 

from sharing one ventilator through the use of 
multiplexing adapters have not been studied, and 
therefore caution is advised

• Risks of modified ventilator devices have not been 
studied, and therefore caution is advised

All patients who are treated with authorized 
ventilators during the COVID-19 pandemic
will receive the Fact Sheet for Patients:
Emergency Use of Ventilators During the
COVID-19 Pandemic
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• Risks associated with the potential reduced 
requirements for alarms and monitoring of patients

• Reduced familiarity of healthcare providers with 
novel technologies used to treat patients 

What are the alternatives to traditional ventilators, 
and the known and potential benefits and risks of 
such products?

Alternatives to traditional ventilators that are authorized 
under this Emergency Use Authorization (EUA) include 
anesthesia gas machines modified for use as ventilators,
and positive pressure breathing devices modified for use 
as ventilators.

Potential benefits of using alternatives to traditional 
ventilators include:
• Improved oxygenation and ventilation in the 

treatment of acute respiratory illness or difficulty 
breathing

• Life-supporting and potentially life-saving treatment

Potential risks of using alternatives to traditional 
ventilators include:
• A positive pressure breathing device cannot offer all 

of the support that a traditional mechanical ventilator 
can

• A positive pressure breathing device may expose 
others to aerosols that could be contagious

• Healthcare providers other than trained anesthesia 
providers may not be familiar with the operation of 
anesthesia equipment, and therefore should pay 
careful attention to the instructions for use to avoid 
use error

What is an EUA?

The United States FDA has made certain ventilators, 
anesthesia gas machines modified for use as ventilators, 
and positive pressure breathing devices modified for use 
as ventilators (collectively referred to as “ventilators”), 
ventilator tubing connectors, and ventilator accessories
available under an emergency access mechanism called 
an Emergency Use Authorization (EUA). The EUA is 
supported by the Secretary of Health and Human 
Service’s (HHS’s) declaration that circumstances exist to 
justify the emergency use of medical devices, including 

alternative devices used as medical devices, due to 
shortages during the COVID-19 pandemic.

Ventilators, ventilator tubing connectors, and ventilator 
accessories made available under an EUA have not 
undergone the same type of review as an FDA-approved 
or cleared device. FDA may issue an EUA when certain 
criteria are met, which includes that there are no 
adequate, approved, available alternatives, and based 
on the totality of scientific evidence available, it is 
reasonable to believe that ventilators, ventilator tubing 
connectors, and ventilator accessories that meet certain 
criteria for safety, performance, and labeling may be 
effective in treatment of patients during the COVID-19
pandemic. 

The EUA for ventilators, ventilator tubing connectors, 
and ventilator accessories is in effect for the duration of 
the COVID-19 declaration justifying emergency use of 
these devices, unless terminated or revoked (after which 
the products may no longer be used).

Where can I go for updates and more 
information?

CDC webpages:
General: https://www.cdc.gov/COVID19
Healthcare Professionals:
https://www.cdc.gov/coronavirus/2019-nCoV/guidance-
hcp.html
Infection Prevention and Control Recommendations in 
Healthcare Settings:
https://www.cdc.gov/coronavirus/2019-ncov/infection-
control/control-recommendations.html
Infection Control: https://www.cdc.gov/coronavirus/2019-
ncov/infection-control/index.html

FDA webpages:
General: www.fda.gov/novelcoronavirus
EUAs: (includes links to patient fact sheet and 
manufacturer’s instructions) https://www.fda.gov/medical-
devices/emergency-situations-medical-devices/emergency-
use-authorizations
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  Where can I go for updates and more information? The most up-to-date information on 
COVID-19 is available at the CDC General webpage: https://www.cdc.gov/COVID19. In addition, 
please also contact your healthcare provider with any questions/concerns.  

 

FACT SHEET FOR PATIENTS 
Emergency Use of Ventilators During the COVID-19 Pandemic  March 24, 2020 

Coronavirus 
Disease 2019 
(COVID-19) 

1 

You are being given this Fact Sheet because your 
healthcare provider believes it is necessary to provide 
you treatment using a ventilator, anesthesia gas 
machine modified for use as a ventilator, or positive 
pressure breathing device modified for use as a 
ventilator (collectively referred to as “ventilators” in this 
Fact Sheet), ventilator tubing connectors, and/or 
ventilator accessory. 
 
This Fact Sheet contains information to help you 
understand the benefits and risks of using ventilators, 
ventilator tubing connectors, and ventilator accessories 
for the treatment of patients during the COVID-19 
pandemic. After reading this Fact Sheet, if you have 
questions or would like to discuss the information 
provided, please talk to your healthcare provider. 

 
What is COVID-19? 
 
COVID-19 is caused by the SARS-CoV-2 virus. The 
virus, which can cause mild to severe respiratory illness, 
was first identified in Wuhan, China, and has now spread 
globally, including the United States. There is limited 
information available to characterize the spectrum of 
clinical illness associated with COVID-19, but it likely 
spreads to others when a person shows signs or 

symptoms of being sick (e.g., fever, coughing, difficulty 
breathing, etc.).  
 
What do I need to know about the emergency use of 
ventilators? 
 
Certain ventilators, ventilator tubing connectors, and 
ventilator accessories that meet certain criteria for 
safety, performance, and labeling have been authorized 
under an Emergency Use Authorization (EUA) for 
emergency use in healthcare settings for treatment of 
patients during the COVID-19 pandemic by their 
healthcare provider.  
 
A healthcare provider may choose to treat you with a 
ventilator if you have difficulty breathing, or other 
respiratory symptoms. During the COVID-19 pandemic, 
certain authorized ventilators may be used to support 
multiple patients using a continuous ventilator splitter 
when individual ventilators are not available, or 
preemptively to increase the potential of single-use 
ventilators for multiple patients simultaneously. 
 
What is an EUA? 
 
The United States FDA has made certain ventilators, 
anesthesia gas machines modified for use as ventilators, 
and positive pressure breathing devices modified for use 
as ventilators (collectively referred to as “ventilators”), 
ventilator tubing connectors, and ventilator accessories 
available under an emergency access mechanism called 
an EUA. The EUA is supported by the Secretary of 
Health and Human Service’s (HHS’s) declaration that 
circumstances exist to justify the emergency use of 
medical devices during the COVID-19 pandemic.  
 
Ventilators, ventilator tubing connectors, and ventilator 
accessories made available under an EUA have not 
undergone the same type of review as an FDA-approved 

 

 For the most up to date information on 
COVID-19 please visit the CDC 
Coronavirus Disease 2019 (COVID-19) 
webpage: 

 
 https://www.cdc.gov/COVID19 
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or cleared device. FDA may issue an EUA when certain 
criteria are met, which includes that there are no 
adequate, approved, available alternatives, and based 
on the totality of scientific evidence available, it is 
reasonable to believe that ventilators, ventilator tubing 
connectors, and ventilator accessories that meet certain 
criteria for safety, performance, and labeling may be 
effective in treatment of patients during the COVID-19 
pandemic.  
 
The EUA for ventilators, ventilator tubing connectors, 
and ventilator accessories is in effect for the duration of 
the COVID-19 declaration justifying emergency use of 
these devices, unless terminated or revoked (after which 
the products may no longer be used). 
 
What are the known and potential benefits and risks 
of ventilators? 
 
Potential benefits of ventilators include: 
 Ventilator support may be effective in treating you if 

you have difficulty breathing, or other respiratory 
symptoms  

 The use of a ventilator may help your condition 
improve and allow you to recover  

 Life-supporting and potentially life-saving treatment 
 
Potential risks of ventilators include: 
 Modified ventilator devices and techniques may 

have new risks associated with them that have not 
been studied 

 
What are the alternatives to traditional ventilators, 
and the known and potential benefits and risks of 
such products? 
 
Alternatives to traditional ventilators that are authorized 
under this EUA include anesthesia gas machines 

modified for use as ventilators, and positive pressure 
breathing devices modified for use as ventilators. 
 
Potential benefits of using alternatives to traditional 
ventilators include: 
 The device may be effective in treating you if you 

have difficulty breathing, or other respiratory 
symptoms  

 The device may help your condition improve and 
allow you to recover  

 Life-supporting and potentially life-saving treatment 
 

Potential risks of using alternatives to traditional 
ventilators include: 
 A positive pressure breathing device cannot offer all 

the support a traditional mechanical ventilator can 
offer 

 A positive pressure breathing device may expose 
others to aerosols that could be contagious 

 Healthcare providers may not be familiar with the 
operation of the modified devices that are authorized 
under this EUA, which could lead to use error  
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