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VOCSN

VOCSN offers mechanical Ventilation, Oxygen, Cough, Suction, and Nebulizer therapies in one compact,
portable, lightweight device.

Critical Care Ventilator

VOCSN is one of the few portable ventilators to achieve the rigorous critical care
standard” for safety and accuracy. The ventilator provides invasive, noninvasive, and
mouthpiece ventilation and delivers a comprehensive set of modes and settings to

)

meet patient needs.
VENTILATION

T D 6 L/min Equivalent Internal Oxygen Concentrator

The VOCSN internal oxygen concentrator and Oxygen Direct'™ system deliver the
02 equivalent of 6 L/min of oxygen or up to 40% FiO2. External high pressure and low
pressure oxygen sources can be connected when needed.
OXYGEN

Touch Button Cough

th\/I

Touch Button Coug therapy is activated in seconds rather than minutes, without

changing the circuit. Breath Sync monitors patient breathing and triggers a cough at a

natural point in the breathing cycle.

COUGH

Hospital Grade Suction

Hospital grade suction system provides consistent high flows throughout the entire
suction experience. VOCSN Suction therapy is up to three times quieter than traditional

&

portable suction machines.
SUCTION

High Performance Nebulizer

VOCSN automatically compensates for the airflow from the nebulizer drive to ensure
accurate ventilation and comfortable breathing. VOCSN records each medication use

and turns off the nebulizer when the therapy is complete.

NEBULIZER

Copyright: © 2019, Ventec Life Systems
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CAUTION: Federal law restricts this device to sale and use by or on the order of a physician.
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VOCSN

1 Introduction

VOCSN Configurations

VOCSN offers mechanical Ventilation, Oxygen, Cough, Suction, and Nebulizer therapies in one
compact, portable, lightweight device.

VOCSN is customizable and may be purchased in various configurations of the available integrated
therapies. There are many possible VOCSN configurations. This allows patients and caregivers to
select a device that provides therapies that meet the patient's individual needs.

Your device may include all five therapies and all the features described in this manual, or just the set
of therapies and features purchased or prescribed by the treating physician. Depending on its
configuration, VOCSN will be able to provide Ventilation, +Oxygen Concentration, +Cough,
+Suction, and/or +Nebulizer therapy. It may also be able to provide oxygen from an external high-
pressure source and FiO2 monitoring (+Pro configurations) or low-pressure oxygen (all
configurations). The configuration name is based on the therapies VOCSN can provide. For example,
the V+C configuration provides Ventilation+Cough therapies. The configuration name is printed on
the back of the device.

V+0+C+S+N+Pro

Yes Yes Yes Yes Yes Yes Yes
(or "VOCSN")
V+0+C+S+N Yes Yes Yes Yes Yes No Yes
V+C+Pro

Yes No Yes No No Yes Yes
(or "VOCSN-VC")
V+C Yes No Yes No No No Yes
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VOCSN

O Oxygen Direct

The VOCSN internal O2 Concentrator delivers Oxygen Direct therapy to the patient without
requiring an external oxygen source. It is intended for the administration of non-life-sustaining,
supplemental oxygen to stable individuals. Using the O2 Flow Equivalent control, the internal O2
Concentrator delivers the equivalent of up to 6 L/min as pulse doses through a small integrated
oxygen tube in the Ventec One-Circuit.

Traditional, portable oxygen concentrators include a pulse dose oxygen mode, used to deliver
oxygen through a nasal cannula, but do not have a way to trigger pulsed doses of oxygen through a
patient circuit for ventilation. VOCSN unifies ventilation and oxygen concentration to deliver oxygen
as pulse doses through a small oxygen tube in the Ventec One-Circuit, in synchronization with patient
breathing.

VOCSN can also be connected to an external source of high-pressure oxygen to deliver oxygen
through the Ventec One-Circuit as a configured FiO2, or in pulse dose mode using an integrated
Ventec One-Circuit O2 tube.

® Touch Button Cough

Integrated VOCSN Touch Button Cough™ therapy can be delivered with the touch of a button
without modifying the Ventec One-Circuit. Once initiated using the touchscreen, VOCSN transitions
to Cough therapy and then back to Ventilation therapy automatically. Touch Button Cough therapy
delivers an insufflation (positive) pressure, and then an exsufflation (negative) pressure through the
Ventec One-Circuit to simulate a natural cough, moving secretions out of the patient airway.

The Cough+Suction feature allows VOCSN to activate Suction therapy automatically when Cough
therapy is initiated, to simultaneously move secretions out of the patient airway, and from the Ventec
One-Circuit.

The Breath Sync feature synchronizes cough maneuvers with patient effort to improve patient

comfort. VOCSN also monitors Peak Cough Flow and Cough Volume to help ensure Cough therapy is
delivered effectively.
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VOCSN

@ Suction

VOCSN includes a high-flow suction system designed to safely aid in effective airway clearance for
both pediatric and adult patients. If enabled, Suction therapy can be initiated at any time during
Ventilation or Cough therapy, to help remove secretions from the patient airway or Ventec One-
Circuit.

The Cough+Suction feature allows VOCSN to activate Suction therapy automatically when Cough
therapy is initiated, to simultaneously move secretions out of the patient airway, and from the Ventec
One-Circuit.

Suction therapy can be used with a Ventec Secretion Trap, or closed- or open-suction catheter. The
Ventec Secretion Trap collects secretions as they enter the Ventec One-Circuit during Cough therapy.
Suction tubing connected to the Ventec Secretion Trap vacuums those secretions out of the Ventec
One-Circuit and into the detachable Ventec Travel Suction Canister.

@ Nebulization

Optional Nebulizer therapy provides an integrated é L/min nebulizer drive, to power a nebulizer
connected to the Ventec One-Circuit. Nebulization can be initiated using the VOCSN touchscreen,
and turns off automatically when the configured Nebulizer therapy duration has elapsed. While
Nebulizer therapy is active, VOCSN automatically adjusts the delivered Ventilation therapy to
compensate for nebulization flows.

Portability

VOCSN is designed to support the transport of mechanically ventilated patients. VOCSN includes
two removable, rechargeable batteries and an internal rechargeable battery, used to power the
device when no external source of continuous power is available.

Using the power supply, VOCSN can be connected to a wall outlet or other AC power source. Ventec
Life Systems also offers an optional 24 Volt Wheelchair Power Cable, which can be used to power
VOCSN from wheelchair outlets. VOCSN batteries charge whenever an external power source is
applied.
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VOCSN

Indications for Use

VOCSN Unified Respiratory System is intended to provide continuous or intermittent ventilatory
support for the care of individuals who require mechanical ventilation. It may be used in invasive and
non-invasive applications. VOCSN is intended for pediatric through adult patients weighing at least 5
kg. It is intended for use in home, hospital, institutional, and transport settings, including portable
applications.

The integral oxygen concentrator is intended for the administration of supplemental oxygen. The
integral suction pump is intended for airway fluid removal and oral/pharyngeal hygiene. The integral
cough assist option is intended for patients who are additionally unable to cough or clear secretions
effectively.

VOCSN Training

The VOCSN clinician or caregiver must be capable of responding to alarm conditions, and trained to
use VOCSN. A list of available VOCSN training options is available at VentecLife.com.

CAUTION: Clinicians responsible for configuring and operating VOCSN must be trained to use it
and should review this manual in its entirety before using VOCSN to administer therapy. Home
caregivers must also receive training, and must review the Home Caregiver and Patient Guide
(available at VentecLife.com) prior to setting up or operating VOCSN.
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VOCSN

Suggested Environments of Use

VOCSN is suitable for use in the following environments:

Home Environments

* Home care

= Home-based transport

Hospital Environments

= Emergency departments
e Step-down units

= Military hospitals

WARNING: Do not use VOCSN within magnetic resonance (MR) environments. Using VOCSN
within MR environments may affect VOCSN or MR device performance, damage the devices, or
harm individuals.

Institutional Environments

* Long-term acute care
« Skilled nursing facilities

* Long-term care/nursing homes

Transport Environments

* |Intra-hospital transport
* Inter-hospital transport
* Emergency medical services

= Military transport

NOTE: VOCSN that include an airplane symbol on the back label are
compliant with the regulations for device use on board aircraft:
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VOCSN

This chapter includes instructions for placing and setting up VOCSN, including instructions for
connecting Ventec One-Circuits, and additional Ventec One-Circuit components. VOCSN was
designed for use with Ventec One-Circuits from Ventec Life Systems. Do not use third-party patient
circuits with VOCSN.

WARNING: Put VOCSN into service in accordance with the information provided in this Clinical
and Technical Manual. VOCSN operation may be impaired or become unsafe by failure to follow
setup and operating instructions, the connection of unauthorized accessories, or the unauthorized
modification of VOCSN. All modifications made, and accessories used with VOCSN, must meet the
requirements of IEC 60601-1. The organization responsible for device setup must ensure the
compatibility of VOCSN and all parts and accessories used to provide therapy to the patient prior
to use.

WARNING: VOCSN should be set up, configured, and used by trained clinicians and caregivers
under the direction of a physician. Patients and caregivers should be instructed not to modify the
VOCSN setup or configuration without direction and/or supervision from a clinician.

WARNING: Do not use lubricants on VOCSN or on any part of the Ventec One-Circuit. Lubricating
fittings, connections, tubing, or other accessories may result in fire and burns to the patient or
caregiver.

WARNING: Use only spare parts recommended by Ventec Life Systems. Using spare parts not
recommended by the VOCSN manufacturer may result in fire and burns to the patient or caregiver.

WARNING: Only use carrying cases approved by Ventec Life Systems. Use of unauthorized carrying
cases may result in damage to VOCSN, impaired device performance, and risk to the patient.

NOTE: The VOCSN ethernet and USB ports are intended for use by trained personnel only. The
remote alarm port and power connection port can be used with third-party equipment. However, it
is the responsibility of the person connecting the third-party equipment to ensure the system
complies with clause 16 of IEC 60601-1, 3rd ed., as well as any local laws.

NOTE: When using VOCSN to provide non-invasive ventilation, Ventec Life Systems recommends
use of CO2 monitoring equipment compliant with ISO 80601-2-55. To connect and use CO2
monitoring with VOCSN, follow all instructions from the equipment manufacturer.
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VOCSN

Using a Trach, ET Tube, or Non-Vented Mask

VOCSN may be connected to a non-vented mask, trach or ET tube to provide Ventilation therapy
using an Active or Passive Ventec One-Circuit. These circuit types include an exhalation valve
designed to expel exhaled gases. See the following pages for detailed setup instructions.

Using a Vented Mask

VOCSN may be connected to a vented mask to provide Ventilation therapy using a Valveless Ventec
One-Circuit. This circuit type does not include an exhalation valve, and is designed for use with a

mask patient interface incorporating a fixed leak. See the following pages for detailed setup
instructions.

NOTE: Vented masks used with VOCSN must be connected with a Valveless Ventec One-Circuit and
have an integrated leak of 20 to 50 L/min at 10 cmH2O to ensure proper device performance.

WARNING: Masks are not recommended for use with patients <7 kg, due to the unavailability of
masks sized to provide a seal tight enough to deliver effective Ventilation therapy.

Using a Nasal Cannula

VOCSN may be connected to a nasal cannula to provide High Flow therapy* using a Valveless Ventec
One-Circuit.

NOTE: When using a Valveless Ventec One-Circuit, leave the circuit connected to VOCSN, and
disconnect the mask or nasal cannula while running the Pre-Use Test.

* High Flow therapy is available in select markets only; it is not yet available in the United States.
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VOCSN

Connecting a Ventec One-Circuit to a Humidifier (Without the Ventec
Humidifier Bypass)

If not using Touch Button Cough therapy with a connected humidifier, install the Ventec One-Circuit
directly to the humidifier.

To connect a humidifier to the Ventec One-Circuit (without the Ventec Humidifier Bypass):

1 Connect a length of patient circuit tubing (sold separately) to the open end of the external
bacterial filter. Connect the other end to the humidifier.

2 Connect a heated wire Ventec One-Circuit to the humidifier. Follow instructions from the

humidifier manufacturer to connect heated wire and temperature sensor lines from the
humidifier to the Ventec One-Circuit.

-

VOO
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VOCSN

Connecting a Ventec One-Circuit, Humidifier, and Ventec Humidifier
Bypass

The Ventec Humidifier Bypass is designed to remain connected to the Ventec One-Circuit. When
using a humidifier, this allows Touch Button Cough therapy delivery without reconfiguring the Ventec
One-Circuit.

To connect a humidifier and Ventec Humidifier Bypass to a heated wire Ventec One-Circuit, follow
setup instructions provided by the humidifier manufacturer, and:

Connect the flexible Ventec Humidifier Bypass tubing to the external bacterial filter.

N

Connect the Ventec Humidifier Bypass to the humidifier.

w

Connect the heated wire Ventec One-Circuit to the Ventec Humidifier Bypass.

N

Follow instructions from the humidifier manufacturer to connect heated wire and

temperature sensor lines from the humidifier to the Ventec One-Circuit.
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VOCSN

Setup

Connecting a Ventec One-Circuit O2 Tube

If your Ventec One-Circuit has an integrated O2 tube, connect the O2 tube to the oxygen output port
on the right side of VOCSN. Fit the connection adapter around the port securely.

(CLE,
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VOCSN

Connecting an Active Ventec One-Circuit

If you are using an active Ventec One-Circuit, the flow sense and drive lines at the exhalation valve
(the multilumen tube) must be connected to VOCSN before use.

1 Fit the oval connector tube into place in the Active connection port.
2 Then, fit the connecting screw cap over the port and twist it clockwise until it is firmly
secured.

CAUTION: Ensure that no part of the active exhalation valve flow sensor tubing becomes pinched
during setup or use. Pinched tubing can affect VOCSN performance, including its ability to provide

accurate breath triggering, cycling, and monitoring.
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