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U.S. Department . 1200 New Jersey Avenue, SE
of Transportation Washington, D.C. 20590

Pipeline and Hazardous
Materials Safety
Administration

JAN 0 5 2015

Colleen L. Witt

Manager, Regulatory Affairs
Philips Respironics

1740 Golden Mile Highway
Monroeville, PA 15146

Ref. No. 14-0197
Dear Ms. Witt:

This responds to your October 13, 2014 letter requesting clarification of the Hazardous
Materials Regulations (HMR; 49 CFR Parts 171-180) applicable to a portable oxygen
concentrator (POC). Specifically, you inquire about obtaining approval from the Pipeline
and Hazardous Materials Safety Administration (PHMSA) and the Federal Aviation
Administration (FAA) to allow a passenger to carry and operate the POC aboard an aircraft.

According to your letter, the POC (trade name Respironics SimplyGo Mini POC) is a device
that is for use by patients requiring high concentrations of oxygen on a supplemental basis.
The maximum operating pressure of the Respironics SimplyGo Mini POC is 20.0 pounds per
square inch (psig). The Respironics SimplyGo Mini POC is powered by multiple sources,
including AC or DC power, and a rechargeable lithium ion battery pack. For the Respironics
SimplyGo Mini POC powered by the rechargeable lithium ion battery pack, the standard
battery pack has a Watt-hour (Wh) rating of 97.9 (3.4 ampere-hour (Ah) x 3.6 volts (V) x 8
cells). The lithium ion battery pack meets the appropriate testing requirements of the United
Nations Manual of Tests and Criteria, and the battery pack is packaged in a manner to
prevent short circuits when offered for transport or carried onboard an aircraft. You ask
whether the POC is regulated under the HMR.

Based on the information provided in your letter, the Respironics SimplyGo Mini POC is not
subject to the HMR as a Division 2.2 non-flammable gas. The standard lithium ion battery
pack used to operate the device conforms to § 172.102(c)(1)(i) Special Provision 188, for the
transportation of small lithium ion cells and batteries and the POC contains no other
hazardous materials. Therefore, the Respironics SimplyGo Mini POC is not Sllb_] ect to any
other requirements in the HMR.



Please note that notwithstanding the passenger exception in § 175.10(a)(18) of the HMR,
Special Federal Aviation Regulation 106, “Rules for Use of Portable Oxygen Concentrator
Systems on Board Aircraft” (SFAR 106) apply and are under the purview of the FAA. This
response satisfies only one requirement in the FAA approval process before a POC may be
operated onboard an aircraft. You may contact Ms. DK Deaderick in FAA’s Flight
Standards Service at (202) 267-7480 for questions regarding FAA’s approval process.

I trust this satisfies your inquiry. Please contact us if we can be of further assistance.

Sincerely,

j%wmm ,,,,,,,,

T. Glenn Foster

Chief, Regulatory Review and Reinvention Branch
Standards and Rulemaking Division
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October 13, 2014

Attn: Charles Betts, Director, Standards and Rulemaking Division
US Department of Transportation/PHMSA (PHH-10)

1200 New Jersey Avenue, SE East Building, 2™ Floor
Washington, DC 20590

Re: Request for Determination - Respironics Portable Oxygen Concentrator (POC)

Dear Mr. Betts:

Philips Respironics is preparing to enter the market with a miniature version of the currently
sold SimplyGo Portable Oxygen Concentrator (POC) and is requesting an amendment to
Special Federal Aviation Regulation 106 — Rules for use of portable oxygen concentrator
systems on board aircraft (SFAR 106). This amendment would include the Respironics
SimplyGo Mini POC in the list of approved POCs for use on board aircraft. SFAR 106 permits
passengers to carry on and use certain POCs on board aircraft if the aircraft operator ensures
that the conditions specified in the SFAR for their use are met. Section 2 of SFAR 106 requires
that PHMSA determine that the POC does not contain hazardous materials and that the
requestor includes this determination in the SFAR amendment application. This letter is a
request for such a determination and response by PHMSA regarding the applicability of the
Hazardous Material Regulations (HMR; 49 CFR Parts 171-180).

Background

Philips Respironics is the principal provider of innovative solutions for the global sleep and
respiratory markets. Our success spans more than three decades and can be traced to a history
deeply rooted in ingenuity and a passion to deliver solutions to those in need. This tradition of
innovation, combined with an ability to anticipate market needs, is fundamental to the
Company. It has made Philips Respironics a name acknowledged worldwide as a pace-setter
in the sleep and respiratory markets.

The Respironics SimplyGo Mini Portable Oxygen Concentrator is for prescription use by
patients requiring high concentrations of oxygen on a supplemental basis. It is small, portable
and capable of continuous use in the home, institutional, and travel /mobile environments.



Per the US FDA Memorandum #K97-1 “Deciding When to Submit a 510(k) for a change to
an Existing Device”, it was determined that a 510(k) was not required to market the SimplyGo
Mini device within the United States. This decision was based on the comparison of the
SimplyGo Mini device to its predicate device, SimplyGo Portable Oxygen Concentrator.
Therefore, the SimplyGo Mini Portable Oxygen Concentrator is cleared under the SimplyGo
Portable Oxygen Concentrator premarket notification number 510(k) K111885. A copy of the
SimplyGo Portable Oxygen Concentrator 510(k) clearance letter is attached, along with a copy
of the SimplyGo Mini User Instruction Manual.

Performance Specifications and Device Description

The SimplyGo Mini is a portable oxygen concentrator intended to deliver at least 87% pulsed
oxygen to the patient. The device has an integrated conserving device which triggers a pulse

of oxygen by sensing pressure at the onset of inspiration. The SimplyGo Mini delivers fixed

pulse volumes up to a maximum minute volume per setting on the device. The volume of the
dose varies based on the user selected settings.

The SimplyGo Mini POC will operate using any of the multiple power sources listed below:

e Rechargeable batteries (single battery and double battery)
e A/C Adapter
e 12v D/C car Adaptor

Users

The SimplyGo Mini POC will be used by patients requiring supplemental oxygen. These
patients are typically COPD patients. The patient using this device will be ambulatory and
will be looking to improve their mobility versus other forms of supplemental oxygen. Some
patients may have limited vision and hearing.

Environments of Use

The SimplyGo Mini POC is intended to be used during travel wherever the patient might want
to go. Therefore, the device may be used in both good and bad weather conditions. The
SimplyGo Mini Portable Oxygen Concentrator is designed to fit easily under the seat of a
commercial aircraft, permitting the user to travel by air with their prescribed oxygen therapy.

Do ge
2|1 L‘tc.:k,



Specifications

Operating Conditions

Operational temperature: 41° F to 95° F (5° C to 35° C)
Relative humidity: 15% to 93%
Altitude: up to 10,000 ft. (3048 m.)

Storage Conditions

-4° F to 140° F (-20° C to 60° C) - unit only
Relative humidity: up to 93%, non condensing

Oxygen Concentration*®

At least 87% at all settings

Flow Settings and Pulse
Volumes

Pulse Modes (pulse volumes at 20 breaths per minute)
1=11ml

2=22ml
3=33ml
4 =44 ml
5=50ml

+/- 15% or 5 ml whichever is greater for 20 consecutive
breaths
Up to a max of 1000 ml/min +/- 100 ml

User Interface

TFT LCD w/Projective Capacitive Touch Screen

9.4 in x 8.3 in x 3.6 in (single battery)
(23.9cmx 21.1 cm x 9.1 cm)

Dimensions

10.2 in x 8.3 in x 3.6 in (double battery)

(259 cmx21.1 cmx 9.1 cm)
Weight 5 lbs (2.3 kg) with single battery installed

6 Ibs (2.7 kg) with double battery installed
Audio Alarm 56 decibels or greater when measured at 1 meter

Outlet Pressure

20 psig

*Based on an atmospheric pressure of 14.7 psia (101 kPa) at 70° F (21° C)
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SimplyGo Mini Battery

Chemistry Lithium Ion 14.4 VDC (nominal)
. Single battery

Battery Options Double battery (equals two single batteries)
7.9 inx 3.6 in x 1.0 in (single battery)
(20.1 cmx 9.1 cmx 2.5 cm

Dimensions
7.91nx 3.6 in x 1.9 in (double battery)
(20.1 cm x 9.1 cm x 4.8 cm)

Weight 1.1 Ibs (single battery) (0.50 kg)

2.1 lbs (double battery) (0.95 kg)

Watt-hour Rating per

3.4 Ahx 3.6 Vx8cells=97.9 Wh

single battery
. 4 hours (Pulse setting of 2 at 20 bpm with single battery)
Battery Duration 8 hours (Pulse setting of 2 at 20 bpm with double battery)
Maximum recharge time is 4 hours for the single battery and 8
Charge Time hours for the double battery from fully discharged to fully charged,
depending on the power source and usage.
AC Power
Type Philips Respironics Part Number 1116818
Input 100 to 240 VAC, 50/60 Hz
Output 19 VDC, 6.3 A
Power Consumption 120 W while charging
DC Power
Type Philips Respironics Part Number 1116819
Input 12-16 VDC
Output 19 +/- 5% VDC, 6.3A




Standards Compliance

The SimplyGo Mini POC is designed to conform to the following standards:

e IEC60601-1 3™ edition, Medical Electrical Equipment, Part 1: General
Requirement for Safety
o IEC 60601-1-2 Medical Electrical Equipment, Part 1-2: General
Requirement for Safety — Collateral Standard: Electromagnetic (EMC)
Compatibility — Requirements and tests.
e RTCA/DO-160F section 21, category M; Emission of Radio Frequency Energy
e IS0 8359, Oxygen Concentrators for Medical use — Safety Requirements.
e [SO 80601-2-67, Medical electrical equipment, Part 2-67: Particular requirements
for basic safety and essential performance of oxygen-conserving equipment.
¢ SO 80601-2-69, Medical electrical equipment, Part 2-69: Particular requirements
for basic safety and essential performance of oxygen concentrator equipment.

Classification

The SimplyGo Mini POC is classified as:

e IEC Class II Internally Powered Equipment

¢ Type BF Applied Part

e [P22: Drip Proof Equipment

e Not suitable for use in the presence of a flammable anesthetic mixture with air
or with oxygen or nitrous oxide.

e Continuous Operation

Specifically, the following characteristics relate to the SimplyGo Mini POC and its battery
pack:

1. The maximum operating pressure of the SimplyGo Mini POC is 20 psig. This maximum
~ operating pressure limit is a shutdown condition controlled by a pressure sensor within the
device.

2. Each single lithium ion battery pack satisfies the requirements of § 173.185(c)(1)(i) which
states that the Watt-hour rating may not exceed 20 Wh for a lithium ion cell or 100 Wh for a

lithium ion battery and be marked with the Watt-hour rating on the outside case. The battery
pack meets the requirements of each test in the UN Manual of Tests and Criteria.

3. The lithium ion battery pack satisfies the requirements of § 173.21(c) which states that an

electrical device is forbidden for transportation unless it is packaged in a manner to preclude it
from creating sparks or generating a dangerous quantity of heat (for example, by the effective
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insulation of exposed terminals). The SimplyGo Mini battery pack has no exposed terminals
which could be the source of a short circuit. The safety profile of the battery pack includes
safety circuit to protect against over current, over voltage and over temperature conditions. In
addition, there are also single fault tolerances for both over-current and over-temperature
safety protection provided by a current limiting fuse and over-temperature thermal fuse. All
safety systems when activated shut down operation of the battery assembly.

Based on the information provided above, we respectfully submit that the SimplyGo Mini
POC is not currently subject to the HMR because it meets the following criteria:

(1) The pressure of the oxygen in the device does not exceed 40.6 psia at 20°C;
(2) The lithium ion battery used to operate the device is exempted from the HMR;

(3) The battery pack is packaged in a manner to preclude it from creating sparks or generating

a dangerous quantity of heat (for example, by the effective insulation of exposed terminals);
and

(4) The SimplyGo Mini POC contains no other materials subject to the HMR.
Thank you in advance for your assistance, consideration and review of our request. If you

require additional information, please feel free to contact me at (724)387-4870; by fax at
(724)387-7490 or by email at colleen.witt@philips.com.

Sincerely,

Colleen L. Witt
Manager, Regulatory Affairs



Respironics Inc.
1001 Murry Ridge Lane
Murrysville, PA 15668 USA
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SimplyGo Mini User Manual

Introduction

Intended Use

The Philips Respironics SimplyGo Mini Portable Oxygen Concentrator is for
prescription use by patients requiring high concentrations of oxygen on a
supplemental basis. it is small, portable, and is capable of continuous use in
the home, institutional, and travel /mobile environments.

Contraindications

+  This device is not intended to be life-sustaining or life-supporting.
+  This device is not intended for newborn and infant use.

Device and Accessories Description

The SimplyGo Mini Portable Oxygen Concentrator, its features, and its
accessories are described in detail in this manual. Read and understand it
completely before operating the device.

This manual applies to the following accessories:

«  ACPower Supply

«  ACPower Cord
DC Power Supply
Rechargeable Lithium lon Standard and Extended Batteries
Carrying Case

+  Accessory Bag

This manual does not apply to the following accessory items sold separately:

Standard Single Lumen Nasal Cannula

+  Battery Charger
«  SimplyGo Mini Backpack
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SimplyGo Mini System

The device comes with the following items. If any are missing, contact your
equipment provider.

SimplyGo Mini Device in Carrying Case
with Shoulder Strap

This User Manual

- Accessory Bag
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-Warnings and Cautions

Caution: U.S. federal law restricts this device to sale by or on the order of a
physician.

Warnings
A warning represents the possibility of harm to the operator or patient.

The operator should read and understand this entire manual before
using the device.

The device is not intended for life support. Where the prescribing
health care professional has determined that an interruption in the
supply of oxygen, for any reason, may have serious consequences
to the user, an alternate source of oxygen should be available for
immediate use.

Geriatric or any other patient unable to communicate discomfort, or
hear or see the alarms while using this device, may require additional
monitoring.

«  If you feel discomfort or are experiencing a medical emergency while
undergoing oxygen therapy, seek medical assistance immediately to
avoid harm.

The oxygen delivery settings of the oxygen concentrator should be
periodically reassessed for the effectiveness of the therapy.

- Setthe device at the prescribed level and do not increase or decrease
your flow rate from the prescribed level until you first consult with
your physician or healthcare professional.

- Oxygen supports combustion. Oxygen should not be used while
smoking or in the presence of an open flame.

- Do not use the device in the presence of a flammable anesthetic
mixture in combination with oxygen or air, or in the presence of
nitrous oxide.

- Do not use oil or grease on the concentrator or its components as
these substances, when combined with oxygen, can greatly increase
the potential for a fire hazard and personal injury.

- Only use this device as prescribed. The use of oxygen therapy can
be hazardous in some circumstances, so consult your health care
practitioner before using the SimplyGo Mini device.

- To ensure that you receive the correct therapeutic amount of oxygen
delivery according to your medical condition, the Philips Respironics
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Warnings (continued)

SimplyGo Mini device must be used:

- Only after one or more settings have been individually
determined or prescribed for you at your specific activity levels

- With the specific combination of parts and accessories that
are in line with the specification of the oxygen concentrator
manufacturer and that were used while your settings were
determined

+  The settings of the Philips Respironics SimplyGo Mini device might
not correspond with continuous flow oxygen.

The settings of other models or brands of oxygen therapy equipment
do not correspond with the settings of the Philips Respironics
SimplyGo Mini device.

Use only water-based lotions or salves that are oxygen compatible

during setup or use during oxygen therapy. To avoid the risk of fire
and burns, never use petroleum or oil-based lotions or salves.

If you notice any of the following, discontinue use and contact your
home care provider:

- unexplained changes in the performance of this device
- unusual or harsh sounds

- dropped or mishandled device or the power supply

- water spilled into the enclosure

- broken enclosure

Oxygen makes it easier for a fire to start and spread. Do not leave
the nasal cannula on bed coverings or chair cushions if the oxygen
concentrator is turned on, but notin use; the oxygen will make the
materials flammable. Turn the oxygen concentrator off when not in
use. '

«  To ensure proper function and to avoid the risk of fire and burns:
- Use only with Philips Respironics SimplyGo Mini AC power

supply.

- Use only with Philips Respironics SimplyGo Mini batteries.
- Useonly approved SimplyGo Mini accessories.

- Incompatible parts or accessories can result in degraded
performance.

+  Repairs and adjustments must be performed by Philips Respironics
authorized service personnel only. Unauthorized service could cause
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injury, invalidate the warranty, or result in costly damage.

Periodically inspect electrical cords, cables, and the power supply for
damage or signs of wear. Discontinue use and replace if damaged.

To avoid electric shock, unplug the device and remove the batteries
before cleaning the bag. DO NOT immerse the device in any fluids.

Your home care provider is responsible for performing appropriate
preventive maintenance at the intervals recommended by Philips
Respironics.

For proper operation, your device requires unobstructed ventilation.
Always make sure any openings in the case are not obstructed by
items which may impede ventilation. Do not place the devicein a
small closed space (such as a closet). The device should not be used
adjacent to or stacked with other equipment. For more information,
contact your home care provider.

Do not use an extension cord.

Device operation above or outside of the voltage, breath rate,
temperature, humidity and/or altitude values specified may decrease
oxygen concentration levels.

Never drop or insert any object into any opening.

Be aware that the electrical cord and/or tubing could present a
tripping or strangulation hazard.

Use only power cords supplied by Philips Respironics for this device.
Use of power cords not supplied by Philips Respironics may cause
overheating or damage to the device and may result in increased
emissions or decreased immunity of the equipment or system.

Do not operate without the battery installed and working. If primary
power is lost with no battery in place, the device will stop operating
without warning the user. If the device must be operated without the
battery, the user should be aware that there is no backup power and
no warning if primary power is lost.

If the SimplyGo Mini device will not be used for a long period of time,
remove the battery from the device.

Medical Electrical Equipment needs special precautions regarding
EMC and needs to be installed and put into service according to the
EMC information provided in this manual.

Place the device in a location so as to avoid pollutants and fumes.

Portable and Mobile RF Communications Equipment can affect
Medical Electrical Equipment. See the EMC section of this manual for
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distances to observe between RF Generators and the SimplyGo Mini
device to avoid interference.

The use of cables and accessories other than those approved for use
by Philips Respironics may negatively affect EMC performance.

Cautions
A caution represents the possibility of damage to the equipment.

-

.

Do not immerse the device or allow any liquid to enter the enclosure.

When the device is used in an automobile, disconnect it from the

DC auto adapter outlet when the automobile is turned off. Do not
operate the device in a non-running vehicle for an extended period
of time, as this may deplete the vehicle’s battery and prevent the
vehicle from starting. Do not allow the device to be connected to the
auto adapter outlet while starting the automobile normally or while
you are starting the automobile with battery recharging cables. Wait
until the automobile starts before connecting the device to the DC
power outlet. Secure the device securely when used in any moving
vehicle. (The same cautions apply if using the DC adapter outlet on a
boat or recreational vehicle.)

Turn off the device before removing the battery. The device should
not be operated without the batteries installed. If the device is
operated without the batteries installed, the standard shut-down
routine will not be implemented when the power is disconnected
prior to turning off the unit. This can result in damage to the device.

Only use the supplied handle and shoulder strap to carry your device.
With every use, verify that the case, shoulder strap and handle are in
good condition.

Note: Additional warnings, cautions, and notes are located throughout the

manual.
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Symbol Key

Consult
accompanying
instructions Model number

for use

No smoking @ Serial number

No oif or grease Type BF Applied Part

Keep away from open Rechargeable Battery

PR@®®

flames
Do not disassemble P22 Drip proof equipment
= DC power ~ AC Power

Caution: U.S. federal

Iaw'restrlcts this Class 1l (Double
device to sale by or Insulated)

ONLY on the order of a
physician.

Note: Also see the section on alarm indicators and screen symbols.

How to Contact Philips Respironics

To have your device serviced, contact your home care provider. If you need
to contact Philips Respironics directly, call the Customer Service department
at 1-724-387-4000 or 1-800-345-6443 (US or Canada). You can also use the
following address:

Respironics Inc.
1001 Murry Ridge Lane
Murrysville, PA 15668 USA
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Getting Started

Attach the shoulder strap(s) to the carrying case.

Before using the SimplyGo Mini device for the first time, the SimplyGo Mini
standard or extended batteries require an initial uninterrupted charging

time of 3.5 hours minimum for the standard and 7 hours minimum for the
extended battery. This can be accomplished by installing the battery and
using the AC Power Cord, as described in the following pages. Or optionally,
you can use the Smart Battery Charger to charge the SimplyGo Mini batteries.

Note: Philips Respironics does not recommend using DC power for this initial
charging.

Caution: Use only Philips Respironics batteries in your SimplyGo Mini device.
Using other batteries could damage the device and will void the
warranty. Remove the battery if the SimplyGo Mini will not be used
for an extended period of time.

System Overview

Begin by becoming familiar with your SimplyGo Mini device.

Item Description Function

1 Control Panel TFT LCD with projected capacitive touch
screen




SimplyGo Mini User Manual

2 Patient Cannula | Oxygen output and connection point for
Connector patient cannula '

3 Rechargeable Standard or extended rechargeable lithium-
Battery ion battery

4 Power Input Connection point for Philips Respironics-
Connector provided external power supplies: AC line

voltage, vehicle DC

Control Panel

Item

Description

Function

1

Power Button

Turns the device On
and Off

2

Display Screen

Shows information

about the operating
status of the device
and device settings.

©//®

Home Button

Accesses the Home
screen from any
screen.

o 2
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Battery Duration Times

The following table displays the approximate battery duration times for the
standard and extended rechargeable batteries when the batteries are fully
charged.

SETTING STANDARD BATTERY | EXTENDED BATTERY
1 4.5 hours 9.0 hours
2 3.5 hours 7.0 hours
3 2.5 hours 5.0 hours
4 2.0 hours 4.0 hours
5 1.5 hours 3.0 hours

Inserting and Removing the Batteries

You can use a standard battery or extended battery with your SimplyGo Mini
device. They are inserted using the same method. To insert the batteries,
complete the following steps:

1. Place your device in a well-ventilated location and make sure it is
turned off.

Note: The SimplyGo Mini device is shipped from the factory with the
battery removed.

2. Hold the SimplyGo Mini device in one hand, and use your other hand
to insert the battery compartment into the bottom of the SimplyGo
Mini as shown in the following illustration.

Caution: Only remove the battery when the SimplyGo Mini is turned off.
Never remove the battery while the device is operating.

10
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To remove the standard or extended battery, push the eject button
on the center of the battery compartment down as shown in the
following illustration. The battery will release from the device. If the
device has been operating, the surfaces may be warm to the touch.
This is normal.

When the standard or extended battery is not installed, you can
check the battery gauge on the battery to determine the amount of
charge available.

If you are using the standard battery, press the black button on the
battery and watch how many LEDs light up. If using the extended
battery, press the two black buttons and watch how many LEDs light
up. If the batteries are low, you can recharge them. See the Charging
the Battery with AC Power Supply section.

Standard Battery | Extended Battery | Battery Charge
No. of LEDs No. of LEDs
41FDsLight: 8 LEDs Light: | 75% to 100% full
3 LEDs Light: 6 LEDs Light: | 50% to 75% full
2 LEDs Light: 4 LEDs Light: | 25% to 50% full
1 LED Lights: 2 LEDs Light: | 10% to 25% full
1 LED Blinks 2 LEDs Blink | Battery is less than
3Times: 3Times: | 109% full and
needs to be
recharged

(L
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Charging the Battery with the AC Power Supply

Important: The first time you charge the battery, be sure to charge it fully. Do
not use the DC power cord to do so; instead use AC power.

Note: The battery will begin charging whenever you connect the device to an
AC outlet, regardless of whether or notitis in use.

To charge the battery using the AC Power Cord provided with your system,
follow these steps.

1. Connect the AC Power Supply's output cable to the SimplyGo Mini
power input connector.

2. Connect the AC Power Cord’s connector into the AC power supply.

3. Connect the AC Power Cord's plug into an AC outlet installed to meet
national or regional electrical code.

Note: The AC Power Supply is equipped with a green light, which illuminates
as soon as you connect the device to an energized AC power source.

4.  When charging is complete (this takes four hours or less for the
standard battery), disconnect the AC Power Supply and store it with
the AC Power Cord for future use.

Note: Replacement and spare batteries are available separately. For
information, contact your home care provider.

Note: An optional SimplyGo Mini Smart Battery Charger (sold separately) is
available for your system. For more information, contact your home
care provider.

12
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Operating the SimplyGo Mini Device

Power Options

Warning: Do not use the device without the battery installed and operating.

To run the device on battery power, make sure the battery is properly
inserted and sufficiently charged. (The battery should be fully
charged the first time you use it.)

To run the device using AC power, first make sure you have a
battery installed. Then, follow these steps:

1. Connect the output cable of the AC Power Supply to the
SimplyGo Mini power input connector.

2. Connect the AC Power Cord’s connector into the AC power
supply.

3. Connect the AC Power Cord's plug into an AC outlet installed to
meet national or regional electrical code.

Note: - To run the device using DC power from an automobile or other
motorized vehicle, make sure the battery is installed. Start the vehicle
and connect one end of the DC Power Cord to the device’s power inlet
and the other end into the vehicle’s DC electrical outlet.

Because the amount of current available in the vehicle electrical system
is limited, the current available to charge the SimplyGo Mini battery will
be determined by the operating mode of the device. At high settings,
the time required to charge the battery will be much longer, and at the
highest settings, it may not charge at all.

Device Warm-Up

When you turn on your SimplyGo Mini device, it will sense if you are breathing
from it. If you are not yet breathing through the cannula, SimplyGo Mini will
begin to pulse automatically about once every five seconds. As soon as you
begin breathing through the cannula, the device will begin delivering pulses
based on your breathing. [t may take up to 20 minutes for the SimplyGo Mini
output to stabilize within its O, purity specifications. However, you may begin
breathing from the SimplyGo Mini at any time. During the initial stabilization
period, the displayed O, setting number will blink. It will stop blinking when
the output is stabilized and within the target specification.
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Setting up the Cannula and Tubing

To set up the SimplyGo Mini device, follow these steps.

1. Connect a nasal cannula to the patient cannula connector on the
device, as shown. Ensure that the cannula is routed to prevent it from
being pinched or kinked to avoid a disruption of oxygen flow.

Note: A standard single lumen nasal cannula and tubing (not supplied)
should be used to deliver oxygen from the SimplyGo Mini device. The
device works with cannula tubing up to 30 ft. (9 m).

2. Power on the device as described in the next section.

3. Position the nasal cannula on your face, as shown below, and breathe
normally through your nose.

—

et

Powering on the Device

1. You can press the Power button once or simply touch the black
screen on the device to quickly view your settings.
The screen shown here will appear with the
following information displayed:

+ O, setting

»  Battery capacity

«  Number of hours the device has been used
Software version
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The screen will automatically shut off again after 5 seconds.

2. If youwant to fully power on the device, press
the Power button a second time, This second press helps prevent
unwanted starts or inadvertent changes in oxygen flow. The Philips
Respironics splash screen appears briefly followed by the Home
screen, both shown below.

% 4:30pm

& 2

PHMI®»S 4 |
e ————.
RESPIRONICS

Every time it starts up, the device starts producing oxygen to meet
the specified setting. It may take up to 20 minutes to reach the
specified purity leve