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Important User Information
All users must read this entire manual to fully understand the safe use of
the Clarivent Bubble Helmet.
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Liability
Clarivent Medical Inc. shall in no event be liable for any direct, indirect,
special or consequential damages, including without limitations, loss of
profits, income, information, or use of the product, business interruption,
other related damages, however caused, arising from the use of the
product described in this manual.

Disclaimer
Clarivent Medical Inc. guarantees that the product delivered has been
tested to ensure that it meets published specifications.

Warranty
The Clarivent Bubble Helmet warrants solely to the original purchaser of
this product for a period of 12 months from the date of purchase that
this product shall be of the quality, material and workmanship defined in
the Clarivent Bubble Helmet’s published specifications. If the product is
shown to be defective in this time period, Clarivent shall replace this
product free of charge to the Buyer.

Copyright
This document contains proprietary information that is protected by
copyright. All rights are reserved. No part of this document may be
photocopied, reproduced or translated to another language without
prior written consent of Clarivent Medical Inc.
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1. Intended Use

The Clarivent Bubble Helmet is intended to be used in patients

presenting mild to moderate respiratory distress who require positive

pressure respiratory support with suspected or known to be COVID-19

positive. This device will be used in place of traditional CPAP or BiPAP

masks to deliver positive pressure ventilation to reduce virus

aerosolization risks of the aforementioned modalities. The device will be

used with a HEPA filter in the expiratory limb and will be connected to an

oxygen source in the inspiratory limb i.e. wall oxygen/CPAP/BiPAP/

ventilator machines.

The Clarivent Bubble Helmet single-use helmet that needs to be
discarded after treating one patient. It is not to be shared between
different patients.
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2. Safety For Use
Adhere to the following warnings, cautions and notes for safe use of the
Clarivent Bubble Helmet.

Symbols used: 

Reference number

Batch code

Use by Date

Manufacturer

Refer to IFU

Temperature Range

Do not reuse

Non sterile device

Keep away from sunlight

Do not use if package is damaged
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2.1 Warnings & Precautions

1. Potential adverse effects include asphyxia, carbon dioxide retention and
narcosis, death, vomiting and aspiration, barotrauma of ears and/or lungs,
hearing damage due to excessive noise 

2. To avoid potential adverse effects, the following gas flow restrictions should be
observed: 

A. Minimum gas flow = 50 L/min 
B. Maximum gas flow = 120 L/min 
C. PEEP valve setting = 5-25 cmH2O, as determined by the clinician 

3. This device is to be used only by qualified investigational healthcare
professionals using appropriate PPE as per local/institutional guidelines
(including in negative pressure rooms if necessary) 

4. As Covid-19 is a new disease with constantly evolving information regarding its
pathophysiology and management, the short- and long-term safety and benefits
of the proposed NIV helmet are not well known
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3. Instructions for Use
Read the manual and become familiar with all aspects of setting up and
operating the device before using it in therapy.
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3.1 Assembly of Device

1. Remove device from packaging 

• Check for completeness for all attachments required: two ports and straps.

• Prepare necessary respiratory circuits and  attachments that will  interface
with Clarivent Bubble Helmet ports (OD 22mm). 

2. Neck seal sizing

• Measure patient neck circumference using tape measurement or piece of
ribbon/string

• Lay flat the uncut neck seal. Mark the level of the neck seal that corresponds
with 40% of the neck circumference. Cut the neck seal slightly below the
mark using sharp scissors in a slight horizontal curve line.

3. Hood assembly

• Attach the provided ports into the helmet or use recommended medical
ports attachments.

• If using wall oxygen, prepare the outflow port with an attachment for
HEPA filter then a PEEP valve and prepare the attachment of the
inflow ports

• If using BiPAP/CPAP/Ventilator, prepare appropriate attachments for
the inflow port and close the outflow ports using a respiratory port cap
with 22 ID or equivalent. The outflow port can also be used to provide
additional air or oxygen flow if desired to meet the recommended
minimum flow of 50 L/min.

• Ensure that the respiratory circuits work and the helmet inflates to ensure
there are no defects to the helmets or connections.
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3.2 Donning

3.2.1 Two Provider

1. Ensure that the helmet is facing forward. All appropriate connectors and
attachments are complete 

2. Attach the respiratory circuit into the inflow port (ENSURE OXYGEN IS
FLOWING to minimize disruption to patient oxygenation level). 

3. Two providers standing on each side of the patient, hold the neck seal opening
using the fingertips of both hands at equidistant to each other. Expand the
opening to fit the patient's head. (Figure 1)

4. Ensure that there is enough space in the front to protect the patient's face from
the neck seal during the donning procedure. 

5. Place the Bubble Helmet with the expanded neck seal opening over the patient's
head, starting from the back. (Figure 2)

6. Expand the helmet over the patient’s head and around the neck. (Figure 3)

7. Ensure there are no prominent creases between the neck seal and the patient’s
neck. (Figure 4)

8. Bring the straps under the patient's armpits and attach the buckles. Adjust
straps as necessary. (Figure 5)

9. Attach the respiratory circuit into the inflow port (at the low setting) (Figure 6)

10. Attach the manometer, HEPA filter and PEEP valve in series to the expiratory
circuit (Figure 7)

11. Adjust the PEEP Valve to the desired setting (Figure 8)

12. The device is now set up and ready to use. (Figure 9)
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3.2.2 Single Provider

1. Expand the neck seal opening using the fingertips of both hands to
approximately the width of the patient's head.

2. Ensure that there is enough space in the front to protect the patient’s face from
the neck seal during the donning procedure. Ask the patient to place their hand
in front of their forehead to assist in guiding the neck seal down from the top of
their head to their neck. 

3. Place the Bubble Helmet with the expanded neck seal opening over the patient’s
head and around their neck.

4. Repeat instruction for two-providers donning above.

3.3 Operational Procedure

1. Set respiratory circuit settings (airflow, PEEP level) to the intended therapeutic
level at the clinician’s discretion. Refer to helmet CPAP therapy guideline for
recommendation of respiratory parameter settings. 

 
2. Observe signs of improper connections and donning, such as: helmet not fully

inflated, fogging inside helmet, excessive leakage, and excessive patient
discomfort. Troubleshoot immediately.

3.4 Doffing

1. Unbuckle both the underarm straps 

2. Pinch the neck seal and pull it forward to create an opening between the neck
seal and the patient’s neck. Use the opposite hand to grab the neck seal from
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underneath. 

3. Use both hands to create a large enough opening of the neck seal and pull it
forward and up. Lift the helmet in one smooth movement off the patient's head.
Take care not to apply pressure to the patient's face. 

4. Store the hood for treatment of the same patient at the current admission.
 

5. Dispose the hood immediately in the appropriate waste container as per local
hospital regulation at the end of therapy. 

NOTE: This procedure should take less than 15 seconds to complete. 

3.4.1. Emergency Doffing

Use a pair of sharp scissors to cut the helmet open by pinching the bottom or the
top of the hood and cutting down the length of the hood. Take extra caution of the
patient’s face.

4. Maintenance and Service

4.1 Cleaning

To clean the Clarivent Bubble Helmet, use an antibacterial wet cloth to wipe the
inside and outside of the hood as well as ports and straps.
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4.2 Troubleshooting
Error Possible Causes Recommended Solutions

Helmet not fully
inflated

● PEEP Valve open
● Disconnected or broken

fittings
● Neck seal cut too large and

not creating seal on patients
neck

● Hole or cut in the hood
leaking air

Check all fitting and PEEP
valves for leaks. If the
problem still persists,
discard the helmet and use
a new device or alternative
breathing support.

Fogging inside
helmet

● Flow rate is too low
● Moisture buildup

Increase flow rate to clear
out moisture then revert
back to recommended
therapeutic level

Excessive leakage ● PEEP Valve open
● Disconnected or broken

fittings
● Neck seal cut too large and

not creating seal on patients
neck

● Hole or cut in the hood
leaking air

Find the location of the
leak and patch it. If there is
concern of viral particle
dispersion, do not use the
device.

Pressure buildup ● Blockage of the outflow
● Excessive air/oxygen flow

Immediately remove the
helmet from the patient
and inspect the HEPA filter
and PEEP valve for
blockage. Replace if
blocked and reinstate the
helmet on the patient.
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5. Technical Specifications
5.1 General Specifications

Description Single-material, transparent, and
aerosol-confining non-invasive
positive-pressure ventilation helmet.

Dimensions Transparent hood:
0.012 in. thickness x 11 in. diameter x
14 in. height
Neck seal:
0.04 in. thickness x 10 in. height

Weight ~200 g

Operating conditions Temperature: -20 to 50ºC (-4 to 122ºF)
Relative humidity:10 to 95%
(non-condensing)

Flow requirements >50 L/min

Materials Hood and neck seal - Thermoplastic
polyurethane
Buckles - ABS
Ports - PVC

5.2 Essential Performance

The essential performance of the Clarivent Bubble Helmet consists of being a
non-invasive positive pressure ventilator device that is aerosol-confining and
minimizes CO₂ rebreathing at the aforementioned settings. The Clarivent Bubble
Helmet can be connected to wall oxygen, NIPPVS, and mechanical ventilators.
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5.3 Classifications

The Clarivent Bubble Helmet is classified as a Class II medical device under the
Medical Devices Regulations (MDR) of Canada. Class II devices are those whose
use has either a low public health risk or a moderate individual risk. The quality
system requirement for Class II medical devices is set out in Sections 32(2)(f) of the
MDR.

6. Package Contents

Product Name Includes

Clarivent Bubble Helmet 1x Clarivent Bubble Helmet fully
assembled

User Manual

Clarivent Medical Inc.
Vancouver, Canada
https://Clariventmedical.ca/bubble-helmet

All Rights Reserved.
© 2021 Clarivent Medical Inc. The information in this document is subject to
change without notice.
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