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Label Information and Manufacturer's Notes:

Younes Medical Technologies (YMT)

1 Morley Avenue, Princess Elizabeth Building
Winnipeg, MB, Canada, R3L 2P4

Canada

1-888-942-6774

Technical Support
Our customer support staff can be reached through the following methods:
Toll-free: 1-888-942-6774
Email: support@younessleeptechnologies.com

IC Company Number: 20415
FCC ID: 2AFGB

Package Contents:

Prodigy Sleep Monitor (100001-001), ORP-YY-XXX, which includes:
e Head-Mounted Unit (HMU, “Head Sensor”, 100013-002) PROTO-XXXX-002-HXXXXXX
e Table-Top Unit (TTU, “Touch Screen Monitor”, 100002-002) PROTO-XXXX-002-
TXXXXXX
e Power Supply MENB1020A0903B01 (800115-000)

Expiry Date: Five (5) years from date of manufacture (see HMU and TTU labels for manufacture date)

Problem Reporting
All problems relating to the performance characteristics or safety of the Prodigy Sleep Monitor
must be recorded, addressed and reported to regulatory authorities by YMT as necessary. In
addition, any incidents involving serious injury or death must be reported to YMT. To report
problems, please contact YMT directly at 1-888-942-6774.

Warnings and Cautions:
The warnings and cautions associated with use of this device are identified throughout this
Operator Manual with appropriate symbols, described on page 10.

Copyright
©2015 Younes Medical Technologies. All rights reserved. No part of this publication may be
reproduced, photocopied, stored in a retrieval system, transmitted, or translated into any
language without the prior written consent of Younes Medical Technologies.
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Warning, Caution, and Note Statements

Warning, Caution, and Note statements are used throughout this manual prior to operating or
maintenance procedures, practices, or conditions considered essential to the protection of personnel or
equipment and property. A Warning, Caution, or Note will apply each time the related step is repeated.

Prior to starting any task, the Warnings, Cautions, and Notes included in the text for that task must be
reviewed and understood.

The following definition applies to Warnings, Cautions, and Notes:

WARNING

A warning statement is used to emphasize operating procedures, practices, etc. which
could result in servere personal injury of loss of life if not followed correctly.

CAUTION

A caution statement is used to emphasize operating procedures, practices, etc., which
could result in minor or moderate injury to the user and/or damange to or destruction
of equipment if not followed correctly.

NOTE

A note statement is used to highlight procedures, events, or practices which are
desirable or essential for efficient operations.
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1. Introduction

This manual contains information to instruct the user how to use the various components of the system.
Special skills and training are not required of the user, but it is imperative that all users have a full
understanding of the entire system and the associated safety precautions before using the device.

Intended Use

The Prodigy Sleep Monitor (ORP System) is intended to provide means of obtaining information about
sleep quality and level of vigilance. It is a physiological data recorder that collects, records and analyzes
data from electrodes placed on the head and generates a signal that reflects level of vigilance or sleep
quality (Odds Ratio Product, or ORP). It is intended for use by or under the direction of a physician,
either in a hospital/laboratory setting or by prescription for remote home studly.

Indications for Use

® Diagnostic evaluation of adult patients with possible sleep disorders.
e Real time determination of depth of sleep or state of vigilance.

® Patients suspected of having a sleep disorder that affects sleep quality including respiratory or
motor disorders and insomnia.

e Patients with medical, psychiatric or neuro-cognitive disorders where poor sleep quality is
suspected of playing a role in the disorder, including fiboromyalgia, depression, anxiety disorders,
Alzheimer’s disease.

e  For continuous monitoring of level of vigilance in activities requiring a high level of alertness.

Contraindications
The following is a list of contraindications for this device:

e Patient is under the age of 18.

e Cognitive impairment (inability to follow simple instructions) resulting in inability to apply the
home sleep testing equipment when another individual is not available to assist with this task.

®  Physical impairment resulting in inability to apply the home sleep testing equipment when
another individual is not available to assist with this task.
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General Safety Information

e Device shall be used only on the order of a physician.

® This device shall not be used for life support or critical applications. It may stop operating in the
event of a power interruption or system fault.

e Do not use in the vicinity of flammable liquids or gases (such as flammable anesthetics).

® Do not sterilize any component of the device. Clean and disinfect according to instructions.

® Equipment needs to be installed and put into service in accordance with the information
provided in the accompanying documents, including this operator manual.

® Handle the components with care and avoid dropping or otherwise rough handling of the
components.

e There are no user serviceable parts inside the device. The user shall not open the device and
make any adjustments or attempt to service the device.

® Avoid contact with liquids. Keep all liquids away from device components.

e Keep away from sources of heat, including household heaters or open flame.

* Do not use components that appear to be physically damaged.

e Read and follow all instructions listed in this manual.

WARNING

No modifications of this equipment are allowed, as this could potentially result in an
unsafe situation.

WARNING

Connecting this equipment to other equipment not described in this manual is
potentially unsafe and is therefore not allowed.

CAUTION

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

FCC Regulator Statements
This device complies with Part 15 of the FCC Rules. Operation is subject to the following two conditions:

(1) this device may not cause harmful interference, and (2) this device must accept any interference
received, including interference that may cause undesired operation.

NOTE: THE GRANTEE IS NOT RESPONSIBLE FOR ANY CHANGES OR MODIFICATIONS NOT EXPRESSLY
APPROVED BY THE PARTY RESPONSIBLE FOR COMPLIANCE. SUCH MODIFICATIONS COULD VOID THE
USER’S AUTHORITY TO OPERATE THE EQUIPMENT.
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RF Exposure Information

This equipment complies with FCC radiation exposure limits set forth for an uncontrolled environment.
In order to avoid the possibility of exceeding the FCC radio frequency exposure limits, human proximity
to the antenna shall not be less than 20 cm during normal operation and must not be collocated or
operating in conjunction with any other antenna or transmitter.

IC Regulator Statements

This device complies with Industry Canada license-exempt RSS standard(s). Operation is subject to the
following two conditions: (1) this device may not cause interference, and (2) this device must accept any
interference, including interference that may cause undesired operation of the device.

This Class B digital apparatus complies with Canadian ICES-003.
RF Exposure Statement:

This equipment complies with IC RSS-102 radiation exposure limits set forth for an uncontrolled
environment. This transmitter must be installed to provide a separation

distance of at least 20 cm from all persons and must not be collocated or operating in conjunction with
any other antenna or transmitter.

Intended Operator

The intended operator of this device includes both clinical personnel and patients.
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2. System Overview

The Prodigy Sleep Monitor system consists of two main components: the Prodigy Head Sensor and the
Prodigy Monitor. The Head Sensor uses four to eight EEG electrodes depending on the configuration for
the sleep study. Proper electrode placement is described in section 3 of this manual. The Head Sensor
transmits data wirelessly to the Monitor unit. The Monitor unit receives and stores the EEG data
transmitted by the Head Sensor. The Monitor also has outputs for connecting to external systems and
uses a class 2 medical grade power supply.

The Prodigy Sleep Monitor is supplied with the following accessories:

e Power supply (qty. 1)

e New AAA Batteries (qgty. 2 pre-installed in Head Sensor, plus gty. 2 spare)

e 3M Red Dot 2560 disposable wet gel electrode with snaps (qty. 1, plus gty. 1 spare) —or
equivalent

e AMBU Neuroline 72000-S/25 disposable wet gel electrodes with snaps (qty. 3, plus qty. 3 spares)
—or equivalent

e AMBU Neuroline 72001-K/12 disposable wet gel electrodes with connectors (qty. 4, plus qty. 4
spares) — or equivalent

® Alcohol Swabs (qty. 5)

e Micro USB to USB cable, 6ft length (qty. 1)

¢ 3.5mm to 3.5mm male-male mono cable, 6ft length (qty. 4)

Prodigy Head Sensor

The Head Sensor is a small body worn device that is attached to the forehead via EEG electrodes during
use. It contains the two AAA batteries and has connectors to connect the EEG electrodes.

Figure 1 — Prodigy Head Sensor Front View

14 of 116



- - Operator Manual — ORP System
Revision: 05

Effective Date: 17-Dec-15

Document Number: YST-UDoc-OPM-05

Figure 2 — Prodigy Head Sensor Rear View

The Head Sensor is powered by two AAA batteries and the device is rated to operate continuously for at
least 12 hours. To ensure adequate battery life, the batteries must be replaced after each sleep study is
conducted.

WARNING

Use only the alkaline AAA batteries provided with the device. Do not use rechargeable
batteries or those that are not fully charged or combine new and old batteries.

Refer to the Technical Description in section 6 for additional information about the Prodigy Head Sensor.

Prodigy Monitor

The Prodigy Monitor is a portable device that is equipped with a touch screen that is used for operation
of the device. It is powered by the external power supply that is provided to the user with the system.

Figure 3 — Prodigy Monitor Front View
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Figure 4 — Prodigy Monitor Rear View
Refer to the Technical Description in section 6 for additional information about the Prodigy Monitor.
WARNING
Connect only items that have been specified in this manual as compatible.

Power Supply

The Prodigy Sleep Monitor system comes with a medical grade class 2 power supply that is plugged into
a wall outlet and connects to the Monitor to supply power. Please make sure you use the correct
adapter for your electrical outlet.
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WARNING

Use only the provided power supply. Use of unapproved or incompatible power supplies
may result in equipment damage, electrical shock, or overheating which may result in
personal injury or property damage.

WARNING

Keep away from children. Electrical shock can result if the power supply is put inside a
person’s mouth.

Figure 5 — Monitor Power Supply

CAUTION

Do not position the power supply such that it is difficult to disconnect (e.g. behind a
dresser or large/heavy object).

Refer to the Technical Description in section 6 for additional information about the power supply.

Use Environment

All components described in this manual are suitable for use in the patient environment, including
hospital, clinical, or home use environments.

Duty Cycle

The Prodigy Sleep Monitor is rated for continuous operation.
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3. Instructions for Use

User Training

This Operator Manual provides a comprehensive description of the full capabilities of the Prodigy Sleep
Monitor. The Operator Manual — along with descriptions of functions of the PC Application — comprises
the primary training material for use of the Prodigy Sleep Monitor. It is strongly recommended that
users read this Operator Manual at least once prior to using the device, and that users refer to the
Operator Manual as often as needed in conjunction with use of the device. Additional training may be
provided on-site, by telephone and/or via video by YMT personnel. If a French version of this Operator
Manual is required, please contact YMT and one will be provided at no cost.

Preparation
Before handling the equipment, ensure your hands are clean by washing with soap and water.

Carefully un-package the components from the case, including the Head Sensor and Monitor units.
Check to ensure that all components and their respective quantities listed on the inside of the back
cover of this manual are included in the case. If any of the listed components are missing, please call
your service provider before proceeding.

WARNING

Use of accessories not described in this manual is potentially unsafe and is therefore not
recommended. Defribulator protection requires use of manufacturer specified
accessories.

WARNING

Keep out of reach from children. Small parts such as the EEG electrodes and plastic bags
may be a choking or suffocation hazard.

CAUTION

Keep out of reach from children and animals. Large parts such as the Prodigy Monitor
and Sensor can become damaged if dropped or pushed off of a surface.

WARNING

Use only the provided electrodes. Use of unapproved or incompatible electrodes may
result in equipment damage, electrical shock, or overheating which may result in
personal injury or property damage.
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WARNING
Keep the conductive parts of electrodes and the associated connectors on the Head
Sensor away from other conductive parts including earth.

Figure 6 — Example EEG Electrodes

Place the Monitor on a table close to your bed in your bedroom where you plan to perform the sleep
study. Ideally, this should be located within 3m of where you will be sleeping for optimal wireless signal

strength.

CAUTION
Ensure the table surface area is level, clean and dry. Avoid placing objects that contain
liquids such as glasses of water near the tabletop unit to prevent possible spillage and
equipment damage or electric shock.

CAUTION
Keep away from heat sources such as electric heaters, radiators, fireplaces, or other
sources of heat. Excessive heat may cause overheating and loss of functionality.

Plug the power supply into the wall outlet using the correct adapter, and then into the back of the
Monitor unit labeled "DCin". The location of the DC power input is shown in Figure 4.

The Monitor unit is equipped with a light sensor to detect when the room is dark during the sleep study.
Keep the Monitor away from light sources during the study (e.g. sunlight, lamps). The Monitor is also
equipped with a sound level sensor that can detect audible snoring sounds. Keep the Monitor away
from sources of noise (e.g. fans, speakers).
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Connecting to External Devices (optional)

This section describes the procedure to connect the Monitor to compatible external devices. This is not
required for home sleep studies and should be done by authorized service personnel only.

® The Monitor unit is equipped with output connections that can be used to output either raw
analog EEG or ORP data to a hospital or other EEG Monitoring devices. The connectors are
3.5mm mono type and can be connected to compatible external devices with the supplied
3.5mm cables. Compatible devices include hospital data recording systems, data acquisition
systems, and other system that can accept 0-5 VDC signals. The specifications for the four
outputs are listed below: EEG output #1 is a real time output of the sampled EEG from the left
frontal electrode, represented as a scaled output between +/- 5V. The output value is derived
from the sampled EEG in the ranges of +/- 250uV with a scaling factor of 20,000.

e EEG output #2 is a real time output of the sampled EEG from the right frontal electrode,
represented as a scaled output between +/- 5V. The output value is derived from the sampled
EEG in the ranges of +/- 250uV with a scaling factor of 20,000.

® ORPoutput #1 is a 3 second averaged ORP value, represented as a voltage between 0-2.5V.

e ORP output #2 is a 30-second averaged ORP value, represented as a voltage between 0-2.5V.

Figure 7 — 3.5mm Mono Cable for Monitor Outputs

CAUTION

These outputs are for information reference purposes only. There is an inherent data
transmission delay and therefore this data shall not be used for real-time patient
monitoring applications.

WARNING

Connecting to equipment not described in this manual may be unsafe. Do not connect
the outputs to power supplying devices, as this may result in electrical shock or fire
hazards and injury to the patient or others near the device.

Overview of Touch Screen Monitor
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Figure 8 — Touch Screen Monitor Overview

The Head Sensor battery level is indicated on the upper left corner of the touch screen Monitor as
shown in Figure 8. New batteries are installed by the service provider before sending home with the
patient, so this should always indicate fully charged (green icon) at the beginning of each sleep study.
The icon will be red if insufficient capacity is remaining for a complete sleep study as shown in Figure 9.

Figure 9 — Battery Status Indicator States

Overview of LED Indicator States

Both the Monitor unit and Head Sensor unit have LED indicators that display the current state of the

device as shown in Figure 1 and Figure 3. Below is a description of the possible states and their
meanings:

Prodigy Head Sensor Light Indicator States
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LED State

Off Device is off, or system is operational during a sleep study

White On button pressed, system starting up

Green Device is on, validated, and functioning properly

Blue Device is starting, or finishing a sleep study (default idle state)

Blue (blinking) Device is shutting down and powering off

Yellow Device is on, but validation failed (system not ready). Check touch screen

Monitor for more info.

Prodigy Monitor Light Indicator States

LED State

Off Device is off

Green Device is on, validated, and functioning properly

Blue Device is starting, or finishing a sleep study (default idle state)

Yellow Device is on, but validation failed (system not ready). Check touch screen

Monitor for more info.

EEG Electrode Configurations

The home sleep study will require either 4, 6, or 8 EEG electrodes to be applied to your forehead.
Different configurations are required for different applications, and this section will present what each
of the three configurations look like.

The device is to be configured by the service provider prior to sending it home with a patient. As such,
the patient is not required to perform any device configuration. The service provider also ensures that
the inactive electrodes are "turned off" in the software and the packaging indicates which electrode
configuration will be used for the sleep study.

The number of electrodes attached to the Head Sensor indicates the configuration to be used for your
sleep study (e.g. 4 electrodes attached means the four electrode configuration is to be used).
Additionally, the ‘Quick Start’ guide indicates the electrode configuration for your sleep study.

Four Electrode Configuration

Every study requires the first 4 snap electrodes to be connected as shown in Figure 10.
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Figure 10 — Optimal 4 EEG Electrode Placement on Forehead

Six Electrode Configuration
After the first four snap type electrodes are connected, two additional 'touch proof' style electrodes are

attached to the forehead as shown in Figure 11 and connected to inputs 5 and 6 on the Head Sensor
unit.

Figure 11 — Optimal 6 EEG Electrode Placement on Forehead

Eight Electrode Configuration

In this configuration, two additional 'touch proof' style electrodes are attached to the forehead as
shown in Figure 12 and connected to the Head Sensor unit inputs 7 and 8.
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Figure 12 — Optimal 8 EEG Electrode Placement on Forehead

Frequently Used Functions

® Plugging or removing the power supply from the wall outlet, as well as the back of the Monitor
unit labeled “DCin.”

® Turning the Monitor on or off by pressing the power switch button.

® Touching the Monitor screen to set up the study, use the device, and end the study.

® Snapping and plugging 4, 6, or 8 EEG electrodes into or out of the wireless battery powered
module.

® Applying or removing 4, 6, or 8 EEG electrodes to your forehead.

® Turning the wireless battery powered module on or off by pressing the power button.

WARNING

Do not perform and service or maintenance on this device while in use.

CAUTION
If possible remove the Head Sensor before defribulation, as the discharge of a
defribulator on a patient may damage the device.
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Starting the Sleep Study

Once you are ready to go to sleep and begin the sleep study, follow the steps outlined within this
section.

CAUTION

To prevent the Prodigy Sleep Monitor system from being damaged, ensure that the
device is being used and stored in an environment where the humidity and temperature
can be controlled. Damage can be caused to the equipment if it is operated or
transported outside the environmental conditions specified in section 7.

WARNING

If any signs of skin irritation become present (e.g. itchiness, redness, swelling) while
handling the Prodigy Sleep Monitor system discontinue use immediately.

1. Inspect Prodigy Sleep Monitor system for damage prior to use.

WARNING

If any component of the system is damaged and a replacement component is not
provided, do not proceed with the sleep study. Return components to travel case and
contact your service provider. Using damaged components for a sleep study, may result
in electrical shock, fire hazards, and/or injury to the patient or others near the device.

2. Push the power switch on the Prodigy Sleep Monitor so that the switch is in the “on” position.

CAUTION

Keep all fluids away from the Monitor. Fluid ingress can cause electrical faults.

3. Using your finger, touch the green button on the touch screen Monitor to select your language
(English or French).
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Figure 13 — Language Select Screen

4. Touch the green button on the screen to select your name. If your name is not shown, DO NOT
PROCEED. Please contact your service provider.

Figure 14 — Name Selection Screen

NOTE

If you do not see your name on the selection screen, do not proceed with the sleep
study. Return components to travel case and contact your service provider.

If the text on the screen indicates ‘No patients found,” DO NOT PROCEED. Please contact the
number provided on the screen.
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Figure 15 — No Patient Found Screen (Support)

Figure 16 — No Patients Found Screen (Number Listed)

5. The Monitor will help guide you through the process to set up and use the device.

Figure 17 — Welcome Screen

NOTE

If the wrong name is selected, press the ‘Previous’ button.
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6. Pressthe green ‘Continue’ button when you are ready to proceed. The screen will instruct you to
secure the Head Sensor unit to your head. Steps 7-11 outline how to secure the Head Sensor to your
head.

Figure 18 — Instructions Screen

NOTE
It is not necessary to replace the AAA batteries in the Head Sensor unit. The device has
been provided to the patient with fully charged batteries.

7. Before the Head Sensor can be secured to your head, your forehead and the skin beside the outside
of the eyes must be vigorously wiped with the provided alcohol swabs for EEG prep use. Alcohol
swabs are designed for single use only and shall be discarded after use.

8. Take the Head Sensor out of the case. Check to ensure that all electrodes required for your study are
attached to the Head Sensor. The ‘Quick Start’ guide indicates the electrode configuration for your
sleep study — use the pictures and descriptions from this document to check that all electrodes
required for the study are present and are attached properly.

CAUTION

Ensure that all electrodes are connected to the correct inputs as per the instructions in
this manual. Electrodes connected to the wrong inputs will result in loss of functionality.

CAUTION

Wipe electrode snaps and connectors (both male and female ends) with a dry cloth if lint
or dust is present. Using electrodes with a dirty surface can degrade the performance of
the device.

28 0f 116



10.

11.

- - Operator Manual — ORP System
Revision: 05

Effective Date: 17-Dec-15

Document Number: YST-UDoc-OPM-05

CAUTION

Use only approved wet-gel EEG electrodes that have been provided with the device.
Use of non-approved devices may result in loss of equipment functionality or personal
injury.

Turn on the Head Sensor by pressing and holding the button on the top of the unit. The light
indicator will be white initially, and then switch to the colour blue within approximately 2 seconds.
Once your skin is dry, unsnap the electrode labelled 1 in Figure 10 from the Head Sensor and
remove the protective backing from the adhesive on the electrode. Before pressing on the electrode
to secure it, make sure to align the electrode’s sticky side to the forehead, arranging it as follows:

a) Place it so the shorter side is vertical and the longer side is horizontal. In other words, it
should be wider than taller.

b) The bottom edge of the electrode should be roughly level with the eyebrows, or the
bottom most point where the forehead is still flat. The electrode should not be touching
on the bridge of the nose or any uneven surface.

Once the electrode is aligned properly as described in a) and b), hold it to the forehead without
pressing down, and then run your finger firmly along the entire outside only of the electrode to
ensure a secure fix to the forehead.

CAUTION

Do not press on the sensor area in the center of the electrode, as this can cause the gel
covering the backside of the electrode to leak. Gel leakage may cause data to be
insufficiently collected.

Connect the Head Sensor to the electrode labelled 1 in Figure 10 through snapping the mating
pieces together, ensuring that the flat portion of the Head Sensor is at the top. Peel the cover off
electrode 2 and align it on your forehead as shown in Figure 10 before running your finger firmly
along the entire outside of the electrode to ensure a secure fix to the forehead. In numerical order,
continue securing the remaining electrodes to the forehead following the aforementioned
instructions and positioning in Figure 10, Figure 11, and Figure 12.

NOTE

Correct placement on the forehead is easier with assistance. If available, ask someone
to help you position the assembly on your forehead and ensure the electrodes are
secure.

WARNING

If any signs of skin irritation become present (e.g. itchiness, redness, swelling), remove
all electrodes from the skin and discontinue use immediately.
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12. Look in the mirror and check to ensure the positions of the electrodes match the positions assigned
to you for your sleep study. Additionally, check to ensure that all electrode are securely connected
to the Head Sensor and skin,

CAUTION

Incorrect placement of the EEG electrodes may result in loss of functionality or
inaccurate data collected.

CAUTION

Ensure electrodes are connected properly. Loose connections may cause incorrect or
insufficient data to be collected.

As mentioned in Step 6, press the green “Continue” button on the Monitor screen when you are
ready to proceed. Once “Continue” has been selected, the Monitor will verify it can communicate
with the Head Sensor.

Figure 19 — Verification Screen

13. In the unlikely event that the verification fails, you will see one of the following screens:

Figure 20 — Verification Fail Screen (batteries)
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Figure 21 — Verification Fail Screen (electrodes)

Figure 22 — Verification Fail Screen (contact)

Figure 23 — Verification Fail Screen (off, contact)

NOTE

Do not attempt to call the phone number listed in Figure 22 or Figure 23, as itis not a

real phone number. Instead, call the phone number provided on your Monitor screen if
you are in need of assistance.
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Figure 24 — Verification Fail Screen (off, support)

Figure 25 — Verification Fail Screen (support)
14. Once verification is complete, the Monitor will read "Verification complete. Press start study when

you are ready to go to sleep." Press the "Start Study" button on the Monitor touch screen when you
are ready.

Figure 26 — Verification Complete Screen
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NOTE

Do not obstruct the front of the Monitor during the sleep study. The light sensor will
not function properly if covered.

15. Go to sleep as you normally would. DO NOT power off the Monitor; it will turn off within a few
seconds so the light from the Monitor screen will not disturb you as you sleep. The Head Sensor
light will remain on for a few seconds and then turn off as well. Pressing the Head Sensor power

button momentarily will light the green indicator to show that it is powered on and working. The
light will turn off after a few seconds.

Figure 27 — Study Start Screen

Ending the Sleep Study

Once you are awake in the morning and have completed the sleep study, follow these steps:

1. Press the touch screen Monitor and select "End Study".

Figure 28 — Study Finished Screen
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2. An evaluation screen will appear as shown in Figure 29.

Figure 29 — Evaluation Screen

One of the following screens will be shown after the data has been evaluated:

Figure 30 — Sleep Study Complete Screen

Figure 31 — Sleep Study Incomplete Screen (contact)
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NOTE

Do not attempt to call the phone number listed in Figure 31, as it is not a real phone
number. Instead, call the phone number provided on your Monitor screen if you are in
need of assistance.

Figure 32 — Sleep Study Incomplete Screen (support)

Proceed as per instructions on the screen.

Push the power switch on the Prodigy Sleep Monitor so that the switch is in the “off” position.
Unplug the power supply from the wall and Prodigy Sleep Monitor.

Unplug and remove the electrodes from the Head Sensor unit. Use care to remove the connectors
from the Head Sensor by pulling on the connector rather than the wire.

Turn the Head Sensor off.

Carefully peel the adhesive backed electrodes off of your skin.

Discard the disposable electrodes.

. Place the components back into the case as they were when you received the device, including the
Head Sensor unit, Monitor unit, and power supply.

. If you have completed your sleep study and are done with the device, return the device to the
service provider.
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Special Instructions

Power Failure During Study

In the event of power loss during the sleep study, the Monitor will lose power and stop functioning. The
data will have been saved to the internal memory up until the time that the power went out. If the
power turns back on within 2 hours, the system will continue the sleep study. If power is restored after
more than 2 hours of being powered off, the study will need to be re-started. If less than 4 total hours
of sleep are recorded, the post-study validation will fail and the study will need to be repeated.

Resetting and Restarting the System

The system may be reset by completely powering off both the Monitor and Head Sensor and then
restarting. If you have restarted the system during a sleep study, you will need to start a new study.

Replacing Head Sensor Batteries

In the event that the batteries in the Head Sensor are insufficient for use during a complete sleep study,
the Head Sensor battery indicator on the Monitor will be yellow. To replace the 2 AAA batteries from
the Head Sensor, simply open the battery cover by sliding it away from the Head Sensor, as shown in

Figure 33.

Figure 33 — Action required to remove battery cover from Head Sensor

Once the cover is removed, place the two batteries in the battery holder as per the instructions on the
holder shown in Figure 34.
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Figure 34 — Head Sensor with Battery Cover Removed

The batteries should appear as shown in Figure 35 before attaching the battery cover back on the Head
Sensor.

Figure 35 — Head Sensor with Batteries

To close the battery compartment line up the guides on the cover and the Head Sensor, and slide the
cover into place. The cover is attached if you cannot see any gaps between the Head Sensor and battery
cover, and you hear a clicking noise.

Damaged Components

If any components are damaged during the sleep study (e.g. Head Sensor is dropped and enclosure is
cracked) and a replacement component is not provided, do not proceed with the sleep study. Return
the components to the case and contact your service provider.

WARNING

Do not use damaged components for sleep study, as electrical shock, fire hazards,
and/or injury to the patient or others near the device may result.
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PC Application Software Installation Procedure
The instructions in this section are for authorized service personnel only.
Instructions

In order for the data stored on the Monitor to be retrieved, the Windows-based Prodigy Sleep Monitor
Software must be installed. Follow the instructions below to install the Prodigy Sleep Monitor
application. See page 48 for instructions on the software update process. The software is compatible
with Windows 7 and later operating systems.

NOTE

During the install process, if a Windows pop-up asking if ‘filename.exe’ is allowed to
make changes to this computer, ‘Yes’ must be selected to enable the installation.

To initiate the software installation process, double click on the “Prodigy_vX_XX_XXX.exe” icon, shown
in Figure 36, which is provided as part of the Prodigy Sleep Monitor software distribution. The program
is: “Prodigy_vX_XX_XXX.exe”, where the X represents specific version numbers of the software.

Figure 36 — Prodigy Sleep Monitor Application Icon for Installation

Depending on your settings, one or more “Open File — Security Warning” windows may appear after
initiating the installation process. In each instance, select Run. A Microsoft Windows message may
appear asking if you want to allow the following program from an unknown publisher to make changes
to this computer. Select “Yes” if you wish to proceed with the installation.

A window will appear asking if you want to install the Prodigy Sleep Monitor, as shown in Figure 37.
Select “Yes” to proceed with the installation.

Figure 37 — Prodigy Sleep Monitor Application Installation Prompt Window
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A WinZip Self-Extractor will appear as shown in Figure 38 and will begin unzipping the following
programs that are required for installation:

®  Microsoft .NET Framework 4.5;
e  Microsoft Visual C++ 2010 x86 Redistributable.
e The Prodigy Sleep Monitor installer

Figure 38 — Prodigy Sleep Monitor Application WinZip Self-Extractor Window

If the target PC has all of the above-listed programs installed, the Prodigy Setup Wizard shown in Figure
45 will appear. If the target PC does not have all of the above-listed programs installed, the Prodigy
Sleep Monitor setup process will attempt program installation automatically. In each case, the user will
be required to read and accept license terms, and confirm installation. For example, if the target PC
does not have Microsoft® .NET Framework 4.5 and Microsoft® Visual C++ 2010 installed, the following
messages shown in Figure 39 through Figure 44 will appear.

Figure 39 — Prodigy Sleep Monitor Application Microsoft .NET Framework 4.5 License Agreement Window
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A Microsoft window will appear asking the user to accept the install of the .NET Framework. Once

“Accept” has been selected, the Prodigy Setup window shown in Figure 40 will appear.

Figure 40 — Prodigy Sleep Monitor Application Visual C++ 2010 Installation Prompt Window

Select “Install.” This installs the Microsoft® Visual C++ 2010 component libraries. If this does not
happen automatically —i.e. if the window does not appear as shown in Figure 41— run the installation
manually after completing the Prodigy software installation by double clicking on the file

“vcredist_x86.exe” that was included in the Prodigy installation package and proceed as described
below.

Figure 41 - Prodigy Sleep Monitor Application Visual C++ 2010 License Terms Window

Click on the “I have read and accept the license terms” checkbox, and then click on the “Install” button.
The installation progress will be displayed as shown in Figure 42.
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Figure 42 — Prodigy Sleep Monitor Application Installation Progress Window for Visual C++ 2010

After installation of C++ is complete, the screen will appear as shown in Figure 43. Select “Finish.”

Figure 43 — Prodigy Sleep Monitor Application Visual C++ 2010 Installation Complete Window

After the Microsoft® Visual C++ 2010 component libraries are installed, the installer will automatically
install the .NET Framework. The window shown in Figure 44 will be displayed while it is being installed.

Figure 44 — Prodigy Sleep Monitor Application Installation Progress Window for .NET Framework
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The Prodigy Setup Screen will open up next, as shown in Figure 45. Select “Next.”

Figure 45 — Prodigy Sleep Monitor Application Welcome Window

A window displaying a License Agreement will open, as shown in Figure 46. Read the agreement and
select “I Agree,” then “Next” to proceed with the installation. Note that the License Agreement may not
be written as shown in Figure 46, and furthermore, may be provided as a separate document that the

end user must sign and return to YMT prior to being able to complete the installation of the Prodigy
Sleep Monitor application.

Figure 46 — Prodigy Sleep Monitor Application License Agreement Window

Once “Next” is selected, the installer will prompt you to choose an installation folder. For the installation
folder dialog, shown in Figure 47, it is recommended to choose “Everyone” and to keep the default
location as is for all installations. Choosing “Everyone” will allow any user account on the computer to
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access the Prodigy Sleep Monitor application. Choosing “Just me” will only allow the Prodigy Sleep
Monitor application to be utilized by the same account used in installation.

Figure 47 — Prodigy Sleep Monitor Application Select Installation Folder Window

The Autostart service will automatically detect when a Prodigy Sleep Monitor has been plugged into the
PC, and will promptly launch the application. This is an optional service, and you may choose whether
or not to install it as per Figure 48. Once you have made your selection select “Next” to proceed.

Figure 48 — Prodigy Sleep Monitor Application Autostart Service Window

Once the installation has been configured, a Confirm Installation dialog will be shown as per Figure 49.
Select “Next” to proceed.
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Figure 49 - Prodigy Sleep Monitor Application Confirm Installation Window

You will then see a progress bar indicating the installation status as shown in Figure 50.

Figure 50 — Prodigy Sleep Monitor Application Installation Progress Window

Once installation has completed a message box will appear, as shown in Figure 51, and the installation
dialog will show installation complete, as shown in Figure 52.

Figure 51 — Prodigy Sleep Monitor Application When To Attach Your Device Notification Window
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Figure 52 — Prodigy Sleep Monitor Application Installation Complete Window

After closing you will be prompted to restart you PC, as shown in Figure 53. The application may not
function correctly if launched before restarting.

Figure 53 — Prodigy Sleep Monitor Application Restart Window

The Prodigy Sleep Monitor application should then appear as an icon on the desktop, as shown in Figure
54,

Figure 54 — Prodigy Sleep Monitor Application Icon

NOTE

Do not attempt to start the Prodigy Sleep Monitor application yet. Continue with the
installation process described below.
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As described earlier, the Prodigy Sleep Monitor setup process will attempt to automatically install each
program that is required to use the Prodigy Sleep Monitor application. To determine whether the
programs have installed automatically follow these steps:

1) Go to “Add or Remove Programs” in the Control Panel.

2) Review the “Currently installed programs” list to determine whether all of the following
software is listed. Any program that is not listed will need to be installed from the Prodigy Sleep
Monitor installation disk.

a. Prodigy Sleep Monitor
b. Microsoft .NET Framework 4.5
c. Microsoft Visual C++ 2010 Redistributable

If any of these are missing, uninstall the others and run the installer again. After this is done, repeat
steps (1) and (2) to ensure that the programs are installed correctly. If the install fails multiple times,
contact YMT support.

Once all programs are correctly installed, the Prodigy Sleep Monitor application is ready to be launched.
To launch the Prodigy Sleep Monitor application, either double click on the Prodigy Sleep Monitor icon
shown in Figure 54 — Prodigy Sleep Monitor Application Icon, or access the Prodigy Sleep Monitor
through the Windows Start menu, where the Prodigy Sleep Monitor should be contained within a folder
labeled “YMT Limited” which also contains shortcuts to the uninstaller, the release notes, and the User
Manual.

Software Update Instructions

Periodically, YMT will update the Prodigy Sleep Monitor application. These updates will not be available
until you have entered your login information into the Prodigy Sleep Monitor application. Once your
information had been entered, by default, these updates will be downloaded onto your computer
automatically from YMT servers whenever an update is available. To submit your information follow the
steps below.

1. Launch the Prodigy Sleep Monitor application and click the “Settings” button highlighted in Figure
55.
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Figure 55 — Windows PC Prodigy Application Screen With “Settings” Button Highlighted

2. Click the “Automatic Updates” button highlighted in Figure 56.

Figure 56 — Windows PC Prodigy Application Screen With “Automatic Updates” Button Highlighted

3. Enter the YMT Login ID and password provided by YMT in the black boxes highlighted in Figure

57.
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Figure 57 — Windows PC Prodigy Application Login Screen

If your facility utilizes a proxy server, click on the “No” button in Figure 57. Upon clicking “No,” the

button will change to “Yes” and additional information will become available, as shown in Figure
58.

Figure 58 — Windows PC Prodigy Application Login Screen (Connecting Through Proxy Server)

4. Once your information has been entered, select the “Test” button to login. If your information is

received, a green check mark will appear on the screen if your information.

By default, updates are automatic. This feature can be disabled by clicking the “YES” button highlighted
in Figure 59.
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Figure 59 — Windows PC Prodigy Application Screen With “YES” Button Highlighted

If the automatic updates feature is disabled, the user can follow steps 1-3 and then select the “Check for
Updates” button to find out about updates. If the automatic updates feature is not disabled and an

update is downloading, it will be indicated by an alert in the user’s bottom right corner of their monitor,
as shown in Figure 60.

Figure 60 — Prodigy Sleep Monitor Application Automatic Updates Notification

Once the update has finished downloading, a window will appear on the user’s monitor as shown in
Figure 61. Select “OK” and close the Prodigy Sleep Monitor application. Users will notice a window
appear asking if they wish to install the new Prodigy Sleep Monitor, as shown in Figure 62. Select “Yes,”
and the installation of the new Prodigy Sleep Monitor will commence.

Updates Ready

Updates have successfully downloaded. Please close the Prodigy Sleep Monitor
to update.

Figure 61 — Prodigy Sleep Monitor Application Updates Ready Window
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Automatic Update

An update has been downloaded and is ready to install. Proceed?

Figure 62 — Prodigy Sleep Monitor Application Automatic Update Window

Figure 63 shows the software gathering information about the current version and tools that are
currently loaded on the computer. During this step you may be prompted to close the USB service, as
shown in Figure 64; if you are, select the first option and click “Ok.” You may also be prompted to
restart your PC, as shown in Figure 65; if this happens, select “No.”

Figure 63 — Prodigy Sleep Monitor Application Gathering Information Window

Prodigy Sleep Monitor

The following applications should be closed before continuing the
install:

YMT Sleep Monitor USE Service

@ Automatically close applications and attempt to restart them after
= setup is complete.

(") Do not close applications. (A Reboot may be required.)

Cancel

Figure 64 — Prodigy Sleep Monitor Application Close USB Service Window
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Prodigy Sleep Monitor

You must restart your system for the configuration
changes made to Prodigy Sleep Monitor to take
effect. Click Yes to restart now or Mo if you plan to
manually restart later.

Figure 65 — Prodigy Sleep Monitor Application Prompt Window 5

Figure 66 shows the window that will appear when the old version of the software has been removed
and the updated version is being installed. At this point a window may pop up asking you to approve
the installation of the software. Select “Yes” to proceed.

Figure 66 — Prodigy Sleep Monitor Application Setup Wizard Window

The Prodigy Sleep Monitor Setup Wizard Window will appear as indicated in Figure 66. Select “Next” to
proceed. The installation of the new Prodigy Sleep Monitor will follow the steps shown in the original
install procedure, indicated between Figure 45 and Figure 53. When prompted to restart the PC click
“No” (you may click “Yes” if you do not wish to view release notes at this time).

A final status window will appear, as shown in Figure 67. This window provides the user the option of
viewing the release notes pertaining to the update installed. Release notes can also be viewed in the
Prodigy Sleep Monitor Application. The PC will now need to be manually restarted.
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Figure 67 — Prodigy Sleep Monitor Application Final Status Window

On rare occasions, critical software updates may be required. End users are required to implement
these updates immediately. End users will receive a message that an update is available when a critical
update is required. When a critical update is available, core features are disabled until the update is
installed.

Data Retrieval

The instructions in this section are for authorized service personnel only.

Retrieving the data stored on the Monitor after a sleep study is to be done by an authorized service
provider using a computer with the PC Application for the Prodigy System installed. It is important to
note that this function is only intended for use by trained personnel in lab settings, and if a patient
attempts to plug the Monitor into any electronic device capable of receiving input from a micro-USB
cable, no interaction with the Monitor will be possible.

There are two modes that can be used to retrieve data from the Monitor: Wizards and Advanced User
Mode.

Wizards Mode

The “Wizards” mode is the first of two modes that can be used to retrieve data, amongst other things.
This mode is slower than the “Advanced User” mode, but there is more guidance and explanation
associated with your choices.

Put on protective disposable gloves.

Connect the power supply to the Monitor and power the device on.

Connect the micro-USB cable to the Monitor USB port and the other end to the Windows PC.

Open the Windows PC Prodigy application. The application window shall appear as shown in Figure
68.

PwnN e
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Figure 68 — Windows PC Prodigy Application Start Screen (Connected)
Ensure the Windows PC Prodigy application is connected to the Monitor by checking the connection

status. If the Monitor is not turned “On” or not connected with the USB cable to the computer, the
application window shall appear as shown in Figure 69.

Figure 69 — Windows PC Prodigy Application Start Screen (No Device)

Once the Monitor is “On” and connected to the computer, the application shall appear as shown in
Figure 68. If you wish to manually disconnect the Monitor from the computer, click the “Yes”
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button. The application window shall appear as shown in Figure 70. To reconnect the device simply
click the “No” button and the screen will appear as shown in Figure 68.

Figure 70 — Windows PC Prodigy Application Start Screen (Disconnected)

5. Once connected, select “Download Study” shown highlighted in Figure 71.

Figure 71 — Windows PC Prodigy Application Screen With “Download Study” Button Highlighted

6. The application window shall appear as shown in Figure 72. The “Download Study Wizard” can also
be accessed through selecting “Wizards” and then selecting “Download Study Wizard.” Read the
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information shown on the screen and then click “Start” in the bottom right corner when you are
ready to begin.

Figure 72 — Windows PC Prodigy Application Introduction Screen (Download Study Wizard)

7. Asshown in Figure 73, a list of patients on the device will be displayed. Select the patient that has a
study you wish to download, and click “Next”.

Figure 73 — Windows PC Prodigy Application Patient Information Screen (Download Study Wizard)
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8. Asshown in Figure 74, a list of studies associated with the patient you selected will be displayed.
Select the study you wish to download, and click “Download”. This will provide you with the ability
to select where to save the file, shown in Figure 75. While a download is in progress, you will be

unable to navigate to another section of the PC Application. Download progress is shown after a file
location has been chosen, as shown in Figure 76.

Figure 74 — Windows PC Prodigy Application Study Selection Screen (Download Study Wizard)

Figure 75 — Windows PC Prodigy Application File Save As Screen
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Figure 76 — Windows PC Prodigy Application Download Progress Screen (Download Study Wizard)

9. Once the study has finished downloading, you will be asked if you want to combine the downloaded
study with a separate file, as shown in Figure 77.

Figure 77 — Windows PC Prodigy Application Don’t Combine Studies Screen (Download Study Wizard)

If you do not wish to combine the downloaded study with a separate file, click “Next.” However, if
you do wish to combine the downloaded study with a separate file, click the “No” button so that
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the button says “Yes.” The application screen shall appear as shown in Figure 78 if the “No” button
is selected.

Figure 78 — Windows PC Prodigy Application Combine Study Screen (Download Study Wizard)

To select a file, click anywhere in the rectangle highlighted in Figure 79. A window will appear like
that shown in Figure 80, which provides you with the ability to open a sleep study file.

Figure 79 — Windows PC Prodigy Application Screen With “Select file” Box Highlighted (Download Study Wizard)
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Figure 80 — Windows PC Prodigy Application File Open Screen

If the files cannot be successfully combined, the screen will appear as shown in Figure 81. If there is
another study you wish to combine the current downloaded study with, you can try to download a
different study by clicking anywhere in the rectangle highlighted in Figure 79. If there is no other
study you wish to combine the current downloaded study with, you must click “Cancel” and repeat
steps 6-8 in this manual.

Figure 81 — Windows PC Prodigy Application Combine Study Failure Screen (Download Study Wizard)

If the files can be successfully combined, the screen will appear as shown in Figure 82. Click
“Combine” to continue.
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Figure 82 — Windows PC Prodigy Application Successfully Combined Study Screen (Download Study Wizard)

10. Once the study has been downloaded and combined (optional), you will be provided an opportunity
to review the data, as shown in Figure 83. You can progress through the study by either using the
mouse wheel or the scroll bar located below the study data.

Figure 83 — Windows PC Prodigy Application Data Screen (Download Study Wizard)
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11. Once you have finished reviewing the study, click 