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1 GENERAL INFORMATION
This manual is part of thé&/atchPATE 300system.

1.1 Intended Use / Indications for Use

The WatchPATE 300 (WP300) device is a nofnvasive home caréevice for use with
patients suspected to have sleep related breadisogders. Th&VP300is a diagnostic aid

for the detection of sleep relatbdeathing disorders, sleep staging (Rapid Eye Movement
(REM) Sleep, LightSleep, Deep Sleep and Wake), snoring level and body position. The
WP300 generates a peripheral arterial tonometry ("PAT") Respiratosyuibbanceindex
("PRDI"), ApneaHypopnea index ("PAHI")Central Apnegdypopnea index ("PAHIc"),
PAT sleep staginglentification (PSTAGES) and optional snoring level and body position
discretestates from an external integrated snoring and body poskiosor.The WP300s
PSTAGES andsnoring level and body positigorovide supplemental information to its
PRDI/PAH/PAHIc. The WP300s PSTAGES andgnoring level and body positicare not
intended to be useak the sole or primary basis for diagnosing angpstelated breathing
disorder, prescribing treatment, or determining whether additional diagasséssment is
warranted.

PAHIc is indicated fowse in patients 17 years and older. All other parameters are indicated
for 12 yearsandolder.

1.2 Restrictions for Use

1. The WatchPATE 300 s houl d be used onl vy i n accor o

instructions. Foprecautionsee Sectiod.3.

Only qualified medical personnel may authorize the use oMaiehPATE 300.

Qualified medical personnel must instruct the patie(asad accompanying

individual if neededpow to attach andse theWatchPATE 300prior to use.

4. In the event of equipment malfunction all repairs should be executed by authorized
Itamar Medical Ltd. personnel or licensed service agents.

5. The eligibility of a patient for aPAT® study is entirely at the discretion af
physician, and is generally based upon th

6. TheWatchPATE 300system in whole, or in part, may not be modified in any way.

7. TheWatchPATE 300is used as an aid for diagnostic purposes only, and should not
be used for monitoring.

8. Only suitably trained and qualified personnel should be authorized to prepare the
WatchPATE 300equipment prior to use.

9. The WatchPATE 300 Operation Manual should be carefully studied by the
authorized operators, and kept where it is easily accessibledieereview of the
Manual is recommended.

10.Itamar Medical Ltd. makes no representation whatsoever, that the act of reading the
Manual renders the reader qualified to operate, test or calibrate the system.

w N
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11.The tracings and calculations provided by théatctPATE 300 system are
intended as tools for the competent diagnostician. They are explicitly not to be
regarded as a sole incontrovertible basis for clinical diagnosis.

12.1n the event that the system does not operate properly, or if it fails to respond to the
controls in the manner described in this Manual, the operator should refer to the
Troubleshooting section. If necessary, contact our service office to report the
incident, and to receive further instructions.

13.The fiStepby-Step Reference Guiddor the patient should be carefully followed
when attaching the unit to the patient.

14.The WatchPATE 300 is not indicated for patient witinjuries, deformities or
abnormalities that may prevent proper application oiMagchPATE 300device

15. TheWatchPATE 300is na indicated for children less thd2 years old.

16.The AHIc was not clinically assessed for patients who are in high altitudes or for
patients using opioids.

17.Patients with sustained* nesinus cardiac arrhythmias should be considered for
sleepstudy in a labratory polysomnograph (PSG) rather than a home sleep testing
(HST).
* In the setting of sustained arrhythmia t&atchPAE 3000 s aut omat ed al gorithm m
some periods of time, resulting in a reduced valid sleep time. A minimum validtisieepf 90
minutes is required for an automated report generation

18. TheWatchPATE 300is not intended to be used as a diagnostic device for any
cardiac arrhythmia and is not intended to replace traditional methods of diagnosis of
cardiac arrhythmia. Th&/atthPATE 300arrhythmia function is to be used for
informational use only as additional information to the sleep indices.
The arrhythmia output flags patients suspected of having arrhythmias thereby aiding
the physician to decide if further arrhythmia invgation is needed.

a. A suspected arrhythmia flagging in the sleep report does not necessarily
imply an arrhythmia condition is present but rather suggests that further
investigation should be considered.

b. The absence of arrhythmia flagging in the slesgort does not rule out any
arrhythmia

c. In some patients, in particular those with a high density of premature beats
or AFib, the device may undedetect arrhythmic events (both premature
beats and AFib) and/or misclassify between premature beats and AFib

1.3 Precautions
TheWatchPATE 300should not be used in the following cases:

1. Use of one of the following medications: alpha blockers, short acting nitrates (less
than 3 hours before the study).

2. Permanent pacemaker: atrial pacing or VVI without sinus rhythm.

3. TheWatchPATE 300is not indicated for children who weigh less than 65 Ibs.

1.4 Additional Prec autions specific to pediatric use
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TheWatchPATE 300is indicated for use ipatientsl2 years and above.
The followingPre@utionsand Notes are referring to pediatric ageelYyears.
Preautions
1. Pediatric patients with severe comorbidities such as Down syndrome,
neuromuscular disease, underlying lung disease or obesity hypoventilation should
be considered for sleep study a laboratory polysomnograph (PSG) rather than a
home sleep testing (HST).

2. It is recommended that the physician nelseire that the patient and Hiter

guardianareaware that the use of specific drugs and other substances used to treat
ADHD, antidepressds, corticosteroids, anticonvulsants, use of caffeine, nicotine,
alcohol and other stimulants might interfere with sleep and affect the sleep study's

conditions.

1. PAT Respiratory Disturbance IndéRRD)I) is indicated for patients 17 years of age
or greater
2. The snoring and body position safety and effectiveness neasvalidated on

pediatric patients

3. Special attention on training thepediatric patient and / or his accompanying

individual on use and placement of the device prior to initiating a sleep study with
theWatchPATE 300device(for further details sesection 7andsection §

1.5 Data Generated by the WatchPAT E 300

The WatchPATE 300gener ates a PAT respirat,PAY
| n dePAT denirél AAgriedlypopnea Index (pAHIc),
percentage of total sleep time with CheyBtekes Respiration pattern (%CS&)d PAT
sleep staging identification ("PSTAGES"). Ti¢atchPATE 300 respiratory indicesand
sleep stageare estimates of conventional values and stagesfidation that are produced
by pol ysomnogr amatghPAJER B0S @sb )generaled eptionalcoustic

ApneaHy popnea

di st ul

decibel detector used f@noring level and body position discrete states from an external

integrated snoring and body position (3RBESBP sensor.The WatchPATE 300 also
includes detection otardiac arrhythmia (Atrial Fibrillation and PrematureBeatg as

additionalinformation to its sleep indices
PRDIandPAHIc areindicated for patients 17 years of age or greater.

:r»!ll
il
»

»

Note

The arrhythmia output flags patients suspected of having
arrhythmias thereby aiding the physician to decide if further
arrhythmia investigation is needékhe results, together with

patientds anamnesi s
investication

s h o anlfudherb

1.6 Equipment Classification

TheWatchPATE 300is a Class lla medical device undébR 2017/745Medical Device

Regulation.

WatchPATE 300 System
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1.7 Quality Assurance System: EN ISO 13485
The Itamar MedicaWatchPATE 300is compliant to the following standards.

STANDARD

#

Medical electrical equipmerit Part 1: General requiremen
for basic safety and essential performance

IEC 6060%1:2005 +
CORR.1:2006 +
CORR.2:2007 +
AM1:2012

ANSI/AAMI ES6060%
1:2005/(R) 2012 and
A1:2012,C1:2009/(R)
2012 and A2:2010/(R)
2012

CAN/CSA-C22.2
No0.606011 :08+
amendment 1

Medical electrical equipmentPart 12: General requiremen
for basic safety and essential performanceCollateral
Standard: Electromagnetidisturbances- Requirements an
tests

IEC 6060%1-2:2014

Medical Device Softwaré Software Life Cycle Processes

IEC 62304:2006+
AMD1:2015

Medical electrical equipment-- Part 2*11: Genera
requirements for basic safety amdsential performance
Collateral standard: Requirements for medical elect
equipment and medical electrical systems used in the |
healthcare environment

IEC 606011-11:2015

Degrees of protection provided by enclosures (IP Cbdie22

IEC 60529 Ed 2 +
COR2

Medical devices- Application of usability engineering t
medical devices

IEC 62366:2007 +
Al:2014

Medical electrical equipmentPart 16: General requirements
for basic safety and essential performanCellateralstandard:
Usability

IEC 606011-6:2010 +
Al1:2013

Medical devices. Application of risk management to med
devices

EN ISO 14971:2012

Medical devices. Symbols to be used with medical de
labels, labelling and information to bsupplied. Generd
requirements

ISO 152231:2016

Graphical symboils for electrical equipment in medical prac

PD IEC/TR 60878: 2015

10.

Graphical symbols- Safety colours and safety signs
Registered safety signs; referibstruction manual/ booklet

1ISO 7010:2011 (M002)

11.

Information supplied by the manufacture with medical devig

EN 1041:2008 +
Al1:2013

12.

Biological evaluation of medical devicesPart 1: Evaluatior

and testing

ISO 109931
2009/Technical

WatchPATE 300 System 4
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STANDARD #
Corrigendum1 2010
13. Medical electrical equipment- Part 261:. Particular ISO 806012-61:2011
requirements for basic safety and essential performang
pulse oximeter equipment
14. FDA Quality Systems Regulation (QSR) 21 CFR part 820
15. Medical devices. Quality management systems. Requirenq EN ISO 134852016
for regulatory purposes
16. Commission Regulation (EU) on electronic instructions for| EU 207/2012
of medical devices
17. Medical DeviceRegulation MDR 2017/745
18. Directive on the restriction of the use of certain hazarq RoHS Directive
substances in electrical and electronic equipment 2011/65/EU (RoHS 2)
19 Registration, Evaluation, Authorisation and Restrictiof REACH Directive (EC)
ChemicalDirective 1907/2006

1.8 CE and TUV RHEINLAND Compliance

The product complies wittMDR 2017/745 (Medical Device
Regulation) requirements an@E approved

Theproductis marked with the CE logo.

The productis certified byTUV RHEINLAND.

Cc us

1.9 Conventions Used in this Manual

Note: Throughout this document, the references WatcHPAWatchPATE 300, and
WP300device are used to refer to théatchPATE 300device.

Note: Throughout this document, the reference Snore & Body Position sensdering
to both SBP sensor and RESBP sensor unless specified otherwise.

Note: Central+ is awatchPATE 300 module thatnablesdentification of central apnea
Central+ functionality can be achieved when usingWachPATE 300 with the RESBP
sensor and compatible software.

WatchPATE 300 System 5 Operation Manual




Warnings are used to identify conditions or actions, whidhthe
instructions are ignoredmay violate patient safety, or cause
damage/malfunction to the system, resulting in non recoverable 10ss ¢
data.

Les avertissementsont utilises pour identifier les iditions ou les
actions qui si elles sont ignoréepeuvent porter atteinte a la sécurité
des patients ou causer des dommages au systéme et résulter a une
perte irréversible des données.

Cautions are used to identify conditions or actions, which could cause
interference with data acquisition and/or impair study results.

Les précautionss ont utili s®es affin doi
actions qui peuvent interférer avec le ramassage deédsrat
provoquer des résultats équivoque.

Notesare used to identify an explanation, or to provide additional
information for purposes of clarification.

Les notessont utilisées pour identifier les explications et pour donner ¢
informations supplémentaires dans le but de clarifier.

1.10 Warnings, Cauti ons and Notes

TheWatchPATE 300is poweredwith oneoff-the-shelf AAA battery.
TheWatchPATE 300is portable with continuous operation.

TheWatchPATE 300uses BF patient applied parts.

TheWatchPATE 300should only be transported in its original case.

There are no serviceable parts insidewrstchPATE 300except for cables
Environmental conditions during transportation & storage:eificationsection.
Environmental conditions during operation: S&@ecificationsection.

To avoid risk of battery leakage, thgatchPATE 300 deviceshould not be storefiom
prolonged periodvith a battery inserted in the battery compartment

Sleep professionals (other than patients) using\WschPATE 300 should read the

Operation Manual.
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1.11 Safety Precautions

WARNINGS
Do not let the unit get wet.
Avoid placing food or water on any part of the system.

In the event of fire use only fire extinguishers approved for use on electrical
fires.

Handle unit with care. This unit is sensitive to extreme movements and to
falling.

Do not attempt to connect or disconnect any part of the unit.
Do not try to introduce any foreign object into the unit.

The WatchPATE 300 MUST be removed from the patient BEFORE
connecting it to a PC!

AVERTISSEMENTS

Ne pas mouiller | 6unit®.
Eloigner le dispositif de toute source d'eau ou nourriture.

En cas d'incendie, utiliser uniquement des extincteurs homologués pour
l'utilisation en cas d'un incendie dd a une source électrique.

Mani er avec pr®cauti on. Léunit® est
soudains et chute.

Ne pas tenter de brancheroudébr ancher une des partd.i
Ne pas introduire un corps ®tranger

Le systeme WatchPATE 300 doit étre rechargé uniquement aprés avoir
été détaché de la main du patient.

Il est impératif de détacher le systéme WatchPATE 300 de la main du patient
avant de le relier a I'ordinateur.
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1.12 Symbols Used on the Product Labels

Follow instructions for use

Type BF applied part

R
‘ The product is certified byUV RHEINLAND
Cc us

Theproductis marked with the CE logo
2797 for BSI

Medical device

MD
&l Date of manufacture

YYYY-MM-DD

BatteryOperating Voltage
1.5VDC === yop J J

Single use, do not rese

Temperaturdimit

Medical device Manufacturer

Catalogue Number

®

/L Useby date
_

REF

Serial Numbe
SN

WatchPATE 300 System 8 Operation Manual



P22 Ingress protection

The device is protected against insertion of fingers and
vertically dripping water shall have no harmful effect
when the device is tilted at an angle up to 15° from its
normal position

EC |REP

Authorized representative in the European Community

& Caution:US Federal law restricts this device to sale by or
only . .
on the order of a licensed healthcare practitioner

According to the WEEE Directive 2012/19/EU, all wal
electrical ancklectronic equipment (EEE) should be colleg
separately and not disposed of with regular household W
Please dispose this product and all of its parts in a respo
— and environmentally friendly way.

1.13 WatchPAT E 300 Device Labels
Thefollowing label is located on the back side of the device

B& (01)0 7200109 222455 (111YYMHDD(2LIXXXXX [SNIxxxxx

Watch-PAT300 il itamar Medical Lid. YYYY-MM-DO
9 Halamish St, Caesarea, Israel 3088900

[REF] AS2110701
@ 1P22 [MD|

1.14 FDA information

The WatchPAT" 300 is cleared by the FDA undi80775 trade name WateRAT300
(WP300)

WatchPATE 300 System 9 Operation Manual



2 OVERVIEW

Sleep apnea syndrome is considered a major public health problem. The prevalence of the
syndrome is estimated at 2% to 5% in the adult popula@structive sleep apnes
characterized by recurrent events of complete or partial obstruction of the up@grsa
during sleepwith the presence of breathing efforwhile Central Sleep apnea is
characterized by noespiratory effort Both conditionsoften lead to hypoxemia, and/or
arousals associated with sympathetic nervous system activatten diagnosis and
assessment of the sleep apnea patiamuallybased on thapneahypopnea index (AHi

the number ofApneas, and Hypopneasper hour of slegpand / orthe Respiratory
Disturbance Index (BI) which is AHI plusRespratory Effort RelatedArousals RERA),

along with sleep architectur&he common consequences of this sleep disruption are
daytime sleepiness, poor daytime performance and increased vulnerability to accidents.
Cardiovascular complications such as systemic/pulmonary hyperiensahemic heart
disease and arrhythmias are the major sequstéep apnein the adult population.

The WatchPATE 300is worn on the wrist andtilizes a plethysmographic based finger
mounted probe that measures B¥T® (Peripheral Arterial Tone) signal. TIRAT® signal

is a measurement of the pulsatile volume changes in the fingertip arteries which reflects the
relative state of the arterial vasomotor activity, and thus indirectly the level of sympathetic
activation. Papheral arterial vasoconstriction, which mirrors sympathetic activation, is
shown as attenuation in tRAT® signal amplitude.

The same probe measures RED and IR channels used for the measurement of SpO2 signal.

ThePAT® and SpO2 signals are recordedtammously and stored on an embeddlagh

memory together with data from a buith actigraph ihonitor for human rest/activity
cycles,embedded in th&/atchPATE 300). Snoring and Body Positicsignals are

generated from the SBP/RESBP integrated sewgtiofal). TheRespiratory Effort

Snoring and Body Positiosensor e cor ds t he subjectdés chest
to the snoring and body position signals dra&tincluded with the SBP sensor.

Following the sleep study, the recordings are autimadly downloaded and analyzed in an
offline procedure using the proprietary zzzPAT software.

The zzzPAT algorithms use thigatchPATE 300channels for the detection of sleep

related breathing disorders and sleep staging (Rapid Eye Movement (REM), Light Sleep,
Deep Sleep and Wakdjor furtheridentification of central apnethe respiratory

movement channel generated from the RESBP sessised in the zzzPAT algorithm in
addition to the other channelghe zzzPAT also includes detectioncafdiacarrhythmiaas
additionalinformation to its sleep indice¥he zzzPAT use®atchPATE 300's snoring

and body position channelsdgenerate snoring level and body position discrete states. The
use of SBARRESBPIs optional and according to physician preference.

The software issues comprehensive reports of the study, with statistics and graphic
presentation of the results. The wholghtidata can be viewed and the automatically
detected events can be revised manually.
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2.1 System Description

TheWatchPATE 300system is comprised of the following items:
f WatchPATE 300device that includes:

(0]
(0]

(0]
(0]

=4 =4 4 4 A4 -4 -5 -2 -

Embedded actigraph

Embedded CPU arelectrical circuit card
Embeddediash memory

AAA Battery

OLED display

Unified PAT and Pulse Oximeter PropdAT probg (includesoximetry)
UPAT probe connection cable

Wrist Strap

Snore and Body Position sen$8BP/RESBP) optional

Cable forTamperProof BraceleandTamperProof Bracelet optional
USB cable

Stepby-Step Reference Guid# be used in conjunction with Sectidn
Quick Reference Card# be used in conjunction with Section 8)

Carrying case

Figure 11 Packed Device
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Optional
RESBP sensor,

uPAT probe

Figure 21 WatchPATE 300 Device with Sensors

An additional item required for the operation of the system is the zzzPAT kit. zzzPAT is a
proprietary PC software for initializing the study, retrieving, analyzing and displaying the
data. For more information, refer to the zzzP3dttwareManual.
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2.2 User Interaction with the  WatchPAT E 300 Device Keys

TheWatchPATE 300has the following keygsee Figure3):
f Central On/Enter key to power on téatchPATE 300
1 Horizontal buttongleft andright) that may be used by the Operator for
entering the diagnostic mode and navigating through the diagnostic
menu. Thesbuttonsare hidden from the patient.

c= ON/ENTER

LEFT

Figure 31 The Buttons and Display

Display

The display is used for reading status and error messages. The display is divided
to three sections: Title, Info and Status.

1 Title (first line): Current operational mode and time
o PATIENT mode while recording night study
0 DIAGNOSTIC mode while testing device
o PC HOST while connecting to PC
1 Info (2"-7"" line): Specific information depending on
operational mode
1 Status (last line): Message indicating device status depending
onoperational mode

Service Ports and Peripherals

The WatchPATE 300device has 4 ports that are used for sensor connections
battery compartment with a coviar battery replacement andcableconnector
compartment with a cover for uPAT cable servicifsgeFigure4).

1 The braceletport is used for connecting thmperproof
braceletwhichis covered by &d.

WatchPATE 300 System 13 Operation Manual



1 Internal uPAT probe port is used for connecting thBAT
probe T h e pcompartthent can be accessed through a lid in
order to replace the cable.

9 A port for connecting the optional Snore & Body Position
sensor

1 The USB portis usedfor connecting to the P@ initialize the
device andlownload the recording

{| Batterycompartmentcovered by &d UsB T” for communication
P Back of
N WatchPATE 300
\ "
’u(\‘-“’ 1 H
uPAT probe port e =
(internal) ]

Bracelet port

(N R N N NN N NN NN NN NN Battery compartment

Port for optional Snore &
Body Position sensor

EREEE
-’

Figure 41 Service Ports and Peripherals

2.3 WatchPAT E 300 Device Function
TheWatchPATE 300records the following channels:
| PAT® Signal
1 Oxygensaturation
1 Actigraphy (movement)
9 Acoustic decibel detectéor Snoringevaluation(optional)
9 Body Position (optional)
1 Chest movement signé&bptional)

The overnight sleep study data is stored on an embdddddmemoryin theWatchEA‘lE
300device After the study is recorded, the data is downloaded frormMiiiiehPATE 300
devicethrough the USB cable using the zzzPAT software. The zzzPAT softwarangtiliz
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automatic algorithms, detects respiratory and other events that occurred during sleep as
well as periods of REM, deep sleep, light sleep and wakefulness. The pulse rate signal is
derived from the PAY signal and used in the automatic analysis. Thewsoét issues
comprehensive detailed reports of the study. The whole night data can be viewed on the PC
screen and the automatically detected events can be revised manually.

An optional tampeproof patient identification function is available using a costo

bracelet whose presence during the night verifies that the identified patient is indeed the
one sleeping with the devicegeTamperProof Testing withVatchPATE 300Device
section).

The patient normally sleeps only one night with WatchPATE 300 device unless an
optional multinight option is selected which enables an up to 3 nights study with the same
device(seeMulti-night studysection).

2.4 Built -In Self-Diagnostic Procedures

2.4.1 Operator Tests

TheWatchPATE 300contains a comprehensive buiiitseltdiagnostic procedure. This
procedure isvailable to the operatofhe procedure can be accesddtieright andleft
buttons(seeFigure3) are pressed simultaneously after the device is powered ON (during
the first 30 seconds only after the device is powered ON). The procedure performs the
following test:
f Device Testi tests theWwatchPATE 300 for errors before performing a night
study (make sure adlensos are connected before initiating this test)

. = In all times, the current time is shown in the upper right hand corner (¢
display.

To runthe selfdiagnostic procedure:

1 Press the ENTER buttoround @nter key) for 2 seconds till tipwwer up
screerappears on the screen

1 Immediately press thRIGHT+LEFT buttonsonly (seeFigure3)
simultaneously for 1 second
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The following screen will be displayed:

= =2 =4 4 A A -

DIAGNOSTIC  22:40
4.0.0000 20- May- 18
ID=123456789
* device XXXxX X
set language
set battery
end testing
Select test ->

First line displays title and current time

Second line displays current embedded S/W version and current date
Third line displays patient ID

Fourthline displays option for running device test (serial number of device)
Fifth line for setting the language

Sixth line for setting the battery type

Seventhline for exiting thetesting mode andturning device off. If no test is
selected within 3 minutes th&/atchPATE 300 device will automatically shut
down

Theright and leftouttons willnavigate between the lines.

An asterisk will indicate current selection. When moving the keys, the asterisk will
move to indicate the current selection. Press the central Enter key to make the
desired selection.

It is recommended that you nperm the Devicetest every time you prepare the
WatchPATE 300for a night study.

2.4.2 Device Test

At the completion of thelevice testa TEST PASSED indicates that the device is ready
for the night study.

DEVICE TEST 22:50
ID= 123456789
SBP=missing

<- Back

TEST PASSED 1:54

WatchPATE 300 System 16 Operation Manual



At the completion of the device testTRST FAILED indicates a problem that should be
taken care of before the device is released for a night study.

DEVICE TEST 22:50

ID Error
bat tery =low
pat =bad led

pat =bad photo

file =unloaded
<- Back - >More
TEST FAILED 1:54

Thefollowing are the possible error, warning or information messages:

1 File error: not loaded, missirigthe study file was not loaded or somehow
the file was deleted
File error: used x/3 x=1..8only when multinight option is selected
Battery error: lowi needseplacement of battery
Probe error: used, missing, badonnect an unused probe
Hardware (H/W) error: error codecontact customer support
SBRPRESBP(Snore and Body Position sensor) warning: sensor migsing
does not affect PASSED status
1 RTC (Re&Time Clock)error. faulty i indicates problem with internalock
and need to set the clock (through the software)
1 Bracelet error: missing the study file was chosen with the bracelet option
but the bracelet is not connected during the device test
1 Information messages:
o multi-night=on - when a multi night study is required
0 bracelet=on- when a study with tamperoof patient
identification bracelet is required

=4 =4 -4 -4 -9

More - > indicates that there are more error/warning messages and will be displayed if th
Right (- >) button is pressed.
<- Back will move to the previous screen if the Left () button is pressed.
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2.4.3 Patient Test

When the patientand accompanyingndividual if neededjurns on theWatchPATE 300
device by pushing the On/Enter keyolnd centerbutton) for about 2 seconds a self
diagnostic test is automatically performed and the following screen is displayed:

PATIENT 22:51

Please wait
Testingé

If the WatchPATE 300devicepasses this setfiagnostic test, the following screen will be
displayed:

PATIENT 22:51
GOOD NIGHT!!

Time elapsed=9:50
Recordingé

Note
. oy During recording the display turns off to conserve batteryRifessing
the On/Enter key (centdsutton)duringrecordingwill turn on thedisplay

for a fewseconds.

If the WatchPATE 300 devicefails this selfdiagnostic test, the followingcreen will be
displayed:

PATIENT 22:51

X

Error code=xx
Device S/N=XXXxX
Call Help Desk
TEST ABORTED
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. The error message will be displayed for 1 minute and theh\titehPATE 300
devicewill shut off.

1 Ifthis is a study with the tampgroof bracelet and the wrong bracelet is connected
the "wrong bracelet" error message appears.

1 If this is study with theamperproof bracelet and the bracelet is not connected the
"connect bracelet" error message appears in order to remind the patient to connect
the bracelet.

The following are the possible error/warning messages:

xxx1 - battery low

xx2x T uUPAT probeerror

xx4x 1 File error

xx8x - UPAT probe error (babkd)
x1xx - UPAT probe error (baghotg
x4xx7 SBRRESBPmissing warning
xxx81 Actigraph error

x2xx1 RTC error

x8xx 1 Bracelet error

Ixxx 71 file not init

Note

. oy The "Xx" stands for 4 value(Hexadecimal code)

Error codes are additive, i.e. batRAT probe and File errors will produg
error code xx6x.
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3 PREPARATION FOR SLEEP STUDY

3.1 Inserting the Battery
To insert the battery tthe WatchPATE 300 device

1. Removethe WatchPATE 300 deviceout of the wrist strafy unsnaping the left
sideof theWatchPATE 300strap(the one with higher edge)

2. Open the battery compartment on the back ofd#hace(seeFigure5) and remove
the battery from the device (if there is ane)

3. Insert a new disposable dr fully chargedrechargeable)AAA battery in the
compartment. The Tdiig eiclt htheniattedy tideadd dsidand o
the compartment.

4. Close the battergompartment

5. Reseat th&VatchPATE 300 deviceon the wrist strap bynsertinggently firstthe
right sideof the device into the stragnd then thethersideuntil a click is heard

3.1.1 Battery in formation

The WatchPATE 300is powered by oneff-the-shelf AAA battery. The battery can be
alkaline or rechargeable NiMRIse anew or fully charged battefpr eachstudy:.

Notes/Conditions for Battery Use:

1. The recording durations depend on thelity of the battery usedt. is important to
aways use good quality batterilake sure your batteries are compatible with the
local standards.

2. Rechargeable battefWiMH, minimum 700 mAh)hould be charged before each
recording.Use only UL 1642 or UL@54 and IEC 62133 compatible battery.

3. Alkaline battery should be replaced after each recording

4. The battery will be checked during device td3te WatchPATE 300 will notify
you in case the battery power is low

5. If battery was improperly inserted or depleted téatchPATE 300 will not turn
on.

6. When recording multiple nights the patient might be required to ehtmegbattery
after each night.

7. To avoid risk of leakage, battery should not be stored intaehPATE 300for a
prolonged period of time

Battery One OTS 1.5V Alkaline AAA batteryOR
OneOTS rechargeable AAA 1.2V NiMH battery
Capacity > 700 mAh
Cell Type Alkaline OR
Nickel-metal hydride battery rechargeable
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Figure 51 Battery Compartment

3.2 Preparing the Snore and Body Position Sensor

Attach the small round double sided adhesive sticker t8loee and Body Positissensor
on the back sidéront side hasrmimage, by peeling off the covesn one side of the

sticker.
For more details seAppendix A: WatchPATE Integrated snoring Body Positioning

SensoOperating Instructions (SBP/RESBP)

3.3 Preparing the Wrist Strap

The wrist strap requires no special preparation other than ensuring its cleanlinesayYou m
clean it if neededSee sectiol.1for detailed cleaning instructions.

3.4 Mounting the WatchPAT E 300 on the Wrist Strap

To mount theWatchPATE 300deviceon the wrist strap:

Gentlyinsertthe WatchPATE 3000n the wrist strap binserting first theright
side of the device into the strap and then dtieer side until a click is heard

indicating that it is properly seated.

3.5 Replacing the uPAT Probe
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Warning

TheuPAT probe connector is very sensitive and therefore should
never be left exposeleep the connector connected to the probe 3

all times, especially during cleaningReplace the probe just before
performing the Device test.

Remove a used probe by pregsthesmalltab (clip) maked by the arrow ifrigure6, and
then, holding the&e o n n e slideo, gedtly slide it away from the probedo not pull the
slider off by pulling the cord, as it may damage the wiring. Properly dispose of used probes.

Figure 6 1 Disconnecting the Figure 71 Probe Disconnected
Probe

Connect a new probe by inserting tilae slider to the probe until the blue tab of the probe
clicks into its place.

Note

W

".-—'\"
' : Take care when inserting th&ueslider to insure proper seating in the
probe.
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uPAT probe

Bracelet
connectors

REF AS0080300

Snore and Body
Position sensor

Figure 8 1 WatchPATE 300 Fully Prepared

3.6 Preparing the WatchPAT E 300 Device for a New Study

Refer to the zzzPAT Softwatdanual for preparation of th&/atchPATE 300 for a new
study.

3.7 Testing the WatchPAT E 300 Device
Run the builin selfdiagnostic facility as described in Sectidd above

The WatchPATE 300deviceis now ready for performance of a sleep study by the patient
(Figure8).

3.8 WatchPAT E 300 Self-diagnostic Test Results and Trouble -shooting

Should any of the setfiagnostic tests fail or report error messages refer to the trouble
shooting guide in Sectioh

3.9 Packing the Carrying Case
The following items must be placed inside the carrying case, in their respective
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compartmentgseeFigureli Packed Device

 TheWatchPATE 300devicemounted in the Wrist strap with th®AT probe
attached.

Stepby-Step Reference Guide to tiatchPATE 300device
Body Position and Snore sensor (optional)
Cable for bracelet (optional for patient identification)

= =4 4 =4

For multinight only:extrauPAT probesand batteries

.m Note

. = Demonstrating the use of théatchPATE 300deviceto the patien{and
accompanyingndividual if needed)s important for obtaining reliable
recordings and improving patient confidence.
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4 OPTIONAL FUNCTIONS

4.1 Using the integrat ed Snore & Body Position Sensor

The integrated sensor consists internally of two sensors: a snore sensor and a body position
sensor.

A - IntegratedSBPsensor

B - IntegratedRESBPsensor RESBP Sensor Attachment

The integrated sensor is powered by ¥atchPATE 300 deviceand does not require a
battery. It is automatically activated by téatchPATE 300devicewhen plugged into the
Snore & Body position port.

The snore sensoris an acoustic decibel detector. It uses a very sensitive microphone that
responds to snoring and other sounds in the audio range and converts them to a small
analog voltage that provides a clear, reliable indication of the presence of these sounds.
The body position sensor uses a-&is accelerometer that provides a signal directly
proportional to the patient's sleeping posture (supine, prone, right, left and sit).

For RESBP only. The chest movement signaluses the same-&kis accelerometer to
provide eaw chest movement signal ddta measuing subjecés breathing during the night
SeeAppendix A: WatchPATE Integrated snoring Body Positioning SensorOperating
Instructions (SBP/RESBP)
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4.2 Tamper-Proof Testing with WatchPAT E 300 Device

The WatchPATE 300 device TamperProof bracelet is an addn accessory used to
authenticate the patient doing a sleep study and assure the study is recorded from the right
person.

The bracelet is a single use small plastic band designed to be worn around the wrist of the
hand. It contains anlextronic circuit that signals to th@/atchPATE 300 device the

integrity of the bracelet and a unique identification. During the night the bracelet is
connected to th&/atchPATE 300deviceusing a small cables¢eFigure9).

Cable for bracelet

/ NG
Bracele\/. '
\ J

Figure 91 WatchPATE Device with Tamper-Proof Bracelet

Before the device is given to the patient for home sleep study, the technician identifies the

patient and secures the br acpeobfeonnettas that he pat
ensures the bracelet will not be removed without cutting the Bracelet.

Figure 1017 Bracelet on Patient's Hand
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When preparing th&atchPATE 300 devicefor a sleep study, the technician pairs the
TamperProof Bracelet and the device and registers the bracelet's unique ID in the
WatchPATE 300device(seeAppendixB: Tamperproof testing with).

The patient can wear the Bracelet for several days, continuing norm#d-day activity
until he is ready to record his sleep study. Before starting the recording, the patient will

needto connect the Bracelet, via the bracelet's cable 2 connectors,WathePATE 300
device The device will not start without connection to the paired Bracelet.

#%_ Vi B

-o-
Figure 117 WatchPATE 300 Figure 12 i WatchPATE 300
Device with Cable for Bracelet Device with Bracelet

L

Figure 131 Bracelet and WatchPATE 300 DeviceonaPat i eland s

During the recording the device will periodically check the Bracetetnectivity. The
recording will be stopped if the connection to the Bracelet will be lost for the time
exceeding a predefined limit.

After the recording is completed the patient can cut the Bracelet and return it with the
device for study analysis.
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Figure 141 Cut the Bracelet

4.3 Multi -night study

A patient study may be defined as muight study and the patient can sleep up to 3 nights
with the sameNatchPATE 300 device The multinight option may be selected during
New Stug function (see zzzPA¥oftwareManual).

If a 2 or 3 night multinight option is selected the patient must replacelB¥%T probe and
replace the batteretween nightsExtra uPAT probesand batteriesnust be added to the
WatchPATE 300devicecase.

In case of multinight study all of the patient studies will be loaded automatically to the
zzzPAT during the upload (see zzzP8dftwareManual).

extra probe

Figure 1571 Case for 2 Night Multi-night Study
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