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Legal Notice  

Disclaimer EzLung Inc. (EzLung) provides this Operator’s Manual in its commitment to help 
reduce patient risk and injury. However, this manual is not intended to in any way replace or 
substitute duty of care to a patient, professional responsibility, or professional judgment, nor is 
it intended to provide any warranty, promise, guarantee, assumption of risk or duty, release, or 
indemnity. Physicians shall at all times maintain responsibility for patient treatment and 
outcomes, and EzLung further assumes no liability for patient treatment or outcome or for 
physician's negligence, breach of duty of care, or malpractice. The EzLung 100 Ventilator 
operator is solely responsible for selecting the appropriate level and method of patient 
monitoring. Product modification or misuse can be dangerous. EzLung disclaims all liability for 
the consequences of product alterations or modifications, as well as for the consequences which 
might result from the combination of this ventilator with other products, whether supplied by 
EzLung or by other manufacturers, unless such a combination has been specifically endorsed by 
EzLung. The design of EzLung 100 Ventilator, the Operator’s and Service Manuals, and the 
labeling on the ventilator, take into consideration that the purchase and use of the equipment is 
restricted to trained professionals, and that certain inherent characteristics of the ventilator are 
known to the operator. Instructions, warnings, and caution statements are therefore limited to 
the specifics of the EzLung 100 Ventilator.  

Federal law (US) restricts this device to sale by or on the order of a physician.  

This Operator’s Manual excludes references to various hazards which are obvious to medical 
professionals and operators of this equipment, to the consequences of product misuse, and to 
potential adverse effects in patients with abnormal conditions. When the EzLung 100 Ventilator 
is used in homecare, hospitals, EMS and subacute environments, only properly trained 
personnel should operate the ventilator. The EzLung 100 Ventilator is a restricted medical 
device designed for use by respiratory therapists or other properly trained and qualified 
personnel under the direction of a physician and in accordance with applicable state laws and 
regulations. Transport of patients with the EzLung 100 Ventilator requires that medical staff 
have a good working knowledge of the ventilator’s use and problem resolution. Proper 
emergency backup equipment must be immediately available during transport.  

EzLung 100 Ventilator operators must recognize their responsibility for implementing safety 
monitoring mechanisms which supply appropriate information on equipment performance and 
patient condition. Patient safety may be achieved through a wide variety of means, such as 
electronic surveillance of equipment performance and patient condition. However, equipment 
surveillance should not replace direct observation of clinical signs. The liability of EzLung is 
subject to and limited to the exclusive terms and conditions as set forth herein. Said liability is 
limited whether arising out of, or related to, the manufacture and sale of goods, their 
installation, demonstration, sales representation, use, performance, or otherwise. Any liability 
based upon product warranty is limited regardless of any fault attributable to EzLung and the 
nature of the action (including breach of warranty, negligence, and strict liability). The written 
warranties are in lieu of all other warranties, expressed or implied, including, without limitation, 
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warranties of merchantability, fitness for any purpose, or non-infringement. EzLung shall not be 
liable for any special incidental or consequential damages incurred by the buyer to a third party. 
The buyer shall not be entitled to make liability recoveries from EzLung due to such situations.  

Warranty  

The EzLung 100 Ventilator warranty does not apply for/ in case of: 1. Defects caused by misuse, 
mishandling, tampering, or by modifications not authorized by EzLung or its representatives. 2. 
Rubber and plastic components and materials, which are guaranteed to be free of defects at 
time of delivery. Any product which proves during the warranty period to be defective in 
workmanship or material, will be replaced, credited, or repaired. EzLung retains the discretion 
to select the most suitable of these options. EzLung is not responsible for deterioration, wear, or 
abuse. In all cases, EzLung will not be liable beyond the original selling price. Application of this 
warranty is subject to the following conditions: a) EzLung or its authorized representatives must 
be promptly notified upon detection of the defective material or equipment. b) Defective 
material or equipment must be returned to EzLung or its authorized representative. c) 
Examination by EzLung or its authorized representatives must confirm that the defect is covered 
by the terms of this warranty. The above is the sole warranty provided by EzLung Inc. No other 
warranty, expressed or implied, is intended. Representatives of EzLung are not authorized to 
modify the terms of this warranty.  

In no way does this or any of EzLung policies, training materials, guidelines, or instructions 
create an obligation for EzLung to perform any services.  

About this Document  

This document contains information intended to ensure safe and effective use of the EzLung 100 
Ventilator.  

For Technical Support and Customer Service, contact:  
 
1-703-915-3329  
International: www.EzLung.com.  
 
Email and Web Address: 
info@EzLung.com 
EzLung.com 
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Introduction  

The EzLung 100 ventilator is intended to provide continuous or intermittent positive pressure 
mechanical ventilatory support to patients through invasive or non-invasive interfaces. 

The EzLung 100 ventilator is a restricted medical device intended for use by qualified, trained personnel 
under the direction of a physician. It is suitable for use in hospital, sub-acute, emergency room, and 
home care environments, as well as for transport and emergency response applications. 
 
The EzLung 100 Ventilator was developed with minimal number of parts and is focused on high 
manufacturability.  It costs a fraction of other ventilators in the market, can be produced quickly, and is 
lightweight and portable.  The parts required to produce the EzLung 100 Ventilator can be easily 
obtained and assembly time per unit is minimal. This allows the ventilator production to be ramped up 
on demand and be quickly delivered where it is need in a hospital setting. 
 

Package Contents 

The EzLung 100 unit is shipped with the following parts: 

1. Base Ventilator Unit (BVU) 
2. Ventilator Control Tablet (VCT) 
3. Power Supply 
4. 3/8” oxygen source connector (Quick Connect) 

The BVU has an adapter that connects to a power outlet and two ports – one for oxygen and one for air. 
The VCT slides on top of the BVU and has all the controls and displays needed to operate the ventilator. 
The VCT connects to the BVU via the USB interface cable (included). 

The unit can either be powered using a 100V – 240V AC power using included power supply or by an 
external 12 V battery such as a car battery. 

EzLung 100 does not include patient bacterial filter. An external bacterial filter must be used. 

EzLung 100 does not include patient’s tubing or expiration valve or a mask. 

EzLung 100 does not have oxygen sensor inside. The FiO2 measurement is only provided as a flow ratio 
between the gas connected to the oxygen port and the air flow provided by the air turbine of the 
ventilator. If actual FiO2 measurement is required, an external oxygen sensor must be used. 

EzLung 100 does not have an internal battery. An external Uninterruptible Power Supply (UPS) must be 
used to avoid possible power interruptions. 

EzLung 100 does not have any humidifier or air temperature control inside. Appropriate additional 
external devices must be used for that purpose. 

http://www.ezlung.com/
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Figure 1. Package contents 

Ventilator Safety Instructions  
At all times, strictly follow this manual. The safe use of the EzLung 100 Ventilator requires full 
understanding of its operation, and adherence to the manual's instructions. The equipment is only to be 
used for the purpose specified in the Introduction. 
Observe all of the WARNINGS and CAUTIONS posted in this manual, and on buttons found on the EzLung 
100 Ventilator and associated accessories. 
 

General Warnings 
1. Always disconnect the external power supply prior to servicing. There is a risk of explosion if used in 

the presence of flammable anesthetics.  
2. All settings and adjustments in the different ventilation modes must be made in accordance with a 

physician's prescribed therapy. 
3. Do not use electrically conductive patient circuits. 
4. Always use a clean, disinfected patient circuit. 
5. Always use an outlet filter or equivalent at the Airway Pressure Connector, to protect the internal 

components from moisture and other contaminants. 

Ventilator 
Control Tablet 
(VCT) 

Base Ventilator 
Unit (BVU) 

Power 
Supply 

Oxygen 
Connector 
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6. Always use appropriate monitors to ensure sufficient oxygenation and ventilation (such as external 
oxygen sensor, pulse oximeter and/or capnograph) when the EzLung 100 Ventilator is in use on a 
patient.  

7. Do not block the air intake port thereby interfering with patient’s ventilation.  
8. Always have immediate access to an alternative means of ventilation, such as self-inflating, manually 

powered resuscitator, which are ready to use, in order to reduce the possibility of patient death or 
serious deterioration of health.  

9. It is the responsibility of the responsible organization to ensure that the oxygen source is compatible 
with the rated range of pressure, and flowrate as marked no the ventilator and indicated in the 
instructions for use as this can affect the performance of the ventilator that can consequently result in 
patient death or serious deterioration of health. 

 

 

 

Safety Instructions 
If a fault is detected in the ventilator and its life support functions are in doubt, immediately discontinue 
use; use an alternative method of ventilation until the fault has been corrected and contact your provider 
or EzLung immediately. 

1. Constant attention by qualified medical personnel is recommended whenever a patient is 
ventilated with the EzLung 100 Ventilator. 

2. Failure to identify and correct alarm violations may result in patient injury. 
3. When the EzLung 100 Ventilator is used for transport applications, ensure that an external 12 

V battery is fully charged and available for use 
4. Ensure that the Ventilator Control Tablet (VCT) is always fully charged or there is access to a 

charging source 
5. The flow resistance of the air inlet filter, located on the back of the ventilator, is likely to 

increase with repeated use. Ensure that the filter is changed regularly. 
6. Only an EzLung- approved exhalation valve can be used with the EzLung 100 Ventilator 
7. Perform an exhalation valve calibration each time a circuit/exhalation valve is installed. 
8. To avoid the risk of cross contamination, the disposable patient circuit and exhalation valve 

(single use), must be discarded in a responsible manner.  
9. The user should not clean, disinfect or sterilize the circuit or the exhalation valve element for 

reuse. 
10. MR unsafe – keep away from magnetic resonance imaging (MRI) equipment. 

 

Cautions 
1. Only use medical grade oxygen with the high- and low-pressure ports and an appropriate 

pressure regulator. 
2. Do not place liquid containers in the immediate vicinity or on top of the EzLung 100 Ventilator. 

Liquids that get into the ventilator can cause equipment malfunction and damage. 

http://www.ezlung.com/
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3. An authorized EzLung trained technician must do all service or repairs performed on the 
EzLung 100 Ventilator. 

4. Do not open the ventilator or perform service on an open unit while connected to external 
power. 

5. Use standard antistatic techniques while working inside the ventilator or handling any 
electronic parts. 

6. Clean all external parts of the ventilator prior to servicing. 
7. Water in the oxygen supply can cause equipment malfunction and damage. 

Ventilator Description 
• High performance ventilation in a small lightweight package (13.5” x 12” x 5.5”, 8 lbs).  
• Turbine technology allows the ventilator to operate without an external compressed gas source.  
•  CPAP, Assist Control and Pressure Control ventilation modes with Positive End Expiratory Pressure 

(PEEP) and Spontaneous Breathing. 
•  Variable alarm settings: 

o Low Minute Volume/Flow 
o High Minute Volume/Flow 
o Low Respiratory Pressure 
o High Respiratory Pressure 
o System fault 

• Oxygen blending from a low-pressure oxygen source with external pressure regulator. 
• Monitors for Respiratory Rate, I:E Ratio, Minute Ventilation, PEEP, PIP and Tidal Volume. 
• Real-time patient circuit pressure display with Peak Inspiratory Pressure indicator.  
• Range of alarm sounds based on the type of alert which can be easily configured. 
• Operation from AC power and 12V external battery. 

 

http://www.ezlung.com/
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Figure 2. Touch screen user interface on the EzLung Ventilator Control Tablet provides ease of use of all ventilator controls. 

 
All controls for the EzLung 100 are available on the Ventilator Control Tablet (VCT). There are 
no additional panels or buttons needed to operate the unit. 

 
The actual numbers for Inspiratory Rate (I:E), Minute Volume, and Pressure appear in the 
middle of the screen, just to the left of the graphs.  

 
There are 2 graphs:  
1. Pressure v. time (top)  
2. Flow v. time (bottom) 

 
EzLung Ventilator Software 
The Software focuses on the simplicity of operation. The Ventilator Control Tablet (VCT) is 
running an Android- based App EzLung that is being used to send commands to the Base 
Ventilator Unit (BVU) and display graphs and actual sensor readings.  
The BVU firmware is performing the actual real-time operation necessary to provide ventilation 
with the given parameters. 
While the ventilator is in operation, always make sure the VCT is showing the current state of 
the ventilator. Shall the VCT get disconnected from the BVU, BVU will keep the last chosen 
mode and settings running without VCT.  
However, it makes monitoring of the patient circuit difficult and audible alarms will not be 
heard or displayed. 
Periodic software updates are easily available over a WiFi connection. 
CAUTION: Never perform a software update while a patient is connected to the ventilator. 
 

http://www.ezlung.com/
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Ventilator Installation 
Place ventilator on a cart or on a pole. Make sure air inlet, oxygen inlet and patient air circuit outputs are 
not obstructed and freely accessible. 
 

 

Figure 3. EzLung 100 with power supply and oxygen hose connected 

 

 

Figure 4. 22mm Patient Air Circuit Connector 

Basic Ventilator Operation  
1. Connect the Power Supply to EzLung 100 Ventilator 

http://www.ezlung.com/
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2. Connect Power Supply to outlet 
3. Connect Power to Ventilator Control Tablet (VCT) 
4. Leave USB disconnected 
5. Power up the Ventilator Control Tablet (VCT) 
6. Swipe to go to the Home Screen  
7. Launch EzLung Ventilator Application (EVA) 
8. Connect USB 
9. The EzLung pop-up appears 
10. Tap OK 
11. Connect Air Circuit 
12. Upon the first start the system defaults to the CPAP mode (tap upper right corner of 

the screen to change to Assist Control Mode or Pressure Control Mode. 
 

CPAP Mode 
1. Set pressure using your finger on the touch screen. 
2. Monitor Minute Ventilation 
3. Alarms on Minute Ventilation too high or too low 

 
 
 
 
 

 
Figure 5. CPAP Mode 

 

Pressure Graph 

Flow Graph 

Pressure Setting 
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Assist Control Mode 
1. Set Respiratory rate in Breaths per minute (BPM) 
2. Set Tidal Volume in milliliters 
3. Set Inspiratory Time in seconds 
4. Set Positive End Respiratory Pressure (PEEP) in cm H2O 
5. Set FiO2 in range 21% – 100% 
6. Monitor actual Respiratory Rate, I:E Ratio, Minute Ventilation, FiO2 
7. Alarms on peak inspiratory pressure or drop in respiratory pressure 

 

 
Figure 6. Assist Control Mode 

 

Pressure Graph 

Flow Graph 

Settings for 
Current Ventilation 

Mode 
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Pressure Control Mode 
1. Set Respiratory rate in Breaths per minute (BPM) 
2. Set Respiratory Pressure in cm H2O 
3. Set Inspiratory Time in seconds 
4. Set Positive End Respiratory Pressure (PEEP) in cm H2O 
5. Set FiO2 in range 21% – 100% 
6. Monitor actual Respiratory Rate, I:E Ratio, Minute Ventilation, FiO2 
7. Alarms on Minute Ventilation too high or too low 

 

 
Figure 7. Pressure Control Mode 

 
Prepare for Operation of EzLung 100 Ventilator 

1. Attach air and bacteria filters externally to the device before operating  
a. NOTE: A filter MUST be used on the Inspiration circuit! 
b. NOTE: Under extreme conditions and a missing, ruptured, or defective bacteria 

filter, the entire gas pathway can become contaminated with bodily fluids or 
exhaled gas. 

c. To avoid introducing foreign matter into the ventilator and to ensure proper 
system performance, change the air inlet filter at regular intervals (or as 
stipulated by your institution). 

2. An external expiration valve MUST be used on patient’s air circuit 
3. Prepare a Backup Ventilation Device before operating EzLung 100 

a. A backup option MUST be available. A resuscitation squeezable bag can be 
connected externally as a backup option.  

b. The backup mode is determined by hospital policy or the attending physician.  
4. Check that all Interfaces are available for operation of the device 

Settings for 
Current 

Ventilation Mode 

Pressure Graph 

Flow Graph 
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a. Inspiration air outlet is a standard conical 22mm ISO 5356 connector. EzLung 
does not supply any external devices such as pipes, masks, valves, or filters. 

5. An external humidifier MUST be used with this device 
6. An external air temperature control device might need to be used with this device 
7. If using oxygen supply, check that the appropriate low-pressure regulator is installed 

and the oxygen outlet pressure does not exceed 20 psi or 150 KPa. 
a. Always use oxygen connector supplied with the device. It is a high-flow quick-

connect connector with a 3/8” hose barb.  
b. Many standard oxygen pressure regulators also include a flow regulator, limiting 

oxygen flow typically to 8 or 15 liters per minute. Note that a target ventilator 
output FiO2 of 100% might not be achievable in all settings in this case. 

8. Check for power supply to connect to the device 
a. EzLung 100 is powered by 12VDC / 5A power supply connected to the AC outlet 

100 – 240V, 50/60 Hz, 2A with a plug compatible with your country’s electric 
standard.  Alternatively, a 12V car battery can be used to operate the device. 

b. EzLung 100 must be connected to the AC power source via an Uninterruptible 
Power Supply (UPS) to protect against possible power source failures. 

c. CAUTION: To reduce the risk of electric shock, regularly inspect the AC power 
cord and verify that it is not frayed or cracked.  

d. CAUTION: To reduce the risk of strangulation, route the power cord to avoid 
entanglement.  
 

 System Check 
 

Always verify ventilator operation before placing the patient on a ventilator. If the 
ventilator fails any verification steps, remove it from clinical use immediately. Do not 
use the ventilator until necessary repairs are completed and the ventilator passes 
verification. 

 
Ventilator Quick Check. Running Alarm Tests 

The ventilator performs a self-check during start-up and continuously during operation. 
Alarm functionality is verified by this self-check. You may also want to run alarm tests, 
which demonstrate the alarms’ operation.  
 
WARNING: To prevent possible patient injury, always return alarm settings to hospital-
standard values after verifying ventilator operation. 
 
1. Run the ventilator with an air outlet open in any mode. You should be seeing High 

Flow Alarm and Low Pressure Alarm within the first 3 seconds in every mode. 
2. Close the ventilator outlet tight with a finger. 

http://www.ezlung.com/
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a. In CPAP and PC modes you should be seeing a Low Flow Alarm, while the 
noise from the turbine will reduce with EzLung 100 trying to keep the outlet 
pressure constant 

b. In AC mode you should be seeing a Low Flow Alarm and a High Pressure 
Alarm 

Ventilator Alarms and Back-up Ventilation 
 
The Event/Alarm log appears on the left side of the screen. Items contained on the log can be 
removed by swiping the alarm message with finger to the left of the screen.  

 

Figure 8. Alarms and Alarm Controls 

An Alarm sound can be silenced for about 2 minutes by tapping the pop-up Silence Alarm 
button on the bottom of the screen. 

• Low Minute Volume/Flow. It might indicate a blockage in the air circuit, pipe 
kinks, poor lung compliance, blocked or obstructed air intake, failure of the 
air turbine or failure of the oxygen source 

• High Minute Volume/Flow. If might indicate broken or open air circuit, 
disconnected pipes, excessive air circuit leakage 

• Low Respiratory Pressure. If might indicate broken or open air circuit, 
disconnected pipes, excessive air circuit leakage 

• High Respiratory Pressure. It might indicate a blockage in the air circuit, pipe 
kinks, poor lung compliance 

• System fault. System fault Alarms usually require discontinuing use of the 
ventilator, switching to a backup system and contacting technical support for 
the device. 

Alarms 
window 

Temporarily 
silence the 

Alarm sound 

Adjust Alarm 
trigger 

thresholds  
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CAUTION: When an Alarm is triggered, or if there is an evidence of a patient-ventilator fault, 
examine the patient first before examining the ventilator. 
 

Cleaning and Maintenance   
1. The inside pneumatic circuitry of the EzLung 100 Ventilator can be cleaned by using activated 

oxygen or ozone gas. Ozone is a gas can be used to kill harmful bacteria. However, for ozone to be 
effective in killing harmful bacteria, it must be present at a concentration far greater than what is 
considered safe for humans. Observe the following precautions while cleaning: 
• Do not perform ozone cleaning in the same room as the patient 
• Use adequate ventilation 
• Run ventilator with the pneumatic circuit open for 5 minutes after the cleaning to 

remove all traces of ozone before connecting to the patient. 

2. When cleaning the outside with soap and water use wet toilettes to minimize running water on 
the surface of the device. 

3. Additionally, EzLung 100 can be sterilized using an UV light source. 
4. Ventilator Sterilization - To avoid irreparable damage to the EzLung 100 Ventilator, do not attempt 

to sterilize it.  
5. Cleaning Agents – To avoid damaging the ventilator’s plastic components and the tablet, do not 

use cleaning agents containing ammonium chloride, other chloride compounds, more than 2% 
glutaraldehyde, phenols, or abrasive cleaners. 

6. Ventilator Immersion - Do not immerse the ventilator in liquids.  
7. Liquid Sterilizing Agent: Do not use any of the following solutions to clean, disinfect, or 

sterilize the patient circuit:  

• Ketone • Chlorinated solutions • Phenol (>5%) • Chlorinated hydrocarbons • Inorganic 
acids 
• Aromatic hydrocarbons • Formaldehyde• Hypochlorite  
• Liquid agents containing more than 2% glutaraldehyde 

Technical Support 
 
By phone / WhatsApp: 1-703-915-3329 

By email: support@ezlung.com 

Web: www.EzLung.com 

  

http://www.ezlung.com/
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Technical Specifications 
 
Physical 
 

Dimensions: 13.5” x 12” x 5.5” 

Approximate weight: 8 lbs 

Power Source: 12V, 5A (can be powered by a car battery or an AC adapter) 

Power consumption: 50W peak 

Controls: Touch screen 

Air Circuit Outlet: Single conical 22mm ISO 5356 connector 

Oxygen Input: 3/8” high flow Quick Connect connector 

Max. Oxygen input pressure 20 psi / 150 KPa 

 

Ventilation Modes  
 

AC/CMV, PC, CPAP/PEEP 

Minute Flow Rate: 2 – 40 lpm 

Tidal Volume: 100 – 1500 ml 

Breathing Rate: 5 – 40 bpm 

Pressure Limit: Adjustable 30 – 100 cm H2O 

PEEP: 1 – 35 cm H2O 

 

Alarms 
 

High Airway Pressure 

Low Airway Pressure 

High Airway Flow 

Low Airway Flow 

System Failure 
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Page 18                                                                  www.ezlung.com                                                                  © EzLung, 2020 
 

 

Ventilator Pneumatic Diagram 
 
 

 

 

 

 

 

 

 

 

 

 

 

 

Figure 9. Ventilator Pneumatic Diagram 
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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 

1 | P a g e  

FACT SHEET FOR HEALTHCARE PROVIDERS 
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 

https://www.accessdata.fda.gov/scripts/medwatch/index.cfm?action=reporting.home
https://www.accessdata.fda.gov/scripts/medwatch/index.cfm?action=reporting.home
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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 

https://www.accessdata.fda.gov/scripts/medwatch/index.cfm?action=reporting.home
https://www.cdc.gov/nCoV
https://www.cdc.gov/nCoV
https://www.cdc.gov/coronavirus/2019-nCoV/guidance-hcp.html
https://www.cdc.gov/coronavirus/2019-nCoV/guidance-hcp.html
https://www.cdc.gov/coronavirus/2019-nCoV/guidance-hcp.html
https://www.cdc.gov/coronavirus/2019-nCoV/guidance-hcp.html
https://www.cdc.gov/coronavirus/2019-ncov/infection-control/control-recommendations.html
https://www.cdc.gov/coronavirus/2019-ncov/infection-control/control-recommendations.html
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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.  
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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 

https://www.cdc.gov/nCoV
https://www.cdc.gov/nCoV
https://www.cdc.gov/nCoV
https://www.cdc.gov/nCoV
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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  

 

https://www.cdc.gov/nCoV
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