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AlicePDx

User Manual

1. Introduction

Alice PDxis a portable, diagnostic recording device. It may be used for obstructive sleep apnea
screening as well as for follow-up and diagnostic assessment. The device may be used in a sleep lab
or clinical setting by trained professionals, and it may be used at home by patients as directed by
their healthcare provider.

The Alice PDx device records information for your healthcare provider and stores it on a removable
memory card.

Intended Use

The Alice PDx is a multi-function recording device that collects and stores physiological signals. The
recorded data is downloaded, presented graphically on a computer screen, and may be printed

for diagnostic review by clinicians/physicians to aid in the diagnosis of respiratory sleep disorders
or other physiological disorders. The Alice PDx may be used on adults in the home or hospital/
institutional environment.

The device does not provide alarms and is not intended for use as an automated apnea or cardiac
maonitor.

User Manual
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Warnings & Cautions

7Y
/1Y Warnings
The following warnings indicate the possibility of injury to the user or the operator.

Consult with your physician prior to performing the study if you have a cardiac pacemaker.

Do not plug sensor cables into electrical outlets. Cable contact with electrical outlets presents a
serious shock hazard.

Do not connect the Alice PDx to any USB compatible device.

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 anaesthetic mixture in combination with
oxygen or air, or in the presence of nitrous oxide.

Verify that the sensors are connected properly before using.

When attaching the sensors and cables, be careful to route the cables in a manner that will
reduce the possibility of strangulation, discomfort, or the sensors becoming detached.

Inspect the sensor cables for damage or signs of wear. Contact your equipment provider for
assistance.

If you notice any unexplained changes in the performance of this device, if the device is
dropped or mishandled, if water is spilled into the enclosure, or if the enclosure is broken,
discontinue use and contact your equipment provider for assistance.

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

Use caution when removing damaged batteries and avoid exposing skin to any
leaked battery material.

Recycle or dispose of batteries in accordance with local regulations. Do not incinerate.
Use only accessories that have been approved by Respironics.

Connecting the Alice PDx to a device that is not approved by Respironics with the therapy and/
or SleepLink communication cables, may result in a shock hazard. Only devices that are IEC
60601-1 approved may be attached to the Alice PDx.

Alice®PDx™




Caregiver Warnings

Remove all patient cables (applied parts) before performing cardiac defibrillation. The Alice PDx
device and its accessories are not protected against the effect of cardiac defibrillation.

Do not use the Alice PDx device in a Magnetic Resonance Imaging (MRI) environment or in
close proximity to a high emissions source.

A
(A Cautions

The following cautions indicate the possibility of damage to the device.

Follow all of the manufacturer’'s recommendations and instructions for the Alice PDx and all
equipment used with the device.

Operation of the Alice PDx device may be adversely affected by:

+  electromagnetic fields exceeding the level of 10 V/m in the test conditions of EN 60601-1-2
- the operation of high frequency (diathermy) equipment

- defibrillators, or short wave therapy equipment

- radiation (e.g., x-ray, CT)

- magnetic fields (e.g., MRI) 09.

Synthetic fabric from draperies or rugs can also cause interference due to static electricity.
Touching an inanimate object (e.g., wall) before handling the system often prevents static
build-up problems.

Strong transmitter signals from TV, radio, airport, police, fire, and ambulance stations could
be received and may be misinterpreted as heart and/or breath signals. If you are located less
than one mile from any of these sources, ask Respironics Customer Service to assist you in
determining whether your system will operate properly.

Do not place liquids on or near the Alice PDx device. If liquids are spilled on the equipment,
discontinue use until it can be determined that the device can be safely operated. Contact your
equipment provider for assistance.

Do not immerse the Alice PDx device in any fluids.

User Manual



The base Alice PDx system includes

Alice PDx device

Alice PDx professional and user guides

Carrying case

Patient setup carrying case overlay

Serial USB Alice PDx to PC communication cable
USB SD card reader wlextension cable

1 GB SD card

Alice PDx holster (chest holder for device)

Neck lanyard for Alice PDx holster

2 ea. Pro-Tech zRIP effort belts with wireset
5-pack starter pack pressure cannulas

Oral thermal sensor

Nonin SpO, sensor extension cable

4 ea. AA batteries (packaged separately)

Choice of Nonin SpO, probe (packaged separately)

Ordering information

Item: No. Description

1043941 Alice PDx device kit, domestic/US
1043844 Alice PDx device kit, international
1047990 Alice PDx device kit; Japan
Optional companents } :
1040808 ExG yoke,Alice PDx, domestic
1048415
1040809

ExG yoke, Alice PDx, international

ECG yoke, Alice PDx, domestic

1040810 ECG yoke, Alice PDx, international
1048916 ECG yoke,Alice PDx, Japan
Accessaries

1040807 Alice PDx to MobileLink cable (PC cable)
1040806 Alice PDx to SleepLink cable

1040805 Alice PDx to RS-232 sleep therapy cable
1053280 Alice PDx holster

1053194  Alice PDx holster neck lanyard
P1328-60 Pro-Flow nasal cannula, adult qty. 60

P1343 Pro-Flow nasal-oral cannula, adult qty. 30

P1379 Oral thermistor, Alice PDx

P1388 Nasal-oral thermistor, Alice PDx FLGATS
P1391 CPAP titration kit (for non-Respironics therapy devices)
P1837  zRIP adult sensor kit (belts and wiresets), Alice PDx
F1806  zRIP effort sensor, adult (24" to 75") / (61 cm to 190 cm)
P1170 ZRIP wireset, Alice PDx

1053952 2-pack SD cards (secure digital card, 1GB ea.)

1053948 Alice PDx quick start guide (carry case overlay) 4-pack
936 SpO, reuseable sensor, adult finger clip

953 SpO, resueable flex sensor, adult

954A Adult flex sensor wrap (25-pack)

Training tools:

1055905 Patient instructions video (DVD)
1055918 Clinician interactive tutcrial (CD-ROM)

Basic PC recommendations:

* Windows®-compatible personal computer running Windows Vista
Business, Windows XP Professional or 2000 with a CD-RW drive.
A DVD drive is recommended if you will be saving audio/video files

onto removable storage media.

* Intel® Pentium® 3 processor (500 MHz) or greater, 32-bit (x86)
processor (1 GHz) required for Windows Vista computers

* 512 MB system memory, 1 GB or higher for Windows Vista computers

Specifications
Total channels:

Base channels:

Optional yokes/
channels:

Input impedance:

Bandwidth:

Input signal range:

Digial resclution:

Initial sample rate:

Max storage rate:

Communication

interfaces:

Up to 21 with optional ECG and ExG yokes

10 channels: pressure-based flow (w/snore) and
thermal airflow, zRIP effort (2), body position, SpQ,
(also pleth and pulse rate) and patient marker. Up to
eight parameters from Respironics therapy devices
may be acquired, including pressure, flow and leak.

ECG yoke; 7 channels: 3-lead ECG providing -
3 measured and 4 derived channels

ExG yoke; 7 channels: 4 neuro channels (EEG or EOG)
and 3 differential EMG, plus references and ground

ECG: 10MQ per electrode 20MQ differential
EEG: 2MQ per electrode 4MQ differential
EMG: 2MQ per Electrode 4MQ differential

ECG: 0.318Hz to 81Hz
EEG: 0.318Hz to 35Hz
EMG: 9.7Hz to 86Hz

1 B

ECG: +/- 4mV
EEG: +/- 500uV
EEG: +/- 150uV
Up to 16 bits

Up to 1,000 Hz

Jo

200 Hz for ECG/ExG, 100 Hz for effort and R
thermal flow, pressure flow 200 Hz, snore 500 Hz, 7

body position 1 Hz

Serial protocol USB PC cable, SleepLink and
serfal communication cables for Respironics

therapy devices

System physical characteristics

Alice PDx unit:
Size:
Weight

System power

requirements;

5"Lx3"Wx2"H (127 em x 7.62 cm x 5.08 cm)
approximately 8 oz (230 grams), (weight does not
include batteries)

Three AA (1.5V) alkaline batteries, 0.43 watts (typical)
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Convenient for patients

Portable testing made easy

The Alice PDx is a portable, diagnostic recording device for Obstructive
Sleep Apnea (OSA) screening, follow-up and diagnostic assessment of
cardio-respiratory sleep disorders.This flexible and portable sleep
system incorporates the advanced features required to meet today's
industry needs. |t satisfies the portable testing requirements for levels I,
Ill and IV and offers a variety of capabilities, from basic screening to
advanced diagnostic evaluation.The Alice PDx enables you to test your
patients outside of the lab without compromising study results, helping

you to avoid the costs associated with re-testing,

Flexible

The Alice PDx can be used in a sleep lab, alternative care site or a
patient’s home. The device is convenient for patients who are uncom-
fortable with, or have limited access to, a lab facility. It also increases the
flexibility that facilities need for in- or out-of-lab services. Rather than
having patients in need of sleep testing go untested and lose revenue

because of patients who cancel or never show, the Alice PDx provides
you with an opportunity to retain patients who meet the criteria for Alice PDx on patient

portable testing.

The Alice PDx is field upgradeable, so as new features are added,
firmware upgrades will be made available, without having to return
your device for service. As updates become available, you will be
able to access them via web downloading.

User friendly
The Alice PDx device interface is easy to use, easy to understand and

informative. Color-coded labels, located around the perimeter of the

device, indicate where to connect the various sensor leads. The display

shows the patient only the sensors that need to be connected. The

|
ey

sensor information and indicators help your patients place the sensors
correctly and reduce the need for re-testing due to application errors.

A helpful, color-coded, step-by-step diagram is included with the
Alice PDx system to walk patients through the appropriate

application process.

5 . —

The Alice PDx is compact and can accommodate side sleepers. .
Easy reference diagram

The wires have been specifically designed to minimize excess length

to make it easier for patients to manage the wires.

Accommodates side sleepers



Flexible for you

Good study indicator
Configurable for the number

of hours required for a valid study.

Minimize re-testing
The Alice PDx incorporates our unique Good Study Indicator (GSI).*
The GSl is predicated on airflow and oximeter signal quality and
displays the amount of “good quality data” needed for a study to be
complete and valid. The indicator measures patient airflow, gathered
by the nasal cannula and/or the oral thermistor, airflow from therapy
devices, and pulse oximetry, gathered by the SpQO, sensor.Without
either of these signals, the sleep study would be declared diagnostically

invalid because of insufficient data.

Maximize study quality

The Good Study Indicator helps to eliminate the frustration of
receiving insufficient study data and the inconvenience and effort
involved in rescheduling patients for a repeat study.The GSI visually
displays the amount of good quality data in 25-percent increments
on the Alice PDx display screen.This information allows the clinician
to decide if the patient needs to repeat the study. If the study needs
to be repeated, the provider can educate the patient remotely on

how to apply the sensors better.

*Patent pending.



System overview

Sensor cables transmit the appropriate signals to the Alice PDx.The
signals are stored on the removable memory card, or if configured to
do so, the signals can be displayed from the Alice PDx on a computer
running the Alice Sleepware software application.

The base configuration channel set supports testing requirements
for levels lll and IV and includes:
* Nasal pressure cannula

* Oral thermistor

« zRIP abdominal and chest belts
* $p0O,

* Body position

In addition to the basic channel set
indicators, there are also indicators
for the optional ECG and ExG yokes
and the optional therapy interface.

Battery indicator

Indicates power level.

Memory card indicator

Provides estimated memory

capacity.

B Tt

Device error
indicator
Indicates the need

for service.

Status indicator

Displays greento

indicate proper

operation or yellow

for operation error




The base Alice PDx system includes Basic PC recommendations:

Alice PDx device * Windows®-compatible personal computer running Windows Vista
Alice PDx professional and user guides Business, Windows XP Professional or 2000 with a CD-RWV drive.
Carrying case A DVD drive is recommended if you will be saving audio/video files
Patient setup carrying case overlay onto removable storage media.

Serial USB Alice PDx to PC communication cable * Intel® Pentium® 3 processor (500 MHz) or greater, 32-bit (x86)

USB SD card reader w/extension cable processor (1 GHz) required for Windows Vista computers

1 GB SD card * 512 MB system memory, 1 GB or higher for Windows Vista computers

Alice PDx holster (chest holder for device)
Neck lanyard for Alice PDx holster
2 ea. Pro-Tech zRIP effort belts with wireset

Specifications
Total channels: Up to 21 with optional ECG and ExG yokes

5-pack starter pack pressure cannulas
Base channels: 10 Channels: pressure-based flow (w/snore) and

thermal airflow, zRIP effort (2), body position, SpO,
(also pleth and pulse rate) and patient marker. Up to

Oral thermal sensor
Nonin SpO, sensor extension cable
4 ea. AA batteries (packaged separately)

; ironics th .
Choice of Nonin SpO, probe (packaged separately) g parameters. irom: Resplinnics therapy. devices may

be acquired, including pressure, flow and leal.

Optional yokes/ ~ ECG yoke; 7 channels: 3-lead ECG providing

Qrdering Information channels: 3 measured and 4 derived channels

Item No. Description
1043941 Alice PDx device kit, domestic/US ExG yoke; 7 channels: 4 neuro channels (EEG or EOG)

1043844  Alice PDx device Kit, international and 3 differential EMG, plus references and ground

1047990  Alice PDx Device Kit, Japan

Optional Components

1040808  ExG yoke,Alice PDx, domestic

1048415 ExG yoke,Alice PDx, international
1040809  ECG yoke,Alice PDx, domestic

1040810  ECG yoke,Alice PDx, international
1048916  ECG yoke,Alice PDx, Japan
Accessories

1040807  Alice PDx to MobileLink cable (PC cable)

Input impedance:  ECG: 10MQ per electrode 20MQ differential
EEG: 2MQ per electrode 4MQ differential
EMG: 2MQ per Electrode 4MQ differential

Bandwidth: ECG: 0.318Hz to 81Hz
EEG: 0.318Hz to 35Hz
EMG: 9.7Hz to 86Hz

Input signal range: ECG: +/- 4mV

1040806  Alice PDx to SleepLink cable EEG: +/- 5000V
1040805  Alice PDx to RS-232 sleep therapy cable EEG: +- 1500V
1053280  Alice PDx holster
1053194  Alice PDx holster neck lanyard Digital resolution:  Up to 16 bits
P1328-60  Pro-Flow nasal cannula, adult qty. 60
P1343 Pro-Flow nasal-oral cannula, adult qty. 30 Initial sample rate: Up to 1,000 Hz ”;’}S ]
P1379 Oral thermistor, Alice PDx
P1388 Nasal-oral thermistor, Alice PDx Max storage rate: 200 Hz for ECG/ExG, 100 Hz for effort and
P1391 CPARP titration kit (for non-Respironics therapy devices) thermal flow, pressure flow 200 Hz, snore 500 Hz,
P1837 zRIP adult sensor kit (belts and wiresets), Alice PDx body position 1 Hz
P1806 zRIP effort sensor, adult (24" to 75") / (61 cm to 190 cm)
P1170 RIP wiresee Alice P Communication  Serial protocol USB PC cable, SleepLink and
1053952 2-pack SD cards (secure digital card, 1GB ea.) interfaces: serial comn"tunication cables for Respironics
1053948  Alice PDx quick start guide (carry case overlay) 4-pack therapy devices
936 SpO, reuseable sensor, adult finger clip System physical characteristics
953 SpO, resueable flex sensor, adult e PSS
ale) adulc flexisensor.wrap 32 pech) Size: 5" Lx 3"W x 2" H (12.7 cm x 7.62 cm x 5.08 cm)
Software Weight: approximately 8 oz (230 grams), (weight does not
1031854  Sleepware . .

include batteries)
Training Tools:
1055905  Patient user video (DVD) System power Three A (1.5V) alkaline batteries, 0.43 watts (typical)

1055918  Clinician interactive tutorial (DVD) requirements:



Philips Healthcare is part of Respironics, Inc.
Royal Philips Electronics 1001 Murry Ridge Lane
Murrysville, PA 15668, US.A.

How to reach us

www.philips.com/healthcare Customer Service
Fax: +31 40 27 64 887 +1 724 387 4000
+1 800 345 6443 (toll free)
Asia
+852 2821 5888 Respironics Europe, Africa, Middle East

+33 147523000

Europe, Middle East, Africa

+31 40 27 87246 Respironics Asia Pacific
+852 3194 2280

Latin America

+55 11 2125 0764 www.philips.com/respironics

North America
+1 425 487 7000
+1 800 285 5585 (toll free, US only)
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For more information about the Alice PDx, visit: www.philips.com/alicepdx

Respirenics, Alice, Encore, SmartCard, Sleepware and Pro-Tech are trademarks of Respironics, Inc. and its affiliates. Windows and Vista are
registered trademarks of Microsoft Corporation. Pentium and Intel are registered trademarks of Intel Corporation.

©2008 Koninklijke Philips Electronics N.V. All rights are reserved.
PHILI pS Philips Healthcare reserves the right to make changes in specifications and/or to discontinue any product at any time without notice or
obligation and will not be liable for any consequences resulting from the use of this publication.

The Alice PDx and Sleepware are prescription devices that are restricted to sale by or on the order of a physician,
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