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1. Int

1.1

roduction to CloudPAT

Intended Use of WatchPAT™ device

1.1.1. WP200U and WP300 in US and EU

The WatchPAT™200U (WP200U) and WatchPAT™300 (WP300) devices
are non-invasive home care devices for use with patients suspected to have
sleep related breathing disorders. The WP200U and WP300 are a diagnostic
aid for the detection of sleep related breathing disorders, sleep staging (Rapid
Eye Movement (REM) Sleep, Light Sleep, Deep Sleep and Wake), snhoring
level and body position. The WP200U and WP300 generate a peripheral
arterial tonometry ("PAT") Respiratory Disturbance Index ("PRDI"), Apnea-
Hypopnea index ("PAHI"), Central Apnea-Hypopnea index ("PAHIc"), PAT
sleep staging identification (PSTAGES) and optional snoring level and body
position discrete states from an external integrated snoring and body position
sensor. PSTAGES and snoring level and body position provide supplemental
information to the PRDI/PAHI/PAHIc provided by WP200U and WP300.
PSTAGES and snoring level and body position are not intended to be used as
the sole or primary basis for diagnosing any sleep related breathing disorder,
prescribing treatment, or determining whether additional diagnostic
assessment is warranted.

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

1.1.2. WP200 / WP200U and WP300 in ROW

WatchPAT™200  (WP200),  WatchPAT™200U  (WP200U)  and
WatchPAT™300 (WP300) (collectively known as WatchPAT™ device) are a
non-invasive home care device for use with patients suspected to have sleep
related breathing disorders. The WatchPAT™ device is a diagnostic aid for
the detection of sleep-related breathing disorders, sleep staging (Rapid Eye
Movement (REM) Sleep, Light Sleep,Deep Sleep and Wake), snoring level
and body position. The device generates a peripheral arterial tonometry
("PAT"™) Respiratory Disturbance Index ("PRDI"), Apnea-Hypopnea index
("PAHI"),PAT sleep staging identification ("PSTAGES") and optional snoring
level and body position discrete states from an external integrated snoring and
body position (SBP) sensor. The device’s "PSTAGES" and SBP provide
supplemental information to its PRDI/PAHI. The device’s "PSTAGES" and
SBP are not intended to be used as the sole or primary basis for diagnosing
any sleep related breathing disorder, prescribing treatment, or determining
whether additional diagnostic assessment is warranted.

1.1.3. WatchPAT™ ONE in US

The WatchPAT™ ONE (WP1) device is a non-invasive home care device for
use with patients suspected to have sleep related breathing disorders. The
WatchPAT™ ONE is a diagnostic aid for the detection of sleep related
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1.2.

1.3.

breathing disorders, sleep staging (Rapid Eye Movement (REM) Sleep, Light
Sleep, Deep Sleep and Wake), snoring level and body position. The
WatchPAT generates a peripheral arterial tonometry ("PAT") Respiratory
Disturbance Index ("PRDI"), Apnea-Hypopnea index ("PAHI"), Central
Apnea-Hypopnea index ("PAHIc"), PAT sleep staging identification
(PSTAGES) and snoring level and body position discrete states from an
external integrated snoring and body position sensor. The WatchPAT's
PSTAGES and snoring level and body position provide supplemental
information to its PRDI/PAHI/PAHIc. The WatchPAT's PSTAGES and
snoring level and body position are not intended to be used as the sole or
primary basis for diagnosing any sleep related breathing disorder, prescribing
treatment, or determining whether additional diagnostic assessment is
warranted.

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

zzzPAT S/W — Definition

zzzPAT is an analysis software package used with the WatchPAT™ device to
aid in diagnosis of sleep related breathing disorders and detects REM, Light
Sleep, Deep Sleep and Wake stages. The zzzPAT S/W displays the signals
recorded by the WatchPAT™ device, automatically identifies breathing
disordered events and REM, Light Sleep, Deep Sleep stages, and generates a
comprehensive report for the physician.

CloudPAT S/W - Definition

CloudPAT is a HIPAA-compliant (PL104-191) web-based cloud application
used for providing management system for sleep studies. It offers individual
physicians or large organizations the ability to control the process of sleep
disorder management seamlessly and electronically in a turnkey fashion.

In its basic implementation, CloudPAT is a parallel adjunct to the local
zzzPAT sleep analysis software sold separately with WatchPAT™ device.
CloudPAT uses zzzPAT’s analyzing software modules (part of WP Interface
package) that are responsible for the identification of the breathing disordered
events and Sleep stages.

CloudPAT offers simple preparation and uploading of WatchPAT™ sleep
studies that can be sent transparently for interpretation by a local Interpreting
Physician or from a national network of telemedicine to a Board-certified
Interpreting Physicians. After interpretation the sleep study results will be
attached to the patient’s record. The regular, comprehensive WatchPAT™
sleep study report is available for printing, export, and analysis. All actions
performed in the CloudPAT described above are performed from a secure
website. Each user will have his own permissions and restrictions that enable
to see only her/his sleep patients. All data is securely stored and backed up on
the Web.
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1.4. Overview

Sleep apnea is considered a major public health problem. The prevalence of
the syndrome is estimated at 2% to 5% in the adult population. Obstructive
Sleep apnea is characterized by recurrent events of complete or partial
obstruction of the upper airways during sleep with the presence of breathing
effort, while Central Sleep apnea is characterized by no respiratory effort.
Both conditions often lead to hypoxemia, and/or arousals associated with
sympathetic nervous system activation. The diagnosis and assessment of the
sleep apnea patient is usually based on apnea-hypopnea index (AHI — the
number of Apneas, and Hypopneas per hour of sleep) and / or the Respiratory
Disturbance Index (RDI) which is AHI plus Respiratory Effort Related
Arousals (RERA), along with sleep architecture. The common consequences
of this sleep disruption are daytime sleepiness, poor daytime performance and
increased vulnerability to accidents. Cardiovascular complications such as
systemic/pulmonary hypertension, ischemic heart disease and arrhythmias are
the major sequel of sleep apnea in the adult population.

The WatchPAT™ device is worn on the wrist and utilizes a plethysmographic
based finger-mounted probe, to measure the PAT (Peripheral Arterial Tone)
signal. The PAT 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. Peripheral
arterial vasoconstriction, which mirrors sympathetic activation, is shown as
attenuation in the PAT signal amplitude. The PAT signal is recorded
continuously and stored on a device’s memory along with pulse rate (derived
from the PAT signal), together with either data from oximetry channels
integrated into the uPAT probe (WP200U/WP300/WP1), or from a built-in
pulse-oximetry sensor (WP200) and an actigraph (embedded in the device).
Snoring and Body Position signals are generated from the SBP/RESBP
integrated sensor (optional). The RESBP (Respiratory Effort Snoring and
Body Position) sensor records the subject’s chest movement signal in addition
to the snoring and body position signals that are included with the SBP sensor.
Following the sleep study, in an offline procedure, the recordings are uploaded
to a web server and analyzed using the proprietary CloudPAT software.

CloudPAT uses the zzzPAT’s analysis. The study data can be downloaded to a
local PC in case the whole night data needs to be viewed and the automatically
detected events need to be revised manually using the zzzPAT.

This manual provides the information necessary for routine use of CloudPAT
software.

1.5. CloudPAT Version 2.8 Overview

CloudPAT Version 2.8 introduces the following main capabilities:
1. WatchPAT™ ONE Support.
2. Option to exclude Patient Health Information from data on WatchPAT
device.
3. Create patient record from details provided in file.

CloudPAT Page 12 Operation Manual



Itamar Medical Ltd.

4. Enhanced access restrictions to patient’s health information and user
login.

Additional changes introduced with V2.8:
5. Notify interpreting physician when study is reassigned
6. Allow interpreting physician to change Desaturation Threshold
7. Office Request Script
8. Automatically set Medicare insured patients to 4% Desaturation
Threshold
9. Allow re-run failed analysis
10. Final report preview (prior to locking the study).
11. Shortcut icons in Enhanced Patient Care Pathway Chart.
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1.6. Terminology
CloudPAT supports various types of users and entities.

o Office — a practice responsible to dispensing the tests. Office can include one
or more referring physicians, as well as technicians and administrative staff.

o Referring Physician — the primary physician or dentist prescribing the sleep
test.

o User —typically a Provider such as a technician or a nurse, but might also be a
physician. This is the most common type of user using CloudPAT functions
such as Creating a new study, Uploading a study, Viewing reports and
Managing Patient Information (see Section 3).

o Interpreting Physician— a physician (typically Board-certified) performing
the sleep study analysis, interpretation, diagnosis and recommendations. This
is another type of user using CloudPAT functions: Reviewing and interpreting
studies and Managing templates for diagnosis and recommendations (see
Section 3.6).

o Patient — the person who undergoes the sleep study.

1.7. Minimum requirements

An internet connection using a PC workstation with Microsoft Win7 and above,
running at a minimum upload speed of 1 Mbps and supported browser (Internet
Explorer version 11 or higher, Edge, Chrome or Firefox) is required.

mm Note

. 3 Figures included in this Operation Manual are for reference
only and actual design and appearance might be different in
the final product.
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2. Setting CloudPAT Access

2.10Dbtaining an account

Usage of CloudPAT is intended for WatchPAT™ customers only (using Watch-
PAT200/200U/300 devices). A secure and individual login account must be assigned
by Itamar administrator.

To obtain a Username and Password, contact Itamar Medical or send an email to
info@itamar-medical.com. After a vetting process, you will get an email invitation
containing your assigned Username followed by a 2" email with the initial password.

Note
Be sure to change the initial password upon sign in.

Be sure to select Secret Question and provide an answer, so
you will be able to generate a new password in case you will
forget your password.

CloudPAT
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2.2Accessing CloudPAT

All subsequent access to CloudPAT will be via the Sign-in icon located on the home
screen of www.lItamar-Medical.com or directly, according to the server location at:

Server location Direct link

United state https://cloudpat.precisemd.com

European union https://cloudpateu.precisemd.com

United Kingdom https://cloudpatuk.precisemd.com

Access to CloudPAT starts with the Sign In screen where Username and Password
are entered (see Figure 1).

Support

Sign in to CloudPAT

Username ‘ ‘

Password ‘ ‘

Terms and Conditions:

Your use of the Itamar-Medical’s CloudPAT pertal service confirms your agreement to be bound by the terms
and conditions contzined in this agraament as well 25 any rules for use of the services. It also acts as your
acknowledgment of your receipt and understanding of the disclosures in this agresment and your agreement
aliowing all disclosures or other information required under applicable law to be sent electronically. Terms and
conditions of this agreement may change from time to time. lkamar-Medical has the right to terminate this
agreemant and /or your access to the CloudPAT portal service at any time, 3t our convenience and without
cause. In no event will tamar-Medical ba liable for any direct or indirect, damages or lost profits arising from
your use of our CloudPAT portal service as well as any interruption in availability of our service, delay in
operation or transmission, computer virus, loss of data, or otherwise, even if tamar-Medical has been advised
of the possibility of such damages or loss.

Agreement

BY USING THE WER SITE OR BY LOGGING IN ABOVE, YOU SIGNIFY YOUR AGREEMENT TO THESE TERMS AND
CONDITIONS. IF YOU DO NOT AGREE TO THESE TERMS AND CONDITIONS, DO NOT USE THIS WEE SITE.

Figure 1: Sign In screen

If wrong password is entered twice, reCAPTCHA security service is added to the
sign-in sequence.

After several failures to sign in to CloudPAT, your account might be temporarily
locked. In such event, CloudPAT sends notification message to your email account.
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Sign in to CloudPAT

passwords are case-sensitive. Please try again.

We do not recognize your ID and/or password. Remember,

Username login.test

Password

™

reCAFTCHA
Te

vvvvvvvvvv

I'm not a robot

STOP-BANG Questionnaire

Figure 2 - Sign-in screen with reCAPTCH security service

An office you belong to may restrict CloudPAT access to specific IP address range. In
such case, if you reside out of this IP address range, your login will be blocked and
the following error message will be displayed:

To setup login restrictions, please contact CloudPAT Support at

your office(s). Please legin from a permitted IP.

Access denied. Your IP address(IEEEEE) is not permitted for

CloudSupport@itamar-medical.com.

2.3 Setting [Initial] Password

Upon initial account setup, you will be prompted to enter an initial temporary
password. Upon first time signing in CloudPAT you will be prompted to pick a new
password (see Figure 3). The minimum password length is eight characters, that must
contain characters from three of the following four categories: English uppercase
characters (A through Z), English lowercase characters (a through z), digits (0 through
9), Non-alphabetic characters (for example !, $, #, %).

CloudPAT
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] Home Settings Support Logout

Home View Reports Patients Manage Lists Create New Study Upload Study

Set Password @ Help & Print ] Email

Save

Please reset your password before you continue.

Organization  Itamar Medical

Name T

New Password " ‘ ‘

Retype N ew” ‘ ‘

Password

Lo -
Secret Question ‘Whal is your first pets name ? Izl

x
Answer

T
Email” A |

preciseMD Corporate Contact Us

Figure 3: Set Password screen

For identification purposes you will be prompted to fill in an answer to a secret
question.

You must select a secret question and provide an answer to it. This answer will be
used for authentication in case you forget your password and need to reset it (in such
case a new temporary password will be sent to your email address).

'ﬁ“ Note

‘ All asterisk (*) tagged fields are mandatory and should
be filled (see Figure 3).
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2.4Changing password
When an office is defined, there’s an option to determine the period of time (in days)
that the password is valid before it expires. After that the system will require the user
to change his password by the same rules mentioned in section 2.3 (see Figure 4).

L Home Settings Support Logout

Home View Reports Patients Manage Lists Create New Study Upload Study

User Details

Cancel Change

Organization  [tamar Medical

Name

New Password " | |

Retype New™ | |

Password

preciseMD Corporate Contact Us

Figure 4: Change Password Screen
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2.5Resetting Password
In the event you forget your password, simply click on “Forgot your password?” link
on Sign In screen (see Figure 1) and you will get the following sequence where you
press “Continue” after each stage. Follow the instructions on each screen (see Figure
5).
In the event you forget your username, first try this: “first-name.last-name” and if it
doesn’t work contact customer support (i.e. john.smith).

Support

Sign in to CloudPAT

Username ‘ | ‘

Password ‘ ‘

Terms and Conditions:

Your use of the ltamar-Medical’s CloudPAT portal service confirms your agreement to be bound by the terms
and conditions contzined in this agreament as well as any rules for use of the sarvices. It also acts as your
acknowladgment of your receipt and understanding of the disclosures in this agreemant and your agresment
allowing all disclosures or other information required under applicable law to be sent electronically. Terms and
conditions of this agreement may change from time to time. amar-Medical has the right to terminate this
agreement and/or your access to the CloudPAT portal service at any time, at our convenisnce and without
cause. In no event will ltamar-Medical be liable for any direct o indirect, damages or lost profits arising from
your use of our CloudPAT partal service as well as any interruption in availability of our service, delay in
operation or transmission, computer virus, loss of data, or otherwise, even if iramar-Medical has been advised
of the possibility of such damages or loss.

Agresment

BY USING THE WEE SITE OR BY LOGGING IN ABOVE. YOU SIGNIFY YOUR AGREEMENT TO THESE TERMS AND
CONDITIONS. IF YOU DO NOT AGREE TO THESE TERMS AND CONDITIONS, DO NOT USE THIS WEB SITE.

preciseMD Corporate Contact Us

Support

Forgot Password

Continue

Login ID

preciseMD Corporate Contact Us

Forgot Password

Please answer the following question. If your answer matches our answer on file, we will send you instructions for resetting your password to the email account on file.

What is your
mothers maiden
name?
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Forgot Password

An email has been sent to the address on file. Please check your email and follow the instructions in it. If you have any problems, please contact customer support at
BBB-NMH-HAAX

Figure 5: Reset Password screens

2.6Profile Settings & Support

Users may set their preferences by selecting the “Settings” option from the top of any
screen at any time (see Figure 6). Last name and Email address are mandatory fields
(see Figure 7). The secret question you have chosen and your answer will be
displayed here as well. You may change the secret question at any time if you want.
The “Notifications” check-box is for receiving emails notification:
e User will get notification when a report for a study that has been uploaded is
ready.
e Interpreting Physician will get notification when there is a new study awaiting
interpretation.

For administration support and help with any problems you experience with
CloudPAT, please contact us by clicking the “Contact Us” link from any window.
This link creates an e-mail sent to Itamar-Medical CloudPAT Support. Use the form
shown in Figure 10 to send us a message with your problem description.

Please contact customer support by pressing “Support” from any screen if any

difficulties arise. The Support screen contains the up to date phone numbers (see
Figure 8).

] Home Support Logout

Figure 6: Functions available from all screens
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Profile Settings

Login 1D

Prefiz:
First Hame

Middle Initial

Last Hame™

Suffiz

Secret Question

=
Answer

Job Title

Address

ity

State

Zip Code
Country
Waork Fhone
Extenszion

Mobile Fhaone

Email”

Motifications

US1 b

|aaa

[bbb

|ccc

|\l.l'hat iz wour first pets name ¥

[pery

|bdean@itamar—medical.com

Figure 7: Profile Settings

For assistance please call one of the nurbers listed below.

When instracted by the support agent please click this link : Click Here

U% and Canada:
Tal: 1 388 743 2627
Intemational :

Tel: +372 4 6177000

Toll free nurmbers:
Fustralia - 1800256042
Fustria - B00295881
Belgium - 20073034
Canada - 18662562506
Denmark - 20247114
France - 00902142
Germany - 0018245392

ltaly - 200752332
Hetherdands - 2000229588
Moneay - 230010023
Sweden - Z07A53949

Spain - S009407 34

LK - 8009175110

L5 A - 18002066952

Figure 8: Support screen

Note that the contact numbers shown above are subject to change. Always use the

updated numbers.
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3. Using CloudPAT as a User

3.1.

Note

Access to certain screens or viewing information within
ey a screen might be restricted when user accesses
3 CloudPAT from a non-permitted IP and an office has
. enable restrictions for viewing Patient Health
Information.

To setup restrictions for viewing Patient Health
Information,  contact  CloudPAT  Support  at
CloudSupport@itamar-medical.com.

Main Access Screen

Here are the main actions that can be selected from this screen (see Figure 9):

1.

SleePATh — a dashboard providing patient care pathway management tool

which monitors patient care progress: patients’ check-in, diagnosis status

and results, allowing the physicians and their staff to better control over the

process.

Create New Study — prepares a new patient & initializes WatchPAT™

device for a new sleep study.

Upload Study — uploads sleep study files from WatchPAT™ device to the

CloudPAT web server and subsequent redirection (e.g., interpretation by

an Interpreting Physician) according to pre-determined instructions.

View Reports — enables the User to see which sleep studies have been

analyzed and for which diagnosed sleep reports exist. The User may

optionally elect to receive an email notification that a sleep study has been

interpreted and diagnosed.

Patients — enables the User to see which sleep studies have been

performed on patients, alter the patient’s information or generate a follow-

up sleep study for an existing patient.

Manage Lists — allows the user to manage the following lists:

e Medications — enables the User to search for existing medications from
global and office level lists and add new ones.

e Diseases — enables the User to search for existing diseases from global
and office level lists and add new ones.

e Statuses - enables the User to search for existing status from global and
office level lists and add new ones.

e Insurances - enables the User to search for existing Insurer from global
and office level lists and add new ones.

Contact — for help with any problems you experience with CloudPAT,

please contact us by clicking the “Contact Us” link from any window. This

link creates an e-mail sent to Itamar-Medical CloudPAT Support. Use the

form shown in Figure 10 to send us a message with your problem

description. The e-mail sent to us will include information about the web

page the user viewed when he pressed “contact us”. This will help us

CloudPAT
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locate and understand the problem.

Note
g - -
» Make sure to specify the correct name and e-mail
‘ address so Itamar support will be able to return to you if
needed. If you already logged-in your name and e-mail
will be taken form the system
itamar B o sconos  Suepon  Logou
SlecPATh o Patients T
Dashboard Dashboard 2
Data refrieved on 03-Jul-18. Customize
Period: Alltime v Office: - v Referring Physician: All providers ¥
Patients Care Pathway Enrolled
Number of
Patients
Patients checked in  100% .

Number of patients

Figure 9: Home Page - SleePATh
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itamar

medical

Contact Us

Your Name " M |
Your Email w |
Message'

preciseMD

Figure 10: Contact Us screen

3.2. SleePATh™ Module

SleePATh Module is a Patient Care Pathway dashboard enabling physicians and
provide office admins to track their patients’ sleep apnea. Physician can easily focus
on the patients group of interest based on their care pathway status. Refer to Figure 9
for typical SleePATh dashboard layout.

The SleePATh dashboard is customizable, and can include the following widgets:
Patient Care Pathway Funnel

Number of Enrolled Patients

Sleep Apnea Severity Prevalence

Customized SA Criteria

A WN R
= = — —

Users can create their own dashboards.

3.2.1. Creating and modifying dashboard

To create a new dashboard, click on the “+” tab, and assign a name to the dashboard.

Dashboard

Dashboard Name]
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Clicking on Add widget button, a popup window is displayed, allowing the selection
of a widget. Clicking on a widget will place it on the dashboard, and user can arrange
the layout of the dashboard screen by dragging it to desired location.

Select widget:
q Compliance Customized SA Criteria
Donut Numbers
. Enhanced Patients Care Pathway Enrolled Number of Patients
™ Funnel Number
I Patients Care Pathway O Sleep Apnea Severity Prevalence
= Funnel Donut
Cancel

Figure 11: Dashboard widgets selection popup

Widgets can be removed by clicking on the X on its upper right corner. When all
widgets are added and placed on their location, click Save.

Note
mm The Compliance Chart is relevant only for specific DME
. ; providers. If these DMEs are not among the offices

assigned to the user, the Compliance Chart will be empty.
Consult with your office administrator prior to adding this
widget to dashboard.

To switch between dashboard, click on the desired tab.

3.2.2. Define patient group

User can focus on specific patient population group that will be presented on the
dashboard defining combination of 3 filters:
A. Period - Filtering by specific period based on:
a. Admittance date: Patient admitted over the last N weeks/months where
N=All time, 1 week, 2 weeks, 1 month, 3 months, 6 months, 12 months, 24
months and 36 months.
b. Ablation date: Patient had ablation over the last N days where N=30 days,
90 days and 180 days.
B. Office — either all offices the user belongs to or specific office.
C. Referring Physician — either all physicians or specific one.

Period: All time v Office: All my offices v Referring Physician: All providers v

Figure 12: Dashboard patient population group filter
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3.2.3. Filtered Patient Group Window

SleePATh dashboard provides shortcuts for displaying the list of patients included in
the chosen group, based on the selected criteria (see 3.2.2 Define patient group).

The title of the list describes the filters used for creating the list including the period,
office, referring physician and dashboard shortcut object.

Refined search is available by opening the “Refined Search in Filtered Patient Group”
subsection (see Figure 13).

ftamar B qore  senings  Support  Logout
SleePATh View Reports Patients Manage Lists Create New Study Upload Study
E
& Refined Search in Filtered Patient Group Eesv
Stotus I

List of Patients All ti|’ es, referred by All providers, WP not assigned

Office Referring Physician Date of Birth Study Date

Assaf-office 5/14/1948
Assaf2 3/2/1983
Officev2.5

Officev2.5 5/18/1970
Officev2.s 5/18/1970
Test704 Smith619, Jane officeva.5 10/18/1974
Test703 Jones391, Bob Officev2.5 Smith, John MD 1/1/1999

Test702 Williams 86, Elizabeth Officev2.5 6/27/2001
Test701 Williams278, Bob Officev2.5 10/3/1964
NewBob Jones391, Bob . Assaf2 12/23/1999
PhilipsElizax o Brown437, Sally . Assaf2 5/18/1970

Showing 1 - 20 of 79| Next b | Last W

Figure 13: Refined Search in Filtered Patient Group

3.2.4. Patient Care Pathway Funnel Chart

Patient Care Pathway Funnel (see Figure 14) is a bar chart that provides statistics on
the selected patient group, along four stages starting from their check-in towards
assessment of their Sleep Apnea.

For each stage along the pathway, the total number of patients in this stage is provided
as well as the percentage of them from the previous stage.

Patients Care Pathway

Patients checked in  100% 218

WP assigned 38 99% - 85
Tested with WP 31.76% . 27

Apnea positive 77 78% . 21
0

50 100 150 200 250
Number of pafients

Figure 14 - Patient Care Pathway Chart

The following stages are displayed in the funnel
1) Patients checked in: Number of patients in selected group (percentage is always
100%).
2) WP assigned: Patients assigned with initialized WatchPAT device, including patients
returned the device and WP study was uploaded to CloudPAT but yet not analyzed.
The number of patients is displayed and their percentage of the checked-in
patients.
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3) Tested with WP: Number of patient successfully completed the WatchPAT Study
and successfully analyzed, and their percentage out of the patients assigned with
WatchPAT.

4) Apnea positive: Number of patient that were positively diagnosed with sleep
apnea, i.e. AHI above threshold?, and their percentage of all WP tested patients.

Clicking on any of the bars in the Patient Care Pathway bar chart will display a list of patients
included in the chosen group, based on the selected criteria (see 3.2.3 Filtered Patient Group
Window). Clicking on a patient within the list displays the Patient Details window.

3.2.5. Enhanced Patient Care Pathway Funnel Chart

The Enhanced Patient Care Pathway Funnel is a stacked bar chart that provides
statistics on the selected patient group, along four stages starting from their check-in
towards assessment of their Sleep Apnea (see Figure 15).

For each stage along the pathway, the total number of patients in this stage is provided
as well as the percentage of them from the previous stage. Each stage is built from 1-3
subsections, main/first section and additional 1-3 complementary sections, that all
together sum to the number of patients in the main/first section of the previous stage.
The first (main) section is assigned with unique color, while the complementary
sections are in gray levels.

Enhanced Patients Care Pathway

Patients checked in 100%

132
e {l]- Tested with WP 48% 3: WP Study Failed: 3
e e Apnea 7% n 24 H

MNumber of patients

Figure 15 - Enhanced Patient Care Pathway Chart

The following stages are displayed in the funnel
1) Patients checked in: Number of patients in selected group (percentage is always
100%).
2) WP assigned:
a. WP assigned (main): Patients assigned with initialized WatchPAT device,
including patients returned the device and WP study was uploaded to
CloudPAT but yet not analyzed.
b. WP not assigned: Patients yet not assigned with WatchPAT device.
3) Tested with WP:
a. Tested with WP (main): Patients successfully completed the WatchPAT
Study and successfully analyzed.
b. WP Study Failed: Patients that their WP study was uploaded to CloudPAT
but no AHI was calculated.
c. Not tested yet: Patients that their WP study yet not uploaded to CloudPAT.
4) Apnea:

L AHI Threshold is configurable per office. Refer to your office admin to determine the AHI threshold
defined for your office(s).
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a. Apnea Positive (main): Patients that were positively diagnosed with sleep
apnea, i.e. AHI above the office-defined threshold.

b. Apnea Negative: Patients that their AHl is below the threshold.
Report not ready?: Patients that their study was successfully uploaded to
CloudPAT but their report is yet not ready.

Clicking on any of the sections of the bars in the Patient Care Pathway bar chart will display a
list of patients included in the chosen group, based on the selected criteria (see 3.2.3 Filtered
Patient Group Window). Clicking on a patient within the list displays the Patient Details
window.

For simplifying the selection of small / hidden section, shortcut icons are located left to the
bar title. Tooltip is displayed next to the segment when mouse hovers over the icon. Clicking
on the shortcut icons opens the relevant Filtered Patient Group window.

3.2.6. Sleep Apnea Severity Prevalence Widget
The SA Severity Prevalence Widget is a half-donut chart displaying 4 levels of sleep apnea
severities, as configure per office:
o No Apnea (Green section)
e Mild Apnea (Yellow Section)
o Moderate Apnea (Orange)
e Sever Apnea (Red)

Sleep Apnea Severity Prevalence

SA Severity: Severe Apnea
Prevalence: 50.0%

No Apnea

Mild Apnea

Moderate Apnea
@ Severe Apnea

Figure 16: Sleep Apnea Severity Prevalence Widget

Each section represents the number of patients diagnosed with correlated SA severity.

Clicking on any of the sections in the SA Severity Prevalence chart will display a list of
patients included in the chosen group, based on the selected criteria (see 3.2.3 Filtered Patient
Group Window). Clicking on a patient within the list displays the Patient Details window.

3.2.7. Customized SA Criteria Widget

The Customized SA Criteria Widget allows the users to define their own SA threshold. Bar
graph is presented with same color of funnel bar #4, and has the same three values, including
Positive, Negative, and Report Not Ready.

2 Applicable only for offices configured not to show analysis file, and therefore, the AHI is only taken
from locked report. For all other offices, this section will always be zero.
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Customized SA Criteria - 20

@® AHI>=20
WP AHI < 20
@ Report not ready

Figure 17: Customized SA Criteria Widget

Multiple instances of this widget can be included in the dashboard.
Defining or changing this threshold is available only during dashboard customization.

Customized SA Criteria X
SA Threshold
20

Customized SA Criteria - 20

2(50%) 2(50%)

® AHI>=20
WP AHI < 20
@ Report not ready

Figure 18 - Defining SA Threshold

Clicking on any of the sections of the bars in the bar will display a list of patients included in
the chosen group, based on the selected criteria (see 3.2.3 Filtered Patient Group Window).
Clicking on a patient within the list displays the Patient Details window.

3.3. Create New Study and manage patients

In order to prepare WatchPAT™ device for a new study select “Create New Study”
from the Home screen (see Figure 19). This will create a new patient record and open
the patient screen (see Figure 22).
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+
]tamar _ Home Settings Support Logout
medical
SleePATh View Reports Patients Manage Lists Create New Study Upload Study
Dashboard Dashboard 2
Data refrieved on 03-Jul-18 Customize
Period: | Alltime v | office: | | v | Referring Physician: | All providers
Patients Care Pathway Enrolled
Number of
Patients

Patients checkedin  100%

[ |
0

Number of patients

WP assigned  100%

Tested with WP 100%

Figure 19: Create New Study selection

You may browse or edit existing patient details by pressing “Patients” from the main
screen which will display the Search for Patients screen (see Figure 20). Click
“Search” to see a list of all patients (see Figure 21). You can enter filters (patient ID,
name, office, etc.) to limit the search results.

test test Home Settings Support Logout

Home View Reports Patients Manage Lists Create New Study Upload Study

Search for Patients =] csv

Create New Study | | Search |

Patient ID ‘ | Last Name

Office ‘ Izl First Name

|
|
Referring Physician _ Date of Birth | | (]
|
|

Insurance Coverage _ Study Date | [m]

|

preciseMD Corporate | Contact Us

Figure 20: Search for Patients screen

CloudPAT Page 31 Operation Manual



Itamar Medical Ltd.

Logout

Setings

Home Support

Home View Reports Patients Manage Lists
Search for Patients &l csv
Create New Study ‘ | Search |
Patient ID | | Last Name | |
Office | First Name | |
Referring Physician Dolittle, John H Date of Birth | | ]
Insurance Coverage I:E Study Date | | (]
| =
List of Patients
Patient ID Name Office Referri ician Date of Birth Insurance Coverage Study Date
08Jlunl5 1 last, first Lahav office Dolittle, John 7/3/1963 5/25/2015
01junl5 3 Stardust, Ziggy Lahav office Dolittle, John 6/16/1972 5/18/2015
01Junl5_2 Kent, Clark Lahav office Dolittle, John 3/14/1936 5/2572015
Showing 1 -3 of 3
preciseMD Caorporate Contact Us

Figure 21: Search for Patients screen

Selecting a Patient ID, will display the patient’s details screen (see Figure 22).

You may click on the CSV icon to export the list of patients to your PC.

3.3.1. Preparing for a New Study

Note

CloudPAT can be configured to avoid uploading patient
information onto the WatchPAT device. Please refer to
Customer Service for activating this mode.

The following steps are involved in preparing for a new study:

1. Fill the mandatory Patient ID in the Patient fields as in Figure 22.

mm Note
Patient 1D cannot be changed once a device was initiated.

. y

Operation Manual
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fmm Note
. Users that are associated with more than one office will
have to choose an office as well.

test test Home Settings Support Logout

Home View Reports Patients Manage Lists Create New Study Upload Study

Enter Patient Details for Sleep Study

| Back | | Save ‘ | Save and Initialize Device | | Initiate Patient Questionnaire ‘

Office” m Referring Physician
Patient ID" |OD? | Prefix
First Name  [James | Middle Initial |
Last Name |Bond | Gender :
Date of Birth |1 1/11/1920 | m
Insurance Coverage H Other Insurance: |

¥ More Details
’ Diseases

¥ Medications

preciseMD Corporate Contact Us

Figure 22: Patient data entry screen

2. Itis recommended you save the patient record at this stage, by pressing the
‘save’ button on the top (see Figure 22). You can save the patient record at
any stage and return to it later from the “Patients” screen.

Note
8 Once the system saves the patient details the system checks
. the values of the entered fields.

Erroneous fields and empty mandatory fields will be
highlighted in red. Correct the errors and proceed.

3. Insert additional information as needed, the rest of the fields are optional,
but filling the patient name is recommended for easier patient
management.

You may update the patient status field and additional details in other
fields as required by office procedures.

m Note

. ; Office may be configured to allow attaching files to Patient
form at this stage. These files will be associated to the next
WP study once successfully uploaded to CloudPAT.
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You may insert additional information after the study is saved to the device if
necessary, this information will be updated in the report as long as the report has not
been signed yet.

4. More Details (optional): Figure 23 shows the ability to add More Details
as the following:

e Patient demographics.

Contact details.

e Sync Clock — select this option if the WatchPAT device clock needs
to be set.

e Bracelet Study (available only if office setting permits) - from this
screen you may require a Tamper proof Bracelet to be used as
Positive Chain of Custody in Occupational Testing (e.g., truck
drivers. See WatchPAT™ Qperation Manual for further details).

e Pacemaker (available only if office setting permits) — select this
option if the patient has an implantable pacemaker. The CloudPAT
will automatically detect segments where the PAT pulses seem to
be paced i.e. very low pulse rate variations (near to stable) and
exclude these segments from the analysis.

Note
3 Some types of pacemakers are excluding the use of the
‘ WatchPAT device. See the exclusion criteria section of

the device operating manual for more details.

o |f the office setting permits Multiple Nights Study: in order to run
up to 3 nights recording with the same WatchPAT device, select
the number of nights needed. There are two options for Multi
Nights study:

o Two nights when no charging is needed between the nights
(maximum length of study is approximately 8 hours)

o Three nights when charging is necessary between the nights
(maximum length of study is approximately 10 hours)

mm Note

. Changing the number of night in a multiple night study
might require longer initiation of the device.

ﬁ Note

. The "Enable Tamper-Proof Testing” and "Enable Multiple
Nights" options are available only when the WP200
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internal S/W is version 2.2182 and higher.

5. Diseases, and/or Medications can be added in the respective drop down
lists or as free text.

mm Note

' ; Free text entered to lists will automatically be added to the
office’s list. You can add/update and remove items from
the office lists — see section 3.6 for more details

6. You will be able to let the patient fill a STOP BANG questionnaire: click
on “Initiate Patient Questionnaire” in Patient Details page, to receive an
individual code, which will be valid for 20 minutes only. Alternatively,
office can be configured to allow filling-in STOP-BANG questionnaire
within CloudPAT, while entering patient details.

Alternatively, if STOP BANGE questionnaire was completed out of
CloudPAT, you can enter the resulted STOP BAND score.

If more than one questionnaire is filled for the patient, the score of the
most recent one is displayed in Patient’s More Details section, overwriting
the previous score.

Note
’ Once the patient starts the questionnaire, he/she has 20
. minutes to complete it. If they don’t complete it in that

time, a new code will need to be generated from within the
Patient Details screen.

Click the STOP-BANG link shown on the CloudPAT Sign In screen (see
Figure 1), and after inserting the code, the patient will be able to start the
guestionnaire.

Note
.'..'.! | . i
’ If the patient will use the same computer as you, make sure
. to logout from the system, close the browser and reopen a

browser before handing the computer to the patient, to
ensure data safety.

The questionnaire will be viewable in the patient screen form after patient
submitted the questionnaire. The last questionnaire of the patient will also
be viewable by the Interpreting Physicians the study will be sent to.

Y Note
. Patient filled information will update any empty fields in
the patient record, but will not update fields that already
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had data in them.

If you want to update the patient record based on the newly
entered information you will need to do it manually.

A More Details
Additional Patient Details
Height (in) EPworth Score

Weight (Ib) Neck Circ (in)

Address Home Phone

Figure 23: More Detail screen for patient data (optional)

7. Once the study definition is completed, press “Save and Initialize Device”
(see Figure 22).

ﬁ Note

. Refer to section 3.3.5 for instructions for initiating
WatchPAT™ ONE device.

8. The system will prompt you to verify that the WatchPAT™ device is
connected to the computer and then you should continue by selecting
”Proceed with initialization” (see Figure 24).

fmm Note
. The first time you run the initialization process, a one-time
PC-App will be downloaded (see Section 3.3.2).

9. A pop-up application will open and manage the initialization of the device.
See section 0 for error handling in different cases.

Note
..!:! \
’ Make sure to connect the device, perform a device test and
. guide the patient before handing out the WatchPAT™

device. Refer to the WatchPAT™ operation manual for
more details.
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10. The system will prompt you once the initialization process is completed.

Then you will be asked to select an Interpreting Physician for this study.
You will be able to change the Interpreting Physician during the upload
process and later on, once the study is uploaded from the study page. As
long as there is no Interpreting Physician (leaving this field empty) the
report is not sent for interpretation and final report cannot be generated.

It is recommended to review the study and correct the entire patient and
study information that needs update before sending it to Interpreting
Physician.

m Note

. There are few patient details that might change the
analysis. See section 3.5.2.6 for more details.

Note

The office can update the patient’s details as long as the
o report wasn’t electronically signed. Once the report is
3 electronically signed, the modified patient data will not be
. included in the report.

To prevent double work for the Interpreting Physician and
the need to open signed report, it is recommended to not
assign the study until all patient and study fields are
updated correctly.

i Note

. ; If the office defined Interpreting Physician as Medicare
Physician Interpreting, it will be indicated next to his name
while selecting Interpreting Physician from the list.

— Home Settings Support Logout

Home View Reports Patients Manage Lists Create New Study Upload Study

Initialize Device

The Patient’s information is now ready for initialization.
Please check that the WatchPAT device is connected and click on proceed to continue with Initizlization.

¢ Eroceed with initialization T3

preciseMD | Corporate | Contact Us

Figure 24: Initialize Device screen
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3.3.2. Create patient entries from file

An alternative way for creating patient entry is provided by uploading a CSV file
containing patients’ information and automatically create these patients in an office
the user belongs to.

A new “Import Patients” button is added to the Search for Patients screen that open a
window for selection of the CSV file.

Import Patients

E 3
Import CSV File || Browse... | Mo file selected.

The file should have the same format as the export CSV file (see 3.3 and Figure 21).
Patient ID and Office columns are mandatory. All other columns are optional and can
be omitted.

First two rows shall not be empty rows. It is recommended it would contain the
following text:

List of Patients (SENSITIVE MEDICAL INFORMATION) <<date>>
Created from <<EMR>>>
Any field that has dropdown in patient details form (e.g. State, Insurance, Gender etc)
shall match the text in dropdown — otherwise left blank.

Upload Results:
An output CSV file will be downloaded to the user’s desktop automatically with the
results per patient. Errors will be highlighted.

mm Notes

. g * The User that uploads the file must belong to all offices

indicated for the patients.

* Any record with an error will cause rejection of the
entire file without creating any patient records.

3.3.3. First Time Installation

The first time you run the Initialization process or upload form the WP device, a small
one-time PC-App will be downloaded from CloudPAT.

Your browser might only prompt you for the installation after a failed attempt to
initialize device / upload (see Figure 25), or might prompt you before, but still fail and
prompt you again one time afterwards (see Figure 26) - both are normal, depending
on the browser and its setting. You should download the PC-App and run its
installation - follow your browser instructions (see Figure 27). Figure 28 and Figure
29 depict the download and run processes in Firefox and Chrome respectively.

Once it is installed — approve the use of the application as default (see Figure 30).
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testtest  Home  Settings  Support  Logout

Home View Reports Patients Manage Lists Creare New Study Upload Study

Initialization Timed out

Initializing was cancelled, as the process took more than the alloted time.
If this problem persists please CONTACT CLSTOMEr SUPPOT t 88B-XXX-XX0X.

If your CloudPAT installation download did not start automatically, please
download directly from this link: Download installer

Figure 25: the browser will prompt you to download the installer
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Tramar Medical Watch - PAT device Ttamar Medical Watch - PAT device =

Unexpected error

Enror converting value {nulf} to type 'System Int32"

at
Newtonscit

‘pe{Object value, Type targetType)
“d onsoft CresteVal

uelntemali)sonReader reader, Type objectType, JsorContract
enstingalue)

contract, JsonPropery member, Object
at

reaeval

N ot
uePropertyl)sonReader reader, JscnProperty property, Object target.

Figure 26: Failing to work with PC App

Open File - Security Warning i 0 e =

The publisher could not be verified. Are you sure you want to
run this software?

. \ Name: C\Users\lefrat\Downloads\RPATS etup(2).exe
Publisher:  Unknown Publisher
Type. Application
From: C\Users\lefrat\Downloads\RPATSetup{2).exe

& e

V| Mways ask before opening this fle

This file does not have 3 vaiid digtal signature that verfies ts
publisher. Ywmwmmn,mmmm
How can | dacde what software to nn?

Sehp 8 now ready o begn rstaling [tamar RemotePAT on your computer. 1’.

Cick Iratal to continue with the installation.

Figure 27: Installation process
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[8) Most Visited | @ Getting Started

.
] ta I I I a r You have chosen to open:
medical ] RPATSetup.exe

Settings Support Logout

’
Opening RPATSetup.exe

which is: Binary File (2.3 MB)
from: hitps://nextgenstaging precisemd.com

Would you like to save this file?

Home View Reports

Upload Timed Out

Upload was cancelled, as the process took more than the allotted time_
If this problem persists please contact customer support at 888-xxx-3000¢.

If your CloudPAT installation download did not start automatically, please

download directly from this lin
|‘ Curuur;{e | Contact Us

€
=]

oreciseMD
- - G || Q 5o % g@-ﬁ-

———

- -

©a

Most Visited | @& Getting Started

Settings Support Logout

stentebentes  Home

Home Wiew Reports Patients Manage Lists

Upload Timed Out

Upload was cancelled, as the process took more than the allotted time_
If this problem persists please contact customer support at 883-xx—xxXX.

If your CloudPAT installation download did not start automatically, please

download directly from this link: Download installer

‘ Corporate | Contact Us

preciseMD

wia | & A9

€ ) 0Oa i ik R

2l Most Visited | @ Getting Started

RPATSetup.exe
- Support Logout

Open File

Show All Downloads

Home View Reports Patients Manage Lists

Upload Timed Out

Upload was cancelled, as the process took more than the allotted time.
If this problem persists please contact customer support at 888 -xxXx-XxXXX.

If your CloudPAT installation download did not start automatically, please

download directly from this link: Download installer

Figure 28: Download and run on Firefox
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® jome Sercings  Support  Logour

ca-“ _
e v

Upload Study

nextgenstaging precisemd.com says:

.
] ta I I I a r The FEFAT applicaton 15 not insislled. Downlosd RFAT Installer?

The syssem is ready for Upioad
Please check that the WatchPAT Sevice i3 commected and click on proceed fo conbinue with Upioad

 sech o Manuatusions |

Lt 5 5
nexigensiaging precisema.oom says: ame Emings uppornt  Legout

1. When the dovwnicad finishes, cick RPATSebuguene at the botiom of the
page io open the file fclck restan the dovenioad = the Browser window

reeeded]
Z Click Run when prompted
re———— & =

Upload Study

The system is ready for Upload.
Fiease check chat the WaichPAT device is connedied and oiick on proceed 10 contisges with Uplcad.

| fwich vo Mansal Upload

preciseMD Coaporste | Contact Us

[EREEy ==

L = - »
__ - -

- | i@ Secure | hEIEE eengeniging preciamad oo el =28 RSBt mup + S

{ @R Home Semings  Suppon

T T R R T

Upload Study

The yibers iS ntady for Upload
Peiia chack Thal the WEsthPAT devics i Eonected bad £tk Sn proSeed b Soalifed with Uslosd

| Swateh s Maswal Uplsad |_| Preceed miik updcad L

precieMD Cavparane Contam Us

@ & Showall | X

Figure 29: Download and run on Chrome
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—_—
Launch Application e S
This link needs to be opened with an application.
Send to:
CloudPAT Smart Client N

' ma Open CloudPAT Smart Client?

IE' [tamar.ULexe

Choose other Application Choose... @Remember my choice for CloudPAT Smart Client links

emember my choice for rpat links.

This can be changed in Firefox's preferences.

Itamar Medical Watch - PAT device x

Please go back to previous page

The browser imed out waiting for the clientto launch.
Please close this window and retry the initialization.

Please note thal you can avoid future timeouts by
king the " my choice” ch to
allow the clientto launch immediately.

+*

Figure 30: Select the Itamar application
(right — FireFox, left: Chrome)

3.3.4. Initialization Process Protection

Overwrite protection: If a previous study was found on the WatchPAT™ device that
was not uploaded to CloudPAT, it will not permit you to overwrite that data but will
prompt by saying “Previous study found” (see Figure 31) and that you should upload
the study before proceeding. This behavior prevents you from accidental overwriting
a study that was not uploaded.
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,
Ttamar Medical Watch - PAT device =5

Previous study found

There is a previous study on the device, please use
the upload study module before proceeding to initialize
device.

Ttamar
medical

Figure 31: Protection from accidentally overwriting previous sleep study

3.3.5. Initiating study on WatchPAT™ ONE Device

Within Patient Details screen (see Figure 32), click on “Register WP1” button to open
the Register WP1 screen (see Figure 33).

SleePATh View Reports Patients Manage Lists Upload Study

Enter Patient Details for Sleep Study

Back Save Register WP1 Mowve Patient u Initiate Patient Questionnaire L

Figure 32 - Register WP1 button in Patient Details Screen

YItalT'Ial' _ Home Settings Support Logout
et

SleePATh View Reports Patients Manage Lists Create New Study Upload Study

Register WP1

The Patient’s infermation is now ready for WP1 registration.
Please complete the Serial Number and PIN and click on proceed to continue with Registration.

Patient

Serial Number”

«

PIN

Max Number of FIN"
Retries

s \

PIN Type” [PIN v

"
Email for
Notification

”I

Assigned to
Interpreting
Physician

Proceed with registration

Figure 33 - WP1 Registration Screen
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Enter the WatchPAT™ ONE’s Device serial number, the PIN and PIN Type (hint)
provided to the patient.

e Enter the max number of PIN Retries (default:3).

e The Email for Notification is required, indicating the email for notification on study
completion and upload to CloudPAT. The field is automatically filled with office
default address, and can be modified yet must include valid email address.

e The Interpreting Physician that the study will be sent to can be assigned at this
stage. If Interpreting Physician is not assigned, they can be selected after study is
successfully uploaded to CloudPAT.

Click on “Proceed with Registration” to complete the initialization process.

After the registration is completed, a new entry is added to the Initialization section
(see Figure 34).

A Initializations

Call Date Serial # Status

May 27, 2019 10:23:06 777787664 IWPI Registered I

Figure 34 - Registered WP1 entry in Initialization section

If patient exceeded max PIN retries, you may reset the counter entring the registered
entry in Intialization section aand click on “Reset Available PIN Retries” button (see
Figure 35).

SleePATh View Reports Patients Manage Lists Create New Study Upload Study

Initialization Details

I Reset Available PIN Retrlesl ‘ Retrieve Test ‘ ‘ Back ‘

patient || I Bracelat Study  Unknown
Coverage Nights
sync Clock?  No Status ~ WP1 Registered
Serial # 777787664 Call Date  May 27, 2019 10:23:06
Max Number of PIN 3 PIN Type  Credit Card

Retries

Comments

Ed

Figure 35 - Reset Available PIN Retries
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3.4. Uploading a Study

This section covers uploading a study from the device and manual upload of study
(for zzzPAT users).

fmm Note
. WatchPAT ONE studies are automatically uploaded to
CloudPAT once sleep study is completed.

3.4.1. Normal upload Mode (WP200U/WP300)

When a patient returns WatchPAT™ device after a night study, simply connect
WatchPAT™'s mini USB port to any USB port on the PC by using WatchPAT™'s
communication cable and select “Upload Study” from the Home Screen (see Figure
36).

‘itamar _ Home Settings Support Logout
e
SlesPATh View Reports Patients Manage Lists
Dashboard Dashboard 2
Data refrieved on 03-Jul-15 Customize
Period: | Alltime v office: | [N v| Referring Physician: | All providers
Patients Care Pathway Enrolled
Number of
Patients
Patients checked in  100% .

Apnea positive - 100% _.

Number of patients

Figure 36: Upload Study Selection

Proceed by selecting the “Proceed with upload” button (see Figure 37).
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1esT Test Home Settings Support Logout

Home View Reports Patients Manage Lists Create New Study Upload Study

Upload Study

The system is ready for Upload.
Please check that the WatchPAT device is connected and click on proceed to continue with Upload.

| Switch to Manual Upload | @eed with upl@

preciseMD ‘ Corporate | Contact Us

Figure 37: Upload Study Dialog box

A small PC-App will be downloaded the first time remote access is requested from
CloudPAT and select “Run”. During the upload process you will see a screen
informing that upload is in progress.

| fmm Note
. When a multi-night study is loaded all the night recordings
are loaded automatically.

While uploading, the following dialog (see Figure 38) will be displayed.

Itamar Medical Watch - PAT device [

Please wait while study data is
uploaded from device

N

Checking that required files exist.

+
tamar
medical

Figure 38: Patient sleep study upload in progress

Note

Depending on your connection speed to upload, the number
m of nights included in the study and the type of device, the
. 4 upload time will vary between 2 and 15 minutes.

Do not disconnect the WatchPAT device from the PC
workstation until CloudPAT displays a message
indicating that the study was successfully uploaded,
otherwise the WatchPAT device might not be ready for

CloudPAT Page 47 Operation Manual



Itamar Medical Ltd.

initiation of new WatchPAT study.

Study uploaded successfully!

The study was sent to analysis and will be ready for
review shortly.

+
tamar
medical

Figure 39: Successful upload screen

If upload is successful you will be asked to approve or change the Interpreting
Physician selection (see Figure 40) from a list of Interpreting Physicians which were
defined for your office and checkbox requesting for Script.

Select Office and Interpreting Physician I About

Set the office, and select Interpreting Physician from list then press Next

Patient  DD-MM-YYYY, Metric

Figure 40: Select Interpreting Physician Dialog box
mm Note
LD
‘ : Users connected to two or more offices might be asked to
select an office for the upload.

At the end of the upload process you will receive the message: “Upload Complete:
Study uploaded successfully. The analyzed data file will be ready shortly under View
Reports”. If the data was assigned to be sent to an Interpreting Physician the message
will also include “Data has been sent to be reviewed by [Interpreting Physician’s
name]” (see Figure 41).

7 ) Note

‘ . If at the end of the upload process you get an ‘Upload
Error’ message,
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iltamar Medical Watch - PAT device X

P

Upload error

There was a timeout uploading the study to the server.
You can find the study files in
C\Userspox\AppData\Roaming\Local\ Temp\RPATY
and upload them manually. Please remember to
delete the files from your computer once you have
finished uploading them

Open study archive folder

tamar
medical

Make sure you either store the saved file until your internet
connection is restore and upload again, or upload again
form the device before you re-initiate it.

- Home Settings Support Log¢

Home View Reports Patients Manage Lists Creare New Study Upload Study

Upload Complete

preciseMD Carporate Contact

Study uploaded successfully. The analyzed data file will be ready shortly under Reports.

Figure 41: Upload complete screen

If an error is reported, you will need to try again (see Figure 42).

_ Home Settings Support Logout

Home View Reports Patients Manage Lists Create New Study Upload Study

Upload Failed

Upload was unsuccessful, please check that the WatchPAT device is connected securely and try again.
If this error persists please contact customer support at 888-xxx-2000x_

Figure 42: Upload failed screen

Once you upload a study you can choose to add documents to it, see section 3.5.2.2

for more details. These documents will be available for the Interpreting Physician to
review when preparing the report. Once the Interpreting Physician locks the report,

the Office is no longer able to attach further documents to the patient record.
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3.4.2. Manual Mode (WP200U/WP300)

In the rare event that a “manual” upload is needed (such as when an internet outage
occurred and sleep study was uploaded locally using zzzPAT), select “Switch to
Manual Upload” in which case the following files: patient.dat, sleep.dat and if
existing also log.dat, sleepl.dat and sleep2.dat (for multi night studies) should be
concatenated into a single .ZIP file and uploaded this way. You may press “Browse”
for the “Combined zzp file” (ZIP) file location and press “Next” (see Figure 43).
See Appendix A: Exporting a study from zzzPAT to CloudPAT Guide for more
information about how to export a study from zzzPAT,

L Home Settings Support Logout

Home View Reports Patients Manage Lists Create New Study Upload Study

Upload Study

The system is ready for Upload.
Please check that the WatchPAT device is connected and click on proceed to continue with Upload.

e —

‘ Switch to Manual Upload )| Proceed with upload
N o

test test Home Settings Support Logout

Home View Reports Patients Manage Lists Create New Study Upload Study

Manual Upload

Please zip (compress) the following files from the WatchPAT device: Patient.dat, Sleep.dat, Log.dat (if it is exists) into a single file then press choose file, select the file
and press Next to continue

. * g
Combined zzp file 1| No file selected. )
= —

Figure 43: Manual Upload

The rest of the upload process is the same as for the regular upload (selecting
Interpreting Physician and onward).

3.4.3. Manual upload of WatchPAT ONE study

In the rare occasions that WP1 study was not automatically uploaded to CloudPAT
after sleep study recording was completed, you may upload the study manually via the
Initialization section in Patient window.

Select the relevant WP1 registration entry (see Figure 34) and click on “Retrieve
Test” button (see Figure 44). You may continue working with CloudPAT and the
study will be uploaded in the background. Email will be sent when study is
successfully uploaded to CloudPAT to the email address provided during the WP1
registration.
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SleePATh View Reports Patients Manage Lists Upload Study

Initialization Details

| Reset Available PIN Retries ‘ Retrieve Test Back

Status set to WP1 Test Ready. Please wait a few minutes, the background process will request the test shortly. ‘

Patient Bracelet Study  Unknown
Coverage Nights
Sync Clock?  No Status  WP1 Test Ready
Serial # 100000033 Call Date  May 31, 2019 06:22:28
Max Number of PIN 3 PIN Type  PIN

Retries

Comments

Figure 44 - Manual Retrieval of WP1 Study
3.5. Managing studies and Viewing Reports

3.5.1. Searching studies and reports
Clicking the “View Reports” gets the user to a search screen that enables viewing all
or a subset of the studies and reports available to the current user (see Figure 45).
Filtering by patient name and 1D, Office, Referring Physician, study and load dates
and the study / report status (study sent to Interpreting Physician, report ready, report

viewed) are available.
The patient ID in the search result is a link to the study record.
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B Home Settings Support Logout

Home View Reports Patients Manage Lists Create New Study Upload Study

Search for Reports el csv
PatientID | | Office | -]
Fatient Last Name ‘ | Parient First Name Ziggy
Referring Physician I:B Study Date | | I
| | @
Interpreting ‘ Izl Load Date | | b
Physician | | m
Close Date ‘ | ) Sent to Interpreting () Yes (0 No @ Either
‘ | m Physician?
Report Ready? ) Yes (0 No @ Either Report Viewed? () Yes () No (@ Either
List of Reports
Referring y nterpreting rpreting poI
e = ern_ Stud Load Close Sem_tlfl Tin Inte ! |:et||1 Report Report
Physician Date Date Date Physician? Physician Ready? Viewed?
Stardust, Peleg office .
01]unl5_ 3 Dolittle, John  5/18/2015 6/1/2015 No No No
Zigay One-To-Many

Shawing 1 -1 of 1

preciseMD Corporate Contact Us

Figure 45: Viewing Sleep Study Reports

Search results can be exported to a CSV format.

3.5.2. Study management

Once a study is uploaded and until the Interpreting Physician locks the report, there
are several tasks that a user can do.

3.5.2.1. Understanding the Study screen
Figure 46 shows the study screen on unlocked study (no report yet).

This screen presents information about the study — patient information (the patient
name is a link to the patient record and any information modified in the patient record
will be reflected in the report until the report is locked), study date, assigned
Interpreting Physician, Minimum % of Desaturation for AHI/RDI calculation,
analysis status, report status and errors or warnings returned from the analysis. You
can indicate to the Interpreting Physician that a script is required for this study and
attach files for the Interpreting Physicians review.

Information can be also found about the assignment history.

If the office settings allows you can see the Analysis File under “Files”.

Most of the fields are not editable. The next few sections present what can be done in
this screen.
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Note

To prevent double work for the Interpreting Physician and
the need to open signed reports, it is recommended to not
assign the study until all patient and study fields are
updated correctly and all the relevant files are attached.

Home

Report Details

Wiew Reports

R Home

Settings

Patients Manage Lists

Support

Logout

| Rerun Analysis | | Save | | Back |

Analysiz is outdated as:
[Patient details has changed.

Patient  Stardust, Figgy Office A
Referring Physician  Dolittle, John Bracelet Study Mo
Patient [D  01Junl5_3 Bracelet ID
Study Date  5/18/2015 Comments
Assigned To | Doe, John MD lzl Insurance Coverage
Interpreting
Physician
Min Desat for
AHI/RDI
Status:
Analysis Ready?  Yes
Report Ready? Mo
Files:
Analysis File  analysis1580.pdf HTML Files  html1580.zip

Request Script

]

Interpreting Physician History

Assignment Date Interprating Physician

7/2/2017 Litman. Efrat
Attached Files (up to 20ME in total)
9{( Dejcriptiun" File”

B |

Files attached by Interpreting Physician

Uploaded On Uploaded By

|[ Erowise... ] Mo file selectad.

! Mo Files antached

Figure 46: Study screen

3.5.2.2. Attaching files to a study

Once a study is uploaded, and as long as the report is not locked, the user can choose
to add documents to it. These documents will be available for the Interpreting
Physician review when preparing the report.
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To attach a file — enter a description and select the file to be uploaded using the
Browse button. To add additional files click the @ icon at the top of the list and a new
line will be added to the table.

mm Note
. ; The maximal size of all attached files is limited to 20MB.

The user can also remove attached files by marking them for deletion (see Figure 47).

Attached Files (up to 20MB in total)

# Description File Uploaded On Uploaded By

{E]: ECG ECC.jpg 4/13/2014 5:55:17 AM litman

\

#  Description File Uploaded On Uploaded By

Files anachel Click here to mark this row for deletion |

Attached Files (up to 20MB in total)

Figure 47: Deleting attached files.

Save the study by pressing the “Save” button on the top of the screen to complete
uploading the attached file and to remove deleted files.

3.5.2.3. Changing Interpreting Physician and viewing
assignment history

The user can assign a non assigned study to any of the Interpreting Physicians
connected to the office.

The user can view Assignment History to see how long a study is waiting for an
Interpreting Physician in an Interpreting Physician queue. Based on that information
the user can also change the assignment between the different Interpreting Physicians
connected to the office.

Notification of a new study will be sent to the Interpreting Physician only in the first
assignment of the study, in all later assignments the study will simply appear in the
new Interpreting Physician queue and disappear from the old Interpreting Physician
queue. Notification is also sent to the previous Interpreting Physician indicating that
the study has been reassigned.

Note
.:.'.! |
’ It is up to the user to verify the old and new Interpreting
. Physician are notified about the change, and to check there

will be no surplus charges for the interpretation of this
study as 2 Interpreting Physicians have seen it.

3.5.2.4. View analysis file

Some offices have settings that allow their users view the analysis file (pages 2 and 3
of the report) before the report is ready. This setting is usually given to sleep labs
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using the CloudPAT where the expertise needed to understand the results are part of
the office skill sets.

Users of such offices can click the analysis file link to open pages 2 and 3 of the
report immediately after uploading the study.

When a multi-night study is uploaded, all the reports of the night studies results will
appear in one analysis file one after another, with a summery page in the end.

Note
’ Analysis file is created during the analysis and may include
' patient details that were entered to the system at the time of

the analysis. Patient details will not change in the report
until report is locked or analysis is re-run.

3.5.2.5. Request for a script

In case Interpreting Physician should add a script to the report, check the “Request
Script” box. Save the study by pressing the “Save” button on top of the screen to
complete sending the request to the Interpreting Physician.

The Interpreting Physician will get a reminder to add a script upon locking the report.

3.5.2.6. Changes of Study Parameters

The user can change patient information and some study parameters as long as the
report is not close. Some of the parameters will require running the analysis again:

e AHI index —according to 3% or 4% desaturations.

e Pacemaker — this option is shown only if the feature is enabled.

e Gender

e Date of Birth
After making changes to these parameters (whether in the patient screen or in the
study screen), the user should rerun the analysis to get the new correct results (see
Figure 48). A reminder about the need to rerun the analysis will appear on the top of
the page together with an option to rerun the analysis. Once reanalyze a notification
will be sent to the Interpreting Physician.

Note
3 Per office setup, desaturation threshold may automatically be set to
. 4% for patients insured by Medicare.

Warning message will appear in desaturation threshold is not 4%
for Medicare insured patient.
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Homa

Report Details

Wiew Reports

Patiant  Stardust, Ziggy

Rafarring Physician
Patiant ID

Study Dats

Dolittla, John

0lun15_3

5/18/2015

[ ——

< Rarun Analysis b Save Back
Analysis is outdatad as:
Patient datails has changed.

Offica Palag office One-To-Many

Patiants Managa Lists

Bracalat Study Mo
Bracalat D

Commants

Assigned To | EI Insuranca Coverage

Intarprating

Physician

Min Dosat for H

AHIRDI

Status:

Analysis Raady? Yes
Raport Ready? Mo
Files:

Anahysis Fila analysis15E0.pdf HTHL Filas html1580.zip

Requast Script D

Figure 48: Rerun Analysis Message

3.5.3. Viewing reports

After a patient sleep study has been sent to your Interpreting Physician for review and
interpretation, and the Interpreting Physician has reviewed and finalized the report,
the user who uploaded the study will receive an email notification that your patient
sleep study report is available.

Alternatively, you may poll the system by pressing “View Reports” from the main
screen which will display the newest studies (as well as a list of previously viewed
sleep study reports).

After selecting a Patient ID from the list of reports, you will be brought to the report
screen (see Figure 49) from which you can review the signed sleep study report and
the attached files.
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Homa Sattings Support Logout

Report Details

Regport is locked. Modifications are not allowsd at this tims.

Patiant  Kent, Clark Offica
Rafarring Physician  Dolittls, John Bracalat Study  No
Patignt ID* 01Junl5_2 Eracalat ID
Study Date 3/25/2013% Commants
Assignad To NS Insurance Covaraga

Intarprating

Physician

Min Dasat for 3%
AHIRDI

Status:

Analysis Ready? Yas

Raport Ready?  Yas

Error/Wamings  Inconclusive REM. Incomplats analysis dus to a N:
4 L} 3
Files:
Rosult File  Rasuwlt]120.pdf HTML Filax htmll 579 zip

Raguast Script No

Imterpreting Plysician History
Aszignmant Date Intarprating Physician
/272007 Litman, Efrat

Attached Files (up to Z0ME in total)

3 Description” Fila~ Uplozdad On Uplnadad By
! Mo Filas attachad
Files attached by Interpreting Physician

£ Mo Filas attached

praciseMD | Corporata Contact Us

Figure 49: Report Details for reviewing sleep study reports

Simply click on the “Result File” link for a details report complete with comments
and diagnosis from the Interpreting Physician. PDF file attachments added by the
Interpreting Physician will be appended at the end of the report. Other attachments
(non PDF) will only be viewable by downloading them (clicking on the link to the
file).
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In case of multi-night study, the analysis of each night will appear one after another
in the report, followed by a summery page at the end.

ﬁ Note

. Contact Itamar Medical support for other file type options
of report availability.

3.6. Manage lists

This section explains how to manage the office’s lists of medications, diseases,
statuses and insurances. The user can add items to the list and edit or delete them.
Selecting the “Manage Lists” tab will open up a search screen in which the user can
choose between medications and diseases (see Figure 50).

Notice that each list contains both the office list and a global list for the whole system.
Items in the global list cannot be changed.

SleePATh View Reports Patients Manage Lists Create New Study Upload Study
Medications Diseases Statuses Insurances
search for Insurances defined for my Office(s) B oosv
Name | |

Include global list o

Figure 50: Manage Lists screen

3.6.1. Medications

Under “Manage Lists” choose “Medications”. Click on the “Search” button to see the
list of all medications (see Figure 51). You can enter filters (medication name, office,
include items from the global list) to limit the search results. Clicking on an existing
medication name will display the medication’s details screen, in which you can delete
or edit details and save the changes (see Figure 52).

Y Note
. Click on the CSV icon if you want to obtain an Excel file
containing a tabular presentation of the search results.
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[ ] Home Settings Support Logout

Home View Reports Patients Manage Lists Create New Study Upload Study

Medications Diseases
Search for Medications defined for my Office(s) =] csv
Name | ‘
Office | Lahav office |Z|

. x
Include global list

Medication List

Name Dffice
Anti-acid [All Offices]
Anti-arrhythmia [All Offices]
Anti-coagulants [All Offices]
Anticonvulsants [All Offices]
Anti-depressants [All Offices]
Aspirin [All Offices]
Diuretics [All Offices]
Hypoglycemic [All Offices]
Inhaled steroids [All Offices]
Insulin [All Offices]
None [All Offices]
Oxygen therapy [All Offices]
Starins [All Offices]
Thyroid hormone replacement [All Offices]
PatientMedication Lahav office
sdsds Lahav office
aspirin Lahav office
Showing 1- 17 of 17
preciseMD Corporate Contact Us

Figure 51: Search for medication screen

_ Home Settings Support Logout

Home View Reports Fatients Manage Lists Create New Study Upload Study

Medications Diseases

Medication Details

List Medications | | Delete ‘ | Save ‘
Office™ | Lahav office _Izl
x
Name” [cpap ‘
preciseMD Corporate Caontact Us

Figure 52: Medication Details screen

On “New” tab you can add a new medication to the list. If you are connected as user
to more than one office, you will be asked to select the office for which the
medication will be added. Do not forget to click save after you add or change an item
(see Figure 53).
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test test Home Settings Support Logout

Home View Reports Patients Manage Lists Create New Study Upload Study

Medications Diseases

Medication Details

List Medications | | Save ‘

Office” |

*
Name | |

| Corpaorate Contact Us

preciseMD

Figure 53: New Medication screen

3.6.2. Diseases

Under “Manage Lists” choose “Diseases”. Click on the “Search” button to see
the list of all diseases (see Figure 54). You can enter filters (disease name, office,
include items from the global list) to limit the search results. Clicking on an existing
disease name will display the disease details screen, in which you can delete or edit
details and save the changes (see Figure 55).

fmm Note
. Click on the CSV icon if you want to obtain an Excel file
containing a tabular presentation of the search results.
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testtest  Home  Semings  Support  Logout

Medications Diseases

Search for Diseases defined for my Office(s) ) csv

Name | |

Include global list "

Disease List

Name Office

Anxiety disorder [All Offices]
Day time sleepiness [All Offices]
Depression [All Offices]
Frequent arousals [All Offices]
Frequent arousals gasping for air [All Offices]
Ischemic heart disease [All Offices]
Morbid obesity [All Offices]
Morning headaches [All Offices]
Narcolepsy [All Offices]
Nocturia [All Offices]
None [All Offices]
Obesity [All Offices]
Osteoporosis R ~ Offices]
Peptic ulcer [All Offices]
PLMD [All Offices]
RLS [All Offices]
Schizophrenia [All Offices]
Sleep apnea [All Offices]
Snoring [All Offices]
Stable Angina [All Offices]

Showing 1 - 20 of 26 | Next b | Last H

Figure 54: Search for diseases screen

B Home  Settings  Support Logout

Home View Reports Patients Manage Lists Create New Study Upload Study

Medications Diseases

Disease Details

List Diseases | | Delete ‘ | Save |

Office™ Lahav of‘ﬁce_ :l

x .
MName |Hypenenslun |

preciseMD Corporate Contact Us

Figure 55: Disease Details screen

On “New” tab you can add a new disease to the list. If you are connected as user to
more than one office, you will be asked to select the office for which the disease will
be added. Do not forget to click save after you add or change an item (see Figure 56).
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test test Home Settings Support Logout

Home View Reports Patients Manage Lists Create New Study Upload Study

Medications Diseases

Disease Details

Office™ | E|

*
Name | |

preciseMD Corporate Contact Us

Figure 56: New Disease screen

3.6.3. Statuses

Under “Manage Lists” choose “Statuses”. Click on the “Search” button to see and
modify the list of statuses applicable for the selected office.

To create new status, click on “New”, select the specific office the status will be
applied to and the name of the status and click “Save”.

+
1tamar I Home  Settings  Support  Logout
med

SleePATh View Reports. Patients Manage Lists Create New Study Upload Study

Medications Diseases Statuses

Status Details

office” || NEGEGN :

Name™ ‘New Status ‘

Figure 57 - Creating new status

3.6.4. Insurances

Under “Manage Lists” choose “Insurances”. Click on the “Search” button to see and
modify the list of statuses insurances for the selected office.

There are Global Insurances, applicable for all the offices, and Insurances applicable
to a specific office.

To create new insurance, click on “New”, select the specific office the insurance will
be applied to and the name of the insurance and click “Save”.
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4. Using CloudPAT as an Interpreting Physician

4.1. Main Access Screen

When you sign in CloudPAT as an Interpreting Physician you will be presented with
the Interpreting Physician’s Home screen (see Figure 58).
Here are the main actions that can be selected from this screen:

1. Review studies — reviews new or displays completed studies.

2. Manage templates and NPIs — defines new or edits existing NPIs and
templates used for Clinical diagnosis and recommendations while
reviewing studies.

3. Contact — for help with any problems you experience with CloudPAT,
please contact us by clicking the “contact” link from any window. This link
leads to Itamar-Medical CloudPAT Support. Use the form shown in Figure
59 to send us a message with your problem description.

Dr. S Geuvings Support Logout

Studies Templates & NFls
- Completed
Results search Elosv
PatientID | | ofice. [ [¢]
Patient Last Name | | Patient First Name | ‘
Study Date | | m] Study Load Date | ‘ m]
| e | e

Figure 58: Interpreting Physician’s Home screen
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itamar

medical

Contact Us

Your Name " M |
Your Email” “ |
Message'
preciseMD
Figure 59: Contact Us screen
4.2. Studies

After a patient sleep study has been sent for interpretation, you will receive an email
notification that a sleep study is awaiting interpretation. Alternatively, you may poll
this by pressing on the “New” tab from the main screen which will display the new
studies screen (see Figure 60) which includes all unlocked studies waiting for you.
You may also select the “Completed” tab for viewing completed (signed) sleep study
reports. You have the option to review subsets of your studies by selecting a particular
Office, Patient name, etc. (see Figure 60).

mm Note
. Click on the CSV icon if you want to obtain an Excel file
containing a tabular presentation of the search results.
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Dr._ Settings Support Logout

Studies Templates & NPIs
- Completed
Results search &l csv
PatientID | | Office | []
Patient Last Name | | Patient First Name ‘ |
Study Date | | (m| Study Load Date ‘ | i
| | | |
Results
Patient ID Patient Office Study Date Study Load Date Waiting (days)
01juni5_3 Stardust, Ziggy [ ] 5/18/2015 6/1/2015 1
Showing 1 -1 of 1
preciseMD Corporate Contact Us

Figure 60: Study selection screen

4.2.1. Reviewing a Study

When you are in “New” studies tab, selecting a study you want to review (clicking on the Patient ID
link), will display the following screen (Figure 61) from which you can review the new sleep study.
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Stwdias Templatas & KPS
eamiew I
| Eack | | Fatant Datails | | Offica Datails | | Opan in Viowar | | Download zzzPAT | | Save | | Traviaw | Saws & Lock

Error/Warnings  Tha automatic analysis evants ar stagas have baar

Categary ifor

statistics)

Min Dasat for 2% W
AHIRDI
Diagnosis Templata

Diagnosis

s
Racommandation
Tamplata
Racommandations

s

Intarprating  Rubissa, Intarp
Physician
NPl
Manual Events Files
Plaase nots that any addithon, calaticn or medification of antries will result In rerunning analysls on save
b4 Fila" Uplzadad
Chaoea Fi2 | Mo fila chosan Jul 5, 2018 01:20:24

_ZD] 5_01_25_00_0&6_12 _avants_anahysis_wsar.zpt

% Attached Files (up to 20ME in total)

Files attached by office

! No Filas attachad

Figure 61: Review a new study

Here are the main actions that can be selected from this screen:

Analysis File link - you can Click on the Analysis File link in order to see the two page report (or more
in case of a multi night study) that was produced automatically by CloudPAT. According to the
Respiratory indices, various statistics and sleep stages you will be able to make your interpretation and
fill in the Diagnosis and Recommendations sections (see Figure 61).
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1.

2.

Patient Details — patient details are displayed and if the patient filled a
STOP BANG questionnaire, you will be able to view the results

Office Details — by clicking the “Office Details” button, you can see the
following details of the office that sent the sleep study: Name, Address,
City, State, Zip Code, Country, Phone and Minimum % Desaturation for
AHI/RDI calculation.

Preview report - You can click the “Preview report” button in order to see
the first page of the final report. This page will present to you patient
information as well as your interpretation as it was last saved (see Figure
63).

The Study window provides two equivalent methods for seeing more details
on the study’s signals and to review and edit the events:

4.

e Open in Viewer (RECOMMENDED) - This utility avoids the need to install
zzzPAT on the PC, to download the study to the PC and upload the results.

e Download to zzzPAT — The Interpreting Physician is required to keep zzzPAT
Software updated, manually download the study to zzzPAT, and manually
upload editing results to CloudPAT. This legacy option is kept in CloudPAT
during the migration to Open in Viewer method.

Open in Viewer - if you wish to see more details on the study’s signals or
to review and edit the events, you can use the “Open in Viewer” function
in order invoke the zzzPAT utility viewer on your local computer with
study data. This utility avoids the need to install zzzPAT on the PC, to
download the study to the PC and upload the results. Refer to zzzPAT
Operation Manual for description of the operation can capabilities of the
Viewer.

am Note

On your first use of Open in viewer on your PC, installation of
a small PC-app, RPAT Agent. Refer to section 3.3.2 for the
description of installation process.

5.

Download to zzzPAT - if you wish to see more details on the study’s
signals or to review and edit the events, you can use the “Download to
zzzPAT” function in order to download a copy of this study to your local
computer.

Note

On first use configure the zzzPAT to allow interpretation
) for CloudPAT studies:

go to: “Setup”> “General Settings”—> “General Options”,
then check the “Enable Packed Studies Import” checkbox
and go to “Setup”—> “User Settings”—> “Options”, then
check the “Enable Manual Scoring” and the “Enable
Export Manual Events” checkboxes.

Once the study files are downloaded, you can use the “Import Packed

CloudPAT
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study” zzzPAT’s function in order to open the study, view the signals and
edit the Respiratory events or sleep stages if needed (see zzzPAT’s OM).

Note
i You should make sure that the zzzPAT has the same AHI
. » calculation method (3% or 4%) setting as the study:
¢ Inthe Analysis File look for the “pRDI/pAHI are

calculated using oxi desaturations > “ number
« Inthe zzzPAT look at “Setup”->”General
Settings”—>”Analysis/ Statistics Parameters”.

6. Errors/Warnings — in case of errors or warnings returned from the
analysis, a message will appear in the Errors/Warnings box.

7. Change Min Desat for AHI/RDI — change the value used for analysis.
Change becomes effective only after saving. At this event, the following
message will be displayed:

Rerun is required. Analysis is outdated. [Reason(s): AHI has changed.]

Click on “Rerun Analysis” button to see the results based on the new

threshold.
Note
Make sure to upload the correct manual event file. The
"”“ filename will be comprised of
. p ID_[patient ID]_

SD_[study Date & time]_
events_analysis_user.zpt
other file will generate an error during the post upload
analysis and will not change the analysis file

8. Load Manual Events and Reanalyze - in case you used the “Download
to zzzPAT” function and manually edited the Respiratory events or sleep
stages you will be required to save the new manual events file (in zzzPAT
press “File” = “Export Manual Events...”) and add the manual event file
to CloudPAT by selecting it on the “Manual Events Files” table (see
Figure 61). This action will re-analyze the study using your input and will
generate an updated sleep report. You may review the new report by
clicking on the Analysis File link.

mm Note
. 4 In case of a multi night study — you can upload a manual
event file for each of the nights. The system will know to

link the files correctly.
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9. View files attached by the office — if the office attached file to the study,
you can view them by clicking on the file name in the attached file by
office section.

10. Enter interpretation - Diagnosis and Recommendations by typing in the
information in the relevant sections.

You may use the Diagnosis and Recommendations templates if you wish
to insert an already predefined paragraph in the corresponding section (See
section 4.3).

11. NPI — you can add the NPI to the report. If you have more than one NPI,
select the right NP1 number that matches the office details.

12. Add attachments like prescription or any other files to the report. If you
add PDF files they will be added to the report itself. Any other files will be
available to download in the office.

To attach files enter a description and select the file to be uploaded using
the Browse button. To add additional files click the @ icon at the top of the
list a new line will be added to the table.

The user can also remove attached files by marking them for deletion (see

Figure 62).
Attached Files (up to 20MB in total) +
A Description' File? Uploaded On Uploaded By
|Prescriplion | | || Browse.. | 4/16/2014 12:36:42 AM  Efrat, test
prescription.pdf
||Enerw patient | | || Browse.. | 4/16/2014 12:38:51 AM  Efrat, test

letter to patient.pdf
ol | | erowse... |

| | | ” Browse. .. |

Figure 62: Attach files to a report

Save the study by pressing the “save” button on the top of the screen to
complete uploading the file and to remove deleted files.

ﬁ Note
‘ The maximal size of all attached file is limited to 20MB

13. Save — saves your input without locking the report.

14. Save and Lock Report - finally when you are satisfied with your
interpretation select the “Save and Lock Report” button. At this point the
study report will be automatically digitally signed with your name, tagged
as completed and be available for the Physician’s review.

- Note

. g Once a report is Locked no more changes can be added.

Use the “Save” button if you are not sure if you are done
with this study. If a report is accidently locked contact
Itamar Medical in order to unlock it.
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Report can be locked only if created during updated

’ analysis. If analysis is outdated, the system will display a
message and the Save and Lock Report button is replaced
by Rerun Analysis button. After rerunning the analysis the
Save and Lock Report button will be available.

Opening the study on Viewer also re-run the analysis.

Test Hesder Row1

Test Header Row2

.ﬁ S.t'eei Srudi Reion

Patient Information

First Mame: Ziggy Last Mame:
Birth Diate: 0a8/M1EMerz Age:
Insurer: BMI:

Meck Cir.: EPworth:

Address:

Sleep Study Information

Study Date: 05M8/2015 H'4 Version:
Referring Physician Information
First Mame: John Last Mame:
Work Phone:

Medical Information

Medical History
Medications
Comments

Summary & Diagnosis

the patient appesrs to have moderate sleep apnesa.

Recommendations
consider CPAP therapy

Report prepared by :
MNP

Mebile Phone:

Stardust D MJunis 3
45 Gender:

23214/4. 4845

Colittle E-mail:

Electronically Signed: TI22017 B:43:28AM PST

Figure 63: First page of sleep report (example)

15. Notifications — you may receive notifications which will be displayed on
the screen in the following cases:
If a script was requested by the office, a “Study requires a script”
notification will be displayed on the screen. Also, a reminder will

appear before locking the report.

If the office changed one of the following analysis parameters:
Minimum % Desaturation for AHI/RDI calculation, Pacemaker,

CloudPAT

Page 70

Operation Manual



Itamar Medical Ltd.

Gender, Date of Birth, a rerun of the analysis is required to update the
analysis result. In case rerun was not initiated by the office, a
notification that rerun is required will be displayed on the screen and
“Rerun Analysis” button will appear. You won’t be able to lock the
report before rerun the analysis.

am Note

. 4 Manual events file are based on a specific analysis. Verify
the manual events you are loading are based on the same
parameters as the current study parameters.

4.2.2. Viewing a Completed Study

After selecting a Patient ID while on the “Completed” studies tab, you will be brought
to the following screen (see Figure 64) from which you can view the old sleep study.

Here are the main actions that can be selected from this screen:
1. Analysis File link - you can Click on the Analysis File link in order to see
the two page report that was produced automatically by CloudPAT
(without your interpretation).

2. View report - you can click on the “View report” button in order to see
the full final report (with your interpretation included).

Studies Templates & NPIs

PATIENT: I

1agnosis supine related apnea

Figure 64: View a completed study
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4.3. Manage Templates & NPIs

This section explains how to manage the lists of templates and NPIs each Interpreting
Physician has. Selecting the “Templates & NPIs” tab will open up a search screen in
which you can choose between templates and NPIs (see Figure 65).

Studies Templates & NPis
Templates NPis
Template search

Search [l New

Templates

apneal Diagnosis supine related apnea
R i refer v

Figure 65: Templates & NPIs screen

4.3.1. Templates

Templates are predefined paragraphs ready for use while reviewing a study and
entering the Clinical Diagnosis or Recommendations sections. For example, you may
define a diagnosis template for Severe Sleep Apnea and a different one for Mild Sleep
Apnea.

You may have a number of predefined templates for Clinical diagnoses and for
Recommendations which can be used with a click of a button in order to facilitate the
Reviewing process.

Using a template will fill the relevant section (diagnosis or recommendation) in the
report. After choosing a template you may edit the text.

Selecting the Templates tab will open up the Template Search screen (see Figure 66).

Studies Templates & NPis
Templates NPis
Template search = csv

Search | New

Templates

Name

apneal
ENT

Showing 1 -2 of 2

Figure 66: Search a template screen
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Y Note
. Click on the CSV icon if you want to obtain an Excel file
containing a tabular presentation of the search results.

Clicking on the “New” button will open up a new template for editing (see Figure 67).

Studies Templates & NPIs
Templates NPis

Enter details about the Template

Save & New Delete

Type | Diagnosis

Figure 67: New Template screen

You need to fill all three fields (Name, Type and Text) in order to define the new
template.

Clicking on an existing template name (see Figure 66) will open up the Template
screen for editing (see Figure 68).

Here are the main actions that can be selected from this screen:
1. Save & New — Saves the template and creates a duplicate template.
2. Delete — Deletes the template.
3. List—Returns to the list of templates.
4. Save - Saves the template.

Studies Templates & NPIs
Templates NPIs

Enter details about the Template

Name™ ENT
Type Recommendation v

Text  refer to ENT for consultation

Figure 68: Existing Template screen
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4.3.2. NPIs
You can manage a list of NP1 to later be used in the report. Under “Templates &
NPIs” choose “NPIs”.
Click on “Search” to see the list of all NPIs currently in the system (see Figure 69).
You can also enter text in the NPI field to limit the search results. Clicking on an
existing NPI will display the NPI’s details screen, in which you can edit the NPI
number and save the changes (see Figure 70).
Clicking on the “New” button can be used to add a new NPI to the list. Make sure you
save your changes (see Figure 71).

m Note

‘ Click on the CSV icon if you want to obtain an Excel file
containing a tabular presentation of the search results.

. ] Settings Support Logout

Studies Templates & NPIs

Templates NPIs

Search NPI

NP1 ‘

NPIs
L]

1L324234666

42342-45323AA
Showing 1 - 2

preciseMD Corporate Contact Us

Figure 69: Search NPI screen

L 1 Settings Support Logout

Studies Templates & MPls

Templates NPIs

NP1

| Delete ‘ | List NPIs | | Save |

NPI" [IL324234666

preciseMD Corporate Contact Us

Figure 70: Existing NPI screen
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] Settings Support Logout

Studies Templates & MNPls

Templates NPIs

NP1

NP1

Corporate Contact Us

preciseMD

Figure 71: New NPI screen

4.4. Signature
Interpreting Physicians can send Itamar Medical their signature sample as a graphical
file. In this way, the Interpreting Physician’s signature will be added to the report
automatically. The file of the signature should be bmp or jpg file, size 384 pixels in
width and 186 pixels in height. Contact Itamar-Medical support for more details.
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5. Troubleshooting

ﬁ Note

. Make sure you are using Chrome, Firefox, Edge or Internet
Explorer 11 or above as your browser.

Trouble Possible Solution Error Message

Cause
New Study screen
Creatinga | Youtook too | Re-run the initialization process a
new study | long in little quicker. If the problem
timed out replying toa perSiStS it could be an internet Initializing was cancelled, as the process took more than the allotted time.
message that connectivity problem so contact If this problem persists please contact CUSLOMEr SUPPOrt at BBE-XXN-XXXX.
there is another | Support.
study resident
on
WatchPAT™
device.

Initializion Timed out
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| Bamar Medicel Watch - PAT dewice

TE |

WatchPAT | RPAT Smart Contact customer service for = \
Device Client does not | instructions for RPAT Smart e
Serial support this Client upgrade
Number feature mm—
not shown
in
initializatio
n message .
. EEE
Previous Thereis a Press Exit and upload this old e sty found ==
Study sleep study study.
found still on . o
WatchPAT™ e e e s
device that has
not been
uploaded from
the device. ftamar
Error - The PC App Select the application as default. e m— —
unexpected | didn’t start on | See Figure 30
t I me. T h € Eor converting value {nulf} o type ‘System Int32'
problem might
be that it is not
installed or it
that the L
browser is — e e M s e
waiting for T
your approval
to use it.
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Could not
access
device.

The PC does
not recognize
WatchPAT™
device.

Make sure WatchPAT™ device is
connected to the PC via the USB.
Select Retry.

Itamar Medical Watch - PAT device

Could not access device

Please checkwhether the device is connected to the

system and click the retry button below;
Click the exit button to return to the website.

(R ] Ext

Upload Study screen

Failed to The station e Check your internet
Send. may not have connection
Internet access. | e  Repeat the upload process
Failedto | The Itamar e Save the study using zzzPAT
Send. Upload service | o  Collect the data from the
is temporarily device manually by copying
unavailable. all the files on the device and
zipping them. Use manual
upload at a later stage to
upload the data in to the
CloudPAT.
If you use this option contact
Itamar-Medical support to
reset the device.
Failed to Mismatch Contact Itamar-Medical support
analyze a between for help.
CloudPAT | Patient.dat and
study. The | Sleep.dat files.
error
appears in
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the Report
Details
screen, and
an email
notification
IS sent to
the user.
Could not | The PC does Make sure WatchPAT™ device IS | |t e ==
access not recognize | connected to the PC via the USB. Could motaceess device
device. WatchPAT™ | Select Retry.
device.
If device is WatchPAT™300,
follow the instructions posted on
Itamar Medical Ltd. website or
call Customer Service
Error — There are Remove all files form
access remaining files | C:\Users\username\AppData\Loca Jplosd emer
denied from previous | N\RPAT\OUT
upload or i A
initializations | And form
C:\Users\username\AppData\Loca
NRPAT\IN
And try again
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Error - The PC App Select the application as default. el RS |
unexpected | didn’t start on | See Figure 30 e
time. The
problem might R e
be that it is not
installed or oSt ettt
that the it s
browser is R
waiting for itamar - ﬁ
your approval
to use it.
Upload Internet The files from the device are |W“ *
error connection temporary stored on your ’ Upload erer
was lost during | computer. Follow the link in the -
upload of the message to their location. There was 2 tmsoutploading he sy o e sever
study, site is Copy the files to a secure location o o M e
done and once communication with the
site is restore — manually upload ' oo et i o
them to the CloudPAT.
Make sure to permanently delete tamar

the files after uploading them, as
they might contain patient
information.

Attach files to a study or a report

CloudPAT
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Trying to File attachment is limited to L e e L
attach a very 20MB per study or report.
large file(s) Reduce file size

STOP BANG

Session has | The Find the completed questionnaire | Begin Patient STOP-BANG Session

been questionnaire in the patient record. Enter the STOP BANG Cade and click on Start Session. Please bear in mind that a STOP BANG Code is anly valid for 20 minutes.

completed. | has been If needed — generate a new Session has been completed. Cannot restart

Cannot submitted questionnaire from the patient

restart. record.

Expired STOP BANG | Generate a new STOP BANG Begin Patient STOP-BANG Session

code. Code isvalid | Code from the patient record. Enterthe STOP GANG Code and cick an Sar Sesson. lesse bear i mind that  STOP GANG Code s any vai for 20 minutes
for 20 minutes. Expired code. STOP BANG Codes must be used within 20 minutes of generation. Please generate a new STOP BANG Code

Open in Viewer

Unable to User has no Contact your IT administrator.
install or privileges to
update perform
RPAT Agent | installation on

the PC
Unable to Study that has | User may choose to delete the
open study non-current user events, allowing running
in Viewer analysis with current analysis.

User events

cannot be

viewed
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Unable to Study was If you want to change the edits Undo Marked Segment
edit signals locked. and generate a new report [ 1
in Viewer contact your Office i 2“{ | B
?urg ;/ rlustrator to unlock the P s
¥' || Show Channel Event= File Edit View Paging Help
Fit to Window Ctrl+F -
Show Values ] GoTo Event 3
Grid On/Oft Select Event...
Properties... e . — | —
Unable to Mismatch Contact your Office e — »;
open study between study | administrator.
in Viewer and patient y .- , _
I_@_I Failed to view study, patient |D doesn't match.
Missing the | Report/ Rerun analysis
Save and analysis is | Patient Details |Jf Office Details | Back | Open in Viewer | Preview report ||| Download to zz2PAT | Rerun Analysis [f
Lock Report outdated IRerun is required. Report is outdated. [Reason(s):The new report needs to retrieve data from the analysis process ] I
Button
Report is not | Patient details | Click Patient Details button.

showing the

are embedded /

updated updated In the atient Details ice Details ac| en in Viewer Teview repo ownload to zzz ave ave and Lock Repo
atient report only on Patient Deails [ OFf Dt||‘0p v HF prt||D load t PAT|‘S d Lock Report
details analysis run or

report locking.
Unable to Computer Contact Customer Service
change configuration
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signal colors | missing library

on viewer

Unable to Upload to Re-load study, ensuring that the

initiate new | CloudPAT was | WatchPAT device is kept

study after not connected to the Personal

previous successfully Computer until CloudPAT

study completed displays the message the upload

uploaded to Is completed.

CloudPAT
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6. Appendix A: Exporting a study from zzzPAT into CloudPAT
Note

oy This guide gives instructions on how to upload a study from

= zzzPAT to CloudPAT. This process will be utilized when you
‘ do not have an internet connection and you loaded the study to
zzzPAT from the WatchPAT™ device.

If you do have internet connection it is recommended not to
switch between the CloudPAT and the zzzPAT

i Note

. 4 Multi night studies uploaded to zzzPAT will be exported night
by night, if you wish to join them into one study please contact
Itamar Medical support for more information.

1. Open zzzPAT (default Login and Password: “111” for both entries)

2. Select “Export/Delete” under “Tools”

3. Highlight the study that you want to export to CloudPAT and select “Export for
Interpretation”

Current Selection: Al Studies

1] | First Name Last Mame | Study Date | Load D'ate | Status | Select Al
HST12-0003 03/18/2012 04/10/2012 Revie...

HSTLSUA 2-001 041042012 0471042012 Unreti.. Unselect All
H3TLSU1 20002 04/10/2012 04112012 Fevie...

HSTWEI 2-0001 04/18/2012 04/19/2012 "
HST12-0001CK. 04/27/2012 0442722 Revie.. M
FLUS 05/14/2012 05/15/2012 Revie... g
REDS . 051842012 051342012 Revie...

34054 05/06/2012 06/06/2012 Fevie...

blue 4 06/07/2012 06/07/2012 Revie...

bluel 0B/07/2012 0B/07/2012 Rewvie... Start Export...

Steve 0EM1/2012 0E/12/2M2 Revie...

Auiztin 0142012 0B 24202 Revie... Start Archive. .
Start Delete. ..

1 selected out of 12 total studies. 20480 KB out of 245760 KB total (estimated).
Export ta C5Y...
Export for
Interpretation...
Mame:
LCaomment: |
DB Connection: Local Exit

4. You will now be asked to save this file to your hard drive. It is recommended to
choose a folder called “CloudPAT” that I create prior to this step. After selecting
the folder to save the exported file, click “OK”.

Now go to the CloudPAT site (for US https://cloudpat.precisemd.com, for EU

https://cloudpateu.precisemd.com and for UK https://cloudpatuk.precisemd.com) and

login using your username and password.

5. Select “Upload Study” from Home screen.

6. Thereafter, the following screen will open up. Select “Switch to Manual Upload”.
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“ Hama Sattings Suppart Logout

Upload Study

Tha systam is rady for Upload.
Plaasa chack that tha WatchPAT dewvica is connected and click on procasd to continua with Upload.

t Switch to Manual Upl Di:j Procead with upload

pracizaMD | Corporata | Contact Us

7. Now you need to find the file that was exported out of zzzPAT by selecting
“Browse”.
Manual Upload
=3

Please zip (compress) the following files from the WatchPAT device: Patient.dat, Sleep.dat, Log.dat (if it is exists) into a single file then press choose file, select the file
and press Next to continue

Combined zzp file” | -

8. The exported file from the zzzPAT will end in .zzp. Select the file that you want to
upload and select “Open”. Then click the next button.

9. Depending on your connection speed to upload and the size of the study data file,
the upload time will vary between 2 and 5 minutes. If an error is reported, you will
need to try again.

10. Assign the study to an Interpreting Physician. Then, click “Next”,

Select Interpreting Physician

Select Interpreting Physician from list then press Next

Patient  EM, SurfaceProbelig .
Office MusbaOffice

Interpreting
Physician

| Next

11. The following screen will appear and the process is complete.

Home View Reports Patients Manage Lists

pload Complete

Study uploaded successfully. The analyzed data file will be ready shortly under Reports. Data will be sent to be reviewed by Musba, Efrat
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7. Appendix B: Interpretation and editing of events by the
Interpreting Physician Guide

Note

Open in Viewer is the RECOMMENDED method for
interpretation and editing of events. It is equivalent to Download to
zzzPAT method, but without the burden of keeping zzzPAT
Software updated, manually downloading the study to zzzPAT, and
oy manually uploading editing results to CloudPAT.

‘ 4 To support the Download to zzzPAT method, this guide gives
instructions on how to download a study from the CloudPAT to
zzzPAT for review and manual editing, and how to upload the
changes back to the CloudPAT. These manual operations are not
required when Open in Viewer is used.

This Guide is directed to Interpreting Physicians, already
familiar with the zzzPAT and it is replacing the zzzPAT
operation manual.

Go to CloudPAT site (for US https://cloudpat.precisemd.com, for EU
https://cloudpateu.precisemd.com and for UK https://cloudpatuk.precisemd.com) and
login using your user name and password.

1. From the new study screen select the study you want to view in zzzPAT. Click on
the patient ID to move to the report screen.

2. Once you have reviewed the study (see section 3.6 above) using “Preview Report”,
the analysis file and the attachments added by the office, you can decide which
method to use for study interpretation by zzzPAT software:

a. Open in zzzPAT viewer: Click “Open in Viewer”.
PATIENT- I

| Office Details | | Back |I| Open in Viewer |I| Preview report | | Download to zzzPAT |
—

b. Import the study into your zzzPAT software. Click “Download to zzzPAT”

Office Details Back | | Preview report Save Save and Lock Report

Subsections 3-6 below describe the workflow when selecting “Open in Viewer”:

3. zzzPAT Viewer Launcher automatically downloads study data to your PC.
I[tamar Medica: zrzPAT Viewer Launcher é
v

Wi study

| itamar m
4. zzzPAT Viewer is automatically launched.
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5. Once the interpretation process is done, select File>EXxit to store Manual Events on

CloudPAT and return to CloudPAT.
6. Manual Events Files are displayed in the study window.

Manual Events Files

Please note that any addition, deletion or modification of entries will result in rerunning analysis on save

X File" Uploaded
7/5/2018 2:44:11 AM

] |[ Browse... ] No file selected.

1o I > 2015 _01_25_00_06_12_events_analysis_user.zpt

Subsections 7-22 below describe the workflow when selecting “Download to

zzzPAT”:
7. At the bottom of the webpage, you will see a new box open. Click on “Save” and a

new box will open then click on “Save as™:

rempiate
Save

Recommendations
Save as

Do you want to open or save HSTWEI12-0001_5_190412090726raw.zzp (8.57 ME) from cloudpat.precisemd.com? Open ( Save " Save and open
[

———

8. Save the file to a predefined location on your hard drive. We recommend creating a
folder called CloudPAT for such file exchange.
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& Save As li—:?-J
UU | <« CloudPAT » Interpretation - |+¢ || Search Interpretation jel
Organize » Mew folder == - @ I
' Favorites Documents library Wby Folder ~
B Desktop Interpretation :
& Downloads : Name Date m
=il Recent Places
|| HSTWEIL2-0001_5_1904120907 26raw.zzp 6/26/20
=l Libraries
| Documents
Export HST
—‘, Music
e=| Pictures
B8 videos
- 4 10 b
FIYiE G Rl H S TWELL2-0001_5 1904120907 26raw| -
Save as type: |ZZF' File vl
R —
4 Hide Folders " Cancel |
S—

9. To review the raw data open zzzPAT software and login (default Login and

Password: “111” for both entries)

zzzPAT - Login

-

Login Type
" Active Directory Service [A05])
¥ zzzPAT Database

Login |1 11

BT

Pazzwiord

DB Connection: | Local

di]

Cancel

10. Select “Import Packed studies” under “Tools”

Import...

Import General Settings...

File Edit VYiew Events Paging Setup Analyze Report | Tools | Help

Export/Delete...

Backup...
Restore...

Move Files to Mew Location...

Export General Settings...

C  Import Packed studD

Uszer Administration...
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11. In the dialog box that opens, select the file you have just saved in the CloudPAT and
click “Open”.

12. A new box will now open and the imported study will now be loaded and analyzed.

13. The study is now available to be reviewed and manually edited by the interpreting
physician.

m Note

‘ 4 When importing multi night study into zzzPAT, each night will
create a different zzzPAT study. Each of the night should be
reviewed and edited separately.

Once the interpretation process is done

If changes were made in the study, the study will need to be uploaded to CloudPAT by
following the steps below.
14. Save the study in the zzzPAT.

15. Go to File and select “Export Manual Events...”
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EI8 z2zPAT-Baker Trevor HSTWEI12-0001 - Tested on 04/18/2012, Analysis created on 4/19/2012 8:07:29 AM by Super User (Reviewed) = ]
(Filc JEdit View Events Paging Setup Analyze Report Tools Help
New Study Details... Cirl+N | D @ [an -
Open Study... ctrl+0 =
Save Study Results Ctrl+S
Close Study Ctrl+F4
Load Study and Analyze Ctrl+L B Resp E FI FRFFReFR Resp. E Resp. IF F Respl B FRe He R Res Resp Event@FF BeFF F Ff Resp. Res F AiExclResp Event Ekc\l.iecﬁc\uded HEHC\’Lﬁ
o NS AN UL A AL AN AL e
Print... Ctrl+P
Export Data... 3
Export Events...
Export Manual Events... mmm “ TV |
Exit
PuseRate g oo [ | R I | | ! =l " —
(BPM) I M L] ! L
Desaturation | Desaturatior [ Desatu Des. Desaturation E Des Desaturation DeDesat [ L CD | Desatu Desat Desaturation Excluded
Salz

Wal

3000 Dieep { Dee Lil Light Sleey Light Sleep Light Sleep Light Sle Light 51 Light 51 Light £ Light £ Light Sleep REM _ Deep Sle L\ghl 51 Light £ Light Sleep Light Sle Ligt Light 51 Light Slesp
h L\ghl Slee Light £% Deﬂ_ RER il Deep S leec REM Deep Sleep |RER REM Deep Sle Deep Sleep Light Sleep M::flake IWakE lwakelIWake WamWeﬂm

00 i —t b _— ——

I AN O el

REM
WP i - I 1 [ 1 1 Fr 1
Stages

Body

B I | I

e, | e U

F1E]

DB Connection: Local ABS  |Begin: 20:38:08.00 109:51:58 AM

16. Select a file location — again we recommend using a predefine location. Press ok.

The manually edited changes now need to be uploaded to CloudPAT. Go to CloudPAT
site (for US https://cloudpat.precisemd.com, for EU https://cloudpateu.precisemd.com
and for UK https://cloudpatuk.precisemd.com) and login using your user name and
password. Locate the study you were working on and enter the report screen like before.
17. Click the “Choose File” button near the manual events files box.

Manual Events Files

Please note that any addition, deletion or modification of entries will result in rerunning analysis on save

% File

\c. file chosen

18. Find the saved file. The file name will consist from the patient id and the study date
& time in the following structure:
ID_[patient ID]_SD_[study Date & time]_events_analysis_user.zpt
Select the file and click “Open”.
19. Save the report.
PATIENT : I

The manually edited study is now saved to CloudPAT:

Record saved [6/26/2012 8:11:56 AM].

20. You can check that the analysis file was updated with your manual events.
21. Fill the Diagnosis and Recommendation fields and add attachments as needed.
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22. “Save and Lock Report” to complete the process and alert the provider that the
study is complete.

Note

In a multi night study, a manual events file might be created
for each of the nights. Upload all of them into the cloudPAT.

Add files by pressing the @ icon.

CloudPAT
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8. Appendix C: CloudPAT Assistant “cheat sheets”

You may print the following pages for a quick reference to frequent tasks.

Create a New Study (Initialization) via CloudPAT

Step Action(s) Comment
Do you have...? ,
£ ?
2 Before you 1. PC workstation wiinternet access? | L OPIemS or Questions:
E tart... 5 Select Support or
£ S 2. Username & Password” Call: +1-888-748-2627
= 3. Minimum upload speed of 1 Mbps '
Log in to CloudPAT :
US - https://cloudpat.precisemd.com
c Enter EU - https://cloudpateu.precisemd.com
= UK - https://cloudpatuk.precisemd.com
g CloudPAT
g viathe Web | , Enter your Username & Password
e Select “Sign In”
- Create e Select “Create New Study”
£ (initialize) « Slide WatchPAT™ device out of its
= new Sleep “cradle” to reveal the USB connection.
§ Study using | o Connect WatchPAT™ device to any USB
CloudPAT port.
¢ Only the “Patient ID” and office are
. mandatory.
Patle_nt e We recommend you fill the patient name
Detail Entry to ease searching for the study.
%‘ e Select “Save & Initialize Device” ~
Ll ® Disease es
.'._§ W Mediavons
é ¢ For more patient detail entry, select et s e
S “More Details” section
= OPTIONAL
& ¢ Select the box “Bracelet Study” for
Chain of occupational testing using a Chain of
Custody Custody bracelet.
Bracelet ¢ For multi night study select the number
of nights o ' =
e Select “Save & Initialize Device”
% |5, |Initiaization | ° °¢'=c uF;;OgCee-zdsVnV]:F ggtf;ﬁiﬁge SR
8 complete ¢ : - >
§ P downloaded. Select: “‘Run’ =2
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Step Action(s) Comment
kS
§ — - TR
£ Select . e Select the Interpreting Physician (or -
> |“te"l?r?t'“9 leave empty at this point)
3 Physician « Select “Save”
g
1S
¢ Reinsert the WatchPAT™ device into its
& Prepare the | ‘cradle’
= device o Complete a device test
L e Instruct the patient about the use of the
device.
Upload Sleep Study from WatchPAT™ to CloudPAT
Step Action(s) Comment
Do you have...?
E Before you 1. Computer running Win7 or higher with | Problems or Questions?
E start... internet access? Select Support or
= 2. Username & Password? Call: +1-888-748-2627
3. Minimum upload speed of 1 Mbps
Log in to CloudPAT : W
US - https://cloudpat.precisemd.com —
= Enter EU - https://cloudpateu.precisemd.com o
£ CloudPAT UK - https://cloudpatuk.precisemd.com
3 via the Web L
-
e Enter your Username & Password
e Select Sign In
- Upload a e Select “Upload Study”
3 Sleep Stden' e Slide WatchPAT™ device out of its
= WatchPAT “cradle” to reveal the USB connection.
S device to e Connect WatchPAT™ device to a USB
=) CloudPAT port.
5 c ¢ Select: “Proceed with upload”
B onnec e 1%t time usage: a small PC-App will be — )
g WatchPAT™ downloaded. Select: Run = —
% device to e You will be prompted to select an
b USB port Interpreting Physician after the study
has uploaded.
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Step

Action(s)

Comment

Upload
progress

Depending on your connection speed, the
device type and the number of night (in a
multi night study) upload time will vary
between two (2) and fifteen (15) minutes. If
an error is reported, you will need to try
again.

Keep the WatchPAT device connected until
CloudPAT displays the message the
upload is completed.

Itamar Medical Watch - PAT device ===

Please wait while study data is
uploaded from device

A

Checking that required files exist

Exit

Success?

Select
Interpreting
Physician

“Upload Complete”: Study uploaded
successfully. Now you can select the
Interpreting Physician that will interpret the
study (can be done later on form the study
page). Select: Next

“Upload Failed”: try again or call Support

Attach files

OPTIONAL

Attach Files
(up to 20MB)
and update
study details

e Select “View Reports”

e Select the Study for which you want to
attach files by clicking on the “Patient
ID”link.

e Go to the “Attached Files” section at
the bottom of the “Report Details”
screen and “Browse ”to the file and
add “Description”.

e Add additional files by clicking on the +
sign on the right.

e Select the box under the x to delete a
file.

¢ Update study parameters if needed
and Assign to Interpreting Physician if
needed.

e Select “Save”to save your changes.

0'
;

Manual Upload from zzzPAT to CloudPAT
(Rarely needed. e.g. if an internet outage occurred and sleep study was saved locally on zzzPAT)

Step

Action(s)

Comment

Preparation

Start zzzPAT

Open zzzPAT
(default Login and Password: “111” for
both entries)

=PAT - Login =)

Login Type
0K

" Betive Directory Servics (ADSI)

 22zPAT Database Cancel

Create Export

Start Export
process

Select “Export/Delete” under “Tools”

CloudPAT
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DEIeCT

Upload

Find the file: select “Browse”

Step Action(s) Comment
‘3 F_i"d a patient | pighlight the patient that you want to
@ vialD export to CloudPAT and select “Export for
‘g number Interpretation”
|
Brawse for Foldar Tt

e Browse for a Folder you created B
£ prior to this step (suggestion: name
g Save it “CloudPAT").
L; Exported file e After selecting that Folder, Save the
= exported file by selecting “OK”

o The file will end in .zzp.

Log in to CloudPAT :

c US - https://cloudpat.precisemd.com
> ] EU - https://cloudpateu.precisemd.com -
= Log into UK - https://cloudpatuk.precisemd.com |
o CloudPAT a regular study I
>
o
e e Enter your Username and Password

e Select SignIn

Manual study Select “Uplload StUdy"
Select “Switch to Manual Upload”

Open

Proceed as in
normal
Upload

The file extension is .zzp.

Select “Open” for the file you want to
upload.

Proceed as in Step 3 for a regular Upload
Sleep Study

CloudPAT
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Interpreting Physician: Physician review of raw sleep study data using

zzzPAT Study Viewer

Open in Viewer is superior on Download to zzzPAT as it allows view and edit the signals of WatchPAT
study using the most updated WatchPAT analysis and Viewer software, avoiding the process of installing
zzzPAT™ downloading the study to zzzPAT and uploading editing results to CloudPAT, and maintain

zzzPAT software upgrades.

part -1
Step Action(s) Comment
- Do you have...?
-% Before you 1. Computer running Win7 or higher Problems or Questions?
s start... with internet access? Select Support or
2 2. Username & Password? Call: +1-888-748-2627
3. zzzPAT Viewer familiarity
Log in to CloudPAT : W
US - https://cloudpat.precisemd.com —
= Enter EU - https://cloudpateu.precisemd.com o
2 CloudPAT UK - https://cloudpatuk.precisemd.com -
- via the Web a«&=»
e Enter your Username & Password
e Select “Sign In”
Templates & NPIs
z Select Select “Studies”. B e
2 patient Sel_ect the patient you want to analyze. Results search
° study Various Sort options are available at the
i bottom Patient 1D | |
Patient Last Name | |
Study Date ‘ |,
\ |
e To view the auto analyzed, 2-page
. report select “Analysis File”
Viewauto- | , 14 iew patient information, select
3 analyzed "Brevi ! —
K yzeo Preview Report — =
suggestions | « Open attachments if exist
If analysis is satisfactory, skip to step 12
Analyze & _ _ _ _
8 save Sleep | TO View the signals and edit the analysis: PATIOT E— ——
§ Study raw e Select “Open in Viewer” = B EE T e
<
data
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Teamar Medical: zzzPAT Viewer Launcher

s
]
g 2zzPAT _ _
% Viewer zzzPAT Viewer Launcher automatically
E Launcher downloads study data to your PC
S
(=]
e ftamar -
— e | e ot Sl A
< |
% zzzPAT T [P —— e
N Viewer zzzPAT Viewer is automatically launched ol ]1' R R
-g .t.—.-a-l-—l.l...‘ e g
= 1

ol el —i1__mlersd W

- !
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Interpreting Physician: Physician review of raw sleep study data using

zzzPAT Study Viewer

part 2
Step Action(s) Comment
Manually
E | g | editand e Add and/or Delete Events per your training ,
% & ° | gcore the Refer to zzzPAT Operations Manual
= sleep study
> B ° zzzPAT-Question ll"-l
3 Save Event |  Select “File’ . d”
2| 9. | changeson | , geject “Save Study Results’ (I |
2 local disk
(7]
Upload Select “File”
© Event ° elect rie jtamar ==
2 10. changesto |*® Select “Exit’ ‘— — .
= CloudPAT User Events file is automatically
added to study files.
The analy-si_s- -\u/-\/-ii‘iwglmj:[mc;matically run
with the manual event file, creating
a new analysis file.
e Preview the new report.
e Enter Diagnosis and Recommendations.
e Open files attached by the office (if any)
by clicking on the file link.
¢ Add prescriptions or additional
information as PDF attachments
g Prepare o Go to the “Attached Files” section at
& 1. report the bottom of the screen and
= “Browse” to the file and add
“Description”.
o Add additional files by clicking on .
the + sign on the right. = —S—
o Select the box under the x to delete — -
a file. e
¢ Select “Save” to save your changes. —_—
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¢ Select “Save and Lock Report” to
%’ Lock report; complete the process
= | 12.| notify e Provider will be alerted automatically that PATIENS-
§ Provider the study is complete. [ Download to zzzpAT | save |(Save ar
-l
DONE
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Interpreting Physician: Physician review of raw sleep study data

part -1
Step Action(s) Comment
- Do you have...?
-% 13 Before you 4. Computer running Win7 or higher Problems or Questions?
5 ‘| start... with internet access? Select Support or
2 5. Username & Password? Call: +1-888-748-2627
6. zzzPAT familiarity & installed
Log in to CloudPAT : m
US - https://cloudpat.precisemd.com —
< Enter EU - https://cloudpateu.precisemd.com o
2| 14 C_|°UdPAT UK - https://cloudpatuk.precisemd.com :
= via the Web —
e Enter your Username & Password
e Select “Sign In”
YOU ma'y .qb Templates & NPIs
- ¢ Analyze a study (“Studies”) or B e
3 Selgct e Create custom forms (“Templates”) or Resulte search
@ | 15.| patient NPI number (“NPIs”)
= study Select the patient you want to analyze.
Various Sort options are available at the Facenc 0| |
bOttom Patient Last Name | |
Study Date | |,
| |2
e To view the auto analyzed, 2-page
report that the Provider uploaded,
View auto- select “Analysis File”
3 | 16. | analyzed . To view patient i'rl1formation, select e e
> suggestions Preview Report o o D
e Open attachments if exist
If analysis is satisfactory, skip to step 12
Analyze & To download the raw data for review:
8 17 | save Sleep | * Select “Download to zzzPAT” _ PATIENT: |
E | Study raw * Browse for a Folder you created prior to o T P
< data this step (suggestion: name it :
“CloudPAT")
TEPAT-Login i i &J
'E SQLJ::; rrrrrrrr Service (ADsI)
n'i Open ZZZ P AT & 72:PAT Database Cancel
R 18. | Start zzzPAT | (gefault Login and Password: “111” for both o [
5 entries) S
; DB Connectior: Local
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Import Study

19.

Manual
Study
Upload

Select “Import Packed studies” under
“Tools”

Get to “Select Packed Studies to Import
Go to your previous CloudPAT Folder
Highlight the .zzp file to Import

Select “Open”

Edit/Score as usual with zzzPAT

6.3

orCTaok e

Export/Delete...
Import...

Backup...

Restore...

Move Files to New Location...
Export General Settings...
Import General Settings...

Import Packed studies..

User Adminis stration...
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Interpreting Physician: Physician review of raw sleep study data

part 2
Step Action(s) Comment
e T
§| | Manually N
% 20. edit and o /_T\_ﬁd ar;]d/or Delete Eventfj pier IEzlourtralr(llmg e o -
5 score the J " Srclogglg:iz know need to be saved on |
8 : v '
8 sleep study - .
o 'm“
o Select “File” e |
= Save Event | ® Select “Export Manual Events...” e il
§ 21. changes on e A new box will open; = B
% local disk ¢ Save the changes to your local by
= CloudPAT Folder S
e Select “OK” S
Upload ¢ The manually edited changes now need
= Event to be uploaded back to CloudPAT.
g 22 “« » Load Manual Events  |C:\itamar medical'-zzzpat||§ Browse. .
=3 Changes tO ° SeIeCt Browse i i . . and Reanalyze
= CloudPAT e Find the saved file, highlight it, select
“Open”
= e Select “Save” from the CloudPAT
= 2 S;ve Event toolbar. PATIENT: ,
© -| changéson | o your manually edited study is now saved
[ Download to zzzPAT @ | Save and Lock Report
3 CloudPAT on CloudPAT, ready for diagnosis using | " < '
your customizable template system
¢ Preview the new report.
¢ Enter Diagnosis and Recommendations.
¢ Open files attached by the office (if any)
by clicking on the file link.
¢ Add prescriptions or additional
information as PDF attachments
g Prepare o Go to the “Attached Files” section at
oy 24. report the bottom of the screen and
= “Browse” to the file and add
“Description”.
o Add additional files by clicking on
the + sign on the right. -
o Select the box under the x to delete
afile. )
¢ Select “Save” to save your changes.
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¢ Select “Save and Lock Report” to
%’ Lock report; complete the process
= | 925 tif ¢ Provider will be alerted automatically that PATIENT: |
= . | notify \
g Provider the study is complete. | Oownioad o zz2PAT I Save i
|
DONE
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Fill a STOP BANG questionnaire

Step

Action(s)

Comment

Login

Enter
CloudPAT
via the Web

Log in to CloudPAT :
US - https://cloudpat.precisemd.com
EU - https://cloudpateu.precisemd.com
UK - https://cloudpatuk.precisemd.com

¢ Enter your Username & Password
¢ Select Sign In

L

Sign in to CloudPAT

Find Patient

Select
patient

¢ Select Patient either through “Manage
Patients” or through “Create New Study”
e Select “Initiate Patient Questionnaire”

Get code

Get code

¢ You will receive an individual code, which
will be valid for 20 minutes only

¢ The code starts with the Patient’s ID and
is part of the 2 line message displayed on
the screen

e Copy the code. You will need it to start
the questionnaire

gack | save Save and Initialize Device

Please use STOP BANG Code((FERITFEIRT] Jnd have the patient enter their details.
hat you go back to the patient list am¥wgload (hasf€ 271, to view the questionnaire once the patic

Use code

Use code

¢ On the laptop or tablet given to the
patient, Go to:
usS -
https://cloudpat.precisemd.com/sb.aspx

EU -
https://cloudpateu.precisemd.com/sb.aspx

UK -
https://cloudpatuk.precisemd.com/sbh.aspx

e Enter code in “Code” field
e Select “Start Session”

Fill questionnaire

Fill STOP
BANG

Let the patient fill in the questionnaire.

Note: Once the patient starts filling in the
guestionnaire, they have 20 minutes to
complete it. If they don’t complete it during
that time, a new code must be generated
from within the Patient Details screen.
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Submit questionnaire

Submit

e Select the “Submit” button once the
patient has filled in the questionnaire

¢ The Patient details will be automatically
updated with the new information (except
if the fields were already filled previously)

e Filled questionnaires can be viewed from
the “Questionnaires” section of the Patient
details screen.
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9. Appendix D: License Agreement

License to User from Itamar Medical Ltd can be found on Itamar Medical website:
https://www.itamar-medical.com/wp-content/uploads/2019/03/ltamar-License-2019.pdf

10. Appendix E: Regulatory Representative

Itamar Medical’s authorized regulatory representative is:

EC |REP Arazy Group GmbH

The Squaire 12, Am Flughafen,
60549 Frankfurt am Main, Germany
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