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|  Foreword

Declaration

Shenzhen Carewell Electronics Co., Ltd. (hereinafter referred to as "Carewell ") makes no
warranties of any kind, including (but not limited to) implied warranties of merchantability
and fitness for a particular purpose. Carewell shall not be liable for errors contained in this
material or for incidental or consequential damages caused by the provision, actual
performance and use of this specification.

As Carewell will continue to improve the equipment or software, the configuration and
performance of subsequent models will be changed without other notice.

Copyright

The right to this manual contains proprietary information which are protected by copyright
laws. All rights reserved. Without the prior written consent of Carewell, no part of this
manual shall be copied or reproduced in any form or method.

Version

Part No: 256-200035-00
Release Date: 2025-05
Version: V1.0

General Notes

*  [talic text is used to indicate prompt information or quote the referenced chapters or
sections.

*  [XX]is used to indicate the character string in the software.
¢ — jsused to indicate operational procedures.
¢ Allillustrations in this manual serve as examples only and may differ from what is
actually seen.
Special Notes
The warnings, cautions and tips in this manual are used to remind readers of some specific
information.
WARNING
»  Indicates the information you need to know about how to avoid possible
injury to the person being examined and medical personnel.
CAUTION

»  Indicates the procedures you must strictly follow to avoid data loss or
corruption of the software application files.



NOTE

» Provides other useful information, such as extended explanations, hints, or
reminders.



Il Manufacturer's Liability and Warranty

Manufacturer's Liability

Carewell is responsible for the safety, reliability and performance of the device, only if:

*  Assembly operations, expansions, re-adjustments, improvements and repairs of this
device are performed by personnel authorized by Carewell;

*  The electrical installation of the relevant room complies with the applicable national
and local requirements;

*  The device is used in accordance with the instructions in this manual.

Carewell shall not be responsible for direct, indirect or ultimate damage or delay caused by:
*  The device is disassembled, stretched and re-adjusted;

*  Maintenance or modification of the device is conducted by unauthorized personnel;

*  Subsequent damage caused by improper use or maintenance;

*  Replacement or removal of serial number label and manufacture label.

*  Mis-operation caused by the neglect to the instructions in this manual.

Warranty

4+ Manufacturing process and raw materials

Carewell warrants that the instrument is manufactured with the required raw materials
and processes. In the normal operation and maintenance condition, if Carewell receives
reports of manufacturing processes and material failures, it will repair or replace the
hardware products.

4+ Software or devices

Software or devices installed in Carewell’s products will be repaired by replacing the
software or devices upon receipt of reports proving that the software or devices are
defective, but Carewell cannot guarantee that the use of the software or devices will not be
interrupted or error free.

Shipping and other charges are not included in the above warranty.

Service Contact

Shenzhen Carewell Electronics Co., Ltd. Customer Service Center
Tel: +86-755-86170389

Fax: +86-755-86170478

Email: service-intl@carewell.com.cn

Address: Floor 4, BLD 9, Baiwangxin High-Tech Industrial Park, Songbai Road, Xili Street,
Nanshan District 518108, Shenzhen, P.R. China

Zip code: 518108

European Authorized Representative
Lepu Medical (Europe) Codperatief U.A.



Abe Lenstra Boulevard 36, 8448 JB, Heerenveen, The Netherlands
Tel: +31-515-573399
Fax: +31-515-760020

Swiss Authorized Representative
MedNet SWISS GmbH
Address: D4 Platz 4, 6039 Root D4, Schweiz
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Chapter 1 Safety Guidance

1.1 Safety Information

To use this software safely and effectively, please get familiar with the basic operation
methods of Windows system before using it. Read this Operator’s Manual thoroughly, be
familiar with the functions of the ambulatory ECG analysis software, and fully understand
the correct operation methods and the following precautions for use.

WARNING

»  This product cannot be used for treatment or ECG monitoring.

»  This product is not intended for home use.

»  The measured ECG data and diagnostic results of this product should be
used in combination with the clinical situation of the patient. The
measured values and diagnostic results cannot replace regular
examination.

»  This product does not support the analysis of ECG data of patients under
18 years of age.

»  The Al output results must be reviewed by physicians with
electrocardiogram diagnosis qualifications and who have received
specialized training for this product, and cannot be directly used for clinical
decision-making.

»  When the signal quality fails to meet the standards, data needs to be
recollected.

> Installation of this system wouldn’t create any safety concerns to the
healthcare institute, no data is transmitted to or from outside. This
product wouldn’t collect any additional data from users except all
indicated in this Operator’s Manual.

»  To make sure that the software can be used in your environment, we
recommend that you add the software to your office’s anti-virus software
white list.

»  To ensure that the system works properly as designed, we recommend
that you install the software into the hardware as required, and use the
correct version of the operating system.

»  Hospitals need to ensure the stability and security of the networks they

use to prevent interruptions in data transmission or malicious damage that
could affect patient examinations and patient data security.
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CAUTION

>

NOTE

>

Before operating the software, the operator must obtain the use
authorization from the manufacturer, and fully understand the contents of
this manual before operating the software.

This software should be scanned with security software (anti-virus
software, protection software) before installation.

This software should be used with the security software protection feature
turned on.

It needs to connect a specific ECG device and upload the acquired signals
to the corresponding port for automatic analysis and diagnosis.

If you have changed your computer's time zone, please restart your
computer and use the software again to avoid any inconsistencies in the
date format.

All illustrations provided in this manual are used as examples only. All
names shown in the illustrations are purely fictitious and any resemblance
is purely coincidental.

1.2 Symbol Description

Symbol Description Symbol Description

“ Manufacturer &I Date of manufacture

I:III Please read the manual Caution! Consult accompanying
instruction before use documents

c € Authorized Representative in the
"B e marking of conformity European Community
Refer to Operator’s Manual Authorized representative in
Switzerland

(Background: blue; Symbol: white)

gD

Unique device identifier

NOTE

>

Your software does not necessarily have all of the above symbols.




Chapter 2 Product Introduction

The AI-ECG Tracker supports receiving long-range ECG data from ambulatory ECG
acquisition devices, editing analysis results, and generating ECG diagnosis reports as a
reference basis for physicians' clinical diagnosis.

Product name: AI-ECG Tracker

Software version: V1

2.1 Intended Use

The AI-ECG Tracker is intended for use by qualified healthcare professionals in hospitals and
healthcare facilities for the assessment of arrhythmias using ECG data acquired from adults
without pacemakers. The product supports downloading and analyzing data recorded in
compatible formats from any device used for the arrhythmia diagnostics such as Holter,
event recorder, standard conductive paste/gel 12-lead ambulatory ECG devices, or other
similar devices when assessment of the rhythm is necessary. The AI-ECG Tracker provides
ECG signal processing and analysis on a beat by beat basis, QRS detection, Supraventricular
and Ventricular Ectopic Beat detection, QRS feature extraction, interval measurement,
heart rate measurement, and rhythm analysis. The AI-ECG Tracker is not for use in life
supporting or sustaining systems or ECG monitoring and Alarm devices.

The AI-ECG Tracker interpretation results are not intended to be the sole means of
diagnosis for any abnormal ECG. It is offered to physicians and clinicians on an advisory
basis only in conjunction with the physician’s knowledge of ECG patterns, patient
background, clinical history, symptoms, and other diagnostic information.

2.2 Contraindications

*  Not suitable for analysis of recordings performed on minors.

*  The device must not be used as a physiological monitoring of vital signs.

2.3 Structure and Composition

The functional modules of this system include physician diagnostic client (including ECG test
list module, ECG analysis and diagnosis module, ECG report printing module), ECG analysis
server (including ECG analysis module, interface module, data storage module), and
management portal.

2.4 Intended Population

The AI-ECG Tracker is qualified for use in the general adult population ranging from healthy
subjects to adults with cardiac and/or non-cardiac abnormalities.

2.5 Applicable Standards
*  EN62304:2006+A1:2015 Medical device software - Software life-cycle process
*  EN82304-1:2018 Health software — Part 1: General requirements for product safety
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*  EN60601-2-47:2015: Medical Electrical Equipment - Part 2-47: Particular
Requirements for the Basic Safety and Essential Performance of Ambulatory
Electrocardiographic Systems

e ANSI/AAMI EC57:2012(R2020): Testing and reporting performance results of cardiac
rhythm and ST segment measurement algorithms

2.6 Method for Calculating the Heart Rate

Calculate a heart rate every 8 seconds.

2.7 Method for Calculating a Pause

A pause is diagnosed when RR interval > 3 seconds.

2.8 Workflow

The workflow of an ambulatory ECG examination is as follows:

Management
portal

User management , device management

Create a test and
acquire ECG data

— Test Center

Receive or import ECG data

View, lock, edit and confirm

Physician’s
Task Center the diagnosis

diagnositc
client

Case Center View, export or print reports

View real-time ECG, handle
event

— Real-time ECG
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2.9 Arrhythmia Classification

Category

Arrhythmia Name

Atrioventricular and Sinoatrial Block

1st Degree Atrioventricular Block

Complete Atrioventricular Block

Intraventricular conduction block

CRBBB (Complete Right Bundle Branch Block)

CLBBB (Complete Left Bundle Branch Block)

Arrhythmia

Normal Sinus Rhythm

Sinus Bradycardia

Pause

Junctional Escape Rhythm

Atrial Fibrillation

Premature Supraventricular Contraction (PAC)

Supraventricular Tachycardia (SVTA)

Premature Ventricular Contraction (PVC)

Couplet of PVC

PVCBigeminy

PVC Trigeminy

Ventricular Tachycardia

Accelerated Idioventricular Rhythm
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Chapter 3 Installation and Uninstallation

This manual provides detailed guidance on software installation, configuration, operation
procedures, etc. in the following three environments: LAN (Local Area Network)
Environment, Cloud Environment, and Standalone Environment.

NOTE

> All features are general unless otherwise specified.

NOTE

»  This manual describes all features. The software you purchase may not
cover all functions described below.

3.1 Installation

WARNING

> If this software has been installed on your computer, please uninstall the
currently installed version first, and then follow the steps below to

reinstall it after a successful uninstallation, otherwise the installation may
fail.

CAUTION

»  When installing, please use an administrator account with high privileges.

To install the software, follow the steps below:

1. Right-click the installer and select [Run as administrator].

Ca
~
AT Open
\[irackel G Run as administrator
© Share with Skype
Troubleshoot compatibility

Pin to Start

2. Ifthe following prompt appears during installation, you will need to manually
uninstall the AI-ECG Tracker program that already exists on your computer, and then
use the installation package to install it. If this prompt does not appear, then follow
the steps below to continue the installation.

C:MAI-ECG Tracker The AIECG Tracker program already exists in
the path. Please uninstall it before installing it.

oK

3. The following window pops up, click the [Next] button.

3-1



Welcome
Welcome to the installer for AT-ECG Tracker .
It iz strongly recommended thatlyou exit all

Windows programs before contimuing with this
installation.

If you have any other programs running, please
allic: Comal, dlom G mrgros, ol Fum dWe

setup again.

Otherwise, click Hext to continue.

4.  The following window pops up, enter the relevant information and then click the
[Next] button.

User Information

Enter wour user information and click Hext to continue.

Hame:

Company:

Name: Automatically get the normal user name, for Administrator user, you need to
enter it by yourself.

Company: Enter the company name.

5.  The following window pops up, click the [Next] button to install the application to the
default path (recommended), or click the [Change] button, select the target
installation path, and then click the [Next] button.
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%) AI-ECG Tracker Setup

Installation Folder
Where would you like AT-ECG Tracker to be installed?

The software will be installed in the folder listed below. To select a

different location, either tvpe in a new path, or click Change to browse for
an existing folder.

Install AT-ECG Tracker to:

C: \AT-ECG Tracker Change. . .

Space required: 1.80 GB
Space available on selected drive: 20.71 GB

< Back

Cancel

CAUTION

»  The installation path for this software only supports English, if the path

contains other languages, the installation will not succeed.

If you are not installing the software for the first time, if you select the path for the
first installation, you will be prompted with "Historical data files exist in selected path
for installation, if you want to perform a fresh installation, please select another

path", click [OK], and then click the [Next] button.
B AI-ECG Tracker Setu

Installation Folder
Where would you like AT-ECG Tracker to be installed?

The software will be installed in the folder listed below. To select a
differamt lamabion althaw dnma im o maw mabh  aw 2liak Chanss ba heawes for
an ex Warning

Inste Historical data files exist in selected path for installation. if you want to

c:\A Perform afresh installation, please select another path

Cancel

Space

-

Space available on selected drive: 20.71 GB

< Back Hext > Cancel
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NOTE

»  Because the system will detect whether there is historical data under the
installation path during installation, a prompt will pop up when you click
the [Next] button. Just click [OK] when installing the software for the first
time. If historical data exists under the installation path, it will prompt
“Historical data files exist in selected path for installation, if you want to
perform a fresh installation, please select another path”. This is to confirm
whether you want to use the historical data existing under the installation
path, if yes, select [Next], otherwise select [Back] to return to the select
path step and select a new installation path.

7.  The following window pops up, click the [Next] button.
%) AI-ECG Tracker Setup X

Shortcut Folder
Where would you like the shortcuts to be installed?

.

The shortcut icons will be created in the folder indicated below. If wou
don' t want to use the default folder, you can either type 2 new name, or
zelect an existing folder from the list.

Shorteut Folder:
AI-ECG Tracker

© Install shorteuts for current user only
() Make shortcuts availsble to all users

< Back

Cancel

NOTE

»  Hereitis up to the user to decide whether to make the software available
only to the user currently logged into Windows or to all users.

8.  When the installation is ready, the following window pops up, click the [Next] button.



Ready to Install
You are now ready to install AT-ECG Tracker

The installer now has enough information to install AT-ECG Tracker on wour
computer.

T Bl sottlngs oAl bo ool
Install folder C: \AT-E0G Tracker
Shorteut folder: AT-ECG Tracker

Flease click Hext to proceed with the installation.

9.  Starttheinstallation process.
W AI-ECG Tracker Setup

Installing AT-FCG Tracker
Flease wait...

Installing Files. ..

C:%WI-ECG Tracker’alone—holterEcg—client\pdfium. 411
|

After the software is successfully installed, click the [Finish] button.

10.
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Installation Successful
The AI-ECG Tracker installation is complete.

Thank wou for choosing AT-ECG Tracker!
The compute will be reboot!

Flease click Finish to exit this installer.

11. Restart your computer to complete the installation of this software.

i
Restart the computer

If you want to restart immedigtely, please Eelect the “Restart now” butten;
otherwise, please seleet the “Restart later’ button.

Restart later Restart now

CAUTION

> Please save the unsaved data before restarting the computer. Restart the
computer to log in to the software properly.

NOTE

»  If you select [Restart later], you will need to restart the computer manually
later.

3.2 Uninstallation

1  Open Control Panel, locate and right-click “Al-ECG Tracker”, and select
[Uninstall] In the pop-up menu.
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> Control Panel » All Control Panel lterns > Programs and Features

H .
ome Uninstall or change a program

updates To uninstall a program, select it from the list and then cl
features on or

Organize *  Uninstall

Mame -
S AI-ECG Tracker
& Microsoft Edge i
b1 ¥ £ | ARTP N Y A D '
2 Select [Next] in the following window.
V' Al-ECG Tracker Uninstaller x

Uninstall AI-ECG Tracker

This program will uninstall AI-ECG Tracker .

I AI-ECG Tracker is cumertly running, please close it before
proceeding with the uninstallation.

Ctherwise, click Next to continue.

MNext = Cancel

3 The client uninstallation starts and the uninstallation process
displays.
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:":', Al-ECG Tracker Uninstaller

Removing AI-ECG Tracker
Please wat...

Removing Files...
C:\Program Files\AI-ECG Tracker«64\ECG_resampling_2.0.dll

4  Select [Finish].

:":', Al-ECG Tracker Uninstaller

Uninstallation Successful
AI-ECG Tracker has been uninstalled

Please click Finish to exit.
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Chapter 4 Physician’s Diagnostic Client

The physician’s diagnostic client (hereinafter referred to as the “client”) is mainly used by
physicians and nurses.

It is a data management system that incorporates the whole process from test
management to diagnosis report printing.

4.1 Login

To log in to the client, follow the steps below:

1

4.

If your AI-ECG Tracker is authorized to be used by a dongle, insert the dongle into the
USB port of your computer. If it is authorized by a license, make sure your license is
activated.

(e
7

AI-ECG
Double-click the shortcut icon BIEEEH of the software on the computer desktop, the
login screen pops up.

Login

LEPU MEDICAL

L aRam
Fassword: :‘

Login Cancel

Enter the correct user name and password.

NOTE

»  If you enter the wrong password 5 times in succession, the account will be
locked for 10 minutes. If you forget your password, you need to contact
the system administrator.

Click [Login] to enter the main screen of the client.

4.2 Exit/Lock Screen

Select

in the top right corner of the client, the following dialog box opens:

41



Exit X

I Are you sure you want to exit the system?

0K Lock | | Cancel

J [OK]: Close the dialog box and exit the client.

. [Lock]: Exit and lock the current screen. When you log in again, the screen shown
before locking is displayed. Not applicable for Standalone Environment.

. [Cancel]: Close the dialog box and stay in the current screen.

4.3 Main Screen

After logging in to the software, the following main screen is displayed. The main screen
contains the following areas:

SystFm—Sfﬁ;\lp

Menu bar_:' F'v.::nl).uwwuumv - : _

e Test List

Compieted

1 I ]
Login Info Message Reminder Page Info

LAN and Cloud Environment
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Main
Menu

0 LEPU AI-ECG Tracker

P - J 2
® T & o & 0|00 & Ai
B NowTost | Roni Card it Patient Ratrosh Ml settings | Prompt | sbout | togout [l Personal Corsor JSRE
— 241218000001 ttegt 000000000001 Male 36 Years Data Acquiring 12/18/2024 09:2. admin
+ Time A
000000 235050
& Descriptive
o
Selectall Total 1 Data Acquiring 1 auto refresh Totak1 20 items/page << < n > 3 1
e
\ ] ] L
Login Info Message Reminder Page Info

Standalone Environment

Menu Bar (LAN and Cloud Environment)

The menu bar lists the work modules. The work modules are arranged according to the
medical work process.

In each work module screen, the query area is on the left and list/buttons are in the middle.

Menu Bar (Standalone Environment)

Item Function Description

New Test Create a new test information

Read Card Upload the acquired data from the device or import the acquired
data from the memory card

Diagnose Give a diagnosis for this test

View Report View and download diagnostic reports for completed tests

Export Report

Export diagnostic reports for completed tests

Edit Patient

Edit the created patient information

Export Data

Export ECG data and test information of the selected case

Refresh Refresh the test list

Settings Perform settings for basic patient information, data list, file output,
and institution. See 10.1 fEiR!I FEFELEE TN, for details.

Prompt View tips on using the software:
1. Language setup: follows the operating system language option

by default. You do not need to configure it manually or use the

4-3

Test
List



Item Function Description

language option of your choice if you change it on the login
page.

2. Date format: follows the date format of the operating system.
Time format: follows the 24-hour format.

4. Screen resolution: to get the best display effect, it is
recommended to set the screen resolution to 1920*1080.

5. Text scaling: to get the best display effect, 100% scaling is
recommended, text may not be displayed in full in a mode
other than 100%. For a better use experience, please disable
screen scaling.

Note: If you have changed your computer's time zone, please restart
your computer and use the software again to avoid any
inconsistencies in the date format.

About Check the software version number and check for updates.

Click the [Check for Updates] button in the About screen to manually
check if there is an updateable version, if there is an updateable
version, you can see the latest version information.

Logout Log out of the current user account.

Personal Center | View login information, modify or add accounts, view favorites and
log records. See Chapter 11 Personal Center for details.

Query Area

Search test records based on criteria such as patient info, test status, and print status. The
result of the query is displayed in the list on the right.

Test List
This area displays a list of all test information and can also display related cases that have

been queried.

System Setup (LAN and Cloud Environment)

. £§3z Select this icon to set the system related settings: data status color, task center
setup, operation setup, new test setup, lock screen setup. See 4.4 Common
Operations for details.

. *: Select this icon to do the following operations: change login role, modify login
password, view software version, lock screen, exit the system.

Login Info

This area displays the name of the current account, the hospital it belongs to, and the
department name.



Message Reminder

Audible alerts and message alerts when there are new tasks.

The audible alerts can be set to be switched On/Off. Refer to 4.5 System Setup for more
information.

Page Info
This area displays the test list in pages.

4.4 Common Operations

Refresh
. Click the [Refresh] button to update the test list.

. Check [Timed Refresh] to refresh the list every minute by default. The refresh interval
can be set up by right clicking a test record, and select [Timed refresh setup]. Not
applicable for Standalone Environment.

Setup

Click ﬁ‘:‘:}, which is normally in every header bar of each window, to set the functions of the
screen corresponding to the current window.

Set header

You can set the items that you want to display in the test list. In the title bar of the list, click
the right mouse button and select the [Set Header] button, you can select the fields to be
displayed in the test list from the pop-up window.

All list items are displayed by default.

Select page

20 items/page == | < 11 = == 1 -
*  Select << or>>icons to go directly to the first or last page.
*  Select <or>icons to turn one page forward or one page backward.

*  (Click on the page number drop-down list and select the corresponding page number
to jump directly to the page you want.

Show/Hide details (LAN and Cloud Environment)

Click © T or " *  buttoninthe upper right corner of the screen to show or hide the
working module area.

—

'v
In some screens, e or may be displayed below the list. By clicking
the buttons, you can show or hide more detailed information of the current case
concerning patient, measurement and diagnosis.
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Adjust the order of list items

You can drag and drop any item in the list title bar to reorder the list items.

Sort list content

Toct Tiv
The symbol in some list headers (e.g., | est lime |) indicates that the list will
be displayed in forward or reverse order according to the title. Click the title to change the

status of the list:

. : Indicates that the list returns to its default state.

e ¥:|ndicates that the list is displayed in reverse order according to the title.

. + ¢ Indicates that the list is displayed in forward order according to the title.

Query

Set the query criteria by checking the check box, and then select “Search” to make queries.
The search results will be displayed in the test list.

If you need to clear the current query criteria, select the [Reset] button.

Copy patient information
The system supports one-click copying of patient information.

After selecting a test record, click the right mouse button and select [Copy user to clipboard]
to copy the patient’s name, gender and age information.

Edit patient information (Standalone Environment)

When the test is not in the “Completed” status, select the test record, and click the [Edit
Patient] button in the menu bar in the upper left corner of the main screen, then you can
modify the registered patient information in the opened screen.

You can also edit patient information during diagnosis. Click the icon in the upper left
corner of the diagnosis screen and modify the patient information in the opened screen.
Re-diagnose (Standalone Environment)

When the test is in the “Completed” status, select the test record, click the right mouse
button and select [Rediagnose], after confirming that the diagnosis result needs to be
modified, the test status will change to "Diagnosing" and the diagnosis can be made again.

Lock/Unlock (Standalone Environment)

You can lock the test record to be diagnosed by the current user, or unlock it without
restricting the diagnostician.

After selecting a test record, click the right mouse button and select [Lock] or [Unlock] to
lock or unlock the diagnosis.
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Delete (Standalone Environment)

After selecting a test record, click the right mouse button and select [Delete], a
confirmation dialog box will pop up and the selected check record will be deleted after you
confirm the deletion.

View operation log

After selecting a test record, click the right mouse button and select [Operation Log] to
view the operation records of this test.

Description of symbols

The following symbols may appear in this software:

. O: Indicates an urgent case.

. : Indicates a locked case. A locked case can only be diagnosed or unlocked by
the person who has locked it.

. A

4.5 System Setup

:indicates a critical case marked during diagnosing.

Select @ icon to set the system related settings.
> LAN and Cloud Environment:

tem Description

Data List Setting Set the data status color: Click on the color field to set the corresponding display color
for each data status.

Set the background color for special patient: Click on the color field to set the case
background color from special patient, such as emergency patient.

Task center Remind in scroll: If it is selected, the system provides audible alerts when there is a
new task.

Holter data pre-download: If it is selected, the case to be diagnosed will start
downloading when the screen is opened. You can see the downloading percentage of

each case.
Operation To set the diagnosis screen display mode.
settings Full screen mode

In full screen mode, the diagnosis screen will occupy the whole screen, and the main
screen is invisible except that the diagnosis screen is closed.

Tab mode
In Tab mode, the menu bar on the main screen will display above the diagnosis
screen. You can quickly switch among centers by selecting the menu options while

[
the diagnosis screen is open. In this mode, a symbol & will display on the system
setup area at the upper right corner, and you can show or hide the menu bar by

4-7




Item

Description

[
selecting " ¥ or " * | button beside the ™ icon.

If you select “Retain tab button”, the screen will display menu bar by default.

=

e e v 7 1 [omin] & - = = e

New test setup

Holter ECG (record the lastest input data): It is to auto-populate the selected fields
with the information entered in last created test.

Fuzzy search for the last 5 phone number: In the New Test window, the fields “Phone
number” and “Other phone number” can retain five phone numbers in the
drop-down list. If you type in the first several numbers, the matching phone number
will display in the list.

“Monitoring device” setting is required: In the New Test window, set whether the
field “Monitoring device” is required. If it is required, the mark “*” will be displayed.

Lock screen
setup

Auto lockscreen waiting time: To set the time for auto lockscreen if no operation is
conducted.

Use the shortcut keys Ctri+L to lock screen: enable or disable the shortcut keys.

> Standalone Environment:

ltem Description
Basics Height unit: cm, ft
Weight unit: kg, Ib.
Data List Setting Set the data status color, the default is black. Click on the colour field to set the

corresponding display colour for each data status.

Set the print status color, the default is black. Click on the colour field to set the
corresponding display colour for each print status.

File Export Setting

You can set the file naming convention as needed. The optional fields include:
name, age, test time, and patient No..

Sample filename is displayed according to the field selected in [File naming
convention settings]. After setting, this information will be displayed in the title of
the ECG diagnostic report.

Set the output path of the file.

Set the path to save the log.

Institution Settings

Set the institution name, address, telephone, website, Logo, and department
name.




Query
area

Chapter 5 Test Center

In the Test Center module, test tasks can be managed centrally. Test data can be retrieved
from the acquisition device or imported from the storage path. You can quickly search,
view test task details, track process, create, modify, to set urgent/cancel urgent test tasks
from this page. You can also obtain ECG data from the acquisition device or import ECG
data from the storage path. This module is not applicable for Standalone Environment.

Testinfo Progress chart

Progress Chart

In the progress tracking area, you can see the progress node where the current test task is
located in the whole flow. The progress chart has the following features:

. The progress chart of a case is displayed only when the ECG data of the case has been
acquired.

. Nodes of completed progress are displayed in green, and those of uncompleted ones
are displayed in grey.
Functional Buttons

The following buttons are displayed above the test list:
. [New Test]: Create a new test.

. [Start Recording]: Select to assign acquisition device to the patient waiting for testing.

. [Stop Rec. Earlier]: If acquired ECG data length is shorter than the preset recording
duration, you can select it to stop acquisition and ready for analysis.

. [Upload data from device]: Upload data from the connected device.

. [Urgent]/[Cancel Urgent]: Set the test task to Urgent, or cancel the Urgent condition.

For an urgent test, an icon appears in front of the case.
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. [Edit Patient Info]: Modify the registered patient information. This button is
applicable when the test is in the “Data Acquiring”, “To test”, "Tested”, "Testing”, “To
diagnose” and “Waiting for Review” status.

. [Change Duration]: Change the preset recording duration.

. [View Report]: View ECG waveforms and reports.

. [Discard]: Void the current case. The discarded cases remain in the case list on the All
Cases page, but can only be viewed.

. [Export]: When you enter the time range and then select it, a test statistics can be
exported.

. [Set Header]: Set the list items to be displayed. For more information, see 4.4

Common Operations.

5.1 Create a Test and Start Recording
In the Test Center, you can set up a new test according to the following way:
1.  Select the [New Test] button at the top of the test list.

2. In the pop-up window, enter the patient's basic information. Patient name, gender,
age and age unit are required by default.

3. Select the order information (Ordering Department, Ordered by, Patient Source, Test
Items).
The default ordering department is the department to which the currently logged-in
user belongs.

The default order placer is the currently logged-in user.
The patient source and test item can be selected according to the actual situation.

4.  Select the recording device and recording duration.
5. Select [Urgent] when needed.

After setting to Urgent, the test task will be prioritized in the follow-up test and

diagnosis: it is preceded by the O icon.
6. Click the [Start Recording] button.

Then you can use the ambulatory ECG acquisition device to acquire patient ECG data.
Please refer to the Operator’s Manual of the device for details on how to use it.

5.2 Import ECG Data

There are two ways to import data into the analysis software.

® Connect the device and import the acquired data from the device
Operation procedures:

1. Connect the device to the computer via a USB adapter.

2 Select a test record in “Testing” status.

3. Click the [Uplad data from device] button, a window pops up.
4

In the pop-up window of selecting the corresponding device model file, click the [OK]
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5.

button.

In the window, select [OK].

Import the stored acquired data

Operation procedures:

1

2
3.
4

Select a test record in “Testing” status.
Right click the mouse and a menu pops up.
Select [Upload data from file].

In the opened window, select the data file to be imported from the local saved or
memory card.

Click [Upload], and wait till the data upload to the system.

NOTE

»  The system will automatically find the memory card connected to the
computer and check the file data format to get the corresponding data
format file according to the type of the selected monitoring device when
creating the test.

5.3 Other Operations

Copy Patient Information

The system supports one-click copying of patient information.

After selecting a test record, click the right mouse button and select [Copy user to clipboard]
to copy the patient name, gender and age information.

View Operation Log

After selecting a test record, click the right mouse button and select [Operation Log] to
view the operation records of this test.
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Chapter 6 Task Center

The Task Center module contains both [Pending] and [All Cases] pages. The Pending page is
displayed by default. Each page includes a list of relevant cases, operation buttons, and
detailed data for measurement and analysis of current cases. Double-click a case to enter
the diagnosis screen where you can edit and confirm the diagnosis report.

This module is not applicable for Standalone Environment.

Task classification

.
Pt k.

e i . 7 ot : Task list

Query area

Details area

Task Classification

Task classification contains two tabs, [Pending] and [All Cases]. Their functions are
described in detail below in this chapter.

Details Area

The details area is at the bottom of the case list, mainly displaying the patient information,
measurement data, and diagnostic conclusion of the current case.

Functions of [Pending] Page

In the Task Center screen, select the [Pending] tab and then go to the Pending Cases page.

The following buttons are displayed above the case list:

. [Diagnosis Locked)]: Select it and you will lock the case and someone else can only
view the case and cannot make diagnosis. When you lock the case, the diagnosis
screen will show, and you can make diagnosis and submit the diagnosis conclusion

immediately.
. [Assign]: Assign the case to other physician for diagnosis.
. [View]: View ECG waveforms and reports.
. [Refer]: Refer the selected case to other institutions or departments.
. [Unlock]: Unlock the current case. The unlocked case can be diagnosed by others.

. [Discard]: Void the current case. The discarded cases remain in the case list on the All
Cases page, but can only be viewed.
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[Progress Tracking]: View the process progress chart of the current case.

[Set Header]: Set the list items to be displayed. For more information, see 4.4
Common Operations.

Functions of [All Cases] Page

In the Task Center screen, select the [All Cases] tab and then go to the All Cases page.

The case list on this page shows the status of all cases, including those with a status of To
Test, Diagnosing, Completed, etc.

The following buttons are displayed above the case list:

[View]: View ECG waveforms and reports.

[Retrieve for re-diagnose]: After selecting this button, the completed diagnosed cases
can be restored to the status of diagnosing, and you can re-edit the diagnosis result
and submit the diagnosis.

[Progress Tracking]: View the process progress chart of the current case.

[View Report]: View, print and save as the reports.

[Export]: Export the report to the desired path.

[Set Header]: Set the list items to be displayed. For more information, see 4.4
Common Operations.
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Chapter 7 Analysis and Diagnosis

After importing data, the system will automatically start data analysis, and after successful
analysis, the data status will automatically change to "Waiting for diagnosis". And you can
double-click it to enter the diagnosis screen. This screen provides a multi-angle analysis of
the acquired ECG signals, and then generates a diagnostic report.

7.1 Diagnostic Screen
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Areas and Buttons

Patient Info

The patient information area displays the patient's name, gender and age.

You can click the icon to modify the patient information in the opened screen.

Function Page Tabs

Depending on the selected function, the set function page tabs are displayed. The page
tags included differ between functions. For function options, see the following
introduction.

Flow Pattern

To change the flow pattern, select the black drop-down button General Functions ¥

and then select an appropriate pattern in the pop-up list.



Areas and Buttons

Each functional page is composed of multiple areas. Each area has its specific control icons.
For detailed information of main areas, see 7.2 Main Areas.

Setup

Select the icon @, the parameter setup window pops up. You can set the beat color,
event threshold, general operations, etc. For more information, see 7.4 Diagnosis Screen
Setup.

7.2 Main Areas

Generally each functional page is composed of multiple areas that are selectively placed
under different function pages to facilitate physicians to conveniently and quickly diagnose
with information from several aspects. However, the areas displayed under different pages
have the same function. It mainly introduces the following areas:
° Trends
Scatter trends
Fence plot
Histogram
Beats
Waveform and compressed waveform
Scatter plot
Superimposition plot

7.2.1 Trends

Trends Type

® Minute Trends
The trends are formed by average heart rate per minute or RR interval per minute. You can
quickly edit heart beat types on the trends.

Interval Trend QO < >

The icons on the right side of the trends are introduced below:

Icon/Text Functions Details

< Previous page Turn one page backward.

by Next page Turn one page forward.
Select by page Select the content on the current page.
Select all Select all contents.

® Scatter Trends
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The scatter trends displays the heart rate or RR interval scatter trends. You can edit the
heart beat type on the scatter trends.

Interval Scatter Trend Plot Q0 <>

The icons on the right side of the scatter trends are introduced below:

Icon/Text Functions Details

< Previous page Turn one page backward.

> Next page Turn one page forward.
Select by page Select the content on the current page.
Select all Select all contents.

® Hourly Trends
The trends are formed by the average heart rate per hour or RR interval per hour. You can
quickly edit heart beat types on the trends.

Hourly Interval Trend Fence Plot oOm

The icons on the right side of the trends are introduced below:

Icon/Text Functions Details

Select by page Select the content on the current page.

Toggle Display
On the trends, you can switch between heart rate trend and RR interval trend.

Place the cursor on the trends, and then right click the mouse to pop up a menu. You can
select options in the menu:

Options Functions
HR Trend Display the trend of heart rate.
RR Interval Trend Display the trend of RR interval.

Select an Area

You can select the desired area by dragging the mouse or using the icon on the right side.

Edit Beat Type

You can edit beat type on the trends. Place the cursor on the trends, and then right click the
mouse to pop up a menu.

You can select options in the menu:

Options Functions

Modify beat type in Select an appropriate area on the trends, and then select this option. Then
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Options

Functions

selected area

the heart beat type window will pop up. You can select the desired type
from the window for the selected area.

Delete beats in selected
area

Select an appropriate area on the fence plot, and then select this option, a

window pops up prompting you to confirm the deletion. After confirming

the deletion, the heart rate and RR interval values of the currently selected
area will be deleted.

Set to atrial fibrillation
(Af) in selected area

Select an appropriate area on the trends, and then select this option. Then
the heart beat type (except ventricular heart beat and artifact) in the
selected area will be changed to atrial fibrillation.

Set to non-atrial
fibrillation (Af) in
selected area

Select an appropriate area on the trends, and then select this option. Then
the heart beat type labelled as atrial fibrillation in the selected area will be
changed to sinus beat.

Set atrial fibrillation (Af)
(full range)

Set the heart beat type (except ventricular types and artifact) to atrial
fibrillation in the full range of trends.

Set to non-atrial
fibrillation (Af) (full
range)

Set the heart beat type labelled as atrial fibrillation to sinus beat in the full
range of trends.

7.2.2 Fence Plot

The fence plot and the hourly trend share one window, and switch the display by clicking
the [Fence Plot] button. There displays the fence plot of HR or RR interval. The beat type
can be edited on the plot.

Interval Fence Plot

oOB ¢« »

The icons on the right side of the fence plot are introduced below:

Icon/Text Functions Details
< Previous page Turn one page backward.
> Next page Turn one page forward.

Select by page

Select the content on the current page.

Toggle Display

On the fence plot, you can switch between heart rate trend and RR interval trend.

Select the fence plot, and then right click the mouse to pop up a menu and select the
following options on the menu:

Options

Functions

HR Trend

Display the trend of heart rate.

RR Interval Trend

Display the trend of RR interval.
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Select an Area

You can select the desired area by dragging the mouse or using the icon on the right side.

Edit Beat Type

You can edit beat type on the fence plot.

Select the fence plot, and then right click the mouse to pop up a menu and select the
following options on the menu:

Options

Functions

Modify beat type in
selected area

Select an appropriate area on the fence plot, and then select this option.
Then the heart beat type window will pop up. You can select the desired
type from the window for the selected area.

Delete beats in selected
area

Select an appropriate area on the fence plot, and then select this option.
After confirming the deletion, the heart rate and RR interval values of the
currently selected area will be deleted.

Set to atrial fibrillation (Af)
in selected area

Select an appropriate area on the fence plot, and then select this option.
Then the heart beat type (except ventricular heart beat and artifact) in
the selected area will be changed to atrial fibrillation.

Set to non-atrial fibrillation
(Af) in selected area

Select an appropriate area on the fence plot, and then select this option.
Then the heart beat type labelled as atrial fibrillation in the selected area
will be changed to sinus beat.

7.2.3 Histogram

The system can provide multiple types of histograms.

Interval Histogram

Advarice RE ¥ LGN

|I||I._. s 4
The icons on the right side of the histogram are introduced below:
Icon/Text Functions Details
Interval Interval Display interval histogram.
Advanced Advanced amount Display histogram composed of the percentage of
amount histogram advance amount.
et to display 'ou can show or hide the beat type menu by selecting
RR W Set to displ Yi h hide the beat tyj by selecti
histograms of this icon. You can select the histogram of desired beat
different heart beat type pattern. The available beat type or pattern includes
types. N, S, V, VE, Af, VWV, SSS, etc.
|g N Histogram of Display a histogram of logarithmic mode

logarithmic mode

Toggle Display

Place the cursor on the histogram, and then right click the mouse to pop up a menu and

select the following options:




Options Functions

HR Display a histogram of heart rate.

RRinterval Display a histogram of RR interval.

Hide or show type toolbar : Display or hide the beat type/pattern window used for histogram. The

function is same as the button —— on the right side of Histogram.

7.2.4 Beats

Each beat is displayed separately. Each beat panel can show waveforms of up to three

leads. You can edit or delete the heart beat type.
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Icons and text on the bottom of the beat area are introduced below:

Icon/Text Functions Details
[Lead] Set which lead to be Select [Lead] to pop up a window and select the desired
displayed lead to be displayed in beats.
[Single Beat] / Switch between Select [Multi-Beat] to display 3 or more beats in each beat
[Multi-Beat] [Multi-Beat] and panel;
[Single Beat]. Select [Single Beat] to display one beat in each beat panel.
2 Edit beat type Select one or more beat panels, and then select this icon
to pop up a window of beat types. Then you can select a
desired beat type for change.
Delete Select one or more beat panels, then select this icon to
delete beats.
Select all Select all contents.

Select inversely

Unselect the currently selected item and select the

[ hiEh G

currently unselected item.
Select by page Select the content on the current page.
I Previous page Turn pages backward to view the beats.
b5 Next page Turn pages forward to view the beats.




Quick Operations
*  Select one beat panel: Right click the mouse.

*  Select more beat panels: Hold [Ctrl] key on the keyboard + select multiple panels by
right clicking the mouse.

*  Delete the beat panels: Select the panel, and then press [Delete] key on the keyboard.

e  Edit: Select one or more beat panels, and then enter the shortcut key on the keyboard,
then you can change the beat type accordingly. For shortcut keys for each beat, see
7.4 Diagnosis Screen Setup -> Beat Shortcut Key.

7.2.5 Waveform and Compressed Waveform
In the waveform area, you can select all or the target lead waveform. In the compressed
waveform area, only one lead waveform can be selected for display.

The waveform area displays detailed waveforms, beat types, heart rates, RR intervals, and
corresponding template numbers. You can edit the beat type and mark the event segment
on the waveform area.
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Event segment mark
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Current Cursor

Above the waveform area, the green horizontal line is the range of event added to
[Segment] page. In the waveform area, the blue vertical line indicates the position of the
current cursor.

In the compressed waveform area, the blue background area indicates the position of the
current waveform in the whole ECG data.

Icons and text on the bottom and right side of the waveform area are introduced below:

Icon/Text Functions Details
[Lead] Set which lead to be Select [Lead] to pop up a window and select the desired
displayed lead to be displayed in the waveform area and
compressed waveform area.
@ Mark and add event ®  Select an appropriate event from the events list to
segments the left of this icon, then select this icon, the

marked event segment will be added and
displayed on the Segment page and the Report
page.

® If the selected event is less than 8 seconds, the
system intercepts the 8-second segment by
default. If the selected event is longer than 8
seconds, intercept it according to the actual

length.
< Forward Display the previous part of waveform at the set time
interval.
p S Backward Display the next part of waveform at the set time
interval.
' Previous page Display the previous page at the set time interval.
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Icon/Text Functions Details
> Next page Display the next page at the set time interval.
@ Used for ECG segment When this icon is selected, you can set the print content,
print setup. segment name, etc. in the pop-up window.
@ Mark and add event ® Onthe current waveform, select this icon, then select
segments an appropriate event in the events list that pops up.
The marked event segments are added and displayed
on the Segment page and the Report page.
® Ifthe selected event is less than 8 seconds, the system
intercepts the 8-second segment by default. If the
selected event is longer than 8 seconds, intercept it
according to the actual length.
Enable / Disable gauge. When this icon is selected, you can measure the

waveform with an electric gauge on the screen.

Enable / Disable calipers.

When this icon is selected, you can use the continuous
scales to measure the waveform.

& > *

Used to move the When this icon is selected, you can move the waveform
waveform. vertically.

il I Set the gain. Used to set the waveform gain.

—n Set the speed. Used to set the waveform sweeping speed.

-

Q Used to set the After setting, the waveform can be displayed
waveform display ratio. proportionally.

ﬁ Used to add/modifythe | Select one segment of waveform, and then select this
beat type. icon to pop up the heart beat type window, and select

the appropriate heart beat type.

'@' Used to delete. Select one segment of waveform, and then select this
icon to delete the beat type and interval value on this
waveform.

@ Used for time When this icon is selected, you can select the date and
positioning of the time you need to be positioned in the pop-up window.
waveform.

> Used to filter the Used to filter the EMG/low pass, and power frequency
interference interference on the waveform.

(Available in the

waveform area of

Full Disclosure and

Segment page)

Icons and text on the bottom of the compressed waveform area are introduced below:

Icon/Text

Functions

Details

Set which lead to be

Lead lis displayed by default. It can be set as|, II, Ill, aVR,
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displayed. aVL, aVvF, V1and V5.

Q Used to set the display After setting, the waveform can be displayed
ratio of the waveforms proportionally.
displayed in compressed

waveform
< Backward Display the previous part of the compressed waveform
> Forward Display the next part of the compressed waveform
& Previous page Turn one page backward.
pSS Next page Turn one page forward.

Select Single Beat

Select the QRS complex of a beat, the system automatically selects current beat.

Select a Segment

In the waveform area, you can select one segment of waveform and edit the beat type

there.

*  Method of setting an area: If the desired waveform covers multiple pages or a longer
period, you can use the method of setting the starting position to select the segment.

*  Method of selecting an area: If the desired waveform displays on current screen, you
can use the method of selecting the start position and dragging the mouse to select
the segment.

To set an area, perform as follows:

1.  Select a point (avoiding the QRS complex), and then left click the mouse. A blue
marker line appears.

2. Right click the mouse to pop up a menu, and select [Set as start point].

3. Move the mouse to the appropriate position and right click the mouse to pop up a
menu. Select a desired operation in the menu.
To select an area, perform as follows:




On the waveform, left click the mouse and drag it to the appropriate location, and then
release the mouse. A blue rectangular appears for the selected area.

Edit Beat Type

54841 44015 296ms

You can edit beat type on the waveforms.
Select an area, and then right click the mouse to make the corresponding selection in the

pop-up menu.

Options

Functions

Modify beats in set area

When you set an area, you can select this option to edit the heart beat type in
the pop-up menu.

Delete beats in set area

When you set an area, you can select this option to delete the beats in the set
area.

Delete beats in set area
and insertin batch

When you set an area, after selecting this option, the original beat type, heart
rate and R-R interval value are deleted, and sinus beats are inserted according
to the average heart rate.

Delete beats in set area
and set insertion

When you set an area, after selecting this option, the original beat type, heart
rate and R-R interval value are deleted, and user-defined R-R interval, heart
rate and sinus beats are inserted to all beats in the set area.

Modify beats in
selected area

When you select an area, you can select this option to pop up a beat type
window. You can select a desired beat type for change.

Delete beats in selected
area

When you select an area, you can select this option to delete the beats in the
selected area.

Delete beats in selected
area and insert in batch

When you select an area, after selecting this option, the original heart beat
type, heart rate and R-R interval value are deleted, and sinus beats are inserted
according to the average heart rate.

Delete beats in selected
area and set insertion

When you select an area, after selecting this option, the original heart beat
type, heart rate and R-R interval value are deleted, and user-defined R-R
interval, heart rate and sinus beat are added to all heart beats in the selected
area.

Insert in batch at
current cursor position

When this option is selected, the beat without annotation will be marked as
sinus beat from the current cursor position on.
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Options Functions

Setinsertion at the When this option is selected, the beat without annotation will be marked as
current cursor position user-defined beat type from the current cursor position on.

Quick Operations

*  Delete beat singly: Select the QRS complex of one beat, and then press [Delete] key on
the keyboard.

* Delete beats in batch: After selecting an area, and then press [Delete] key on the
keyboard.

e  Edit: After selecting an area, you can enter the shortcut key of beat types, and the
beat types will changed accordingly on the screen.

*  Add a beat: In the non-QRS complex area, when the cursor is displayed as a blue
vertical bar, you can enter the shortcut key of the beat type to add a beat at the
current cursor position.

*  Add ECG segment: Select the icon @ below the waveform area to add the currently
selected waveform directly to the Segment page and Report page.

Time Positioning
A specific time can be located in the waveform.

In the waveform, right click the mouse and select [Time Positioning] in the pop-up menu to
set the date and time to be positioned.

Delete ECG Segment

For marked event, you can remove the marking of the segment.

In the waveform, right click the mouse and select [Delete ECG Segment] in the pop-up
menu to cancel the annotation.

7.2.6 Scatter Plot

In the scatter coordinate plot, you can switch the display of interval or difference scatter
plot through icon function, display/hide scatter points, and select scatter points.
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Icons and text on the bottom of scatter plot are introduced below:
lcon/Text Functions Details
<= R Height Scatter Plot After selecting this icon, select the target lead as Y lead in
= the pop-up menu, and display the R height (Y-axis) scatter
plot of this lead in the coordinate plot.
e} Merged scatter plot You can set parameters for X-axis (X) and Y-axis (Y).
Set the displaying X-axis and Y-axis can be defined as RR interval, RR interval
items in X-axis and (4s), advance amount, compensation interval, R height,
Y-axis of the scatter QRS width and QRS area respectively.
plot
fo) Hide scatter points After selecting some scatter points, select this icon to hide
' pol these scatter points in the scatter plot.
o) Di ! After selecting this icon, the hidden scatter points are
isplay scatter points displayed in the scatter plot.

Select all Select all contents.

[All] The default option is [All]. Select [All] to pop up a window,
Set the displayed beat | you can set the beat type to [N], [V], [S], [Other], or select
type in scatter plot [More] to set it to other beat types. The default option is

[AI].
=t Lasso selection In the scatter plot, move the mouse to draw a closed
curve for selection.
O Rectaneular selection Inthe scatter plot, drag the mouse to draw a rectangular
g or square for selection.
Ty Circle selection In the scatter plot, drag the mouse to draw a circle for

selection.
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Icon/Text Functions Details
E Displav variance line After selecting this icon, the variance line is displayed in
Piay the coordinate chart.
’ ' After selecting this icon, the equal HR line is displayed in
@ Display equal HR fine the coordinate chart.
Set the scatter plot background color, auxiliary line color,
Scatter plot setup ) .
coordinate line color and scale.
(D Prompt information List each color corresponding to the beat type.

Toggle Display
On the scatter plot, you can switch between the interval scatter plot, interval scatter plot (4
sec), difference scatter plot and difference scatter plot (4 sec).

Select the scatter plot, and then right click the mouse to pop up a menu and select the
following options:
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Options

Functions

Interval scatter plot

Display interval scatter plot. Function is the same as icon

Difference scatter plot

I

Display a difference scatter plot. Function is the same as icon

Interval scatter plot (4 sec)

Display a 4-second interval scatter plot.

Difference scatter plot (4 sec)

Display a 4-second difference scatter plot.

Scatter Plot Display Settings

Select the scatter plot, and then right click the mouse to pop up a menu and select the

following options:

Options

Functions

Coordinate auxiliary line

When selected, the coordinate auxiliary line is displayed.
When deselected, the coordinate auxiliary line is hidden.

When selected, the equal HR line is displayed.

Equal HR line o

When deselected, the equal HR line is hidden.

When selected, the variance line is displayed.
Variance line When deselected, the variance line is hidden.

The variance line and the equal HR line are mutually exclusive.

Set the scatter plot background color, auxiliary line color, coordinate line
Scatter plot setup p ke v

color and coordinate scale.

Select this option to enlarge the scatter plot. Select the [Scatter Plot] tab
Enlarge scatter plot

at the top of the screen to return to the regular display screen.

7.2.7 Superimposition Plot

Superimposition plot displays the image of the superimposed waveform. The
superimposition area contains a main window and several auxiliary window. The
superimposition plot in each window can be split to other windows.

Current Window No.
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Icons and text on the bottom of the superimposition plot are introduced below:

lcon/Text

Functions

Details

Lead ]

Set which lead to
be displayed.

Lead | is displayed as a superimposed lead by
default. It can be set as|, Il, lll, aVR, aVL, aVF, V1,
V2,V3,V4,V5,V6 and Pacer.

Used to adjust the

display ratio.

Used to display the waveform according to
enlargement ratio.

Select a window.

The red number in the window indicates the
current window number. The superimposed
waveforms in the window can be moved to
other windows in whole or in part.

The specific operations as follows:

1. Select the desired waveforms through lasso,
rectangular or circle selection tools.

2. Inthe current window, select the target
window number, or click the numeric shortcut
key corresponding to the window number on
the keyboard, and then the selected waveforms
will be displayed in the corresponding window.

Lasso selection.

In the superimposition plot, move the mouse
cursor to draw a closed curve for selection.
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Icon/Text Functions Details

D Rectangular In the superimposition plot, drag the mouse
selection. cursor to draw a rectangular or square for
selection.
I Circle selection. In the superimposition plot, drag the mouse
= cursor to draw a circle for selection.
l Expand hidden In the window labeled 2 to 6, click the icon to
icons. display the hidden icons.

Toggle Display
In the superimposed waveforms, right click the mouse to pop up a menu and switch
between heart beats and P-wave superimposition plot.

7.3 Main Functional Pages

7.3.1 Overview Page

The Overview page displays patient ECG data from multiple perspectives, including trend,
scatter plot, hourly graphic trend, fence plot, histogram, scatter coordinate plot, waveforms
and beat templates for heart rate/interval.
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Select the expansion button @‘ on the right side of the screen, the hidden statistics lists

and conclusion area can be displayed, as shown in the following figure.
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When an area is selected in the trend, the areas of histogram, fence plot, waveforms,

scatter plot, and beats display it correspondingly.

Other Areas

For specific operations of each area, see 7.2 Main Areas.

7.3.2 Analysis Page

The Analysis page displays the heart beat types and their templates contained in ECG data,

also the trend, scatter plot and superimposition plot can be viewed at the same time.
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For the specific operations of each area, see 7.2 Main Areas.
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7.3.3 Full Disclosure Page

On the Full Disclosure page, you can view the detailed ECG waveform, mark the ECG
segments and modify the beat types.

For specific operations, see 7.2 Main Areas.
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7.3.4 ST Analysis Page

The ST Analysis page displays ST statistics, ST trends, and related waveforms. ST value can
be modified and re-analyzed.

w8 @ .@. y ] ] = 8 o S I |
Oveview  Arslys Saitw_ FulDlc. QETEM AMA  Foongf. Eumis Sepnants FogeSan Houyl. Stalifls Feporl Templbts Hicoga. Suparim.

STTrends

0D < >

r < @ n
Nrrr"w"rrr”mf" L]

v

o538

10 /1672022027018

o 182090

Mo wﬁ
BRI

IR R R

’u 52 1 i Il

:t\L

EHEREE

G |
Y M pE e

000 9/15/2022 110478 \

g.,A,

oty

Bva ©or

LEM*:EE

Lo b

Bon

mzaaz [t e

e 2 = “ B o

},&,_u o1 Ll |
NLITRET
]

CE40 A TN VN DN PN YA Y R O T (O

v~

(T

[T [ () L

4
“a

hn-a = < > o« o>

ST statistical list shows the average ST value in each lead, the duration of depression and

elevation, the amplitude of maximum depression and elevation, and the occurrence time
of maximum depression and elevation.
ST trend shows a graph plotted by average ST values, where yellow represents ST elevation
and blue for ST depression.
Icons and text in ST statistics and trend are introduced below:

Waveformand
Compressed
waveform

Icon/Text Functions Details
i Locate the position of When this icon is selected, the blue cursor will locate the
maximum ST lowest ST value in the trend. At the same time, the
depression of the waveforms show the ECG context.
selected lead inthe
waveform and ST
trends.
AN Locate the position of When this icon is selected, the blue cursor will locate the
_ maximum ST elevation | highest ST value in the trend. At the same time, the
of the selected lead in waveforms show the ECG context.
the waveform and ST
trends.

I:l Lock ST statistics. Lock the current ST statistics. After locking, the icon =
is displayed. Select this icon to unlock after confirmation,
and the ST statistics will be updated simultaneously
according to the relevant operation.

z Modify the ST segment | After selecting this icon, you can modify the average ST

statistics of the selected | amplitude, the duration of depression and elevation, the
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Icon/Text Functions Details

lead. amplitude of maximum depression and elevation, and
the occurrence time of maximum depression and
elevation in the pop-up window.

< Previous page Turn one page backward.
> Next page Turn one page forward.
Q . In the trend graph, move the mouse to draw a closed
Lasso selection .
curve for selection.
D Rectangular selection In the trend graph, f:lrag the mouse to draw a rectangular
or square for selection.
Select by page Select the content on the current page.
Select all Select all contents.
@ Zoom in ST trends Select this icon to zoom in the ST trends vertically.
@ Zoom out ST trends Select this icon to zoom out the ST trends vertically.

Edit ST Statistics

You can use the icon ﬁ on the right side of the ST statistics table to pop up a window,
and edit the statistics in the window. See the sections for icon introduction for details.

Edit ST Trends

On the ST trends, you can edit the ST elevation or depression value. Click on the ST trends,
and then right click the mouse to pop up a window. You can selection options in the menu:

Options Functions
Modify the value of ST | On the ST trends, select an appropriate area, and then select this item to modify
segment in selected the ST elevation or depression value in the selected area.
area
Delete ST segmentin On the ST trends, select an appropriate area, and then select this item to delete
selected area the ST value in the selected area.

Re-analyse ST Segment

On the ST trends, perform overall or partial re-analysis of the selected lead.
Click on the ST trends, and then right click the mouse to pop up a window. You can
selection options in the menu:

Options Functions

Re-analyse STsegment : All leads are selected by default, and all ECG data are re-analysed.
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Options Functions

Re-analyse ST segment : Select the waveform on ST trend, and then select this item to make re-analysis
in selected area for the selected area and lead.

Trends

AF/Af
Statistics List

Event List

Other Areas

For the specific operations of other area, see 7.2 Main Areas.

7.3.5 AF/Af Page

The AF/Af page count the events of atrial flutter and atrial fibrillation, and the
corresponding waveforms and scatter plot of each event can be displayed.
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Waveform and Compressed waveform

AF/Af Statistics List

In the statistical list of atrial flutter and atrial fibrillation, the start time and duration of each
atrial flutter or atrial fibrillation event are shown. Select one event and the corresponding
waveforms are displayed.

Other Areas

For the specific operations of other area, see 7.2 Main Areas.

7.3.6 Events Page

The Events page displays a list of arrhythmia events automatically identified by the analysis
software and the 8 to 15 second waveforms associated with the events.

For the operations of waveform and compressed waveform, see 7.2 Main Areas.
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Event List

The event list lists all event types analyzed for ECG data. All events that occur under each
event type are displayed in the event thumbnail area.

NOTE

»  The type and number of events displayed in the event list are not updated
in real time. After operating on the event list, you need to select the
[Refresh] button under the event list to manually update the event list.

Event Thumbnails

Event thumbnails display a miniature image of all event waveforms for a certain event type.
The display length of the event waveform can be set to 8s, 10s, or 15s. Event thumbnails
can be added as segments to Segment page or Report.

Icons and text on the bottom of the event thumbnails are introduced below:

lcon/Text Functions Details

Set which lead to be Select [Lead] to pop up a window and select the desired
[Lead] ) h . .

displayed. lead to be displayed in the event thumbnails.

Set the duration of the | Set the duration of the event waveform. It can be set to 8s,

Bs A
event waveform. 10s, 15s.
Add ECG segment Select the current event as a segment and add it to the
Segment page and Report.

You can set the appropriate name for the segment in the
drop-down list on the left (shown below) before adding it.
If not selected, the segment name will be empty.

Overall Max Heart Rate -
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lcon/Text

Functions

Details

Selectall

Select all contents.

=

Select inversely

Unselect the currently selected item and select the
currently unselected item.

Select by page Select the content on the current page.
& Previous page Display the previous page of event thumbnails.
» Next page Display the next page of event thumbnails.
:% Delete event Select an event in the event thumbnail area, then select

this icon to delete the event.

You cannot delete events under [Overall Max Heart Rate],
[Overall Min Heart Rate], [Sinus Max Heart Rate], [Sinus
Min Heart Rate), [Tachycardia] and [Bradycardia] in the

event list.

In the event thumbnails area, click the right mouse button to bring up a pop-up menu.
There are similar functions to icon/text in the menu.

The software can automatically identify the following events:

PVC Supraventricular premature | Longest ventricular
contractions tachycardia
PVC couplet PAC couplet Longest supraventricular
tachycardia
PVC bigeminy PAC bigeminy Fastest ventricular

tachycardia

PVC trigeminy

PAC trigeminy

Fastest supraventricular
tachycardia

Vent Tachy

Supraventricular
Tachycardia

Fastest and longest
ventricular tachycardia

Short-run ventricular
tachycardia

Short-run supraventricular
tachycardia

Fastest and longest
supraventricular
tachycardia

Tachy

Bradycardia

Atrial fibrillation

Atrial escape rhythm

Pause

Junctional escape rhythm

The software can also perform statistics on the following events:

Overall Max HR

Sinus Max Heart Rate

Long RR interval

Overall Min HR

Sinus Min Heart Rate
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7.3.7 Segment Page

The Segment page displays the events manually marked in the waveform area from all
pages, and the event related waveform are correspondingly displayed. The intercepted
waveform will be displayed in the report.
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Edit Segment

Select the button under the segment list to do the following:
*  Select [HR] to modify the heart rate in the segment.

*  Select [Lead] to modify the lead information.
*  Select [Up] or [Down] to move the selected segment up or down in the list.

*  Select [Delete Segment] to delete the selected segment.

Event Type List

For the event type list, you can do the following:
* Inthe search field, enter a keyword to find the event name containing the keyword.

*  Double-click an event name to update the current segment with that event type.

Other Areas

For the specific operations of other area, see 7.2 Main Areas.

7.3.8 Page Scan

The Page Scan page displays a scatter plot of the data on this page and the HR or interval
graphic trend. You can set the length of each page to be displayed. For the operations of
waveform and compressed waveform, see 7.2 Main Areas.
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The icons below the page scan area are introduced below:

Icon/Text Functions Details

I Set which lead to be After selecting this item, in the window that pops up,
displayed select the desired lead to be displayed in the page scan
area. The default setting is lead 1.

Setthe duration of the | After selecting this iter, in the drop-down list that pops

page display up, select how many minutes of waveform to display per
page. The default setting is 10min per page.

< 1 line forward After selecting this icon, the selected waveform segment
is moved forward by one line.
> 1 line backward After selecting this icon, the selected waveform segment
is moved backward by one line.
<« Previous page Display the previous page of page scan.
pSS Next page Display the next page of page scan.

7.3.9 Trends Page

The Trends page displays the overall HR trend graph and the number of beats and
segments per hour, as well as the distribution of ventricular, supraventricular, atrial
tachycardia, ventricular tachycardia, long RR intervals, and SDNN.

Click on the bar graph to display the corresponding event. For the operations of waveform
and compressed waveform, see 7.2 Main Areas.
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7.3.10 Hourly List Page

The Hourly List page displays event statistics per hour, including the total number of heart
beats, heart rate, and the number of arrhythmias that occurred. Click the button ¥

the middle of the page to expand the hourly list. Click the button L% below the
expanded list to fold the hourly list.

in

The corresponding waveform of one hour is displayed. For the operations of waveform and
thumbnails, see 7.2 Main Areas.
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7.3.11 Template Page

Template page displays the Al-algorithm identified beat types contained in the ECG data,
and the templates used under each type, as well as the detailed heart beats and
waveforms under each template.
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Each beat type is displayed in a preset color. To set the beat color, see 7.4 Diagnosis Screen

Setup --> Color Setup.

This software has the following beat classifications, as shown in the following table.

Abbreviations of Heart Beat Types Explanation

N Normal sinus beat

S PAC

Vv PVC

VT Accelerated idioventricular rhythm

Af Atrial fibrillation

N_CRB Completed right bundle branch block beat
N_CLB Completed left bundle branch block beat
N_B1 1st degree atrioventricular block

JE Junctional Escape Rhythm
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Beat Template

After a beat type is selected, the beat templ
side.

Template No.

ates under that type is displayed on the right

Beattype  Beatcountunder current template

Total beat count — e e N 29319 |2 N 18685 N 1219
‘ )
I l :
Selected beat type ,v H
| M e e e | A, AN b o -||| ([ |
Lw 1 BeatTemplate
i 1
i | 1
| i |
M/\—\P\Jl' Mu M V,|M i
I | !
I i i
il | I
L i [ I L P L M ':
5, =) &y

Atrial

*  There may be multiple beat templates

under one beat type.

. * indicates that the template has been viewed.

*  Anegative number in the template No.

such as "-800".

indicates that the template has been modified,

*  Up to three waveforms can be displayed in each template, and the displayed leads can

be configured.
*  Each template can be superimposed w

ith waveforms based on the beats it contains.

Up to 20 beats can be superimposed in one template. For superimposition settings,
please refer to the introduction of [Layout and Parameters] in 7.4 Diagnosis Screen

Setup.

*  After the template is selected, all the beats under the template are displayed in the

right area.

Icons and text below the template are introduced as follows.

Icon/Text Functions

Details

Layout setup

or to

el

After selecting this icon, you can select
increase or decrease the size of the template area in the
pop-up window.

[Lead] Set which lead to be Select [Lead] to pop up a window and select the desired
displayed lead to be displayed in templates.
S Split templates After selecting this icon, you can select the lead in the

pop-up window. The system will split the template
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Icon/Text Functions Details

according to the beat pattern.

@ Merge templates Drag the mouse to select two or more templates and then
select this icon to merge the selected templates into one
template.

Z Modify templates Select one or more templates, and then select this icon to
pop up the beat type window, and then select the
appropriate heart beat type there for change.

'@' Delete templates Select one or more templates, and then select this icon to
delete them.

Select all Select all contents.

@ Select inversely Unselect the currently selected item and select the
currently unselected item.

& Previous page Turn pages backward to view the heartbeat template.

b3 Next page Turn pages forward to view the heartbeat template.

In the heartbeat template area, click the right mouse button to bring up a pop-up menu.
There are similar functions to icon/text in the menu.

Other Areas

For the specific operations of other area, see 7.2 Main Areas.

7.3.12 HRV Page

The HRV page displays HRV parameters including SDNN, SDANN, RMSSD, SDSD, NN50,
PNNS50, triangular index, effective data, effective proportion, and 5 minutes, 1 hour and 24
hours of heart beats. At the same time, NN interval scatter plot, NN interval histogram and
NN interval difference histogram are also displayed.

On the HRV page, the trends and waveforms are also available. For more information of
operations, see 7.2 Main Areas.
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7.3.13 QT Analysis Page

The top part of the QT Analysis page displays the QT analysis list, which provides statistics
on the number of beats per hour, heart rate, RR interval, maximum QT/QTc, minimum

QT/QTc, average QT/QTc, as well as Qtd and Qtcd values.
The QT/QTc value and QT/QTc histogram, as well as the QT/QTc percentage histogram are
displayed at the bottom of the screen.
For the operations of waveform and compressed waveform, see 7.2 Main Areas.
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Click the [Analyse] button to get the latest statistical results.

Click on the histogram to display the corresponding ECG waveform.

|
|



*  (Click the [OK] button to add the QT analysis report to the report template for printing
out the QT analysis report.

*  Click the [Cancel] button to remove the QT analysis report from the report template
and not print out the QT analysis report.

7.3.14 Heart Rate Deceleration Capacity Page

The detection of heart rate deceleration capacity is a quantitative evaluation of the level of
vagus nerve tension in patients by analyzing the overall trend of 24-hour heart rate and
measuring deceleration capacity.

On this page, the following parameters are included:

(] Heart rate deceleration capacity (DC)

® Heart rate acceleration capacity (AC)

° Heart rate deceleration runs (DRS)

At the top of the page, you can select the analysis scope and set the threshold for RR
interval variation range (5%, 10%, 15%, 20%, 25%). Then select [Analyse] to start the
analysis. The system will then output a risk level based on the calculated values.
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7.3.15 Ventricular Late Potentials (VLP) Page

Ventricular late potentials (VLP) refers to delayed electrical activity that occurs in the
terminal portion of the QRS complex on an electrocardiogram and extends into the ST
segment. It is typically analyzed using 12-lead ECG data.

On the [Select Beats] tab, select the display leads and an appropriate time period of
heartbeats, then click the [Analyse] button. After the analysis is completed, it will
automatically navigate to the [Time Domain] tab, where the analysis results are displayed.
Users can then edit the results and generate a diagnostic report.
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Select Beats page

Beats can be selected using the following methods. The selected beats are displayed in the
list on the right:

° Drag a box on the trend plot and select the [Add Beats] button.
° Drag a box on the waveform and select the [Add Beats] button.
(] Select the [Add All] button.

(] Select the [Add N beats] button.
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Time Domain page

The time domain page has the following features:

([ ] View the waveforms of leads X, Y, and Z.

(] Set the filter range.
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® Drag the vertical line (purple) on the right side of the waveform area above to adjust
the total QRS duration. The corresponding values for the parameters below 40 uv
and terminal 40 ms will automatically adjust accordingly.

7.3.16 T Wave Alternans Page

T wave alternans analysis reflects beat-to-beat alternating changes in T-wave morphology,
polarity, and amplitude under conditions of regular cardiac rhythm.

The T Wave Alternans page displays the graphic trend and T wave alternans. On the
[Graphic Trend] tab, a 24-hour T-wave trend chart is displayed at the top, and pages can be
flipped to display trend charts that exceed 24 hours. Below is a trend chart of every 10
minutes within the 1-hour positioning box, as shown in the following figure:
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Graphic Trend page

Follow the steps below to perform the analysis:

1. Select a lead at the top of the [Graphic Trend] page.
By default, lead Il will be analyzed.

2. Click on the T wave amplitude (trend chart per minute) to select a time period.
The T wave amplitude of each beat during this time period is displayed in the T
wave amplitude (per beat) area.

3. Select at least 128 beats in the T wave amplitude (per beat) area, and then select
the [Analyse] button. Or double click on the T wave amplitude (per beat) area to
select 128 beats for analysis at the current position.

Upon completion of the analysis, it will automatically navigate to the [T wave alternans]

page, where the histogram of 128 beats is displayed above, the frequency domain

graph and superimposition graph are displayed below, and the analysis results of T

wave alternans are displayed on the far right, as shown in the following figure:
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T wave alternans page

Basic Operations

*  Click on the histogram of 128 beats to locate the specific beat location.

*  For superimposition graph, you can select [Show All] to display all the 128 beats
or [Show in Pairs] to display in pairs, or select [R Wave Alignment] or [T Wave
Alignment]. You can also adjust the waveform and click [Re-analyse] to reanalyze
it.

*  Enter the diagnostic conclusion in the conclusion area on the right, click the [OK]
button, then the "T Wave Alternans" option on the report page is selected, click
the [Cancel] button to cancel this check item in the report.

7.3.17 Ischemic Burden Page

The total myocardial ischemic burden usually refers to the total number of ischemic attack
and their cumulative duration.

On the Ischemic Burden page, the ST segment depression duration threshold, the
depression interval between two ST segments, the ST depression threshold (negative
voltage value), and the associated waveforms are displayed.

Select the [Analyse] button to perform a myocardial ischemia analysis. If ST analysis has not
been conducted, ST analysis can directly initiated, and followed by myocardial ischemia
analysis.
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7.3.18 ECG Vectors Page

The vectorcardiogram depicts the changes in ECG signals from a three-dimensional
perspective. Compared to the linear variation between two points, the vectorcardiogram
can better reflect the entire process of the magnitude and direction of the ECG signals.
Under the [Select Time Period] tab, set the analysis time period. Right click in the waveform
area and select [Set as start point] / [Set endpoint] or [Select area]. The fields of [Start Time]
and [End Time] on the right will automatically fill in the corresponding time. Upon
completion of the analysis, the results are automatically displayed under the [Analysis
Result] page.
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ECG vectors analysis result page

7.3.19 Pacing Events Page

On the Pacing Events page, click the icon

to set the parameters for the pacing

analysis and display the abnormal events analyzed according to the parameters.
For the operations of waveform and compressed waveform, see 7.2 Main Areas.
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7.3.20 Sleep Analysis Page

Analyze the start and end time of sleep apnea by analyzing the trend of heart rate/R-R

interval in ambulatory ECG.

7-37



@ e = 2 (4 2] &) A [E] 5] =] B s Alfuncions+ @ = O X
Male, 4“‘“" Overview  Analysis Scatter... Full Disc.. STAnaly.. AF/Af PacingE.. Events Segments PageScan HourlyL..

Interval Scatter Trend Plot Q0@ [B <> B 2000 @&

:Z,‘
e S S

o o - —~ -z — i Disgrosis >
. Selct Language. English
e 231 e s zas Er e 247 e

|0ﬂ0 S |000 L \wn KWO

oo s
MQ—W\—A A—MMJ‘—JU\—ML/\—MMMA—JJ\_AI een iR
A D @@mksmﬂaa4mea<u“><.m,.>

7.3.21 Telemetry Report Page

The telemetry report page displays statistical data and waveform segments of warnings in
telemetry ECG device.
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7.3.22 Statistics Page

The Statistics page displays the relevant statistical values for the case data, including
monitoring start and end times, monitoring duration, statistical values for heart rate,
ventricular, supraventricular, atrial flutter / atrial fibrillation events, HRV and ST segment.
The statistics can be edited and saved.

7.3.23 Report Page

On the Report page, you can edit diagnosis and generate reports.
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Set Report Content

A standard report includes the following contents:
*  Report summary

*  Hourly list

*  Graphictrends

* ECGsegments

e HRV

*  Hourly list of HRV (optional)

*  STtrend (optional)

*  Pacing event list (optional)

*  Ventricular late potentials (VLP) (optional)
*  Sleep analysis (optional)

* QT analysis report (optional)

*  Heart rate deceleration capacity (optional)
*  Telemetry report (optional)

*  Telemetry ECG segment (optional)

*  Twave alternans (optional)

*  Ischemic burden (optional)

*  ECG vectors (optional)

If patient have taken other tests, the report may also include other contents.

Generate Diagnosis

The software supports to provide auto analysis by clicking [Generate Diagnosis] button.
Physician can edit descriptive summary and diagnosis.
You can preview the report, and then select [OK] to generate and output the paper report.

Add to Favorites

For reports that need to be filed, select the [Add to Favorites] button. After successful
adding to favorites, you can view it conveniently in [Personal Center].

7.4 Diagnosis Screen Setup

In the Diagnosis screen, click the @ button to enter the parameter setup window.

tem Description

Color Setup Set the background color of the ECG display area.
Set the frame line color of the grid.
Set the internal line color of the grid.

Set the appropriate color for each beat type.

In the analysis software, the different heart beat types are indicated in

7-39




Item

Description

separate colors. Each heart beat appears in the waveform or graph in a set
color.

Event Threshold Setup

Set the ECG event threshold.

Regular Module

Set the sub-modules in each work flow. Not applicable for Standalone
Environment.

General Operation Setup

Set prompts for deletion.

[Confirmation prompt for beat deletion in waveform area): When checked,
a deletion prompt appears when the beat is deleted from the waveform
area.

[Confirmation prompt for beat graph deletion]: When checked, a deletion
prompt appears when beat graph is deleted.

Set the display duration of the scatter plot in the overview page: display all
time range of the scatter plot or the first hour of the scatter plot by default.

Set whether to prompt when saving a segment.

Set the arrow indicator for SDNN increase or decrease during HRV analysis.

Print Set the printing related information.

Beat Shortcut Key Set shortcut keys for each heartbeat.

Segment Dictionary Set the sequence in which segments are displayed in the dictionary. You can
Sequence reorder the items by clicking the - or ! button.

Layout and Parameters Set layout in event screen, template, functional display, etc.

L] Layout setup
[Event thumbnail location in Events page]: [Top], [Bottom]

You can set whether the event thumbnail is located at the top or bottom of
the Event page. After this setting is changed, you need to restart the
Diagnose screen for it to take effect.

[ Template

[Superimposed beats in one template]: This is used to set the maximum
number of beats that can be superimposed on the beat template. Up to 20
beat waveforms can be superimposed.

[Display one beat if beat count greater than setting of superimposed beats
in one template]: When the beat template contains a large number of beats
that exceed the maximum number of superimposed beat waveforms you
want, then only the first beat is displayed as a representative to avoid
cluttered superimposed display.

® Function display

[Display sinus max/min heart rate in Events page]: Set whether to add
statistics of [Sinus Max Heart Rate] and [Sinus Min Heart Rate] in the event
list under the Events page.
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Item

Description

[Display tachycardia and bradycardia events in Events page]: Set whether to
add events of [Tachycardia] and [Bradycardia] to the event list under the
Events page.

° HR statistics

[Correlate Max/Min HR with Hourly List]: Changes to the values of [Overall
Max Heart Rate] and [Overall Min Heart Rate] on the Events page can be set
to update in conjunction with the fastest HR and slowest HR corresponding
to the hourly list, statistics, and report pages.

Once checked, when the overall maximum heart rate value is updated, the
fastest heart rate on the Statistics and Report pages will be updated
simultaneously, and the updated value will be used for all fastest heart rates
that exceed this updated value in the Hourly List. Similarly, after the overall
minimum heart rate is updated, the slowest heart rate is also updated in the
same way.

L] Event location in waveform area in Events page

Under the Events page, set the display location of the event waveform in the
waveform area.

When set to [Center], the event waveform is located in the middle of the
waveform area.

When set to [Left], the event waveform is displayed from the left side of the
waveform area.

(] Deletion in event list

When deleting an event in the event thumbnail on the Events page, the
original beat type of the deleted event can be marked using [N] (sinus beat)
or [A] (Artifact).

L] Add ECG segment from Events page

In the Events page, when you need to add certain event thumbnails as

segments, to the Segment page or to Report, you can set the naming
method for the segments.

[Segment name same as event name]: Use the name of the event, as the
name of the segment.

[Empty segment name (except for heart rate events)]: The name of the
event is not used, making the segment nameless. However, the name of the
[Overall Max Heart Rate] and [Overall Min Heart Rate] will be retained.
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Chapter 8 Real-time ECG

In the main screen, select [Real-time ECG] to enter its screen.

NOTE

»  Only the connected ECG device has real-time transmission capability, the
system supports the functions introduced below.

8.1 View Real-time ECG

Select [Real-time ECG] button to view the real-time ECG waveforms of multiple patients.

8.1.1 Multi-bed Screen

The multi-bed observation screen contains two parts:

. Upper part: displays department information, number of patient under observation,
system time, system tone status and system setting button .

. Main part: displays the real-time observation window of multiple ECG devices. Each
screen can display up to 32 real-time ECG windows at the same time.

Real-time ECG

81

8.1.2 Single Bed Window

Patientinfoarea Pacemaker Prompt info Symbol area

[ | |
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Patient information area: displays the name of the institution where the patient is
located, the name of the department, the name of the patient.

Pacemaker icon: indicates whether the patient wears a pacemaker or not.
Symbol area: displays signal strength and battery power.

Duration area: The duration area contains the preset recording duration, valid
duration of received data, and recording duration.

Except prompt information area, all of the above information can be set to be displayed or

not.

Set multi-bed layout

Select -[Layout] to set the number of beds and layout of multi-bed screen.

Set single-bed layout

1 Move the cursor to the appropriate single-bed ECG window.

2. Click the right mouse button.

3. In the pop-up menu, select [Layout].

4.  Set the number of displayed waveforms and the waveform speed.

5 Set the number of displayed [parameters].

6 Confirm whether [Apply to all beds] is checked.

7 Select [Save].

Switch beds

If you need to switch the patient displayed in the current real-time ECG window, follow the
steps below:

1. Move the cursor to the appropriate real-time ECG window.

2 Click the right mouse button.

3. Inthe pop-up menu, select [Switch Bed).

4 Select the appropriate patient from the list on the left side of the window. After

selection, the selected patient’s ECG data will automatically display.
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8.1.3 Focused Observation

In the multi-bed observation screen, double-click a window to display the particular
patient's detailed window in the lower half of the screen, displaying the pati’nt's real-time
ECG waveform, full disclosure waveform, events, scatter plot and device records.

Npage Real-time ECG Persa 2024 141214

Patiset Managemens | Mgt Observation | Scattar  Fub-Dinclorurs Waveforms  Evemts

Patient Management

View basic patient information, department information, etc.
If you need to edit patient information, you need to modify it in the [Test Center] module.

Real-time Observation

View the current pati’nt's real-time ECG waveform, HR parameters and events in recent 30
minutes.

Scatter Plot

Displays the Lorenz scatter plot, difference scatter plot, and time scatter plot of the current
patient's historical ECG data.

Full Disclosure Waveform

View the pati’nt's ECG compression waveform and detailed waveform.

. Select displayed waveforms: Select up to 4 compressed waveforms (half screen) or
12 compressed waveforms (full screen) to display on the same screen.

. Set the length of each line: Set the time length of each line of compressed waveform.

. Set the time of the frame: the time length of the compressed waveform when
selected at one time.

. Data positioning: Accurately locate the waveform corresponding to the time point.

Event List

Display all the ECG events and event-related waveforms.
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Device Records

View a list of ECG devices used by patients.

8.1.4 System settings

In the multi-bed screen, select the button in the upper part to set the multi-bed
window layout, parameter color, unit, privacy settings, etc.

Set sound

Set the notification sound volume or system sound off. Select the [General] tab to enter
settings.

Set display mode

The real-time ECG window display can be set to [Simplified Mode] or [Professional Mode].
Select the [General] tab to enter settings.

Set parameter color

Set the color of the values, waveforms, etc. of parameters. Select the [Color] tab to enter
settings.

Set unit

Set the units for height, weight and other parameters. Select the [Unit] tab to enter
settings.

Set content display

Select the [General] tab to set the following content to be displayed in the single-bed ECG
window:

. Filter

. Bed No

. Pacing icon

. Observation duration
. Grid in waveform area
. Hospital abbreviation
. Battery level

. Time

d Patient name privacy protection
. Test department

. Ordering department
. Device signal

. Phone number

. Random attention list

. Pop-up message box
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Query area

Chapter 9 Case Center

In the working module area, select [Case Center] to enter the Case Center screen. You can
view and print all completed diagnosis reports in this screen. This module is not applicable
for Standalone Environment.

9 AECS Disanasis Cient . @ - ox
o] E La)

Case list

RO 00

T o=

View Raw Data

In Case Center, you can view the raw data and diagnosis history of the cases, and bookmark
the cases. The steps are as follows:

1. In Case Center screen, select the appropriate case.
2. Select [Raw Data] to enter the diagnosis screen.

3. Select to view [Waveform], [Average Template], etc. according to your needs.

View Report

In Case Center, you can view, save, and print reports. The steps are as follows:

1. In Case Center screen, select the appropriate case.

2 Double-click the case, or select [View Report] to enter the View Report screen.
3 Select [Zoom In] or [Zoom Out] to view the report details.

4.  Select [Print Current Page] or [Print All] to print the report as required.

5

Select [Save as] to save the report to the specified location.
For information on how to save and print reports, please see Chapter 10 Report
Management.

Batch Print Report
In Case Center, you can achieve batch printing of reports. The steps are as follows:
1. In Case Center screen, select the appropriate cases.

2. Select [Batch Print] to print reports in bulk.
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Chapter 10 Report Management

You can view and print paper reports or output PDF reports. The following is a sample of
the report.

Lepu Medical
Holter Report
Patient Info
Mame: 0812001 Gender:  Female Age: 56 Years
Ordering Department: ECGRoom Serial No: 240812000008
Start of Recording: 2020-05-14 14:06:23  Recording Duration: 0 Hours 29 Minutes 54 Seconds
Heart Rate
Average HR: 81 bpm Total Beats: 2167 Asystole: 3
Fastest HR: 129 bpm at: 140713 Longest RR interval: 316 s at: 141413
SlowestHR: 25  bpm at: 141403 Long RR interval(>2000ms): 15 time(s)
Ventricular SVT

Total: 496 Total: 18
Simgle: 364 Single: 0
Couplet 61 Couplet 0
Bigeminy: 7 time(s) Bigeminy: 0 time(s)
Trigeminy: 2 time(s) Trigeminy: 0 time(s)
Total VE Tachy: 2 Afrial escape: ]
VE Tachy with fastest HR: 99 bpm SVT: 2
at: 14:09:02 Atrial Tachy with fastest HR: 180 bpm
Duration: 406 H at: 140713

Duration: 526 5

AF/Af
AF/Af Ratio: 0.00 % Total Analysis Duration: 0 Hours 29 Minutes 54 Seconds
HRV
SDNMN: 15536 ms RMSSD: 12648 ms SDANN: 2305 ms sDsD: 11775 ms
PNN50: 2758 % TINN: 1882 ASDNN: 10955  ms?
LF: 599395 ms? HF: 367022 ms? VLF 2585617 ms?
Diagnesis

ECG Monitoring: 0 Hours 29 Minutes 54 Seconds

1.Basic rhythm: Mormal sinus rhythm, Mean HR: 81 bpm; Maximum HR: 94 bpm at 2020-05-14
14:35:53; Minimum HR: 63 bpm at 2020-05-14 14:23:25.

2 Preemature ventricular contractions (PVCs): 501; Single: 377, Trigeminy: 7, Couplets: 62

1.Mormal sinus rhythm
wvisible trigemimy wisible couplet

Diagnasis Physician:
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10.1 Printing Reports

Print in Task Center and Case Center (LAN and Cloud Environment)

1.  Selectarecord thatis in "Completed" status.
2. Click the [View Report] button in the menu bar of the main screen to open the report
preview screen.
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3. Select the [Print Current Page] or [Print All] button to print the report.

Print in Main Screen (Standalone Environment)
1.  Select atest record that is in "Completed" status.

2. Click the [View Report] button in the menu bar of the main screen to open the report
preview screen.

3. Select the [Print Current Page] or [Print All] button to print the report.
Print in Diagnosis Screen

To print the report immediately upon diagnosis, proceed as follows:
1. In the diagnosis screen, select the [Report] page.

2. Select [Print Preview] at the bottom right of the screen. The print preview screen

expands.
=

10.2 Export PDF Report

3. After preview, select to print the report.

Export in Test Center and Case Center (LAN and Cloud Environment)
. Method 1:
1.  Select atest record that is in "Completed" status.

2. Click the [View Report] button on the menu bar of the main screen to open the
report preview screen.

3.  Select [Save as].
4, Choose the appropriate storage path.
Select [Save].

. Method 2:

1 Select a test record that is in "Completed" status.

2 Click the [Export Report] button on the menu bar of the main screen.
3. Choose the appropriate storage path.
4

Select [Save].

Export in Main Screen (Standalone Environment)
. Method 1:
1.  Select atest record that is in "Completed" status.

2. Click the [View Report] button on the menu bar of the main screen to open the
report preview screen.

Select [Save as].

4, Choose the appropriate storage path.
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1
2.
3.
4

Select [Save].

Method 2:

Select a test record that is in "Completed" status.

Click the [Export Report] button on the menu bar of the main screen.
Choose the appropriate storage path.

Select [Save].

Export in Diagnosis Screen

To export the report immediately upon diagnosis, proceed as follows:

1
2.

In the diagnosis screen, select the [Report] page.

Select [Print Preview] at the bottom right of the screen. The print preview screen
expands.

Select [Output PDF Documents].
Choose the appropriate storage path.
Select [Save].
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Chapter 11 Personal Center

Click [Personal Center] in the menu bar of the main screen to enter the personal center
screen.

In the Personal Center screen, you can perform the following operations:
. Modify account information

. Add account

. View my favorites

. Search operation logs

11.1 Modify Account Information

View/modify personal information of the account, including modifying contact information
and email address, uploading signature images for easy signature of subsequent diagnostic
reports.

11.2 Add Account

Add account-related information, including user name, user ID, contact phone, email
address, and select whether it is enabled or not. This function is applicable for Standalone
Environment.

11.3 Review Personal Favorites

In the favorites list of [My Favorites], the following operations can be performed on the
cases added to favorites.

e Search for cases added to favorites: at the top of the list, filter by patient gender, or
enter keywords: patient name/remarks to find the case.

*  View cases added to favorites: Double-click a case to go to the diagnosis screen of that
case.

*  Remove from my favorites: Select a case, right-click to select [Remove from Favorites].

11.4 Query Operation Logs

You can query user operation logs, including records of new tests, uploading data and other
operations. You can query the operation log by time.



Chapter 12 Management Portal

12.1 Introduction

The Management Portal (hereinafter referred to as the "Portal") can realize the
management of information and permission of organization, personnel and device, system
log and backup, and statistics of tasks. The Portal is not applicable for Standalone
Environment.

NOTE

»  Due to the setting of user roles and permissions, the screen you log in to
may not contain all the functions introduced in this manual.

12.2 Login / Logout

Login

Follow the steps below to log in to the Portal:

1. Open your web browser.

2. Input the domain address of the server in the address bar.

3. Press the Enter key on your keyboard. The login page appears.

4, Enter the correct user name and password.
On the login screen, you can choose the language. After login, all the screens will show the
language selected at this time.

Logout

After logging in to the Portal, you can log out by following the steps below:
L]

1. Click the ’ icon on the upper right corner of the main screen.

2. Select [Log Out] from the drop-down menu to return to the login screen.

12.3 Common Operations

The functions of the common buttons on each page in the Portal are basically the same, as
described below:

+ New

. - : Indicates the operation of adding new items. After clicking this button, a
window will pop up for you to add information. After entering information and
confirming, an institute, department or device will be added.

. : Indicates a search. When you click this button after entering or
selecting search criteria, the list will display the records that meet the criteria.

. n: Indicates editing. After clicking this button, a window will pop up for you to
modify relevant information.

12-1



]

-: Indicates deleting. After clicking this button, a window will pop up saying
“Are you sure to delete?” The information you have selected will be deleted after
confirmation.

i
-: Indicates an institution chart. After clicking this button, an institution chart
will be displayed, and you can enter information is selecting the items in the chart.

n: Indicates configuration. After clicking this button, a window will pop up for
lead setup, diagnosis setup, Logo configuration and other settings carried out as
required.

n: Indicates staffing. After clicking this button, the list of department users
will be displayed.

n: Indicates password change. After clicking this button, a window will pop
up for you to enter and confirm a new password. The password will be changed after
confirmation.

Indicates downloading.

n: Indicates viewing details.

12.4 Personal Account Management

Switch Login Role

This system supports the configuration of multiple roles under the same user account, and
each role can be given different permissions. Under different roles, the display screen and
corresponding functions will vary.

You can switch roles after logging in to the Portal:

All roles under the user account will be displayed after clicking the |§| icon on the
upper right corner of the main screen.

You can switch to a certain role by selecting it. The screen will prompt “Switched to
[role name] role successfully”.

Change Your Password

After logging in to the Portal, you can change your password by following the steps below:

1
2.
3.
4.

-
Clickthe icon on the upper right corner of the main screen.

Select [Change Password] from the drop-down menu.
Enter the old password and a new password in the pop-up window.

Select [Save].
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View/Modify Personal Information

After logging in to the Portal, you can view and modify your personal information, such as
contact information and electronic signature. The setup steps are as follows:

-
Click the ' icon on the upper right corner of the main screen.

Select [Personal Center] from the drop-down menu.

Click [Modify] in the pop-up window.

Modify the contact information and upload the electronic signature in the pop-up
window.

A wnN e

12.5 Institution Management

The Institution Management module is designed for the management of institutions and
departments.
Home
i Institution Management
Institution List
Department List

& UserlList

& Device List

f] Operation Log

12.5.1 Institution List

You can add, edit, delete and search institutions in the Institution List, as well as configuring
referral institutions and searching the institution chart.

After logging in to the Portal, you can select [Institution Management] — [Institution List]
in the navigation menu to enter the institution list page. The institution chart is displayed
on the left side of the institution list. If an institution is selected, the list of its
sub-institutions will be displayed on the right side of the institution list, as shown in the
figure below.
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Sub-institution list

For operations such as adding, editing, deleting, and searching, see 12.3 Common
Operations.
NOTE

> Aninstitution cannot be deleted if it has any sub-institution or associated
department.

Search the Institution Chart

Enter keywords for filtering in the search box at the top of the institution charts, and the
corresponding institution will be retrieved and displayed in real time.

Set the Institution Name

You can customize the name and logo of a certain medical institution to be displayed at the
top of the diagnostic report. The setup steps are as follows:

1.  Afterlogging in to the Portal, select .

2. Inthe pop-up window, set the name of the medical institution and upload the
institution logo.

3. Select [OK].

12.5.2 Department List
You can add, edit, delete and search departments in the Department List, as well as
checking the staffing of all departments.

After logging in to the Portal, you can select [Institution Management] — [Department
List] in the navigation menu to enter the department list page. The list of departments of
the current user's institution is displayed by default.
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. For operations such as adding, editing, deleting, and searching, see 12.3 Common
Operations.

. Staffing: Click n in the list, the department list window pops up, displaying all
users under this department.

12.6 User List

You can add, edit, delete and search users, and change the password of a user.

After logging in to the Portal, you can select [User Management] — [User List] in the
navigation menu to enter the user list page. The user list of the current user’s institution is
displayed by default.

For operations such as editing, deleting, searching users and changing passwords, see 12.3
Common Operations.

Create a User

In addition to setting the basic account number and department information, you can
assign privileges to the user to be created. The steps are as follows:

1. Log in to the Portal and select [User List] in the navigation menu.

Select the button, the “Add new user info” window pops up.
Enter user information, such as account number, name and password.
Select the corresponding Affiliation Institution and Department Name.
Set the privileges of the account: Privilege on Statistic, Status and Role.
Select [OK].

12.7 Device List

You can add, edit, delete and search devices in the Device List.

o vk W

After logging in to the Portal, you can select [Device Management] — [Device List] in the
navigation menu to enter the device list page. The device list of the current user's
institution is displayed by default.
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For operations such as adding, editing, deleting, and searching, see 12.3 Common
Operations.

Add a Device
You can add an acquisition device by following the steps below:

1. Log in to the Portal and select [Device List] in the navigation menu.

2. Selectthe button, the “Add Device” window pops up.

3. Enter correct device S/N, also the required device-related information, department,
institution, etc.

4.  Select [OK]. Then one device record will be added in the device list.

12.8 My Workbench

In [My Workbench], you can view Holter ECG test list. You can perform the following
operations:

. [New Test]: set up a new test.
. [Start recording]: start ECG acquisition for a patient.

. [Search]: set patient information, patient source, data status, print status, or test time
to search the cases.

. [End recording earlier]: stop the ECG acquisition earlier than the preset end time.
. [View ECG]: View the ECG waveform.

. [Opertion log]: View the historic operations of each case.

12.9 Search Operation Log

When using the client to perform operations such as editing and confirming the diagnosis
of ECG data, the system will record in the operation log.

After logging in to the Portal, select [Operation Log] in the navigation menu, then you can

enter the operator, operation information and date range to search the operation records
of medical staff.
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Appendix A Technical Specifications

A.1 Hardware Environment

The installation environment should meet at least the following requirements:

> LAN and Cloud Environment:

Name Minimum Hardware Configuration
CPU: Intel® Core™ i7
RAM: 16 GB

ECG analysis server

Hard drive size: 2 TB
Graphics card: NVIDIA GeForce

Physician’s diagnostic client

Management portal

CPU: Intel® Core™ i3

RAM: 8GB

Hard drive size: 500 GB

Printer resolution: 600 dpi
Connector: RJ 45 port, USB 2.0/3.0

> Standalone Environment:

Name Minimum Hardware Configuration
CPU: Intel® Core™ i5
ECG analysis server RAM: 8GB

Physician’s diagnostic client

Hard drive size: 500 GB

Printer resolution: 600 dpi
Connector: RJ 45 port, USB 2.0/3.0
Graphics card: NVIDIA GeForce




A.2 Software Environment

> LAN and Cloud Environment:

Name

Operating System Configuration

Physician’s diagnostic client

Web browser

Windows 10/11 and compatible versions

IE11, Microsoft Edge42, Google Chrome 77 and compatible
versions

All browsers require installation of PDF plugin

ECG analysis server

Ubuntu 20.04 + Nginx 1.8.1 + JDK 11 + MySQL 8.0 and compatible
versions

> Standalone Environment:

Name

Operating System Configuration

Physician’s diagnostic client

ECG analysis server

Windows 10/11 and compatible versions
JDK11 +MySQL 8.0 and compatible versions

A.3 System Performance

Maximum concurrent connections

Management portal

1000

Physician’s diagnostic client

1000

Al performance The deep learning electrocardiogram analysis server
receives and processes 2GB of dynamic electrocardiogram
data per hour

NOTE

»  When the software and hardware operating environment recommended
by the manufacturer is not used, the performance of the software may be

compromised.

A.4 Data Interface

Network The physician diagnostic client and management portal use the HTTPS network
interface protocol to communicate with the ECG server.

ilryygﬁiﬁphw The Al module uses AES-256 encryption and performs MD5 signature
Rc%luircmcns verification.




Dataimport The physician diagnostic client supports the import of ECG data using USB 2.0/3.0.

Datatvoe The ECG server supports ambulatory ECG data in Yocaly ECG, MIT-BIH ECG, ISHNE and
P Carewell ECG format.

Storage data ECG data storage format: XML, PDF, DAT

format

A.5 Environmental Specifications

Temperature Humidity Atmospheric pressure
Operating 5°C -+40°C 25% - 85% 700 hPa—1060 hPa
environment (non-condensed)
Storage 20°C -+55°C 20%-95% 700 hPa—1060 hPa
environment (non-condensed)

A.6 Software Lifetime

The expected software lifetime of AI-ECG Tracker is 5 years from the date of installation,
provided that the software is operated and maintained in accordance with the instructions
in this manual and within the specified hardware and software environment.

After the lifetime expires, Carewell will no longer provide software updates or technical
support. Users should contact Carewell for renewal or upgrade options.




Appendix B Cybersecurity Measures

B.1 Personal Information Safety

Protecting personal health information is a major component of security strategy. To
protect the personal information and ensure the proper software performance, the user
should take necessary precautions in accordance with local laws and regulations and
institution’s policies. Recommends health care organizations or medical institutions to
implement a comprehensive and multifaceted strategy to protect the information and
systems from internal and external security threats.

To ensure the operator and patients’ safety and protect their personal information, the
user should implement security practices or measures that include:

*  Physical safeguards - physical safety measures to ensure that unauthorized personnel
do not have access to the software.

*  Operational safeguards - safety measures during operation.

*  Administrative safeguards - safety measures in management.

*  Technical safeguards - safety measures in technical field.

The basic principles are as follows:

*  The access/operation of the software is restricted to authorized personnel only. Assign
only staff with a specific role the right to use the software.

*  Ensure that the software is connected only to the authorized/approved device.

*  Users should install and operate the software within authorized specifications,
including installation environment, security configuration, etc.

*  Anti-virus measures such as installing antivirus software, carrying out USB device virus
scanning prior to using USB flash drive.

*  Turnon your firewall to protect against hacker attacking.

*  Please protect the privacy for the information and the data displayed on the screen,
and for the information and the data stored in the computer.

*  Logfiles generated by the software do not contain protected medical data.

B.2 User Access Control

Before using this software, you must activate it with an authorized activation code to

ensure data access security. Or a dongle must be used to ensure the security of data access

when using this software.

The software has 2 user roles: admin user, ordinary user.

*  Admin user: can manage users (add or modify user information), set up the system,
add and query patients, and upload ambulatory ECG data. Can view, modify, confirm,
search and download ECG diagnostic results and generate diagnostic reports.

*  Ordinary user: can add and query patients, and upload ambulatory ECG data. Able to
view, modify, confirm, search and download ECG diagnostic results and generate
diagnostic reports.
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B.3 Software Upgrade

To upgrade the software, users can reinstall the latest version of the software installer
provided by our company via USB drive. To ensure the integrity and security of the
downloaded installer, the MD5 checksum is used for verification.
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Shenzhen Carewell Electronics Co., Ltd.

Manufacturer address: Floor 4, BLD 9, Baiwangxin High-Tech Industrial Park, Songbai Road,
Xili Street, Nanshan District 518108, Shenzhen, P.R. China

Tel: +86-755-86170389

Fax: +86-755-86170478

Website: www.carewell.com.cn

Email: info@carewell.com.cn
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