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Copyright © 2024 by Itamar Medical Ltd. Software Version: 3.0

This manual and the information contained herein are confidential and are the sole property of o
ltamar Medical Ltd. Only Itamar Medical Ltd. or its licensees have the right to use this information.
Any unauthorized use, disclosure or reproduction is a direct violation of Itamar Medical’s proprietary
rights.

DISCLAIMER

Iltamar Medical Ltd. shall not be held responsible in any manner for any bodily injury and/or property
damage arising from operation or use of this product other than that which adheres strictly to the
instructions and safety precautions contained herein and in all supplements hereto and according to
the terms of the warranty provided in the License Agreement in Appendix F. Screen layouts are subject
to change from time to time without notification and without being altered in this Web software
operation manual as long as the intent of the content has not been altered significantly.

This product and/or method of use, is covered by one or more of the following US patents: 6319205,
6322515, 6461305, 6488633, 6916289, 6939304, 7374540, as well as any pending US patent
applications and corresponding patents and/or applications filed in other countries.
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1 Introduction to CloudPAT
1.1 Intended Use of the CloudPAT (CP) ©

The CloudPAT (CP) is a web-based, cloud system for patient care pathway management specifically
for patients suspected to have sleep-related breathing disorders. The CloudPAT is intended to display
and store the medical device data from WatchPAT by interfacing with zzzPAT modules. The system
allows physicians to enter patient data.

1.2 zzzPAT & WatchPAT Interface S/W — Definition

zzzPAT and WatchPAT Interface are software packages used with the WatchPAT™ device to aid in the
diagnosis of sleep related breathing disorders, detecting REM, Light Sleep, Deep Sleep and Wake
stages and measuring snoring intensity and body position states. The S/W displays the signals
recorded by the WatchPAT™ device, automatically identifies breathing disorder events, records sleep
stages; tracks snoring and body position data; and then generates a comprehensive report for the
physician.

1.3 CloudPAT S/W - Definition

1. The CloudPAT (CP) is a HIPAA-compliant, web-based cloud application providing a management
system for sleep/breathing disordered patients from diagnostic to treatment compliance.

2. CP uses data that has been taken from the WP device. CloudPAT uses the WatchPAT Interface
package for the WatchPAT device.

3. CP is intended to display and store the medical device data without controlling or altering its
functions or parameters. CloudPAT does not modify, interpret, or add value to the data or the
display of the data.

4. CP allows management of the study by different practitioners, including the preparation and
uploading of the study by one group of sleep technicians /physicians and the review and
interpretation of the sleep study by other sleep specialists.

5. CPcan be connected with different CPAP compliance databases and can present CPAP usage data.

6. CP is compatible with the SleePath application - assigning digital questionnaires, sending
notifications, and presenting data collected via SleePath.

1.4 Overview

CloudPAT uses the zzzPAT’s analysis. In cases where the entire night’s data needs to be viewed and
automatically detected events need to be revised manually, the study data can be downloaded to a
local PC using the zzzPAT.

This manual provides the information necessary for routine use of the CloudPAT software.
1.5 Terminology
CloudPAT supports various types of users and entities.

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

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

e 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.

¢ Interpreting Physician— a physician (typically Board-certified) performing the sleep study analysis,
interpretation, diagnosis and recommendations. CloudPat functions such as reviewing and

I
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interpreting studies and managing templates for diagnosis and recommendation may also be
performed.

e Sleep Physician —a combination of Provider and Interpreter.

e Patient —the person undergoing the sleep study.

1.6 Minimum Requirements

An internet connection using a PC workstation with Microsoft Win8 and above, running at a minimum
upload speed of 1 Mbps and supported browser (Edge, Chrome or Firefox) is required.

ﬁ Note

7 \Y
Figures included in this Operation Manual are for reference only and the actual design and
appearance might be different in the final product.

D
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2 Setting CloudPAT Access
2.1 Obtaining an Account

Usage of CloudPAT is intended for WatchPAT customers only (using all supported devices). A secure
and individual login account must be assigned by an Itamar administrator.

To obtain a Username and Password, contact your Sales Representative or send an email to
CloudSupport@itamar-medical.com. After a vetting process, you will get an email invitation
containing your login information.

CloudPAT supports SSO connectivity. If enabled for your organization, the login shall be done through
your SSO portal. Please contact your system administrator for further details.

CloudPAT supports the following languages based on user settings (including emails, zzzPAT viewer,
Sleep Report and Exports to CSV): English, French.

2.2 Accessing CloudPAT

All subsequent access to CloudPAT will be according to the server location:

Server location Direct link

United states https://cloudpat.itamar-medical.com/
European Union https://cloudpat-eu.itamar-medical.com/
United Kingdom https://cloudpat-uk.itamar-medical.com/
Australia https://cloudpat-au.itamar-medical.com/

Access to CloudPAT begins with the Sign In screen and includes a link to Itamar’s Terms and Conditions
Screen where Username and Password are entered.

CloudPAT

&y ZOLL ftamar
USERNAME

ronen.provider

PASSWORD

Figure 1: Sign In Screen

D
CloudPAT Web Software Operation Manual Page 11 of 61
Document No.: OM2200005 Rev. 4


https://cloudpat.itamar-medical.com/
https://cloudpat-eu.itamar-medical.com/
https://cloudpat-uk.itamar-medical.com/
https://cloudpat-uk.itamar-medical.com/

ZOLL itamar

After several failures to sign into CloudPAT, your account may be temporarily locked. If such an event
occurs, CloudPAT will send a notification message to your email account.

An office you belong to may restrict CloudPAT access to a specific IP address range, or to a particular
country group within their region.

If you do not meet the access settings, your login will be blocked, and the proper error message will
be displayed.

To set up login restrictions, please contact CloudPAT Support.

After a successful login, a what’s new message may be displayed, listing the new features of the latest
version and a banner may be displayed at the top of the screen.

2.3 Setting [Initial] Password

Upon initial account setup, you will be prompted to enter a temporary password.
CloudPAT will prompt you to pick a new password upon first-time sign in.

The minimum password length is eight characters, and the password 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: !, S, #, %).

The new password shall be different from any of the user’s previous passwords.

Change Password

* OLD PASSWORD

* NEW PASSWORD * RETYPE NEW PASSWORD

Figure 2: Change Password Screen

>"YZ Note
72 _\X

All asterisk (*) tagged fields are mandatory and should be filled.

P
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2.3.1 Forgot Password / User Name
In the event you forget your password, simply click on the “Forgot your password?” link on the Sign In
screen, enter your User Name and an email will be sent to you with a link to reset password.

Forgot Password

Please fill in your username to continue with password recovery. If

you don't know your username please contact us.

* USERMAME

QQ Meed help signing in?

Figure 3: Forget Password Screen

In the event you forgot your User Name, simply click on the “Forgot your username?” link on the Sign
In screen, enter your Email and an email will be sent to you with the associated User Name.

Forgot Username

Please fill in your email address and associated usernames will be

sent to you

* EMAIL

% Meed help signing in?

Figure 4: Forget User Name Screen
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2.3.2 Contact Us
The Contact Us screen includes two communication channels as well as links for downloading the

latest CloudPATio client and WatchPAT 300 Device Drivers.

Contact Us

The latest CloudPATio client can be downloaded here
WatchPAT 300 Device Drivers can be downloaded here

# NAME

Hansis

# EMAIL

. test@test.com
Using a Contact Us Form

* MESSAGE

By Phone

e nCEI “

Figure 5: Contact Us Screen — by form

For administrative support and help with any problems you experience with CloudPAT, please contact
us by clicking the “Contact Us” link from any window.

The Contact Us Using a Form creates a ticket for Itamar-Medical personnel to address.

Please contact customer support by selecting the “By Phone” option if any difficulties arise. This screen

contains the up-to-date phone numbers.

Contact Us

anada: TEL: 1 888 748 2627
onal: TEL: +972 4 6177000

numbers:

Using the Contact Us form

'S

Figure 6: Contact Us Screen — by phone

N
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2.33 Email Preferences
There is a link called “Manage User Preferences” under the User menu which opens a designated
screen listing the email options for the user. The user may customize the options. Email options are
role based and not identical to all system users.

User Email Preferences

toggle off all options that you prefer not receive email notifications for

Thers is a new study awaiting interpretation () Indication about a study that has been assigned for your interpretation.

The report has been unlocked () Indication about a study that has been locked by you has been unlocked.

The study has been reassigned () Indication about a study that has been assigned for your interpretation is now re-assigned.
There is a new study awaiting pool interpretation () Indication about a study that has been assigned for a pool.

Daily Interpretation Pool Summary () Periodic summary email in relations to pending pool studies.

A new study has been uploaded () Indication that a study you have initialized has been uploaded to CloudPAT.

Analysis has failed () Indication that a study you have initialized has failed to run analysis.

A new report has been completed () Indication that a study you have initialized has been interpreted and locked.

Screening Uploaded Indication that a screening study you have initialized has been uploaded to CloudPAT.

caneet “

Figure 7: Email Preferences
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3 Using CloudPAT as a User

3.1 Main Access Screen
Here are the main actions that can be selected from this screen:

e Dashboard - monitors patient progress and gives physicians and staff better control over patient
care.

¢ New Study — prepares a new patient & initializes WatchPAT™ device for a new sleep study.

e 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.

e Patients — enables the user to see which sleep studies have been performed on patients, alter the
patient’s information and/or generate a follow-up sleep study for an existing patient.

e Devices — Displays a table of the associated devices; also allowing access for more details for
particular device.

e Managing Referring Physicians — allows the user to directly manage the referring physicians
associated with the office.

e Configuring Managed Lists - allows the user to manage the following lists: Medications, Diseases,
Statuses, and Insurers; the user may also search for existing entries from global and local office
level lists or add new ones.

3.2 Dashboard

The Dashboard includes the following items:

I
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3.2.1 Enhanced Patient Care Pathway
The Enhanced Patient Care Pathway is a stacked bar chart displaying statistics from the selected
patient group. It follows the patient through four stages, beginning at check-in until assessment of
their Sleep Apnea.

At each stage along the pathway, the total number of patients is listed, along with the percentage
from the previous stage.

Each stage is compromised from 1-3 subsections that when combined total the number of patients in
the first section of the previous stage.

Selecting any of the sections will display a list of patients based on the selected criteria, and selecting
a patient will display the Patient Details Screen.

Tooltip is displayed next to the segment when the mouse hovers over the icon.
The results can be filtered by Office, Referring Physician and Cycle Period.
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 those
patients who have returned the device and the WP study was uploaded to CloudPAT but not
yet analyzed.

b) WP not assigned: Patients not yet assighed a WatchPAT device.

3. Tested with WP:

a) Tested with WP (main): Patients successfully completed the WatchPAT Study and the data
successfully analyzed.

b) WP Study Failed: Patients’” WP study was uploaded to CloudPAT but no AHI was calculated.

c) Not tested yet: Patients’ WP study not yet uploaded to CloudPAT.

4. Sleep Apnea:

a) Apnea Positive (main): Patients positively diagnosed with sleep apnea, i.e., AHI above the
office-defined threshold.

b) Apnea Negative: Patients with AHI below the threshold.

c) Report Not Ready: Patients with successfully uploaded studies to CloudPAT but the report is
not ready.

5. Treatment Setup: Patients belonging to an office with CPAP compliance enabled.
6. CPAP Compliance:

a) Complying: Patients complying with CPAP therapy.

b) Under 30 days: Patients having CPAP data for fewer than 30 days.

c) Inactive: Patients having no CPAP data for more than a predetermined period (system
parameter).

d) Not Complying: Remaining patients in “Treatment Setup” segment.

7. Residual AHI > 10: Counting patients in treatment whose average AHI exceeds 10 during the last
30 days.
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CloudPAT® .\ hoard
By tamar

ornce RIFERRING PHYSICIAN

SLEEP APNEA _
wserve U

ceap compuance il

RESIDUAL AHI > 10 I

98x

SATHRESHOLD

Figure 8: Enhanced Patient Care Pathway
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3.2.2 Screening Patient Care Pathway
If your office is configured for screening questionnaires, you can create a new screening patient by
compiling the answers to a series of questions from the SleePath app.
CP provides a screening funnel widget based on stacked rows displaying the patients’ progression in
the screening process. Each bar represents the status in respect to the relevant stage.

1. Screening Created
2. Screening Assigned
3. Screening Loaded
4. WatchPAT Decision

a) Assign WP
b) No Sleep Study
c) Pending Decision.

Screening Patients Care Pathway

Screening Patients Crest=d @) Screening Assign=d @ Scresning loaded @ NA @ NoWsichPAT @ Assigned WatchPAT () Scresning Not Assigned @ Screening Not Loaded

SCREENING CREATED
SCREENING ASSIGNED 194 15
SCREENING LOADED 167 2z

ASSIGNED WATCHPAT 101 2 64

Figure 9: Screening Patient Care Pathway

B
CloudPAT Web Software Operation Manual Page 19 of 61
Document No.: OM2200005 Rev. 4



ZOLL itamar

3.2.3 Sleep Apnea Severity Scale
The Sleep Apnea Severity Scale is a pie chart indicating the Sleep Apnea Severity Scale for Tested with
WP patients containing four levels (according to the office settings):
1. No Apnea (Green)
2. Mild Apnea (Yellow)
3. Moderate Apnea (Orange)
4. Severe Apnea (Red)

When a section is selected, the respective query in the patients’ table and the Sleep Apnea filter will
display the four levels.

Sleep Apnea Severity Scale

The specific 5A Threshold of each of the participating offices will be used for the calculation
@® No Sleep Apnea

@ Mild Sleep Apnea

@ Moderate Sleep Apnea

@ Severe Sleep Apnea

Figure 10: Sleep Apnea Severity Scale
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3.24 Central Sleep Apnea bar chart
The Central Sleep Apnea bar chart shown to the right of the Sleep Apnea Severity Scale including these
ranges of % AHIc / AHI. The calculations is based on the Central office settings. The thresholds are
displayed if they are identical for the requested offices.

Central Sleep Apnea
The specific SA Threshold of each of the participating offices will be used for the calculation

AHlc as a percentage of total AHI

# patients

Figure 11: Central Sleep Apnea bar chart

3.3 Managing Patients

You may browse or edit existing patient details by pressing “Patients” from the main screen which will
display the Search for Patients Screen. Click “Search” to see a list of all patients.

You can enter filters to limit the search results.
The search fields are dynamic and so are the table columns.
You may click on the CSV icon to export the list of patients to your PC.

There is an option to toggle between single (latest) study per patient to multiple (show all studies).

PATIENT 1D namE DATE OF BIRTH o PATIENT CREATED DATE ©  STUDY DATE

B ronentti Ronen Office 08-14-2022 08-14-2022

ranen special ch [RITIERRRI Y Ranen Office 08-11-2022 08-11.2022
ronen_wp300 Ronen Office 08-04-2022

raneni02 Ronen Office 04-06-2022

B ronen1o office 04-04-2022 04-04-2022

INTERPRETING PRYSICIAN
ronenlz LN.FN office 04-30-2021

ranen00s office 04-27-2021

PATRENT CREATED DATE
123456789012345,

ronen003 office 04-20-2021

STATUS
-—
-
-
-
B roneall Ronan Office 04-05-2022 04-05.2022 -
——
-
-
123456789012345 —
-

HETERRING PHFSICIAN ronen002 Watson, Emma 04-06-2009 office 04-11-2021

0:-

Total 17

Figure 12: Patient Table Screen
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Clicking on a row opens the patient’s details screen.

CloudPAT*®

i Patients \ Patient Card
By itamar

anat ommce Ginper ‘OATE Of BiETH

ronen102 Mr. Ronen 102 Ronen Office Male 07-04-2000 2

PERSONAL DETAILS CONTACT INFORMATION INSURANCE INFORMATION
HEGHTON) n STREET street INSURANCE PROVIDER

WHGHTILE " ar city 1 GROUP NUMBER

Bl 24568 2iF cooe 2 OTHER INSURANCE

HECK CIRC, M) 16 STATE Alazka INSURANCE 1D HUMBER

EFWORTH SCORE ® o couwmr 5 PRE AUTH NEEDED No
STOR BANG SCORE 5 PRE AUTH NUMBER

FACEMAKER Ho PATIENT'S FINANCIAL

BILLING COMMENT

PREFERRED PATIENT LANGUAGE

Figure 13: Patient Details Screen

3.4 Creating a New Patient
When creating a new patient, erroneous fields and empty mandatory fields will be highlighted in red.

It is possible so configure specific fields as additional mandatory fields by contacting the system
administrator.

The user may attach files which will be associated to the patient’s record.

You can save the patient record at any stage and return to it later from the “Patients” screen.
Filling in the patient name is recommended for easier patient management.

There is an office setting to configure key patient details fields as mandatory or not.

When a new patient is created or edited for an office, saving would not be possible if fields defined as
mandatory are left blank.

Patient Details screen includes the following tabs: Details, Diseases & Medications, Attached Files and
options for Studies & Initializations, App Questionnaires and Compliance Data

Patient Details tab includes the following sections: Header Section, Personal Details, Logistic
Comments, Contact Information, Study Details, Insurance Information, Additional Information, Status
Information.

Changes to Patient Details are captured in the Audit Trail Screen by clicking on the Log button.
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34.1 Creating a New WatchPAT Patient
In order to prepare the WatchPAT™ device for a new patient please select “New WP Patient”.

This will create a new patient record and open the patient screen.
The following steps are involved in preparing for a new study:

e The mandatory fields are Patient ID and the selection of an office, if the user is associated with
more than one office. Other mandatory field may be defined at the office level.

e The Patient ID cannot be changed once a device was initiated.

e Pacemaker — select this option if the patient has an implantable pacemaker. The CloudPAT will
automatically detect segments where the PAT pulses seem to be paced and exclude these segments
from the analysis.

ﬁ Note

Some types of Pacemakers are excluded from the use of the WatchPAT device. See the
device’s Operating Manual for more details.

Once the patient definition is completed, press “Save and Initialize Device”.

PERSONAL DETAILS CONTACT INFORMATION INSURANCE INFORMATION

Figure 14: WP Patient Card
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34.2 Creating a New Screening Patient

e Similarly to WP Patients, if your office is configured for screening questionnaires, it is possible to
create a new screening patient by using the New Screening Patient button.

e This would allow getting the patient’s answers to a series of questions through the SleePath app to
be added as a PDF report in the App Questionnaires tab.

e A screening patient has additional mandatory fields to be used to identify in the SleePath app such
as email and mobile phone number.

e Most of the patient tabs are similar to a WP patient card except Compliance Data and Study &
Initializations tabs.

e Clicking on the Initialize Screening button triggers the SleePath experience, sending a text message
with a link to download the Sleepath App.

e The progress bar updates according to each stage in the journey and to the office setting.

e You may expedite a screening patient into a WP patient by either initializing a WP device or by
changing the progress bar to Assign WatchPAT.

CloudPAT*
By itamar

ients | Sc ient C
Eatients \ Screening Patient Card ANewPatient €3 Upload Sty

PERSONAL DETAILS CONTACT INFORMATION INSURANCE INFORMATION

Figure 15: Screening Patient Card

3.5 Importing Patients

New patients can be added using the Import button which also allows creating multiple patients from
a CsV file.

The Patient ID will be unique per Office. The following fields are supported:

e Patient ID (Mandatory)
e Office (Mandatory)
e Last Name

e First Name

e Referring Physician
e Gender

e Insurance Provider
e Other

e Status

e Custom Fields

o City

o ZIP

I
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e Country

e Home Phone

¢ Mobile Phone

e Email

e Number of Nights

e Bracelet Study

e Address

e State

e Work Phone

e Pacemaker

o Prefix

e DOB

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

CloudPATio (CloudPAT Input/Output) is a Windows application developed in Java and installed on the
desktop computer for managing patient sleep data for ltamar Medical WatchPAT (WP) devices.

This includes the initialization and upload of studies, and launch of the Study Viewer application.

Please note that the installation package size may reach a few hundred MBs since it includes some
prerequisites such as Java JDK and AWS SDK (without installing them).

CloudPATio can be initially downloaded and installed as part of a required operation or deliberately
though the Contact Us screen.

You should download the PC-App and run its installation - following the installation instructions.
Once it is installed — approve the use of the application as default.
CloudPATio provides two modes of installation:

1. Avregular user installation making it operational only for the current Windows logged in user.

2. Admin user installation making it operational for any Windows logged in user. Admin
installation shall require admin credentials for install, un-install and upgrade.

CloudPATio presents a taskbar icon when running allowing to terminate it from there.

Whenever there is a newer optional version, a suggestion to upgrade will be presented. Occasionally
there may be a mandatory version that would have to be installed within a certain timeframe.

The CloudPATio application is not installed. Download CloudPATio

“ C:I‘Inr.rl

Figure 16: Download CloudPATio Screen.

Installer?
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Double click the downloaded installation file.

CloudPATio (9).exe
& (9] N

321/354 ME, 3 zecs left

Figure 17: Start the CloudPATio Installation.Follow the installation instructions:

. Flease select a language.
L.
English / English e
oK Cancel

Figure 18: Language Selection

Welcome to CloudPATio Setup

Setup will guide you through the installation of CloudPATio.

It is recommended that you dose all other applications
before starting Setup. This will make it possible to update
relevant system files without having to reboot your
computer,

Click Mext to continue.

Mext = Cancel

Figure 19: Running the Installation Wizard
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License Agreement -
Flease review the license terms before installing CloudPATio. J

Press Page Down to see the rest of the agreement.

‘four use of the Itamar-Medical2€™s CloudPAT portal service confirms your agreement A
to be bound by the terms and conditions contained in this agreement as well as any rules
for use of the services.

It also acts as your acknowledgment of your receipt and understanding of the

disdlosures in this agreement and your agreement allowing all disdosures or other
information required under applicable law to be sent electronically.

Terms and conditions of this agreement may change from time to time.,

Itamar-Medical has the right to terminate this agreement andjor your access to the
CloudPAT portal service at any time, at our convenience and without cause.

In no event will Itamar-Medical be 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 W

If you accept the terms of the agreement, didk I Agree to continue. You must accept the
agreement to install CloudPATio,

< Back I Agree Cancel

Figure 20: License Agreement Screen

Completing CloudPATio Setup

CloudPATio has been installed on your computer.

Click Finish to dose Setup.

< Back Finish Cancel

Figure 21: Installation Completion Screen

3.7 Initialize WP200U/WP300 Device

Click on the Initialize Device button, select WatchPAT200U/300 option and input the desired settings

on the screen:

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™ Operation Manual for further details).
o If the office setting permits a Multiple Nights Study: in order to record up to 3 nights with same
WatchPAT device, select the number of nights needed. There are two options for Multiple Nights

Study:
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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)

e The Request Script option informs the Interpreting Physician that a script is requested.
e An associated interpreting physician may be selected for the study, and the option to change this
selection will be allowed later on.

Click on the Initialize Button once all inputs are set.
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”.

A pop-up application will open and manage the initialization of the device.

;\ﬁl’: Note

Make sure to connect the device, test the device and instruct the patient before giving out
the WatchPAT™ device. Refer to the WatchPAT Operation Manual for more details.

The system will prompt you once the initialization process is completed.

If no Interpretation choice is listed (no physician selected) the report will not be sent for interpretation
and a final report cannot be generated.

An office can configure a mandated interpretation selection as part of the device initialization process.

After the initialization is completed, a new entry is added to the Initializations section under the
Studies & Initializations tab.

Overwrite protection: If a previous study was found on the WatchPAT™ device that was not uploaded
to CloudPAT, you will not be permitted to overwrite that data. A prompt will appear: “Previous study
found”. At this time, you should upload the study before proceeding. This prevents you from
inadvertently overwriting a study that was not uploaded.

;\Zl’: Note

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

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

INTERPRETING PHYSICIAN NUMBER OF NIGHTS
i L 000 1
000 000
REQUEST SCRIPT BRACELET STUDY

WatchPAT ONE

»

WatchPAT 200U/300

Cancel Initialize

Figure 22: Initialize WatchPAT 200U/300 Device Screen

3.8 Initialize WatchPAT™ ONE Device

Click on the Initialize Device button, select WatchPAT ONE option and input the desired settings on

the screen:

Enter the WatchPAT™ ONE’s Device serial number.

Enter the PIN and PIN Type (hint) provided to the patient. Pin Type can be pre-set as an office
setting.

Enter the max number of PIN Retries (default:3, can be pre-set as an office setting).

Accept default or change the Email for Notification, indicating the email for notification on study
completion and upload to CloudPAT.

Optional: Select the desired Interpreting Physician that the study will be sent to. If Interpreting
Physician is not assigned, they can be selected after study is successfully uploaded to CloudPAT.
An office can configure a mandated interpretation selection as part of the device’s initialization
process.

Click on the “Initialize” button to complete the initialization process.
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Initialize Device

WatchPAT ONE

WatchPAT 200U/300

# SERIAL NUMBER

# MAX NUMBER OF PIN RETRIES

8

# EMAIL FOR NOTIFICATION

INTERPRETING PHYSICIAN

Cancel

*PIN

* PIN TYPE

Pin

REQUEST SCRIPT

Figure 23: Initialize WatchPAT ONE Screen
After the initialization is completed, a new entry is added to the Initializations section under the
Studies & Initializations tab.

If patient has exceeded the maximum PIN retries, The counter may be reset by entering the
Intialization section and selecting the “Reset Available PIN Retries” button.

If there is an error with the registration, you may select the Unregister button to cancel.

Initializations

INITIALZATION DATE

V01082021 124404

oewice Tvee

WalchPAT One.

SERIAL S

DEVICE TYPE

WatchPaT Gne

pin

staTs

Wo1 Regittered

M. ik Smidth

LoAD DATE n 1234

MAX NUMBER, OF PIN RETRIES

L Retriove Test

Figure 24: Reset Available PIN Retries
3.9 Initialize WatchPAT™ ONE Multi-Night Device

CP supports initializing multi-night WP1 devices (WP1-M) where the max Number of nights is 3 using
a designated option in the Initialize Device screen.

The first Serial # will be the WP1-M, and the others will be of the additional probes.

Once the Initialize button is clicked, the corresponding initializations shall take place and the PIN code
shall remain the same for all initializations.
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Initialize Device

'S,

WatchPAT ONE

T

WatchPAT 200U/300

WatchPAT One Multi-Night
™)

Figure 25: Initialize WatchPAT ONE Multi-Night Screen

3.10 Uploading a Study

This section covers uploading studies from the device or manually.

ﬁ Note

Vs \}
WatchPAT ONE studies are automatically uploaded to CloudPAT once the sleep study is
completed.

3.11 Normal Upload Mode (WP200U/WP300)

When a patient returns the 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 click on the
“Upload Study” button from any Screen.

Proceed by selecting the “Proceed with upload” button.

In case your browser asks for permission to run a command line for performing the upload, click on
the button to allow — you may also select a checkbox to not receive this message again.

Open Windows Command Processor?

“wants to open this application.
O Always allm_ ta open links of this type in the associated app

Open Windows Command Processor

Figure 26: Allowing Windows Command Processor
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During upload, a screen appears which details the various steps of the upload.

Uploading Study
Please Keep The Device Connected Until The End Of The Process

Please Wait

Uploading Study
Please Keep The Device Connected Until The End Of The Process

Downloading Study From Device

Uploading Study
Please Keep The Device Connected Until The End Of The Process

oD

Proccs'G Study

Uploading Study
Please Keep The Device Connected Until The End Of The Process

Uploading Study

Figure 27: Patient Sleep Study Upload in Progress

;ﬁl/: Note

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

;‘ﬁl’; Note

Depending on your connection speed to upload, the number of nights included in the study
and the type of device, the 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 initiation of a new WatchPAT study.

A notification message will be presented to the user as soon as the process completes.

upload succeed! Redirecting to patient page...

Figure 28: Successful Upload Notification
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Upon a successful upload, the system will present the study information under the patient’s Studies
& Initializations tab for observation of the study details.

Here you can set or change the desired interpreting decision or update the MIN DESAT FOR AHI/RDI
if needed — both by clicking on the pencil icon for editing and on the checkmark for saving.

By the end of the WP300 initialization process, CP will notify the user in case there is an updated
firmware version for this device.

CloudPAT®

&y itamar

Patients \ Patient Card

Suwidies & initiakzations | [EEESIN

STUDIES

s mnae 0 G Oes O min , Ve o

INITIALIZATIONS
INITIALIZATION DATE suaL s bevice rvee WG RMYSCAN  siws
08-11.2022 15:51:34 - WatchPAT 300 og a2
08112022 154352 - WatchPAT 300

Figure 29: In-Row Editing in Study Details Screen

3.12 Manual Mode (WP200U/WP300)

III

In the rare event that a “manual” upload is needed (such as an internet outage and the sleep study

was uploaded locally using zzzPAT), select “Switch to Manual Upload”.
The study files have to be zipped together into one zip file to be selected through a file browser.

These files are patient.dat, sleep.dat and if existing, also log.dat, sleepl.dat and sleep2.dat (for multi
night studies).

Click on the Upload Area for opening a file browser to locate the desired zip file.
Once added, click on the Upload ZIP File button to continue.

From this point on, the process is similar to the Normal Upload Mode described above.
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¢ Upload Study

Please zip (compress) the following files from the WatchPAT device
into a single file:

» Patient.dat
+ Sleep.dat
+ Log.dat (if it exists)

&

Click or drag file to this area to upload

Support for a single file upload. The uploaded file has to be a

ZIP(compressed) file!

Cancel Upload ZIP File

Figure 30: Upload Study Screen

3.13 Manual Upload of WatchPAT ONE Study

In the rare occasion, the WatchPAT ONE (WP1)study was not automatically uploaded to CloudPAT
after the sleep study recording was completed, you may upload the study manually via the
Initializations section.

Select the relevant WP1 registration entry and click on “Retrieve Test” button.
You may continue working with CloudPAT and the study will be uploaded in the background.

An email will be sent to the email address provided during the WP1 registration when the study is
successfully uploaded to CloudPAT.

Initializations
INITIAUZATION DATE SeniAL 8 DEvicE TYPE status
v 01082021 124804 [ ] WatchPAT One W1 Registered
bevice Tvet WAhPAT One - Pin ASSIGNED PATIENT HANE Wi ik Smidth
t0aD oaTe o 1234 .
[ oo |
= WAXNUMBER OFPINRETRIES 3
=3

Figure 31: Manual Retrieval of WP1 Study

3.14 Searching Studies and Reports

Selecting the “Patients” icon opens a search screen where you can view all or a subset of the studies
and reports available to the current user. Clicking on the table’s icon will perform a table refresh.

The following filters are available: Patient ID, First Name, Last Name, Email, Office, Status, Custom
Status, Period, Sleep Apnea, Serial #, Study Date, Study Load Date, Study Close Date, Waiting for

N
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Interpretation, Interpreting Physician, Patient Created Date, Referring Physician, Insurance Provider,
and Report Viewed (indicates if the report file has been opened by a provider from the office).

When the filter fields include study information, the result is a list of patients having at least one study
matching the search filter.

The table including the search results is customizable and includes the majority of the search fields.
Search results can be exported to CSV files.

e Export to CSV: Including patients’ details.

e Export Summary Report: Including some analysis information.

e Export History: Including progress bar changes.

CloudPAT®

ey itamar

Patients

.
m Sereening Patients
3 ¥ « AStudies (@ Last Study worTrocsy | [ mrort wow [ W |~ &

PATIENT 1D NAME DATE OF BIRTH ormice PATIENT CREATED DATE @ STUDY DATE

ronent11 Ranen Office 08-14-2022 08-14-2022

I ronen spacial ch ol fadmcssbdiioos Fanen Gffice 08-11-2022 08-11-2022

ranen_wp3D0 Ranen Gffice 08-04-2022

ranen1o2 102, Renen 07-04-2000 Ranen Gffice 04-06-2022

B renentol Ranen Office 04-05-2022 04-05-2022

3 ronent0n office 04-04-2022 04-04-2022

ranen12 N PN office 04-30-2021

..... w005 affice 04272021

. 123456709012345, . o
''''' 123456789012345 office. -

----- w002 Watsan, Emma 04-06-2009 affice. 04112021

SCREENING DRIGINATED.

~

Figure 32: Viewing Sleep Study Reports

3.15 Study Management

Once a study is uploaded and until the Interpreting Physician locks the report, there are several tasks
that a user can do.
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3.15.1 Understanding the Study Screen
This screen presents information about the study.

The more frequently used fields are displayed on the collapsed row.

Changing the Minimum % of Desaturation for AHI/RDI Calculation and Assigning Interpreting Physician
can be done here, using the pencil icon for editing, and the check mark icon for saving.

Selecting the caret expands the view to include all additional information from the study: errors or
warnings from the analysis, Bracelet information, and if the Request Script box is checked or not.

If the office settings allow you can see the Analysis File under “Files”.
The office settings control what information in the study is shown in the row.
\ /
;ﬁk Note
To prevent redundant work for the Interpreting Physician and the need to open signed

reports, it is recommended not to assign the study until all patient and study fields are
updated correctly and all the relevant files are attached.

CloudPAT Patients \ Patient Card

By itamar AMNew Patient €73 Upload Study

PATIENT 1D HAME oFFicE GenoER DATE OF BITH AGE
roneniii Ronen Office

REFERRING PHYSICIAN COUNTRY CODE MOBILE PHONE EMAIL

Studies & Initializations

STUDIES

STUDY DATE SERIAL ¥ AHl ool VALID SLEEF TIME #0F NIGHTS ANALYSIS READY INTERPRETING PHYSICIAN MIN DESAT FOR AHI MIN DESAT FOR 0DI REPORT READY
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Figure 33: Study Details Screen
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3.15.2 Attaching Files to a Patient

Once a patient is created, the user can choose to add documents to the patient record. These
documents will be available for the Interpreting Physician to review when preparing the report.

To attach a file — enter a description and select the file to be uploaded using the upload area.

[@ Upload File

]

Click or drag file to this area to uploat

Figure 34: Attach File Screen
The user can also remove or download the attached files by clicking on the respective buttons.
Offices can mandate to configure at least one attached file before the initialization process.

Additions, updates or deletions of attached files are tracked in the Audit Trail Screen which may be
viewed by clicking on the Log button.

ATTACHED FILES

FILE MAME

UFLOAD DATE UFLOADED BV
o & 100

08-14-2022 ronen hansis
o &L CPAP Script

provider_pdt 08-14-2022

Figure 35: Deleting Attached Files.
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3.15.3 Changing Interpreting Physician
The user can assign a non-assigned study to any of the Interpreting Physicians connected to the office.

The user can also change the assignment between the different Interpreting Physicians connected to
the office.

Assigning interpreting physicians can be done through the study’s row using the pencil icon for edit
and check mark icon for saving.

Notification of a new study will be sent to the assigned Interpreting Physician while another
notification will be sent to the previous Interpreting Physician indicating that the study has been
reassigned.

Offices may turn on an Eligibility Check for Interpreting Physicians. This would compare the states
where the interpreting physician is board certified in with the Patient’s state of residence and would
allow a study assignment only if they match.

P
CloudPAT Web Software Operation Manual Page 38 of 61
Document No.: OM2200005 Rev. 4



ZOLL itamar

3.15.4 Interpretation Pools
Interpretation Pool is a group of interpreting physicians that can be assigned to an office; studies may
then be assigned to a pool instead of a designated interpreting physician.
Each pool member could then pull a study from the pool and become the designated interpreting
physician for this study.

Assignment to an interpretation pool is done similarly as with interpreting physicians.
An interpreting pool member may return a study to the pool for someone else to proceed with, as
long as the study isn’t locked by clicking on the release button.

A pool member may be configured as a pool manager and as such they would be able to re-assign
studies and get daily emails about studies that have not been assigned.

A pool member may be configured as not authorized to lock a study, only to save changes to it.

If the Eligibility check is configured for the office, an interpretation pool could be assigned only if it
includes at least one member that is certified to interpret in the patient’s state and only an certified
members could pull the study.

Whenever a pool member is configured as the Default Assignee, they would be assigned to any new

study assigned for this pool, getting these studies added to their Studies table. The default assignee
shall be able to return studies back to the pool for other members to pull them.
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3.15.5 View Analysis File
Some offices have settings that allow their users to view the analysis before the report is ready.
This setting is usually given to sleep labs using the CloudPAT where the expertise needed to
understand the results are part of the office skill set.
Users of such offices can click the analysis file link immediately after uploading the study.
When a multi-night study is uploaded, all the results from the reports will appear in an analysis file,
one after another, followed by a summary page.
ﬁ Note
An analysis file is created during the analysis and may include patient details entered at the
time of the analysis. Patient details will not change in the report until the report is locked

or re-run.
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3.15.6 Request for a Script
In case the Interpreting Physician is required to add a script to the report, the “Request Script” box
should be checked. Save the study by selecting the “Save” button, and complete the request by
sending it to the Interpreting Physician.
The Interpreting Physician will get a reminder to add a script upon locking the report.
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3.15.7 Changes of Study Parameters

The user can change patient information and some study parameters as long as the report is not
closed.

Some of the parameters will require running the analysis again:

e eAHI index —according to 3% or 4% desaturations.
e ePacemaker.

e eGender

e eDate of Birth

After making changes to these parameters, the user should rerun the analysis to get the new results.
A reminder about the need to rerun the analysis will appear on the page together with an option to
rerun the analysis. A re-analyze notification will be sent to the Interpreting Physician.

;Zl’: Note

Per office setup, Desaturation Threshold may automatically be set to 4% for patients insured

by Medicare.

A warning message may appear if the Desaturation Threshold is not 4% for Medicare insured
patients.

Cloug::ﬂ;” Patients \ Patient Card ﬂr:::m N"’; p—
o o o : ;
rnne: :«.al h Ronen Office aa
e
STUDIES
@ raw Data | B RTF - & s 2

Figure 36: Rerun Analysis Indication

3.16 SleePATh App Questionnaires

App Questionnaires are introduced to upgrade the HSAT experience. On a digital version, these
guestionnaires are customizable by provider and patient, and help sleep physicians quickly and
efficiently centralize data management and enhance the diagnosis process.

The SleePATh settings can be configured by an Itamar administrator or by an Office Admin user
granted with this permission, also including the possibility to create Y/N custom questions for both
screening and the study questionnaires, to be added in any of the sections. Changes in the SleePATh
settings are captured in Audit Trail screen.
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The provider can turn questionnaires On / Off from the App Questionnaire tab and select elements
from Bedtime, Morning, Assessment Questions, Risk Assessment (STOP BANG) that will later show in
the patient’s mobile application.

Once questionaries are turned on, the questionnaire menu is displayed.

When using questionnaires, Email and Mobile fields become mandatory and CP issues an error
message on attempt to Initialize a Device if empty.

The Patients Table includes an icon to indicate the App Questionnaires status (In Progress, Completed,
Aborted, NA).

When selecting the "Resend Entry Code" button it sends an SMS message to the patient’s mobile
phone with a new entry code to be used in the APP.

The answers are added to the sleep report and are also available in the Studies & Initializations tab.

CloudPAT*

e Patients \ Patient Card
Byitamar e

Please assign a redering physician, if you want sonakzed experience

Study Questionnaires

Bedtime

@ BEGTIME QUESTIONNAIRE *

Morning

© MoRING QUESTONNARE

Assessment

=3 E:

Figure 37: App Questionnaires
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3.16.1 Learning center:

Learning center is a mobile APP service that allows the office to send the patients educational
information pre and post the sleep study and to get confirmation that the patient viewed the
information.

Pre-Study:
The pre-study education process is triggered during the device initialization process.

It may include the following items: Educational Videos, About sleep apnea, Common symptoms,
Associated risks, Treatment options, FAQs, Healthy sleep habits.

Once checked by the provider, the relevant content will be available for the patient in the mobile
application.

Post-Study:

The post-study education process may be triggered or the interpreting physician after the study has
been locked in a similar fashion.

It may include the following items: Educational Videos, Sleep Apnea, Common Symptoms, Associated
Risks, Treatment Options, FAQs, Patient Preferred Therapy (Survey), Healthy sleep habits and the
patient’s treatment preference.

Speed up patient

Patients \ Patient Card
CloudPAT  Patients  Patient Car with CloudPAT™ and SleePATH

Learn more

SleePATH™ Learning Center

The patient has requested to stop any SleePATh messages

POST-STUDY EDUCATION

Figure 52: SleePATh Learning Center

3.17 Compliance Data Optional Tab:

If an office is configured for getting CPAP compliance data and information has been received for a
patient, it will be presented in an optional tab called “Compliance Data” including compliance graph,
fields and table.

The Daily Compliance Graph shall show both the usage (h) and AHI (#) graphs, a treatment Date
vertical line.
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The compliance fields include additional information about the compliance of the patient.
The compliance table displays calculations of the CPAP usage and PAP Reported AHI.
3.18 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 on the caret of the study and checking the “Report
Ready” field.

If yes is shown, you can review the signed sleep study report and the attached files by clicking on the
PDF File button

The report will include 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).

In case of a multi-night study, the analysis of each night will appear one after another in the report,
followed by a summary page at the end.

Subject to office configuration, the report may show the other AHI / ODI values in the report based on
the alternative MIN DESAT values.

Based on the office setting, it is possible to get the report in a secondary format which is either HTML
or RTF.

If configured for the office, the report will include a page with OXIl and Pulse Rate Histograms.

If configured for the office, the report will include Arrhythmia events.
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Figure 38: Download Buttons for the Reports

L Nt
7 \Y
Contact Itamar Medical Support for the availability of other file type options for reports.

3.19 Managing Devices

This is an inventory management feature allowing the users to keep track on the multi-usage devices
of the office.
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A device can be added through the new button, or once it is initialized through the Initialize Device
button.
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3.19.1 Devices Table
You can search devices from the table using designated filter fields:

Serial #, Device Type, Status, Office, Status Change Date, Device Assignee, Firmware Version.

Once a study is being uploaded from the device, its status changes to Available.

Learn how

1
s | .
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Figure 39: Devices Table Screen
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3.19.2 Device Details
Selecting the Device row, opens the Device Details Screen showing additional information.

The screen includes the following fields: Device Type, Status, Comment, Bracelet Study, Serial #,
Assigned Patient ID, Office, Firmware Version, History.

A device may be labeled as “Out of Order” by selecting the “Out of Order” button.
Initialization of a device that is marked as “Out of Order” is prohibited.

A device can be transferred between offices by using the Office dropdown.

Device Details

DEVICE TYPE * STATUS COMMENTS
WatchPAT 300 Available ronen zent é the atffjfj
00 00
IQI BRACELET STUDY
No
SERIAL # * ASSIGNED PATIENT ID
105904 No
OFFICE FIRMWARE VERSION

ronen field validations 4.2.1023

HISTORY
o] 09-03-2023 Study (ronen-23-02-23)
o 09-03-2023 Study (ronen-23-02-23)
o] 09-03-2023 Study ronen-23-02-23)

Figure 40: Devices Table Screen

3.20 Managing Referring Physician

It is possible to manage referring physicians at the office level without waiting for system
administrators.

A referring physician may be added, edited, or named as inactive by the provider.
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3.20.1 Referring Physicians Table

You can search, add or remove a referring physician using designated filter fields.

Referring Physicians

v & List of Referring Physicians

Shoval office. AcTvE Cardiologit

Figure 41: Referring Physician Table Screen
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3.20.2 Referring Physician Details
Selecting the Referring Physician row opens the Referring Physician Details Screen displayed with
additional information.

A Referring Physician can be designated as Inactive by using the designated checkbox.

If the user is associated with multiple offices, they may move a referring physician to one of the other

offices.

Referring Physician

PREFIX FIRST NAME MIDDLE INITIAL
Dr. Sam J

* LAST NAME SUFFIX JOBTITLE
Showal MD

* QFFICE
office

EMAIL * ACTIVE SPECIALTY

Cardiclogist

NPI/ LICENSE INSTITUTE
1234567850123

ADDITIOMAL PHONE NUMBER MOBILE PHONE

Figure 42: Referring Physician Details Screen

3.21 Managing Lists
Managed Lists include medications, diseases, statuses, and insurances.
The user can add items to the list and edit or delete them.

Selecting the “Managed Lists” icon opens a search screen where you may search for items both
globally or locally. The Global list cannot be changed.

It is possible to create multiple items using the semicolon separator.
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Figure 43: Managed Lists
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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.

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

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

2. Manage templates and NPIs — defines new or edits existing NPIs and templates used for Clinical

diagnosis and recommendations.
3. Update settings including Interpreter Signature.
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Figure 44: Interpreting Physician’s Home Screen
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4.1.1 Studies Assigned to the Interpreter
After a patient’s 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 selecting “Unlocked”
Status in the filter of the main screen which will display all unlocked studies waiting for you. You may
also select the “Locked” status 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.

\ /

7£l< Note
Click on the CSV icon if you want to obtain an Excel file containing a tabular presentation of
the search results.

e
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4.1.2 Reviewing a Study

When you filter for “Unlocked” status, select the study you want, and the screen will display the study
details for you to review.
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Here are the main actions that can be selected from this screen:

1. Interpretation Details tab including:

¢ Input fields for the interpreter to fill in the Diagnosis and Recommendations. You may use the
Diagnosis and Recommendations templates if you wish to insert an already pre-defined paragraph
in the corresponding section.

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

¢ Change Min Desat for AHI/RDI — change the value used for analysis. Change becomes effective only
after saving. If this occurs, a message will display indicating that rerun analysis is required for the
new setting. Click on “Rerun Analysis” to see the results from the new threshold.

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

e Add attachments like prescriptions 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 a file
— enter a description and select the file to be uploaded using the upload area. The user can also
remove or download the attached files by clicking on the respective buttons.

e Interpretation History section listing interpretation related operations done on the study

e Interpretation Comments section facilitates communication between interpreting physicians and
pool members about the study.

e It is possible for the interpreting physician to add a statement to the sleep report that the study
was manually scored / analyzed alongside with the interpreting physician name by clicking on a
designated button.

2. Therapy tab:

e Allows the interpreter to produce a Therapy Prescription which when enabled retrieves patient
information which can be edited and prescription items selected from the list.

e Once the Generate Script button is clicked, an auto-generated PDF file shall be created and
displayed, including the submitted information to be attached to the report during the Save and
Lock operation.

e The supported therapies are CPAP and Oral Appliance.

CloudPAT*
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Figure 45: Therapy Tab
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3. Patient Details Tab— Patient details are displayed.

4. Office Details Tab — by clicking the “Office Details” button, you can see the details of the office
that sent the sleep study: address, phone and minimum % Desaturation for AHI/RDI Calculation.

5. Interpreter Attached Files Tab: Showing files that were attached by the interpreter.

6. Diseases & Medications tab: Showing Diseases, Medications and Clinical Comments entered by
the provider.

7. Preview Report Button- You can click the “Preview Report” button to see the report that was
produced automatically by CloudPAT. According to the Respiratory Indices, Various Statistics, and
Sleep Stages, you will make your interpretation and fill in the Diagnosis and Recommendations
sections. This also includes the patient information and your last saved interpretation.

8. Openin Viewer button (RECOMMENDED) — This utility avoids the need to install zzzPAT on the PC,
to download the study to the PC and upload the results. 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 to start
the zzzPAT utility viewer on your local computer. Refer to the zzzPAT Operation Manual for a
description of the operational capabilities of the Viewer.

_\Zl’_ Note

Vs \}
When you first use of Open in Viewer on your PC, installation of a small PC-app, CloudPATio
will begin (if not installed already as part of the device initialization / study upload process).

9. Download Study Files Button (Legacy, only if enabled to the office) — 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.

ﬁ Note

Make sure to upload the correct manual event file. The filename will be comprised of
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

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

11. Save and Lock Report — 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.

L Note
7 \Y
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 will be disabled. After rerunning
the analysis the Save and Lock Report button will be available again.

12. Unlock a Report — interpreting physicians can unlock their own locked studies by clicking on the
Lock icon on the List of Studies Screen. An Audit Trail Record will be added to the study indicating
the user and when the previously locked report will be added.
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13. Notifications —you may receive notifications which will be displayed on the screen in the following

cases:

o 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.

e If the office changed one of the following analysis parameters: Minimum % Desaturation for
AHI/RDI calculation, Pacemaker, Gender, Date of Birth, or 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 the “Rerun Analysis” button will appear. You won’t be
able to lock the report before re-running the analysis.

Learn how
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Figure 46: Interpretation Details Screen

B
CloudPAT Web Software Operation Manual Page 57 of 61
Document No.: OM2200005 Rev. 4



ZOLL itamar

41.3 Viewing a Completed Study
When you filter for “Locked” status, select the study you want, and the study details screen will
appear.
Here are the main actions that can be selected from this screen:
1. View report - you can click on the “View report” button in order to see the full final report (with
your interpretation included).
2. Open in Viewer (read only).
3. View data on all tabs.
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Figure 47: A Completed Study Screen
4.2 Manage Templates & NPIs

This section explains how to manage the lists of templates and NPIs available to each Interpreting

Physician. Selecting the “Settings” icon will open a table used to browse for templates and NPIs. You
can narrow the search by using the “Type” field.
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Figure 48: Templates & NPIs Screen
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4.2.1 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.

Clicking on the “New” button will open up the New Setting Details screen.

Please select the Type, enter the Name, and decide if Active. Then add text to the Template.

X

Settings Details

* Type * Name Active
Diagnosis Mild

Text

This is a template for a mild diagnosis

[ |

Figure 49: New Setting Details Screen

Settings Details

* Type * Name Active
Diagnosis diag_ronen

Text

No care is needed.

e

Figure 50: Existing Template Screen
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4.2.2 NPIs
You can manage a list of NPI to be used later in the report by selecting Type = NPl in the search fields.

Click on “Search” to see the list of all NPIs currently in the system. You can also enter text in the NPI
field to limit the search results. Clicking on an existing NP1 will display the NPI’s details screen, where
you can edit the NPl number and save the changes.

Clicking on the “New” button and selecting Type = NPI can be used to add a new NPI to the list.

423 Signature
Interpreting Physicians can add their signature sample as a graphic file. Thus, the Interpreting
Physician’s signature will be added to the report automatically. Click on the caret next to the user
name, select Set Signature and use the upload area in the screen to upload your signature file.

User Settings

UPLOAD SIGNATURE IMAGE

mage file can be one of the following types BMP, JPEG, IPG, GIF, TIFF, PNG and max 600px wide

Figure 51: Interpreter Signature Screen

4.2.4 States Eligibility

Interpreting Physicians can add the list of states in which they are board certified by selecting the
States Eligibility from the User menu.
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5 Appendices
This chapter includes the following appendices:

e Appendix A: License Agreement
e Appendix B: Regulatory Representative

Appendix A. License Agreement
License to User from Itamar Medical Ltd can be found on the Itamar Medical website:

e https://www.itamar-medical.com/wp-content/uploads/2020/09/License-Agreement-09.2020.pdf

Appendix B. Regulatory Representative

I[tamar 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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