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Bittium

The following conventions are used in these user instructions:

WARNING: Warning statements describe conditions or actions that can result in personal
injury or loss of life.

CAUTION: Caution statements describe conditions or actions that can result in damage to

A the equipment or loss of data. Caution statements alert the user that the clinician has the
responsibility of determining significance of results due to actions and varying factors
present with each case.

NOTE Notes contain additional information on using this product.

c € The CE Mark and Notified Body Registration Number signify that the product meets all

5537 essential requirements of European Medical Device Regulation 2017/745.
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2 GENERAL WARNINGS AND CAUTIONS TO REVIEW BEFORE USE

> B B

CAUTION: Do not enter any patient delicate information (e.g., use the patient’s name or
social security number as a patient ID) to the Bittium MedicalSuite service platform.

CAUTION: Patients who have an active implantable medical device (e.g., heart pacemaker)
should consult supervising physician before use.

CAUTION: Quick Preview feature is used only for checking the quality of the acquired ECG
signal. Any determination of cardiac event occurrences should not be made using the Quick
Preview feature. Always use proper cardiac analysis software to analyze ECG data.

NOTE Contact healthcare professional if you are unsure about the usage of the device.

NOTE Any serious incident that has occurred in relation to the device must be reported to the
manufacturer and the competent authority of the country in which the user and/or patient
is established.

NOTE Check Bittium Faros ECG recorder notes and warnings from Bittium Faros™ Manual.

NOTE Check Bittium Cardiac Navigator software notes and warnings from Cardiac Navigator™
Software User Guide.
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3 GENERAL

Bittium MedicalSuite is a web-based remote monitoring service platform that enables the management and
analysis of various data recorded in healthcare. The service platform facilitates secure information and data
sharing and allows hospitals, clinics, and healthcare professionals to work together regardless of their
locations, permitting faster examination, diagnosis, and treatment of a patient. Bittium MedicalSuite
enables wireless data transfer, intelligent data analysis, and handy reporting and management modules
that can be optimized individually for each user according to their needs.

These instructions are applicable to MedicalSuite™ Center v. 3.5.X and MedicalSuite™ Mobile v.3.2.X.

3.1 Bittium Holter service

Bittium MedicalSuite platform Holter service is used for managing and visualizing standard ECG data typical
for cardiac-related disorders, such as various arrythmias.

Bittium Holter service provides a conventional offline solution to manage data from ECG recording where
recording data is uploaded from Bittium Faros™ recorder to MedicalSuite service platform for analysis with
Bittium Cardiac Navigator™ software.

Bittium HolterPlus is a flexible, online solution to manage data from ECG recording whose duration can be
adjusted according to the case specific needs to optimize the amount of acquired ECG data and required
time resources. The acquired recording data from Bittium Faros™ together with digital patient diary
markings are automatically transferred to Bittium MedicalSuite service platform using mobile device with
Bittium MedicalSuite mobile application periodically. Digital diary and recorded data are available in
Bittium MedicalSuite service platform for signal quality verification, daily symptoms and arrhythmia events
check and, eventually, for the complete ECG data analysis with Bittium Cardiac Navigator™ software.

3.2 Bittium Faros

Faros device is a wearable, portable, externally applied electrocardiograph (ECG) recorder and wireless
transmitter for ECG measurement, R-R interval data measurement and patient motion capturing. The
device monitors patient ECG and can be set to generate event markers using the built-in arrhythmia
detection algorithms.

More information about the Faros ECG recorder can be found from Bittium Faros™ Manual.

3.3 Bittium Cardiac Navigator

Bittium Cardiac Navigator software is a flexible and versatile solution for performing clinical Holter ECG
analysis when analysing recordings with multiple days of ECG data efficiently, thereby speeding up the
diagnosis. Cardiac Navigator integrated to MedicalSuite platform enables specialists who are working in
remote locations to analyze recordings made by the health centers and clinics. For the specialist, the
system provides a complete working environment for signal visualization and analysis.

More information about the Bittium Cardiac Navigator software can be found from Cardiac Navigator™
Software User Guide.
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3.4 Intended use for MedicalSuite™ Center

MedicalSuite™ Center is an independent medical device software intended to be used with Bittium
measuring devices. MedicalSuite™ Center is used to create a measurement, including adding patient
details, selecting the measurement type, and selecting the prespecified features of Bittium Faros device; to
manage the measurement, and to assign the measurement result to a healthcare professional for analysis
which is completed in separate analysis program. The prespecified features impact on the collected data
and the length of recordings. The analysed data can be used for diagnosis, prediction or prognosis.

MedicalSuite™ Center is suitable for use in healthcare environment. Intended users are healthcare
professionals.

3.5 Intended use for MedicalSuite™ Mobile

MedicalSuite™ Mobile is an independent medical device software intended to be used for ambulatory
recording support and transmission with Bittium Faros Holter ECG device. The recorded data can be used
for diagnosis, prediction or prognosis of heart disease. MedicalSuite™ Mobile is used for controlling, i.e.
starting and ending the recording on Bittium Faros. MedicalSuite™ Mobile instructs lay users to attach the
device correctly. MedicalSuite™ Mobile can transfer the ECG and patient motion data generated by Bittium
Faros. MedicalSuite™ Mobile can also be used to select prespecified features of Bittium Faros, which
defines the configuration for data recording. During ECG recording, MedicalSuite™ Mobile will collect a
patient-generated digital diary and can show the live-ECG.

MedicalSuite™ Mobile is suitable for use both in healthcare and home environments. Intended users are
healthcare professionals and lay users.

3.6 Indications

o The device is intended to be used for anybody when the heart function monitoring is required.

More information about the Bittium Faros ECG recorder indications can be found from Bittium Faros™
Manual.

More information about the Cardiac Navigator indications can be found from Cardiac Navigator™ Software
User Guide.

3.7 Contraindications

e No contraindications are identified.

More information about the Faros ECG recorder contraindications can be found from Bittium Faros™
Manual.

More information about the Cardiac Navigator contraindications can be found from Cardiac Navigator™
Software User Guide.
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3.8 Security

Bittium

System applications are recommended to be used with computers with proper anti-virus protection
installed. Use of firewall is also recommended. With any concern related to security please contact
medical.support@bittium.com for additional recommendation and support.

3.9 Symbols and Labels

Symbol Description

C€

The CE Mark and Notified Body Registration Number signify that the product meets all
essential requirements of European Medical Device Regulation 2017/745.

0537
CH |REP | Swiss authorized representative.
—_— ] S
®
1 Consult Instruction for use.
T

Medical device.

Product number. Indicates the catalogue number so that the medical device can be
identified.

Manufacturer.

UDI

UDI code in human readable and machine-readable format, accompanied with symbol
“Unique Device Identifier”

e UDI code shall consist of the following attribute:
o UDI-DI Al(01) GS1 GTIN
o UDI-PI AI(8012) software version no. 0000

Data matrix (GS1) is a two-dimensional barcode consisting of black and white modules
arranged in either a square or rectangular pattern, also known as a matrix. The data to be
encoded can be text or numeric data.

GS1 data matrix includes GTIN and production identifier (PI).
e GTIN(01)

¢ Version no. 0000 (8012)
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4 USING MEDICALSUITE CENTER
MedicalSuite Center supports following Web-browsers:

e Google Chrome

e Mozilla Firefox
e  Microsoft Edge (chromium based)

4.1 Bittium MedicalSuite accounts

Each unit offering a particular type of healthcare services relates to a separate organization entity
belonging in a tree type organization structure in Bittium MedicalSuite service platform (Figure 1).

Bittium
|
| |
Distributor Cusifom.er
Organization Organization 2
g (at top-level)
|
| |
Customer Clinic 2.1 Clinic 2.2
Organization 1
|
| |
Clinic 1.1 Clinic 1.2

Figure 1 Tree type organization structure

Furthermore, each organization on Bittium MedicalSuite may include multiple users with different
functionality access. The structure of MedicalSuite organizations and its’ users and their tasks can vary
based on the organization process and needs. To access the data of the organization on Bittium
MedicalSuite service platform, each user needs to log in with their personal user account. According to the
required user functionality access, a role (admin, clinic, technician or diagnostic) is set for each user
account. In addition to user role, each user has its own customizable dashboard that includes task list of the
user and can be configured based on the user’s needs. The following user roles are available.
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Admin

e
‘. e Manages the organization structure, its users, diagnostic groups and devices.
e Has access to web service usage statistics of his/ her own organization and its lower-
level organizations.
Clinic
s
. ® e Prepares a recording with patient details according to the study prescription of the
N physician.
\ e Attaches the ECG recorder, electrodes and cables if necessary.

e Gets the diagnostic report when it is approved.
Technician

e May prepare a recording with patient details according to the study prescription of the
physician.
- e May attach the ECG recorder, electrodes and cables if necessary.
m e Verifies the acquired signal quality using Quick Preview feature on Bittium MedicalSuite
= Center.
‘ ) I ° Assigns thg recording to a diagnostic user or diagnostic group for analysis and
interpretation.
e May perform the ECG data clean-up using Bittium Cardiac Navigator™ analysis software
or other relevant analysis software.
e Approves a diagnostic report and thus provides the report with interpretation notes to
the lower-level organization.

/ Diagnostic
N e Analyzes the ECG data with Bittium Cardiac Navigator™ or other relevant analysis
Y software.

e Interprets the analysis results and creates a diagnostic report.

Management of Bittium MedicalSuite accounts of your organization is performed by admin user(s) using
Bittium MedicalSuite BackOffice. Contact your Bittium MedicalSuite organization admin user to get user
credentials for Bittium MedicalSuite service platform.
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Bittium

5 SIGNING IN BITTIUM MEDICALSUITE SERVICE PLATFORM

Management of Bittium Holter recordings throughout the whole study workflow is performed using Bittium
MedicalSuite Center. Users can create and manage recordings of their own organization or its lower-level

organizations according to the functionality access of the user role (admin, clinic, technician or diagnostic)
of their user account.

The management of Bittium MedicalSuite accounts of your organization is performed by
NOTE admin user(s) using Bittium MedicalSuite BackOffice. Contact your Bittium MedicalSuite
organization admin user to get user credentials for Bittium MedicalSuite service platform.

To create and manage Bittium Holter recordings, sign in Bittium MedicalSuite Center by following the steps
described below:

1 Go to Bittium MedicalSuite Center sign in page.
2 Click Sign in with Microsoft button (Figure 2).

Bittium MedicalSuite

| B Sign in with Microsoft |

Figure 2 Sign in with Microsoft view

3 Pick the wanted account from the list OR click Use another account option and enter the user
credentials.
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Bittium

BS Microsoft

Pick an account

@ accountl@example.com

Ig account2@example.com

+ Use another account

Figure 3 Select earlier saved account or use another account to sign in

B® Microsoft
Sign in

\EmaH or phone

Can't access your account?

Back Next

Qh Sign-in options

Figure 4 Enter account credentials

4  Enter the password.
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Bittium

Enter password

Forgot my password

Figure 5 Enter password

5 Make sure your phone registered for authentication is nearby and powered on.

6 Click on Sign button (Figure 5).

7 Enter the numbers shown in the Approve sign in request view to the Microsoft Authenticator
application. Confirm the sign in request by selecting Yes from the Microsoft Authenticator application
(Figure 6).

Bittium

Approve sign in request

@ Open your Authenticator app, and enter the
number shown to sign in.

No numbers in your app? Make sure to upgrade to
the latest version.

E] Don't ask again for 7 days
I can't use my Microsoft Authenticator app right now

More information

Figure 6 Approve sign in by entering shown number to prompt in Authenticator application

If “We didn’t hear from you” view is displayed, select Send another request to my

NOTE Microsoft Authenticator app and proceed according to instructions in the application and
sign in view.
5800603 MedicalSuite Platform Holter Service Clinical Guide 14 (89)
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Bittium

Depending on your Microsoft Authenticator application settings, your personal verification
NOTE code may be requested by the application. If requested, enter your personal verification
code.

8 MedicalSuite Center Dashboard page opens (Figure 7).

BI tti Um Dashboard  Recordings M. I:;ﬂgglan 1.
Dashboard
@ Creates ® sctive ® Ended @ Clozed

2 9 - 3

Active recordings

All ) Bittium Holter ) Bittium HolterFlus @) A
Recording Started Typs Dusration

§ Test - Bittiurn Holter 070 dayiz)

@ Holt=rFlus_4 08.06.2020 16:07 Bittium HolterPlus - 21 30 dayl=)

@ Hoiter 2 14.02.2018 11:43 Bittium Holter _“'f'[:'

® Hoiterfestz 14022018 11:43 Bittium Haiter 1/1day(s)

@ HolterTest 14.02.2018 11:43 Bittium Halter _“"'[ﬂ

@ FIDI004 14.02. 2018 11:43 Bittiumn Holter —1

@ Oifling_TestZ 14.02. 2018 11:42 Bittiumn Holeer _HY[E: W

Latest reports

Recording Organization Addad Approval
@ HolterPus 8 DemoClinict ::'_:5;3;2:_03:'4 — B N
& HolterFlus_2 DemoClinic? 23_:7%23;2;3'-05'4-:' — = m
@ Holter_1 DemoClinicT 08.06.2020 0957 f— = .

Diagncetic grou

Figure 7 MedicalSuite Center Dashboard page

The MedicalSuite Center Dashboard page presents the statistics and highlights the most recent activity on
the Bittium MedicalSuite service platform. It adapts to the current user role logged in. You can see the
current user role in the top-right corner of the page. Using Edit dashboard button, you can select the
dashboard cards that are presented and change their order by dragging and dropping them in the drop-
down menu.
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9 Select Recordings tab from the top bar and the Recordings page opens (Figure 8).

Bi ttium Dashboard  Recordings I_ii:giﬁ'a” .
Recordings
Patient 1D ~ Status ~ Last update ~ Organization ~ Created |,  Recording type Device ~ Assignment s~ Action
Test1234 @ Created 31322020 SeniceProvider fi;?:.QUQU Bittium HolterPlus 9 1885069 - Mone - o
jaakko_demo_test @ Active = 3;;2:'2020 SeniceProvider i;gg.QUQU Bittium Holter g 1724459 MNone - R
1234Test @ Created ﬁig:.ﬂ]ﬂ] DemoClinic1 ﬁézg:_QUQU Bittium HolterPlus n 1867702 - Mone - R
HolterPlus_ex... @ Active ~ 32;3;'2020 DemaClinic1 fgji.QUQU Bittium Holter g 1867704 Mone - o
Test_1234 @ Created 33223'2020 DemoClinic1 [1]22:_2020 Bittium HolterPlus n 1885161 - MNone - R
Trial554 @ Active ~ 35;2;'2020 DemoClinic1 12;33'2020 Bittium Holter g 1867703 Cardiologist 1 - R
Triald45 @ Active ~ 35;2;'2020 DemaClinic1 12;?3'2020 Bittium Holter @ 1867703 Cardiologist 1 - o
Trial556 @ Active ~ 12;22'2020 DemoClinic1 12;22'2020 Bittium Halter g 1867703 MNone - e
HolterPlus_3_1 @ Active - 3123,2020 DemoClinic2 13;3272020 Bittium HolterPlus g 1874602 Diagnostic group - @ -
jaakko_sstest2 @ Ended - ;;E:.QUQU SeniceProvider ;11;250'2020 Bittium HolterPlus @ 1885069 Diagnostic group - % -
< 15 pos

Figure 8 Recordings page

If you are logged in as an admin, technician or clinic user, the Recordings page contains a list of all
recordings created for your own organization and its lower-level organizations. Respectively, if you are
logged in as a diagnostic user, a list of recordings that are assigned to you or your diagnostic group is shown
on the Recordings page.

5800603 MedicalSuite Platform Holter Service Clinical Guide 16 (89)
Version 7.0.0 © Bittium 2025



Bittium

6 BITTIUM HOLTER RECORDINGS

Bittium Holter is a regular, offline ECG recording, in which the cardiac activity of a patient is recorded for a
predetermined time period. Once the recording has been completed, the acquired ECG data is manually
uploaded to Bittium MedicalSuite service platform for the complete ECG data analysis.

6.1 Introduction to Bittium Holter workflow

Bittium Holter recording workflow is visualized in Figure 9. Bittium Holter is an ambulatory offline recording
that is used to record ECG data. Bittium Holter recording can be manually started and stopped by pressing
the Faros button. The used settings are selected using Bittium Faros Manager software. Once the recording
has been completed, the recording data is manually uploaded to MedicalSuite Center for the complete data

Delivering the
) . & Providing cardiac
diagnostic report to )
" data for analysis
a clinic

g

analysis.

Technician user Technician user

Verifying signal
quality and
assigning recording
to a diagnostic user

Performing analysis
and creating a
diagnostic report

Diagnostic user

Figure 9 Bittium Holter workflow

Detailed instructions for performing Bittium Holter recording workflow steps are described in the following
chapters.

6.2 Preparing Bittium Holter recording

The recording equipment needs to be prepared for Holter recording based on the recording needs as
instructed in Bittium Faros Manual. Bittium Holter recording is created on MedicalSuite Center.
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6.3 Creating Bittium Holter recording

To create a Bittium Holter recording on Bittium MedicalSuite Center, follow the steps described below:

1 Click Create recording button either on the Dashboard or the Recordings view on Bittium MedicalSuite
Center. A drop-down menu is presented (Figure 10). Select Bittium Holter. Create recording view

opens.

Bittium Holter

Figure 10 Create recording drop-down menu

2 Enter information to all the required fields (*) on the Patient details tab (Figure 11). If desired, other
fields can be left unfilled. Note the following:
a Patient ID is for identifying the patient. If this field is left blank, the system will generate it.
b Do not use the patient’s name or social security number as a patient ID!

CAUTION: Do not enter any patient delicate information (e.g., use the patient’s name or
social security number as a patient ID) to the Bittium MedicalSuite service platform.

Bittium Dashboard  Recordings EN - Technician 1 _

Technician

Create recording: Bittium Holter

Patient details® Anamneses Recording details* Attachments

s > =

Patient details

Patient 1D Age (years)”
Patient ID must be at least 4
characters long and Height (cm)*
lower/uppercase letters, numbers
and underscores are allowed. If Weight (kg)*
Patient ID is left blank the system
will generate it (for example Gender* v
PIDO0D0A).

Figure 11 Create recording — Patient details tab

3 Click Next and enter patient anamneses information on the Anamnesis tab, if necessary (Figure 12,
optional step).
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Bittium Dashboard  Recordings EN . ‘ E’c"wlan 1.,

Create recording: Bittium Holter

Patient details Anamneses Recording details™ Attachments

< Back Mext v I Cancel

Medication

Medication Medicaticn at time of ECG recording

O Mo O Yes

Diagnosed heart disease Diagnosed arhythmias and/ or myocardial diseases
{e.g. cardiomyopathy) in the family

O ho O Yes O Mo O Yes

Smoking O Mo (O es

Alcohol consumption O Mo (O Sometimes () Often

Symptoms

Falpitaticns O No () Sometimes () Often
Imegular beat O Mo (O sSometimes () Often
Slow pulse O Ne () Sometimes () Often
Fast pulse O Ne () Sometimes () Often
Unpleasant feeling in the chest o Mo O Sometimes O Often
Shortness of breath o No o Sometimes o Often
Dizziness O Me () Sometimes () Often
‘Wesakness O Ne () sometimes  (0) Often
Fainting' syncope O No O Sometimes O Often

Comments

Figure 12 Create recording — Anamnesis tab

4 Click Next and enter recording details and device information (if necessary) on the Recording details
tab (Figure 13). The required information includes:
a Organization arranging the recording
b Requested report language
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Bittium Dashboard  Recordings I Iﬁﬂglﬁian1 -

Create recording: Bittium Holter

Patient details* Anamneses Recording details Attachments

{{ Back Next >

Recording details

Organization DemoClinic1 v Referring physician

Requested report language English v

Reason for recording

Device information

Recorder S/IN X000

See back of the device.

Figure 13 Create recording — Recording details tab

5 Click Next and attach the recording data file (if already available) and additional documents (if
necessary) on the Attachments tab (Figure 14 Figure 13, optional step).

5800603 MedicalSuite Platform Holter Service Clinical Guide 20 (89)
Version 7.0.0 © Bittium 2025



Bittium

Bittium Dashboard  Recordings I:E.:Eiaﬁian“ -

Create recording: Bittium Holter

Patient details ~ Anamneses Recording details Attachments

« o

Recording data

@ Add file or drag here

Other documents

@ Add file or drag here

Figure 14 Create recording — Attachments tab

(o))

Click Save and a confirmation notification will open (Figure 15). Click Create to confirm the creation of a
new recording.

Confirmation

Create a new Bittium Holter recording?

Figure 15 Create recording — Confirmation notification

If recording data file was not attached to the created Bittium Holter recording at step 5, the
recording status will be Active, and the recording will appear in the Active recordings card
on the Bittium MedicalSuite Center dashboard. This indicates that the recording is still
ongoing, and the recording data file will be uploaded later.

NOTE

6.4 Setting up a Bittium Holter recording

After a recording is created on Bittium MedicalSuite Center, desired Faros ECG recorder settings for the
recording need to be configured using Bittium Faros Manager software. Instructions to attach the recorder
onto a patient according to the selected electrode setup option can be found from Bittium Faros Manual.
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6.5 Ending Bittium Holter recording

Ending Bittium Holter recording consists of four separate phases that are stopping the data acquisition,
uploading recording data from Faros ECG recorder to Bittium MedicalSuite service platform, uploading
other documents to the recording and setting the recording to Ready for analysis. Detailed instructions for
performing these phases are described in the following chapters.

6.5.1 Stopping the data acquisition

When the predetermined recording time has elapsed and sufficient amount of ECG data has been acquired
for the analysis, data acquisition can be stopped. Instructions to stop the data acquisition can be found
from Bittium Faros Manual.

6.5.2 Uploading recording data to Bittium Holter recording

Before Bittium Holter recording can be ended on Bittium MedicalSuite Center, the recording data needs to
be uploaded to the recording. Complete recording data can be added in multiple files provided that the
files are from the same Faros ECG recorder and acquired using the same electrode setup option. In
addition, files uploaded are required to be not more than 31 days apart from one another.

NOTE Recording status must be Active to be able to upload recording data to it.

To upload recording data to a recording, follow the steps described below:

1 Open the recording either from the Active recordings card on the Dashboard or the Recordings view on
the Bittium MedicalSuite Center by clicking on the recording.

2 Select Recording data tab.

3 Click Add file and select a file or multiple files to be added. Click Open. Alternatively, you can drag the
file to the prompted area. (Figure 16)

Recording data Patient details ~ Anamneses Recording details ~ Attachments

Recording data

@ Add file or drag here

Day Mo Start date of file Status Notes

Figure 16 Add file icon on Recording data tab
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Uploading a long duration recording data to Bittium MedicalSuite service platform directly
from Faros ECG recorder using a USB cable might take several minutes. It is recommended

NOTE to first copy the recording data files from the Faros ECG recorder to a computer local drive,
and then upload the files to Bittium MedicalSuite service platform from the computer local
drive.

After the files have been selected, the files will be verified. Please wait for the verification spinners (Figure
17) to change to remove icons (Figure 18).

Measurement data Patient details Anamneses Measurement details Attachments

‘ Cancel

Measurement data

or drag hers 11-18-52.EDF (, 12-23-01EDF (, 122421EDF (, 19-2822EDF (,

Figure 17 Data files being verified

|

Measurement data Patient details Anamneses Measurement details Attachments

‘ Cancel /|

Save

Measurement data

e F.GLRiEY or drag here

08-54-59EDF % 12-23-01.EDF ¥ 122421 EDF ¥ 19-28-22EDF X 11-18-52EDF X 10-00-15.EDF X (06-26-29EDF %

Figure 18 Data files verified for upload

If the files are found to be non-compatible, an error showing which files are non-compatible and for what
cause will be displayed.

You can add more files to be uploaded if needed. This will start a re-verification of the given files.

4  When all data files to be uploaded are selected and verified, click Save (Figure 18) and a confirmation
notification will open (Figure 19). Click Yes to confirm the uploading of the recording data files.
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Confirmation

Save changes to Patient |D BittiumHolter_17

Figure 19 Uploading of recording data files — Confirmation notification

An upload widget will open indicating the progressing of the upload (Figure 20 Figure 19). Do not close or
refresh the browser tab while the upload process is running.

UPLOADS v X
Do not close or refresh the browser tab

Patient ID: BittiumHolter_1

—
_J) Uploading Test_2018_02_14.edf

Figure 20 Upload widget indicating the progressing of the upload

While the upload is running, recording status is Preparing (Figure 21).

03.07.2024 03.07.2024 03.07.2024
BittiumHolter_1 Preparing C 19-48 12-48 DemoClinic1 101 Bittium Holter 1724459

Figure 21 Recording in Processing state on Recordings view

Depending on the size of the uploaded recording data, the processing may take a while. Once the process is
done, the status of the recording will change back to Active. This indicates that new data files can still be
uploaded to the recording by repeating the previous steps.

6.5.3 Uploading other documents to Bittium Holter recording

Along with the recording data, additional patient background information can be uploaded as other
documents to Bittium Holter recording. For example, to keep a track of any events occurring during a
recording and to help the analysis and interpretation of the acquired ECG data, patients are commonly
asked to mark down any felt symptoms and other diary notes that can affect the acquired signal and be
important for proper analysis of the ECG data. Such documents can be attached to a recording on Bittium
MedicalSuite Center to make them available for the diagnostic user when the ECG data is analyzed.

To add a document to a recording, follow the steps described below:

1 Open the recording either from the Active recordings card on the Dashboard or the Recordings view on
the Bittium MedicalSuite Center by clicking on the recording.

2 Select Attachments tab.

3 Click Add file and select a file or multiple files to be added. Click Open. Alternatively, you can drag the
file to the prompted area. (Figure 22)
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Recording data Patient details Anamneses Recording details  Attachments

Reports 0 file(s)

Report can be added after the recording is closed.

Other documents 1 file(s)

@ Add file or drag here

(| Filename Added

O recording-information.pdf é 0 o

Figure 22 Add file icon on Attachments tab

The uploaded document will appear in the Other documents section on the Attachments tab (Figure 23).
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Recording data Patient details ~ Anamneses Recording details Attachments

Reporis 0 file(s)

Report can be added after the recording is closed

Other documents 2 file(s)

@ Add file or drag here

(| Filename Added

[} recording-information. pdf % o oy

[0  SAMPLE-HOLTER-MONITOR-DIARY-Holter_jpg. pdf 27.10.2020 18:19 B 8 .
Figure 23 Uploaded document on Attachments tab

NOTE You can only add files of following filetypes to Reports and Other documents sections:

xt, .pdf, .png, .gif, .rtf, .omp, .jpg, .xml and .edf.

6.5.4 Setting Bittium Holter recording to “Ready for analysis”

When the complete recording data has been uploaded to a recording, the Bittium Holter recording can be
ended to indicate that final analysis can be performed for the recording.

NOTE Bittium Holter recording must have a recording data uploaded as described in chapter 6.5.2
before it can be ended.

To end a recording, set the recording to Ready for analysis or change the recording status from Active to

Ended by following the steps described below:

1 Open the recording e.g., from the Active recordings card on the Dashboard or the Recordings view on
the Bittium MedicalSuite Center by clicking on the recording.

2 Click Ready for analysis button on the single recording top bar (Figure 24).
The same action can also be made by changing the recording status from Active to Ended either on the
single recording top bar (Figure 24), or directly on the Recordings view (Figure 25).
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Clinic Demo _

< Back Bittium Dashboard  Recordings - e

Patient ID: BittiumHolter_1  Bittium Holter Ready for analysis

Status @ Active ~ Created 27.10.2020 15:51 Last update 28.10.2020 09:31

Ended

Started 14.02.2018 11:43 Duration 1171 day(s)

Recording data Patient details Anamneses Recording details Attachments

o, Download Cancel |

Recording data

@ Add file or drag here

O Day Mo. Start date of file Status Notes
14.02.2018
- Add notes
O 171 a3 Open

Figure 24 Setting recording to “Ready for analysis” on the single recording top bar

Clinic Demo _

Bittium Dashboard  Recordings e
Recordings
Patient 1D ~ Status - Last update Created Recording type ~ Device Action
o ) 28.10.2020 27.10.2020 "
BittiumHolter_1 @ Active - 09:31 1561 Bittium Holter Q 1750044 b
Ended
. = 2810 2020 2810 2020 ~ P,
Figure 25 Changing recording status to “Ended” on Recordings view
3 Confirm the ending by clicking Ready for analysis (Figure 26).
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Ready for analysis

Patient ID BittiumHolter_1

Are you sure this recording is ready for analysis? You will no longer be able to upload

new recording data to it.
Ready for analysis

Figure 26 Confirming ending of a recording

The complete recording data is now available on Bittium MedicalSuite service platform for detailed ECG
analysis, and the recording appears in Diagnostic report needed dashboard card (Figure 27). If Bittium
Cardiac Navigator integration is in use, the complete recording data gets automatically transferred to the
related Bittium Cardiac Navigator database for further analysis once the recording is assigned to a
diagnostic user or diagnostic group. The complete data can also be manually downloaded from Bittium
MedicalSuite service platform in EDF format (see chapter 6.8).

Diagnostic report needed

All Mot assigned

Recording Assignment Endtime Diuration

@ BittiumHolter_1 Mone - 15.02.2018 11:43 1 day(s) Close Analyze |.'L|"

Figure 27 “Diagnostic report needed” dashboard card

6.6 Verifying signal quality using Quick Preview

The ECG data that has been transferred from Faros ECG recorder to Bittium MedicalSuite service platform
can be previewed in Bittium MedicalSuite Center using the Quick Preview feature. The feature is available
for users to whom the feature has been enabled in MedicalSuite BackOffice. In Quick Preview, users can
preview and check the quality of the acquired ECG signal.

This feature is available only for users to whom it has been enabled in MedicalSuite
BackOffice.

NOTE

determination of cardiac event occurrences should not be made using the Quick Preview

j CAUTION: This feature is used only for checking the quality of the acquired ECG signal. Any
feature. Always use proper cardiac analysis software to analyze ECG data.

To check the quality of the acquired ECG signal using Quick Preview feature, follow the steps described
below:
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1 Open the recording either from the Dashboard or the Recordings page on Bittium MedicalSuite Center
by clicking on the recording.

2 Select Recording data tab.

3 Open Quick Preview by clicking the right arrow related to the daily signal data you want to preview
(Figure 28).

Recording data Patient details Anamneses Recording details Attachments

Recording data

Day MNo. Start date of file  Status MNotes
[ 7 3;;3?'2021 @ Pending~  Add notes
| 27 i;;g?.%ﬂ @ Pending - Add notes
S 37 i;;g?_znm ® Pending - Add notes

Figure 28 Right arrow that opens the Quick Preview of the signal

4 The ECG signal of the related day is presented on Quick Preview. The digital diary markings as well as
the Faros recorder button presses are shown on the timeline. You can navigate to the desired time
using the timeline on top of the graph. You can also choose the length of the presented signal time
range using the related buttons. (Figure 29)
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i Technician 1 _
¢ Back Bittium Dashboard ~ Recordings O - ‘ JECHRIE
Patient ID: BittiumHolter_1 Bitum Holter Ready for analysis
Organization DemoClinic1 Created 04.07.2024 12:49 Last data transfer 04.07.2024 12:49
Status @ Active - Started 19.12.2023 15:21 Last update 04.07.2024 12:53
Assignment Diagnostic group - Ready for analysis No date Duration 3/ 3 day(s)

Recording data Patient details Anamneses Recording details Attachments

Recording data

@ Add file or drag here

O Day Mo.  Start date of file Status To be checked Notes

v [ 12 19.12.2022 15:21 @ Pending -1 Add notes

Quick Preview

16:00 18:00 20:00 22:00 00:00 02:00 04:00 06:00 08:00 10:00 12:00 14:00
| 1 | v2 | 4 | 6 ‘mw:hannel n lines |
B G T i e A T e e T T e e A A e e i e e o OGS A G (i Bdin 'l
| 19:17:46 ‘

R G R e e s e T T e e o ey s (e My e A (e s A A e e i Ao

o

|\f30| 60 | a0 |se:oﬂdsilme ECG1 ¥ N7

19:18:16
19:18:46

19:19:16

191948

Figure 29 Quick Preview of the ECG data of the selected day

6.7 Assigning recording to a specific diagnostic user or diagnostic group

For final analysis purposes the recording is assigned either to a specific diagnostic user or diagnostic group
responsible for the analysis of the patient recording. If Bittium Cardiac Navigator MedicalSuite edition is in
use and a database is set up for the selected diagnostic user or diagnostic group, the assignment triggers an
automatic data transfer from Bittium MedicalSuite service platform to the related Bittium Cardiac
Navigator MedicalSuite edition database. At first place, assigning a recording to a specific diagnostic user or
diagnostic group can be made by a technician user by selecting the desired diagnostic user or diagnostic
group from the drop-down list of the recording assignment field (Figure 30).

5800603 MedicalSuite Platform Holter Service Clinical Guide 30 (89)
Version 7.0.0 © Bittium 2025




Bittium

P Technician 1 _
¢ Back Bittium Dashboard  Recordings EN O - Sl
Patient ID: BittiumHolter_1 Bittium Holter Ready for analysis
Organization DemoClinic1 Created 0407 2024 12:49 Last data transfer 04 .07 2024 12:49
Status @ Active - Started 19.12.2023 15:21 Last update 04.07.2024 15:58
Assignment None - Ready for analysis No date Duration 313 day(s)

~
Ql
Groups

Cardiscope Group imreses Recording details  Attachments

Diagnostic group
Diagnostic group (autoreports)
HRV group (autoreports)

HSAT Analysis

- Users _

Carla Cardiologist
Diagnastic group
W

W e e g e

Figure 30 Assigning a recording

Assignment can also be made on the Recordings view by selecting the desired diagnostic user or diagnostic
group from the drop-down list of the related field on the assignment column. In addition, the Diagnostic
report needed card on the Dashboard includes assignment feature.

NOTE This feature is available only for technician and diagnostic users.

NOTE This feature is fully available only for technician users. For diagnostic users the feature is
limited such that a diagnostic user can only change the assignment inside the diagnostic
group or, alternatively, remove the whole assignment from the recording.

6.8 Downloading data from Bittium MedicalSuite service platform

For storing the recorded data or further analyzing it with non-integrated analysis software, the recorded
ECG data can be manually downloaded from Bittium MedicalSuite service platform in EDF format.

To download data from Bittium MedicalSuite service platform, follow the steps described below:

1 Open the recording either from the Dashboard or the Recordings view on the Bittium MedicalSuite
Center by clicking on the recording.

2 Select Recording data tab.

3 Select the days you want to download the data of. To download the complete ECG recording as one
file, place a checkmark on the top box as shown in the Figure 31. If you wish to download also the
related attachments e.g., the recording information PDF file that contains patient details, check also the
box of “Include all attachments” (Figure 31).
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i Technician 1 _
{ Back Bittium Dashboard  Recordings e
Patient ID: BittiumHolter_1 Bittium Holter Ready for analysis
Organization DemoClinic1 Created 03.07.2024 11:01 Last data transfer 03.07.2024 12:48
Status @ Active - Started 11.10.2019 11:43 Last update 03.07.2024 12:49
Assignment None: - Ready for analysis No date Duration 29/ 29 day(s)

Recording data Patient details Anamneses Recording details ~ Attachments

4, Download

O Include all attachments

Recording data

@ Add file or drag here

v Day No.  Start date of file Status To be checked MNotes
> 1129 11.10.2019 11:43 Open - d Add notes
> 2/29 12.10.2019 11:43 Open - Add notes
> 3/29 13.10.2019 11:43 Open - 1d Add notes
> 4/29 14.10.2019 1143 Open - 1d Add notes

Figure 31 Selecting the days for download

4  Click Download (Figure 31).

The recorded data of the selected days is downloaded as a zip file that contains the recording ECG data file
in EDF format and the attachments if selected to be included. Store the downloaded data to the desired
location or extract the recording data file and import it to ECG analysis software for further analysis.

6.9 Analyzing ECG data in Bittium Cardiac Navigator and creating a diagnostic report

Final analysis of the acquired ECG data is performed by a specific diagnostic user or a member of the
diagnostic group to whom the recording is assigned. Evaluation of cardiac event occurrences is performed
using proper cardiac analysis software. If Bittium Cardiac Navigator MedicalSuite edition is in use and a
database is set up for the diagnostic user or diagnostic group who is responsible for the analysis of the
patient recording, changing the recording status to Ended triggers an automatic complete data transfer
from Bittium MedicalSuite service platform to the related Bittium Cardiac Navigator database. When a
recording is finished, the complete recorded ECG data appears in one instance in Bittium Cardiac Navigator
MedicalSuite edition marked with an indication of “Ended”. Final analysis of a recording is performed to
this “Ended” data instance in Bittium Cardiac Navigator MedicalSuite edition. Also, the diagnostic report
including interpretation notes written using the narrative tool is added to this “Ended” data instance to get
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the report automatically transferred from Bittium Cardiac Navigator MedicalSuite edition to Bittium
MedicalSuite Center once the recording is closed.

This feature is available only for technician and diagnostic users who are linked to the
NOTE related Bittium Cardiac Navigator™ MedicalSuite Edition user account in MedicalSuite
BackOffice.

To perform final analysis of a recording and to create a diagnostic report in Bittium Cardiac Navigator
MedicalSuite edition, follow the steps described below:

1 Find the recording from Bittium MedicalSuite Center e.g., from the Diagnostic report needed card on
the Dashboard.

2 Open the complete recorded ECG data in Cardiac Navigator MedicalSuite edition by clicking Analyze

(Figure 32). The same icon can also be found from the Recording data tab on a single recording view in
MedicalSuite Center (Figure 33).

Diagnostic report needed

signed .
Recardin

@ BittiumHolter_1 Diagnostic group - 28.10.2020 08:27 1 day(s Si:E.EI Amanze | L -

Figure 32 Navigation to the complete recorded ECG data in Cardiac Navigator MedicalSuite edition
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Recording data Patient details Anamneses Recording details Attachments

JL Analyze

Figure 33 Navigation to the complete recorded ECG data in Cardiac Navigator MedicalSuite edition from the
single recording view

When using Bittium Cardiac Navigator Online, click Analyze button to open a new window for logging in to

Bittium Cardiac Navigator with your user credentials. The related recording data opens in Bittium Cardiac
Navigator MedicalSuite edition.

Analyze the complete recording for cardiac event occurrences using different data tabs in Bittium Cardiac
Navigator MedicalSuite edition. When creating a diagnostic report in Bittium Cardiac Navigator
MedicalSuite, select Add to record to transfer the report to the MedicalSuite service platform (Figure 34).
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) Create a report *

RECORD

Long-term ECG Report

General long-term ECG report. Consists of an arrhythmi

Language |EngLi5h (UK} |v‘

Style sheet |Default |v‘

Temporarily hide personal information [
Encryption key | G)X|

Figure 34 Adding report to a recording in Bittium Cardiac Navigator database

More detailed instructions for the use of Bittium Cardiac Navigator can be found on separate Bittium
Cardiac Navigator user manual.

6.10 Closing Bittium Holter recording and attaching diagnostic report

When final analysis of a recording is performed, the recording can be closed. Attaching a diagnostic report
to a recording removes the recording from the Diagnostic report needed dashboard card. If Bittium Cardiac
Navigator MedicalSuite edition is in use and a database is set up for the diagnostic user or diagnostic group
to whom the recording is assigned, changing the recording status to Closed triggers an automatic report
transfer from the related Bittium Cardiac Navigator database to Bittium MedicalSuite service platform.
After the diagnostic report is attached to the recording in Bittium MedicalSuite service platform, the
recording will appear on the Latest reports dashboard card.

This feature is available only for technician and diagnostic users who are linked to the

NOTE related Bittium Cardiac Navigator™ MedicalSuite Edition user account in MedicalSuite
BackOffice.
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To close a recording, follow the steps described below:

1 Find the recording from Bittium MedicalSuite Center e.g., from the Diagnostic report needed card on
the Dashboard or by searching by the patient ID or the recorder S/N on the Recordings view.

2 Click Close button related to the recording that you want to close either directly from the Diagnostic
report needed card on the Dashboard (Figure 35) or on the single recording top bar (Figure 36, open
first the recording by clicking it). The same action can also be made by changing the recording status
from Ended to Closed either on the single recording top bar (Figure 36), or directly on the Recordings
view (Figure 37).

Diagnostic report needed

All Mot assigned

Recording Assignment End time Duration

@ HolterPlus_2 Diagnostic group - 08.09.2020 04:59 5 dayis) Close Analyze I_L.-

Figure 35 Close button on “Diagnostic report needed” dashboard card

i Technician 1 _
< Back Bittium Dashboard  Recordings EN O - e
Patient ID: BittiumHolter_1 Bittium Holter Close
Organization DemoClinic Created 04.07.2024 12:49 Last data transfer 04.07.2024 12:49
Status @ Ended - Started 19.12.2023 15:21 Last update 04.07.2024 17:50

Closed

I —

Assignment Ready for analysis 04 07 2024 17:50 Duration 3 /3 day(s)

Recording data Patient details Anamneses Recording details ~ Attachments

Figure 36 Closing recording on single recording top bar

07.10.2020 . 03.09.2020 : : )
HolterPlus_2 @ Ended ~ 1794 DemaClinic2 1307 Bittium HolterPlus a 1874602 - Diagnostic group = E_‘ b
Closed
D 01.09.2020 oot 01.09.2020 1 W acocasz  mie

Figure 37 Changing recording status to “Closed” on Recordings view

3 Confirm the closing by clicking Close (Figure 38).
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Close recording

If areportis attached to the recording in Cardiac Mavigator, it will be imported to the
recarding. Please verify that you created a report in Cardiac Mavigator according to the

instructions provided by your service provider.
Cancel Close

Figure 38 Confirming closing of a recording

If Bittium Cardiac Navigator MedicalSuite edition is in use, all diagnostic reports saved to the recording in
the related Bittium Cardiac Navigator database get automatically transferred to Bittium MedicalSuite
service platform when the recording is closed. You can trigger the report transfer also manually by clicking
Import reports icon on the Attachments tab of the recording (Figure 39).

Recording data Patient details ~ Anamneses Recording details ~ Attachments

Reports 1 file(s)

@ Add file or drag here &% Import reports

Figure 39 Import reports icon on Attachments tab

A diagnostic report can also be uploaded manually to a recording on Bittium MedicalSuite Center.
To manually upload a diagnostic report to a recording, follow the steps described below:

1 Click Add report button related to the recording that you want to upload a diagnostic report to, from
the Diagnostic report needed card on the Dashboard (Figure 40) and click Add file icon (Figure 41).
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Diagnostic report needed

All Mot assigned

Recording Assignment Endtime Duration

@ HolterPlus_2 Diagnostic group - 08.09.2020 04:59 5 day(s) Add report Analyze J'.n'

Figure 40 Add report button on “Diagnostic report needed” dashboard card

Add report

Mew reports created in Cardiac Mavigator will be impaorted to the recording by clicking
the “Import”™ button. Already imported reports will not be updated. Please verify that
you created a report in Cardiac Mavigator according to the instructions provided by
your service provider. If you want to add a report manually, click "Add file™.

Figure 41 Adding report manually to recording from “Diagnostic report needed” dashboard card

€ Add file or drag here

2 Select a file or multiple files to be added. Click Open. Alternatively, you can drag the file to the

prompted area.
3 Click Upload to perform the uploading of the selected file(s) (Figure 42).

Add report

Mew reports created in Cardiac Mavigator will be impaorted to the recording by clicking
the “Import” button. Already imported reports will not be updated. Please verify that
you created a reportin Cardiac Mavigator according to the instructions provided by
your service provider. If you want to add a report manually, click “Add file™.

@ Add file or drag here

SAMPLE-HOLTER-MONITO... %

Figure 42 Uploading report manually to recording from “Diagnostic report needed” dashboard card

The same action can also be made by clicking Add file icon under Reports section on the Attachments tab

of the recording (Figure 43, open first the recording by clicking it).
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{ Back Bittium Dashboard  Recordings 0 - Technician 1 |

Technician

Patient ID: BittiumHolter_1 Bittium Holter

Organization DemocClinic1 Created 03.07.2024 1:01 Last data transfer 03.07.2024 12:48
Status @ Closed Started 11.10.2019 11:43 Last update 04.07.2024 17:55
Assignment Diagnostic group - Ready for analysis 04.07 2024 17:49 Duration 29/ 29 day(s)

Recording data Patient details ~ Anamneses Recording details  Attachments

Reports 0 file(s)

@ Add file or drag here &% Import reports

No report available.

Figure 43 Add file icon on Attachments tab

The uploaded report(s) will appear in the Reports section on the Attachments tab (Figure 44).
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¢ Back Bittium Dashboard  Recordings EN O - e
Patient ID: BittiumHolter_1 Bittium Holter Approve
Organization DemoClinic Created 04.07.2024 12:49 Last data transfer 04.07.2024 12:49
Status @ Closed Started 19.12.2023 15:21 Last update 04.07.2024 17:53
Assignment Diagnostic group - Ready for analysis 04.07.2024 17:50 Duration 3/ 3 day(s)

Recording data Patient details Anamneses Recording details Attachments

Reports 1 file(s)

@ Add file or drag here &% Import reports

0 Filename Added

[0  SAMPLE-DIAGNOSTIC-REPORT pdf 04.07.2024 17:53 é i by

Figure 44 Uploaded diagnostic report on Attachments tab

When a diagnostic report is attached to the recording on Bittium MedicalSuite service platform, the
recording appears on the Latest reports card on the Bittium MedicalSuite Center dashboard.

6.11 Approving recording and delivering diagnostic reports to lower-level
organization

Recording needs to be approved by a technician user of the upper-level organization on Bittium
MedicalSuite Center to get the diagnostic report(s) delivered to the associated lower-level organization.
When a report is attached to a recording on Bittium MedicalSuite service platform, a technician user of the
upper-level organization first previews it and verifies that the report contains all the necessary information.
After previewing, the technician user finally approves the recording to deliver the diagnostic report(s) to
the associated lower-level organization.

NOTE This feature is available only for technician users.

To preview a diagnostic report, follow the steps described below:

1 Find the recording from Bittium MedicalSuite Center e.g., from the Latest reports card on the
Dashboard or by searching by the patient ID or the recorder S/N on the Recordings view.

2 Click preview icon related to the recording whose report you want to preview either directly from the
Latest reports card on the Dashboard (Figure 45) or on the Recordings view (Figure 46).
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Recording Organization Added Approval

07.10.2020 21:02

Diagnostic group

Latest reports

@ HolterPlus_2 DiemaClinic2 Approve

Figure 45 Preview icon on “Latest reports” dashboard card

- 12:14 o 08:47
07.10.2020 . 03.09.2020 -
HolterPlus_2 @ Closed 17-49 DemoClinic2 1307 Bittium HolterPlus @ 1874602

Figure 46 Preview icon on Recordings view

g g

Repart pending approval

Diagnostic group -

If you clicked the preview icon on the Recordings view (Figure 46), the Attachments tab of the recording

will open. Click preview icon related to the report you want to preview.

To approve a recording to deliver the diagnostic report(s) to the associated lower-level organization, follow

the steps described below:

1 Click Approve button related to the recording whose report(s) you want to deliver to the associated
lower-level organization either directly from the Latest reports card on the Dashboard (Figure 47) or on

the single recording top bar (Figure 48, open first the recording by clicking it).
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Latest reports

Recording Organization Added Approval N
- 07102020 17.49

@ HolterPlus_2 DemoClinic? . Approve B a4

Figure 47 Approve button on “Latest reports” dashboard card

; Technician 1 _
¢ Back Bi ttium Dashboard  Recordings 0 = it
Patient ID: BittiumHolter_1 Bittium Holter
Organization DemoClinic1 Created 04.07.2024 12:49 Last data transfer 04.07.2024 12:49
Status @ Closed Started 10.12.2023 15:21 Last update 04.07.2024 17:53
Assignment Diagnostic group - Ready for analysis 04.07.2024 17:50 Duration 3 /3 day(s)

Recording data Patient details ~ Anamneses Recording details ~ Attachments

Reports 1 file(s)
@ Add file or drag here &% Import reports
[ Filename Added

[  SAMPLE-DIAGNOSTIC-REPORT. pdf 04.07.2024 17:53 a

L]
=

Figure 48 Approve button on single recording top bar

2 Confirm approving by clicking Approve (Figure 49).

Confirmation

Are you sure you want to approve the reports of Patient ID: HolterPlus_27 After

approval, reports will be visible for the clinic.

Figure 49 Confirming approving of a recording

When a recording is approved (Figure 50), the related diagnostic reports imported to Bittium MedicalSuite
service platform are delivered to the associated lower-level organization, and the related preview icons
have a green dot indicating the delivery (Figure 51).
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i Technician 1 |
¢ Back Bittium Dashboard  Recordings EN O - e
Patient ID: BittiumHolter_1 Bittium Hotter Approved
Organization DemoClinict Created 04.07.2024 12:49 Last data transfer 04.07.2024 12:49
Status @ Closed Started 19.12.2023 15:21 Last update 04.07.2024 17:58
Assignment Diagnostic group - Ready for analysis 04.07.2024 17:50 Duration 3/ 3 day(s)

Figure 50 Recording approved

Latest reports

Recording Type Organization Updated Approval

- - - 04.07.2024 17:53 . -
@ BittiumHolter 1 Bittium Holter DemoClinic Disgnosiic group 04.07.2024 17:58 E‘. |_~L|

Figure 51 Preview icon with a green dot indicating report delivery

6.12 Previewing and downloading diagnostic reports and other documents

When a recording is approved by a technician user of the upper-level organization, the related diagnostic
report(s) transferred to Bittium MedicalSuite service platform are available also for the associated lower-
level organization users. Previewing and downloading a diagnostic report or some other attached
document (e.g., recording information PDF file) from Bittium MedicalSuite Center can be done directly from
the Latest reports card on the Dashboard or from the Attachments tab of the recording.

To preview a diagnostic report or some other document, follow the steps described below:

1 Find the recording from Bittium MedicalSuite Center e.g., from the Latest reports card on the
Dashboard or by searching by the patient ID or the recorder S/N on the Recordings view.

2 Click preview icon related to the recording whose report or some other document you want to preview
either directly from the Latest reports card on the Dashboard (Figure 52) or on the Recordings view
(Figure 53).
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Latest reports
Recording Organization Added Approval
@ HolterPlus_2 DemoClinic2 07.10.2020 1749 07.10.2020 17:54 Fe o

Figure 52 Preview icon on “Latest reports” dashboard card

Bittium Dashboard  Recordings g::ll:'c Demo 2
Recordings
Patient ID <) Status ~ Last update ~ Created ~ Recording type Device ~ Action
HolterPlus_2 @ Closed ?;;;?'2020 33;23'2020 Bittium HolterPlus a 1874602 - E; -

Figure 53 Preview icon on Recordings view

If you clicked the preview icon on the Recordings view (Figure 53), the Attachments tab of the recording
will open. Click preview icon related to the report you want to preview.

To download a diagnostic report or some other document, follow the steps described below:

3 Click download icon related to the recording whose report or some other document you want to
download either directly from the Latest reports card on the Dashboard (Figure 54) or on the
Recordings view (Figure 55) and select the document you want to download.

Latest reports
Recording Organizatign Added Approval Download
@ HolterPlus_2 DemoClinf2 07.10.2020 17:49 07.10.2020 17:54 R 4
Recording data
o4, Recording data 5 day(s)
Reports
& HOLTERPLUS_2_ HolterPlus_2_01-01-1993_26-06-2020-2_-_General_long-term_ECG_report.pdf
Other documents
&, recording-information. pdf
Figure 54 Download icon on “Latest reports” dashboard card
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Recording data Patient details ~ Anamneses Recording details  Attachments

Reports 1 file(s)
Il Filename Added
HOLTERPLUS_2_ HolterPlus_2_01-01-1993_26-06-2020-2_-_General_long- ) .
O term_ECG_report.pdf 07.10.2020 17:49 Ei ok

Other documents 1 file(s)

& Add file or drag here

Il Filename Added

[0  recording-information . pdf % i I

Figure 55 Download icons on Attachments tab of a recording

Store the downloaded document(s) to the desired location.
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7 BITTIUM HOLTERPLUS RECORDINGS

Bittium HolterPlus is a flexible, online ECG recording whose duration can be adjusted according to the case
specific needs to optimize the amount of acquired ECG data and required time resources. The acquired
cardiac signal together with digital patient diary markings are automatically transferred to Bittium
MedicalSuite service platform periodically and are available there for signal quality verification, daily
symptoms and arrhythmia events check and, eventually, for the complete ECG data analysis.

More detailed requirements concerning IT networks characteristics and IT security measures contact
Bittium customer support: medical.support@bittium.com

7.1 Introduction to Bittium HolterPlus workflow

Bittium HolterPlus recording workflow consists of steps listed below. Bittium HolterPlus is an ambulatory
online recording that is used to record ECG data. Bittium HolterPlus recording is automatically started, and
data transferred to Bittium MedicalSuite service platform using Bittium MedicalSuite Mobile application.
The used settings are selected using Bittium MedicalSuite Center application when creating recording to
service. Once the recording is completed, the recording data is available in Bittium Cardiac Navigator
analysis software for the complete data analysis.

e C(Clinic user creates Bittium HolterPlus recording either on Bittium MedicalSuite Center or using the
MedicalSuite Mobile application, attaches electrodes to patient and checks signal quality using Live
ECG feature on the MedicalSuite Mobile application.

e Patient is filling digital diary during recording period using MedicalSuite Mobile application.

e Technician user assigns recording for diagnostic user/group for daily analysis

e Diagnostic user performs daily analysis every day and decides if recording can be ended before
scheduled ending

e Diagnostic user performs final analysis and reporting when recording is ended

e Technician user accepts final report before delivering to clinic

Detailed instructions for performing Bittium HolterPlus recording workflow steps are described in the
following chapters.

7.2 Creating Bittium HolterPlus recording

Bittium HolterPlus recordings can be created either on Bittium MedicalSuite Center or using Bittium
MedicalSuite Mobile application.

7.2.1 Creating Bittium HolterPlus recording on Bittium MedicalSuite Center
To create a Bittium HolterPlus recording on Bittium MedicalSuite Center, follow the steps described below:
1. Click Create recording button either on the Dashboard or the Recordings page on Bittium

MedicalSuite Center. A drop-down menu is presented (Figure 56). Select Bittium HolterPlus. Create
recording page opens.
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Create recording -

Bittium Halter
Bittium HaolterPlus

Figure 56 Create recording drop-down menu

2. Enter information to all the required fields (*) on the Patient details tab (Figure 57). If desired,
other fields can be left unfilled. Note the following:

a Patient ID is for identifying the patient. If this field is left blank, the system will generate it.

b Do not use the patient’s name or social security number as a patient ID!

CAUTION: Do not enter any patient delicate information (e.g., use the patient’s name or
social security number as a patient ID) to the Bittium MedicalSuite service platform.

Bittium Dashboard  Recordings Iimgi;iam .

Create recording: Bittium HolterPlus

Patient details* Anamneses Recording details® Attachments

=)
Patient details

Patient 1D Age (years)*
Patient ID must be atleast 4
characters long and Height (cm)*
lowerfuppercase letters,
numbers and underscores are Weight (kg)*
allowed. If Patient ID is left blank
the system will generate it (for Gender* -

example PIDO000A).

Figure 57 Create recording — Patient details tab

3. Click Next and enter patient anamneses information on the Anamnesis tab, if necessary (Figure 58,
optional step).
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BI ttium Dashbeard  Recordings . I;%T;m 1.

Create recording: Bittium HolterPlus

Fatient detsils Anamneses Recording details™ Attachments

/\\ Badk Mext I Cancel

Medication

Medication Medication at time of ECG recording

O Me O Yes

Disgnosed heart disease Disgnosed arhythmias and/ or myccardial diseases
{e.g. cardicmygpathy) in the family

O Mo O Yes O MNe O Yes

Smaoking O Me O res

Alcochel consumption O Mo O Sometimes O Crften

Symptoms

Palpitations O Mo (O Sometimes () Often
Iregular beat O Mo () Sometimes () Often
Slow pulse O Mo () Sometimes () Often
Fast pulse ) Mo () Sometimes () Often
Unpleasant feeling in the chest O Mo O Sometimes o Cften
Shortness of breath O Mo () Sometimes () Often
Dizziness O Me (O Sometimes () Often
Weskness O Mo () Sometimes () Often
Fainting/ syncope O Mo () Sometimes () Often

Comments

Figure 58 Create recording — Anamnesis tab

4. Click Next and enter recording details and device information on the Recording details tab. (Figure

Figure 59)
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The required information includes:

a. Organization arranging the recording

b. Maximum recording duration in days

c. Referring physician

d. Requested report language

e. Recorder S/N (Faros serial number, e.g., 1857243) that can be found from the back of the
device

Setup option based on the number and type of electrodes used

g. The use of an accelerometer and desired ECG sampling rate. Use defaults if unsure.

bl

Bitbium  Dsshbosd  Reconings - @ & Tesmwicant.

Create recording: Bittium HolterPlus

Palienidetais  Anamneses  Recording delais®  Allachments

o Back Masl Canza
Recording details

Organizatian® ¥  Max. duration [days) *

1- 30 day(s)

Referring physician Requested repar languapge English '

Reason for recarding

Dewvice information

These are the default seftings. Uss defaull setings if not

T — megnSna ~ Elecirode
Setup optians OmegaSnap 1-CH ECG Electrode - wiar] cllrisn
Accelarometer m OHF
. ECG sampling rate [Hz) m 250 500 1000
Pacemaker evenl detection On ﬂ
Reconder SN * HNO000L
Select organization
See back of the device,

Figure 59 Create recording — Recording details tab

5. Click Next and attach additional documents on the Attachments tab, if necessary (Figure 60,
optional step).
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Bittium Daszhboard  Recordings g I-;ETS;IE” 1.

Create recording: Bittium HolterPlus

Patiznt details Anamneses Recording details Attachments

o San

Other documents

& Add file or drag here

Figure 60 Create recording — Attachments tab

6. Click Save and a confirmation notification will open (Figure 61). Click Create to confirm the creation
of a new recording.

Confirmation

Create a new Bittium HolterPlus recording with a maximum duration of & days?

Figure 61 Create recording — Confirmation notification

7.2.2 Creating Bittium HolterPlus recording using Bittium MedicalSuite Mobile application

To create a Bittium HolterPlus recording using Bittium MedicalSuite Mobile application, follow the steps
described below:

1 Go to the administrator view by tapping Bittium logo five times on the top right of the Bittium
MedicalSuite Mobile application main view.

2 Tap Create recording on the Device setup view (Figure 62). Create recording view opens (Figure 63).

3 Enter information to all the required fields (*) on the Patient details view (Figure 63). If desired, other
fields can be left unfilled. Note the following:
a Patient ID is for identifying the patient. If this field is left blank, the system will generate it.
b Do not use the patient’s name or social security number as a patient ID!

CAUTION: Do not enter any patient delicate information (e.g., use the patient’s name or
social security number as a patient ID) to the Bittium MedicalSuite service platform.
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Create recording

Device setup @ @ @

Patient details * Anamneses Recording

‘ l details *
Patient ID
. 8
Patient ID must be at least 4 characters long and

lower/uppercase letters, numbers and underscores
This device has been are allowed. If Patient ID is left blank the system will
generate it (for example PIDOO00A).

connected to the recorder.
Age (years) *
Recorder FAROS-1889172

Organization DemoClinicl Weight (kg) *

Height (cm) *

EEE— NN

Figure 63 Create recording — Patient details view

4 Tap Next and enter patient anamneses information on the Anamnesis view, if necessary (Figure 64,
optional step).
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Symptoms

Palpitations

Create recording

@ @ ® I No ‘ Sometimes | Often

Irregular pulse

Patient details * Anamneses Recording
details *
Thses questions are optional. You can also fill in the [ No Sometimes Often ‘
form later from MedicalSuite Cente
Slow pulse
Medication
‘ No Sometimes Often ‘
Medication
Fast pulse
’ No ‘ Sometimes ’ Often ‘

Medication at the time of ECG recording
Unpleasant feeling in the chest

No ‘ Yes ‘
’ No ‘ Sometimes ‘ Often ‘

Shortness of breath

‘ No \ Sometimes \ Often ‘
Diseases

) ) Dizziness
Diagnosed heart disease
‘ ‘ ’ No Sometimes Often ‘
No Yes |
Weakness
’ No Sometimes Often ‘
Diagnosed arrhythmias and / or myocardial -
diseases (e.g., cardiomyopathy) in the family Fainting / syncope
No ‘ Yes ‘ ‘ No Sometimes Often ‘

Smoker

Alcohol consumption

No ‘ Sometimes ‘ Often ‘

Figure 64 Create recording — Anamnesis view

5 Tap Next and enter recording details on the Recording details view (Figure 65). The required
information includes:
a Maximum recording duration in days
b Setup option based on the number and type of electrodes used
¢ The use of an accelerometer and desired ECG sampling rate. Use defaults if unsure.
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6 Tap Save and a confirmation notification will open (Figure 66). Tap Create to confirm the creation of a

new recording.

Create recording

ORORO

Patiant datails * Aramrases Recording
datails *

Max duration (days) *

1- 30 days

Salup option

OmegaSnap electrode Confirmation

Are you sure you want to create the

. recording?
Max. duration

Device setup FastFix patch

Accelerometer

These are the defaull sellings. Use delaull seltings il
mad instructed olherwise.

ECG sampling
rate (Hz)

Acceleromeler Back )

| ¥ On Off |

Sampling rate (Hz)

| ¥ 125 250 5010 1000 |
Pacemaker event record

Or o O | . pe .
| notification

Please fill in required * flelds befare saving.

Figure 65 Create recording — Recording details view

7 Return to MedicalSuite Mobile application main view.

Figure 66 Create recording — Confirmation
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7.3 Attaching Faros ECG recorder and starting Bittium HolterPlus recording

After a recording is created either on Bittium MedicalSuite Center or using Bittium MedicalSuite Mobile
application, the mobile device connected to the corresponding Faros ECG recorder gets the related
recording information and provides instructions to attach the recorder onto a patient according to the
selected electrode setup option.

To attach a Faros recorder onto a patient, follow the instructions shown on the mobile device screen:

1 Open the instructions to attach the recorder by tapping Tap here for instructions on Bittium
MedicalSuite Mobile application welcome view (Figure 67).

2 Browse through the step-by-step instructions by tapping Next and Back buttons on the mobile device
screen (Figure 68) and attach the Faros ECG recorder according to the given instructions. Note that
there are separate instructions for Bittium FastFix electrode, Bittium OmegaSnap electrode, 1-channel
and 3-channel recordings, and only the instructions related to the electrode setup option selected
during the recording creation are shown. Finally, close the instructions view by tapping Finish.

See separate patient instruction documents for more detailed information on the different electrode
setup options.

|
Jiti4 ©® Bittium Right ~ LeftiRight Left
WELCOME o) )

Follow the instructions to attach
the recorder. 2

)C_

Follow the instructions to attach
the patch. Use "Next" and "Back"
buttons to go through the steps.

Figure 67 Welcome view Figure 68 Instructions view for recorder attachment

After the Faros ECG recorder is attached properly onto the patient, MedicalSuite Mobile application will
detect a heartbeat (Figure 69). Once a heartbeat is successfully found, the recording starts and the text
Recording ongoing is showed on the MedicalSuite Mobile application main view (Figure 70).
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Data of the previous recording is automatically deleted from the Faros ECG recorder when a

NOTE L
new HolterPlus recording is started.

Ji1v © Bittium

O1gi« © Bittium

Recorder connected

”

Recording ongoing

e o No notifications
Finding heartbeat...
Please wait... Tap here for instructions

Figure 69 Finding heartbeat view Figure 70 Main view showing “Recording ongoing”

The icons indicating the battery charge levels of the Bittium The mobile device and the Faros ECG recorder
as well as the strength of the current network connection are displayed on the top left of Bittium
MedicalSuite Mobile application views.

3 To verify the proper attachment of electrode(s) and the quality of the acquired ECG signal, use Live ECG
feature on the Bittium MedicalSuite Mobile application. See chapter 7.11 for instructions.

When recording has started, its status will change from Created to Active, and the recording will appear in
the Active recordings card on the Bittium MedicalSuite Center dashboard.

4  Find the created recording from Bittium MedicalSuite Center and verify that the related recording
status is Active.

5 If Quick Preview feature is enabled to your user account, you can verify the quality of the acquired ECG
signal on Bittium MedicalSuite Center using the Quick Preview feature. View the initial seconds of the
acquired ECG signal on the Recording data tab. See chapter 7.12 for instructions.

7.4 Live ECG feature on Bittium MedicalSuite Mobile application

When Faros ECG recorder is attached onto a patient, it is possible to view the acquired real-time ECG and
heart rate using the Live ECG feature on the Bittium MedicalSuite Mobile application. The feature is used
for verifying the proper functioning of attached electrodes and checking the quality of the acquired ECG
signal.
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NOTE This feature is available only in the administrator view on MedicalSuite Mobile application.

To check the quality of the acquired ECG signal using Live ECG feature, follow the steps described below:

1 Go to the administrator view by tapping Bittium logo five times on the top right of the Bittium
MedicalSuite Mobile application main view.

2 Tap Menuicon (3 lines) from the top left.

3 Tap Live ECG (Figure 71).

4 Press the Faros recorder button (Figure 72) to activate Faros Bluetooth. The activation is indicated by
one beep-sound.

5 The acquired ECG signal is presented real-time with the heart rate information (Figure 73).

e Attach the recorder according
to instructions. If you have
already attached the recorder,

” please press the recorder
button.

Live ECG
-

Network

x

Settings

About

Figure 71 Live ECG on menu Figure 72 Faros recorder button

Powered by Bittium

5800603 MedicalSuite Platform Holter Service Clinical Guide 55 (89)
Version 7.0.0 © Bittium 2025



Bittium

60 bipm

v

Figure 73 Live ECG view

7.5 Quick Preview feature on Bittium MedicalSuite Center

The ECG data that has been transferred from Faros ECG recorder to Bittium MedicalSuite service platform
can be previewed in Bittium MedicalSuite Center using the Quick Preview feature. The feature is available
for users to whom the feature has been enabled in MedicalSuite BackOffice. In Quick Preview, users can
preview and check the quality of the acquired ECG signal.

This feature is available only for users to whom it has been enabled in MedicalSuite
BackOffice.

NOTE

CAUTION: This feature is used only for checking the quality of the acquired ECG signal. Any
A determination of cardiac event occurrences should not be made using the Quick Preview

feature. Always use proper cardiac analysis software to analyze ECG data.

To check the quality of the acquired ECG signal using Quick Preview feature, follow the steps described
below:

5 Open the recording either from the Dashboard or the Recordings page on Bittium MedicalSuite Center
by clicking on the recording.

6 Select Recording data tab.

7 Open Quick Preview by clicking the right arrow related to the daily signal data you want to preview
(Figure 74).
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Recording data Patient details Anamneses Recording details Attachments

Recording data

Day Mo. Start date of file  Status MNotes
= 1T ﬁ;g?_znm @ Pending~  Add notes
[ 27 i;;g?_znm @ Pending~  Add notes
S 37 %21;3?_2021 ® Pending - Add notes

Figure 74 Right arrow that opens the Quick Preview of the signal

The ECG signal of the related day is presented on Quick Preview. The digital diary markings as well as the
Faros recorder button presses are shown on the timeline. You can navigate to the desired time using the
timeline on top of the graph and using the left and right arrow buttons. You can also choose the length of
the presented signal time range using the related buttons (Figure 75).
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Figure 75 Quick Preview of the ECG data of the selected day
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7.6 Creating digital diary markings

To keep a track of any events occurring during a recording and to help the analysis and interpretation of the
acquired ECG data, patients are commonly asked to mark down any felt symptoms and other diary notes
that can affect the acquired signal and be important for proper analysis of the ECG data. Instead of using a
conventional method of a paper and pen, patient can mark the diary events to a digital diary on Bittium
MedicalSuite Mobile application. These diary markings are automatically merged with the acquired ECG
data and are available for the diagnostic user when the ECG data is analyzed.

7.6.1 Marking symptoms to digital diary

Activate the mobile device display.

Tap Diary (Figure 76).

Tap Symptoms on the following view (Figure 77).

Tap the appropriate symptom from the symptoms view (Figure 78).
Enter the date and time when the symptom occurred.

Tap Save to confirm the saving of the symptom to the diary.

O« © Bittium D18i4 © Bittium

Tap a topic below

A U A W N P

Recorder connected

”

Recording ongoing

o No notifications

Tap here for instructions

Figure 76 Diary button Figure 77 Symptoms button

Uil
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Tap your symptom below

Figure 78 Symptoms view

7.6.2 Marking activity to digital diary

A B W NP

7
8
9

Activate the mobile device display.

Tap Diary.

Tap Activity on the following view.

If you are about to start an activity, tap Start activity (Figure 79).

While activity time is being recorded, it is indicated in the mobile application main view (Figure 80).
When you finish your activity, tap Tap here to stop below the indication of an ongoing activity time
recording on the mobile application main view. The same action can also be made by first tapping
Diary, then tapping Activity and finally tapping Finish activity (Figure 81).

Confirm or adjust your activity time (Figure 82).

Write an optional comment (Figure 83).

Tap Save button. A confirmation dialog opens asking you to confirm the information you have entered.

10 Tap OK button. Diary entry is automatically created.

You can also enter an activity marking in the past by tapping Add activity time (Figure 79) and entering the
details for the activity marking. Confirm the action by tapping Save. Tap OK to confirm the saving of the

activity marking to the diary.
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When starting an activity,
tap the button below. Recorder connected

”

Recording ongoing

AR
E Start activity
-

To add an activity in the past, tap
the button below.

M Recording activity time
Add activity =
time Tap here to stop
Figure 79 Start activity button Figure 80 Main view showing “Recording activity time”
Q18iq® Bittium Qigiv O Bittium
When finishing an activity, Confirm or adjust activity time
tap the button below.
Date
28.1.2020
/S
Start End
10:46 /‘ ‘ 11:50

Figure 81 Finish activity button Figure 82 Confirming or adjusting activity time
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Figure 83 Writing optional comment

7.6.3 Marking sleep to digital diary

O Uk WN B

7
8
9

Activate the mobile device display.

Tap Diary.

Tap Sleep on the following view.

If you are about to go to sleep, tap Go to bed (Figure 84).

While sleep time is being recorded, it is indicated in the mobile application main view (Figure 85).
When you wake up, tap Tap here to stop below the indication of an ongoing sleep time recording on
the mobile application main view. The same action can also be made by first tapping Diary, then
tapping Sleep and finally tapping Wake up (Figure 86).

Confirm or adjust your sleep time. (Figure 87).

Write an optional comment (Figure 88).

Tap Save button. A confirmation dialog opens asking you to confirm the information you have entered.

10 Tap OK button. Diary entry is automatically created.

You can also enter a sleep marking in the past by tapping Add sleep time (Figure 84) and entering the

details for the sleep marking. Confirm the action by tapping Save. Tap OK to confirm the saving of the sleep
marking to the diary.
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Figure 84 Go to bed button Figure 85 Main view showing “Recording sleep time”
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When waking up,

tap the button below. Date
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Figure 86 Wake up button Figure 87 Confirming or adjusting sleep time
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Figure 88 Writing optional comment

7.7 Assigning recording to a specific diagnostic user or diagnostic group

For daily data check and final analysis purposes the recording is assigned either to a specific diagnostic user
or diagnostic group responsible for the analysis of the patient recording. If Bittium Cardiac Navigator
MedicalSuite edition is in use and a database is set up for the selected diagnostic user or diagnostic group,
the assignment triggers an automatic data transfer from Bittium MedicalSuite service platform to the
related Bittium Cardiac Navigator MedicalSuite edition database. At first place, assigning a recording to a
specific diagnostic user or diagnostic group can be made by a technician user by selecting the desired
diagnostic user or diagnostic group from the drop-down list of the recording assignment field (Figure 89).
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< Back Bittium Dashboard  Recordings e
Patient ID: HolterPlus_2  Bittium HolterPlus Ready for analysis
Status @ Active ~ Created 24.09.2020 13:07 Last update 29.09.2020 15:04
Assignment Mone - Started 24.09.2020 1307 Duration 517 day(s)
Ql
. Diagnostic group . .
Recordir Anamneses Recording details Attachments

| [_:E':ii_qlfj__‘gijsm lardiac Mavigator

Cardiologist 1
Diag Xl

Recording data

Figure 89 Assigning recording

Assignment can also be made on the Recordings page by selecting the desired diagnostic user or diagnostic
group from the drop-down list of the related field on the assignment column. In addition, the Daily check
needed, and Diagnostic report needed cards on the Dashboard include assignment feature.

NOTE This feature is available only for technician and diagnostic users.

This feature is fully available only for technician users. For diagnostic users the feature is
NOTE limited such that a diagnostic user can only change the assignment inside the diagnostic
group or, alternatively, remove the whole assignment from the recording.

7.8 Daily check and report

Recorded ECG data of an ongoing recording is transferred to Bittium MedicalSuite service platform every 30
minutes when the mobile connectivity between the Faros ECG recorder, the mobile device and Bittium
MedicalSuite service platform is working properly.

On Bittium MedicalSuite service platform the recorded ECG data is divided into 24-hour signal periods that
can be previewed using Quick Preview feature in MedicalSuite Center by users to whom the feature has
been enabled in BackOffice (Figure 75 in chapter 7.5).

Quick Preview feature is available only for users to whom it has been enabled in

NOTE
MedicalSuite BackOffice.
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When a full 24-hour period ECG data is available on Bittium MedicalSuite service platform, it is noted in the
Daily check needed dashboard card (Figure 90), and the status of the daily data changes from Ongoing to
either Open (when the recording has not been assigned to a diagnostic user or diagnostic group) or
Pending (if the recording assignment has already been made) to indicate the need for a daily check.

Daily check needed
All
Recording Assignment Day Mo, Status Start date of file

@ HolterPlus_2 Maong - 17 @ Pending 26.08.2020 13:.07 Preview o

Figure 90 “Daily check needed” dashboard card

Daily signal quality check can be performed using Quick Preview feature on Bittium MedicalSuite Center as
described in chapter 7.5. Any determination of cardiac event occurrences should not be made using the
Quick Preview feature.

CAUTION: Quick Preview feature is used only for checking the quality of the acquired ECG
& signal. Any determination of cardiac event occurrences should not be made using the Quick

Preview feature. Always use proper cardiac analysis software to analyze ECG data.

When Bittium Cardiac Navigator MedicalSuite edition is used, the daily data gets automatically transferred
from Bittium MedicalSuite service platform to the related Bittium Cardiac Navigator MedicalSuite edition
database according to the recording assignment. The data can also be manually downloaded from Bittium
MedicalSuite Center in EDF format (see chapter 7.11). Always use proper cardiac analysis software to
analyze ECG data.

To perform a daily check for cardiac event occurrences, open the daily data in Bittium Cardiac Navigator
MedicalSuite edition and evaluate it for meaningful events by following the steps described below:

This feature is available only for technician and diagnostic users who are linked to the
NOTE related Bittium Cardiac Navigator™ MedicalSuite Edition user account in MedicalSuite
BackOffice.

1 Find the recording from Bittium MedicalSuite Center e.g., from the Daily check needed card on the
Dashboard.
2 Navigate to the daily data by clicking Preview (Figure 91).
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Daily check needed

Al Mot assigned

Recording Assignment Day No. Status Start date of file

@ HolterPlus 2 Diagnosfic group  ~ 217 @ Pending 26.02.2021 12:07 Preview | W™

Figure 91 Navigation to the daily recording data

3 Open the daily data in Bittium Cardiac Navigator MedicalSuite edition by clicking the related daily data
icon on Recording data tab on a single recording view in MedicalSuite Center (Figure 92).

i Technician 1 _
{ Back Bittium Dashboard  Recordings et
Patient ID: HolterPlus_2  Bittium HolterPlus Ready for analysis
Status @ Active ~ Created 2502 2021 1207 LGER No date
transfer
Assignment Diagnostic group  ~ Started 25.02.2021 12:07 Duration 5/ 7 day(s)

Recording data Patient details Anamneses Recording details  Attachments

Recording data

O Day No. Start date of file Status Motes
» L 117 20022021 @ Dore - Pause detected all
12:07
26.02.2021
» [ 27 1207 @ Pending ~  Add notes all

Figure 92 Opening the daily recording data in Bittium Cardiac Navigator MedicalSuite edition

If you want to evaluate data of an ongoing day (which does not yet include full 24-hour period ECG data) in
Bittium Cardiac Navigator MedicalSuite edition, you can manually trigger the data transfer of it on
MedicalSuite Center. To trigger the data transfer of an ongoing day from MedicalSuite service platform to
Bittium Cardiac Navigator MedicalSuite edition, click the synchronization icon of the ongoing daily data on
the Recording data tab on a single recording view in MedicalSuite Center (Figure 93).
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Figure 93 Synchronizing the data of an ongoing day to Bittium Cardiac Navigator MedicalSuite edition

When the synchronization is finished, you can open the data of an ongoing day in Bittium Cardiac Navigator
MedicalSuite edition by clicking the related daily data icon (Figure 92).

4 Evaluate the daily recording data (X/Y) or synced data of an ongoing day (Active) for cardiac event
occurrences. Please note that any markings and analysis made on daily data can only be used in daily
reporting and will not be transferred automatically to the final report. More detailed instructions for
the use of Bittium Cardiac Navigator can be found on separate Cardiac Navigator User Guide.

CAUTION: Markings made to daily data in Bittium Cardiac Navigator MedicalSuite edition
will not be transferred to the complete recording data which is finally analyzed.

When the daily check is performed, the status of the daily data needs to be changed to Done to remove the
notification of a needed daily data check from the Daily check needed dashboard card. If desired, user can
add notes to the related field of a daily data. In case of checking daily data of an ongoing day several times
a day, the notes field can be used to mark down the time until which the ECG data has already been
checked.

To mark a daily check as completed, follow the steps described below:

5 Open the recording either from the Dashboard or the Recordings page on the Bittium MedicalSuite
Center by clicking on the recording.

6 Select Recording data tab.

7 Change the related daily data status to Done (Figure 94).

8 If desired, write notes about the daily check results to the related field.
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Figure 94 Marking results of the daily check on Bittium MedicalSuite Center

If meaningful cardiac events were found during the daily check of the recording, and the diagnostic user
determines that sufficient amount of ECG data has already been acquired for the complete analysis, the
recording can be finished either by setting the recording to Ready for analysis or by changing the recording
status from Active to Ended on Bittium MedicalSuite Center (see chapter 7.10).

7.9 Uploading other documents to Bittium HolterPlus recording

Additional patient background information and more extent recording notes can be uploaded as other
documents to Bittium HolterPlus recording. For example, if you are using a desktop version of Bittium
Cardiac Navigator MedicalSuite edition and have created an interim report of the evaluated daily recording
data, such documents can be attached to a recording on Bittium MedicalSuite Center to make them
available for the diagnostic user when the ECG data is analyzed.

To add a document to a recording, follow the steps described below:

4 Open the recording either from the Active recordings card on the Dashboard or the Recordings page on
the Bittium MedicalSuite Center by clicking on the recording.

5 Select Attachments tab.

6 Click Add file and select a file or multiple files to be added. Click Open. Alternatively, you can drag the
file to the prompted area. (Figure 95)
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Recording data Patient details Anamneses Recording details  Attachments

Reports 0 file(s)

Report can be added after the recording is closed.

Other documents 1 file(s)

@ Add file or drag here

(| Filename Added

O recording-information.pdf é 0 o

Figure 95 Add file icon on Attachments tab

The uploaded document will appear in the Other documents section on the Attachments tab (Figure 96).

Recording data Patient details ~ Anamneses Recording details Attachments

Reporis 0 file(s)

Report can be added after the recording is closed.

Other documents 2 file(s)

@ Add file or drag here

O Filename Added
[} recording-information. pdf % 6] .
] SAMPLE-HOLTER-MONITOR-DIARY-Holter_jpg. pdf 27.10.2020 18:19 % i .

Figure 96 Uploaded document on Attachments tab

7.10 Ending Bittium HolterPlus recording

When the maximum recording duration selected when the recording was created has elapsed, the
recording will end automatically. However, the recording can be manually ended when the diagnostic user
determines that enough ECG data has been acquired for the complete analysis even though the maximum
duration has not yet been reached.
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To end a recording manually, set the recording to Ready for analysis or change the recording status from
Active to Ended by following the steps described below:

1 Open the recording e.g., from the Active recordings card on the Dashboard or the Recordings view on
the Bittium MedicalSuite Center by clicking on the recording.

2 Click Ready for analysis button on the single recording top bar (Figure 97).
The same action can also be made by changing the recording status from Active to Ended either on the
single recording top bar (Figure 97), or directly on the Recordings view (Figure 98).

<{ Back Bittium Dashboard Recordings Technician 1 _

Technician

Patient ID: HolterPIus_Z Bittium HolterPlus Ready for analysis

Status @ Active - Created 03.09.2020 13:07 Last update 29.10.2020 10:34
Ended

Assignment =alis Started 03.09.2020 13:07 Duration 517 day(s)

Figure 97 Setting recording to “Ready for analysis” on the single recording top bar

Bittium Dashboard  Recordings TTe‘ch_r‘w_lcwan 1.
echnician
Recordings
Patient ID ~ Status ~ Last update Organization ~ Created~  Recording type Device ~ Assignment - Action
. 29.10.2020 - 03.09.2020 ) : .
HolterPlus_2 @ Active 1034 DemoClinic2 1307 Bittium HolterPlus a 16874602 Diagnostic group ~ @ b
Ended
_ — 10.07.2020 _ I 10.07.2020 _.

Figure 98 Changing recording status to “Ended” on Recordings view

3 Confirm the ending by clicking Ready for analysis (Figure 99).

Ready for analysis

Patient ID HolterPlus_2
Are you sure this recording is ready for analysis?

# The recording will end.
= The patient will be instructed to return the devices.

Ready for analysis

Figure 99 Confirming ending of a recording

After ending the recording, Bittium MedicalSuite Mobile application will shortly update the recording status
view to state that the recording has been completed (Figure 100).
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Your recording has
been completed.

Please return all devices
and follow the instructions
of your doctor.

Figure 100 MedicalSuite Mobile application showing recording completion

The complete recording data is now available on Bittium MedicalSuite service platform for detailed ECG
analysis, and the recording appears in Diagnostic report needed dashboard card (Figure 101). If Bittium
Cardiac Navigator MedicalSuite edition is in use, the complete recording data gets automatically
transferred to the related Bittium Cardiac Navigator MedicalSuite edition database for further analysis. The
complete data can also be manually downloaded from Bittium MedicalSuite service platform in EDF format
(see chapter 7.11).

Diagnostic report needed

All My Assignments

Recording Assignment Endtime Duration

@ HolterPlus_2 Cardiologist 1 - 08.09.2020 04:59 5 day(s) Close Analyze &.-

Figure 101“Diagnostic report needed” dashboard card

7.11 Downloading data from Bittium MedicalSuite service platform
For storing the recorded data or further analyzing it with non-integrated analysis software, the recorded
ECG data can be manually downloaded from Bittium MedicalSuite service platform in EDF format.

To download data from Bittium MedicalSuite service platform, follow the steps described below:

1 Open the recording either from the Dashboard or the Recordings view on the Bittium MedicalSuite
Center by clicking on the recording.
2 Select Recording data tab.
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3 Select the days that you want to download the data of. To download the complete ECG recording as
one file, place a checkmark on the top box as shown in theFigure 102. If you wish to download also the

related attachments e.g., the recording information PDF file that contains patient details and digital
diary markings, check also the box of “Include all attachments”. (Figure 102)

- Technician 1 _
¢ Back Bittium Dashboard  Recordings e
Patient ID: HolterPlus_2  Bittium HolterPlus Close
Status ® Ended - Created 03.09.2020 13:07 Last update 06.10.2020 11:26
Assignment MNone - Started 03.09.2020 13:07 Duration 517 day(s)

Recording data Patient details ~ Anamneses Recording details ~ Attachments

4, Download a Open Cardiac Mavigator
b4 Include all attachments

Recording data

Day No. Start date of file Status Notes
» ! T 3323?2020 Open = Add notes
v 27 e Open-  Addnotes
» vl 3T ?223?2020 Open - Add notes
»- W AT 32;3?'2020 Open - Add notes
» Wt 5T ?;;32'2020 Open - Add notes

Figure 102 Selecting the days for download

4  Click Download (Figure 102).

The recorded data of the selected days is downloaded as a zip file that contains the recording ECG data file
in EDF format and the attachments if selected to be included. Store the downloaded data to the desired
location or extract the recording data file and import it to ECG analysis software for further analysis.

7.12 Analyzing ECG data in Bittium Cardiac Navigator and creating a diagnostic report

Final analysis of the acquired ECG data is performed by a specific diagnostic user or a member of the
diagnostic group to whom the recording is assigned. Evaluation of cardiac event occurrences is performed
using proper cardiac analysis software. If Bittium Cardiac Navigator MedicalSuite edition is in use and a
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database is set up for the diagnostic user or diagnostic group who is responsible for the analysis of the
patient recording, changing the recording status to Ended triggers an automatic complete data transfer
from Bittium MedicalSuite service platform to the related Bittium Cardiac Navigator database. When a
recording is finished, the complete recorded ECG data appears in one instance in Bittium Cardiac Navigator
MedicalSuite edition marked with an indication of “Ended”. Final analysis of a recording is performed to
this “Ended” data instance in Bittium Cardiac Navigator MedicalSuite edition. Also, the diagnostic report
including interpretation notes written using the narrative tool is added to this “Ended” data instance to get

the report automatically transferred from Bittium Cardiac Navigator MedicalSuite edition to Bittium
MedicalSuite Center once the recording is closed.

This feature is available only for technician and diagnostic users who are linked to the

NOTE related Bittium Cardiac Navigator™ MedicalSuite Edition user account in MedicalSuite
BackOffice.

To perform final analysis of a recording and to create a diagnostic report in Bittium Cardiac Navigator
MedicalSuite edition, follow the steps described below:

1 Find the recording from Bittium MedicalSuite Center e.g., from the Diagnostic report needed card on
the Dashboard.

2 Open the complete recorded ECG data in Cardiac Navigator MedicalSuite edition by clicking Analyze
(Figure 103). The same icon can also be found from the Recording data tab on a single recording view in
MedicalSuite Center (Figure 104).
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Figure 103 Navigation to the complete recorded ECG data in Cardiac Navigator MedicalSuite edition

Recording data Patient details  Ansmneses Recording details Attachments

ah Analyze

Figure 104 Navigation to the complete recorded ECG data in Cardiac Navigator MedicalSuite edition from
the single recording view
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When using Bittium Cardiac Navigator Online, click Analyze button to open a new window for logging in to
Bittium Cardiac Navigator with your user credentials. The related recording data opens in Bittium Cardiac
Navigator MedicalSuite edition.

Analyze the complete recording for cardiac event occurrences using different data tabs in Bittium Cardiac
Navigator MedicalSuite edition. When creating a diagnostic report in Bittium Cardiac Navigator
MedicalSuite, select Add to record to transfer the report to the MedicalSuite service platform (Figure 105).

) Create a report *
RECORD

Long-term ECG Report

General long-term ECG report. Consists of an arrhythrmia owi w and the narrative s

Language |EngLi5h (UK) |v‘

Style sheet |Default |v‘

Temporarily hide personal information [
Encryption key | G)X|

Figure 105 Adding report to a recording in Bittium Cardiac Navigator database

More detailed instructions for the use of Bittium Cardiac Navigator can be found on separate Bittium
Cardiac Navigator user manual.

7.13 Closing Bittium HolterPlus recording and attaching diagnostic report

When final analysis of a recording is performed, the recording can be closed. Attaching a diagnostic report
to a recording removes the recording from the Diagnostic report needed dashboard card. If Bittium Cardiac
Navigator MedicalSuite edition is in use and a database is set up for the diagnostic user or diagnostic group
to whom the recording is assigned, changing the recording status to Closed triggers an automatic report
transfer from the related Bittium Cardiac Navigator database to Bittium MedicalSuite service platform.
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After the diagnostic report is attached to the recording in Bittium MedicalSuite service platform, the
recording will appear on the Latest reports dashboard card.

This feature is available only for technician and diagnostic users who are linked to the
NOTE related Bittium Cardiac Navigator™ MedicalSuite Edition user account in MedicalSuite
BackOffice.

To close a recording, follow the steps described below:

1 Find the recording from Bittium MedicalSuite Center e.g., from the Diagnostic report needed card on
the Dashboard or by searching by the patient ID or the recorder S/N on the Recordings view.

2 Click Close button related to the recording that you want to close either directly from the Diagnostic
report needed card on the Dashboard (Figure 106) or on the single recording top bar (Figure 107), open
first the recording by clicking it). The same action can also be made by changing the recording status
from Ended to Closed either on the single recording top bar (Figure 107), or directly on the Recordings
view (Figure 108).
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Diagnostic report needed

All Mot assigned

Recording Assignment End time Duration

@ HolterPlus_2 Diagnostic group - 08.09.2020 04:59 5 day(s) Close Analyze ._L"

Figure 106 Close button on “Diagnostic report needed” dashboard card

o] S Technician 1 _
¢ Back Bittium Dashboard Recordings s
Patient ID: HolterPlus_2  Bittium HolterPlus Close
Status @ Ended - Created 03.09.202013.07 Last update 071020201724
Closed
Assignment = Started 03.09.2020 13.07 Duration 517 day(s)

Recording data Patient details Anamneses Recording details Attachments

A, Download o Open Cardiac Mavigator P

| Cancel
Figure 107 Closing recording on single recording top bar
07.10.2020 ) 03.09.2020 . ; )
HolterPlus_2 @ Ended ~ 17-24 DemaClinic2 13:07 Bittium HolterPlus 9 1874602 - Diagnostic group - % o
Closed
P 01.09.2020 e 01.09.2020 o vl M soocaar - .

Figure 108 Changing recording status to “Closed” on Recordings view

1 Confirm closing by clicking Close (Figure 109).

Close recording

If a reportis attached to the recording in Cardiac Mavigataor, it will be imported to the
recording. Please verify that you created a reportin Cardiac Mavigator according to the

instructions provided by your service provider.

Figure 109 Confirming closing of a recording

If Bittium Cardiac Navigator MedicalSuite edition is in use, all diagnostic reports saved to the recording in
the related Bittium Cardiac Navigator database get automatically transferred to Bittium MedicalSuite
service platform when the recording is closed. You can trigger the report transfer also manually by clicking
Import reports icon on the Attachments tab of the recording (Figure 110).
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Recording data Patient details ~ Anamneses Recording details ~ Attachments

Reports 1 file(s)

@ Add file or drag here &% Import reports

Figure 110 Import reports icon on Attachments tab
A diagnostic report can also be uploaded manually to a recording on Bittium MedicalSuite Center.
To manually upload a diagnostic report to a recording, follow the steps described below:

1 Click Add report button related to the recording that you want to upload a diagnostic report to, from
the Diagnostic report needed card on the Dashboard (Figure 111) and click Add file icon (Figure 112).

Diagnostic report needed

All Mot assigned
Recording Assignment Endtime Ciuration

@ HolterPlus_2 Diagnostic group -~ 08.09.2020 04:59 5 day(s) Add report Analyze ._L"

Figure 111 Add report button on “Diagnostic report needed” dashboard card

Add report

Mew reports created in Cardiac Mavigator will be impaorted to the recording by clicking
the “Import” button. Already imported reports will not be updated. Please verify that
you created a reportin Cardiac Mavigator according to the instructions provided by
your service provider. If you want to add a report manually, click “Add file™.

@ Add file or drag here

Figure 112 Adding report manually to recording from “Diagnostic report needed” dashboard card

2 Select a file or multiple files to be added. Click Open. Alternatively, you can drag the file to the

prompted area.
3 Click Upload to perform the uploading of the selected file(s) (Figure 113).
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Add report

Mew reports created in Cardiac Mavigator will be imported to the recording by clicking
the “Import”™ button. Already imported reports will not be updated. Please verify that
you created a report in Cardiac Mavigator according to the instructions provided by
your service provider. If you want to add a report manually, click "Add file™.

€ Add file or drag here

SAMPLE-HOLTER-MONITO... %

Figure 113 Uploading report manually to recording from “Diagnostic report needed” dashboard card

The same action can also be made by clicking Add file icon under Reports section on the Attachments tab
of the recording (Figure 114, open first the recording by clicking it).

¢ Back Bittium Dashboard Recordings Eimfﬂﬁm -

Patient ID: HolterPlus_2  Bittium HolterPlus

Status @ Closed Created 032.09.2020 13:07 Last update 29102020 13:31

Assignment Diagnostic group = Started 03.09.2020 13:.07 Duration 517 day(s)

Recording data Patient details Anamneses Recording details Attachments

Reports 0 file(s)

@ Add file or drag here &% Import reports

No report available.

Figure 114 Add file icon on Attachments tab

The uploaded report(s) will appear in the Reports section on the Attachments tab (Figure 115).
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Figure 115 Uploaded diagnostic report on Attachments tab

When a diagnostic report is attached to the recording on Bittium MedicalSuite service platform, the
recording appears on the Latest reports card on the Bittium MedicalSuite Center dashboard.

7.14 Approving recording and delivering diagnostic reports to lower-level
organization

Recording needs to be approved by a technician user of the upper-level organization on Bittium
MedicalSuite Center to get the diagnostic report(s) delivered to the associated lower-level organization.
When a report is attached to a recording on Bittium MedicalSuite service platform, a technician user of the
upper-level organization first previews it and verifies that the report contains all the necessary information.
After previewing, the technician user finally approves the recording to deliver the diagnostic report(s) to
the associated lower-level organization.

NOTE This feature is available only for technician users.

To preview a diagnostic report, follow the steps described below:

1 Find the recording from Bittium MedicalSuite Center e.g., from the Latest reports card on the
Dashboard or by searching by the patient ID or the recorder S/N on the Recordings view.

2 Click preview icon related to the recording whose report you want to preview either directly from the
Latest reports card on the Dashboard (Figure 116) or on the Recordings view (Figure 117).
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Latest reports
Recording Organization Added Approval a
@ HolterPlus_2 DemoClinic2 ETWEPEUEWE Apprave B |-
Figure 116 Preview icon on “Latest reports” dashboard card
T - 12:14 T 08:47 T T Epmﬁndmg po
HolterPlus_2 @ Closed ?;;;2'2020 DemoClinic2 32232'2020 Bittium HolterPlus Q 1874602 - Diagnostic group ~

Figure 117 Preview icon on Recordings view

If you clicked the preview icon on the Recordings view (Figure 117), the Attachments tab of the recording

will open. Click preview icon related to the report you want to preview.

To approve a recording to deliver the diagnostic report(s) to the associated lower-level organization, follow

the steps described below:

3 Click Approve button related to the recording whose report(s) you want to deliver to the associated
lower-level organization either directly from the Latest reports card on the Dashboard (Figure 118
Figure 119) or on the single recording top bar (Figure 119, open first the recording by clicking it).
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Latest reports
Recording Organization Added Approval 2
@ HolterPlus_2 DemoClinicz ~ 07-10-2020 17:49 Approve B L

Diagnostic group

Figure 118 Approve button on “Latest reports” dashboard card

" S Technician 1 _
¢ Back Bittium Dashboard  Recordings e
Patient ID: HolterPlus_2  Bittium HolterPlus Approve
Status @ Closed Created 03.09.2020 13:.07 Last update 07.10.2020 17:06
Assignment Cardiologist 1 - Started 03.09.2020 13.07 Duration 517 day(s)

Recording data Patient details ~ Anamneses Recording details ~ Attachments

Reports 1 file(s)

© Add file or drag here &% Import reports

O Filename Added

HOLTERPLUS 2 HolterPlus 2 01-01-1993 26-06-2020-1 - General_long-

U term_ECG_report. pdf 07.10.2020 17:06 B 7§ L

Figure 119 Approve button on single recording top bar

4  Confirm approving by clicking Approve (Figure 120).

Are you sure you want to approve the reports of Patient ID: HolterPlus_27 After

approval, reports will be visible for the clinic.

Figure 120 Confirming approving of a recording

When a recording is approved (Figure 121), the related diagnostic reports transferred to Bittium
MedicalSuite service platform are delivered to the associated lower-level organization, and the related
preview icons have a green dot indicating the delivery (Figure 122).
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- Technician 1 _
¢ Back Bittium Dashboard Recordings b —
Patient ID: HolterPlus_2  Bittium HolterPlus Approved
Status @ Clozed Created 03.09.2020 13:07 Last update 07.10.2020 17:08
Assignment Cardiologist 1 - Started 03.09.2020 13.07 Duration 517 day(s)

Figure 121 Recording approved

Latest reports

Recording Organization Added Approval &

@ HolierPlus_2 DemoClinic2 07102020 17:06 07.10.2020 17:08 B =
Cardiclogist 1

Figure 122 Preview icon with a green dot indicating report delivery

7.15 Previewing and downloading diagnostic reports and other documents

When a recording is approved by a technician user of the upper-level organization, the related diagnostic
report(s) transferred to Bittium MedicalSuite service platform are available also for the associated lower-
level organization users. Previewing and downloading a diagnostic report or some other attached
document (e.g., recording information PDF file) from Bittium MedicalSuite Center can be done directly from
the Latest reports card on the Dashboard or from the Attachments tab of the recording.

To preview a diagnostic report or some other document, follow the steps described below:

1 Find the recording from Bittium MedicalSuite Center e.g., from the Latest reports card on the
Dashboard or by searching by the patient ID or the recorder S/N on the Recordings view.

2 Click preview icon related to the recording whose report or some other document you want to preview
either directly from the Latest reports card on the Dashboard (Figure 123) or on the Recordings view
(Figure 124).

5800603 MedicalSuite Platform Holter Service Clinical Guide 83 (89)
Version 7.0.0 © Bittium 2025



Bittium

Recording Organization Added Approval

Latest reports

@ HolterPlus_2 DemoClinic2 07.10.2020 1749 07.10.202017:54 Fe o

Figure 123 Preview icon on “Latest reports” dashboard card

Bittium Dashboard  Recordings g::ll:'c Demo 2
Recordings
Patient ID <) Status ~ Last update ~ Created ~ Recording type Device ~ Action
HolterPlus_2 @ Closed ?;;;?'2020 33;23'2020 Bittium HolterPlus a 1874602 - E; -

Figure 124 Preview icon on Recordings view

If you clicked the preview icon on the Recordings view (Figure 124), the Attachments tab of the recording
will open. Click preview icon related to the report you want to preview.

To download a diagnostic report or some other document, follow the steps described below:

3 Click download icon related to the recording whose report or some other document you want to
download either directly from the Latest reports card on the Dashboard (Figure 125) or on the
Recordings view (Figure 126) and select the document you want to download.

Latest reports

Recording Organizatign Added Approval Download
[ 0ormioss
@ HolterPlus_2 DemoClinif2 07.10.2020 17:49 07.10.2020 17:54 B b

Recording data

&, Recording data 5 day(s)
Reports

& HOLTERPLUS_2_ HolterPlus_2_01-01-1993_26-06-2020-2_-_General_long-term_ECG_report.pdf
Other documents

&, recording-information.pdf

Figure 125 Download icon on “Latest reports” dashboard card
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Recording data Patient details ~ Anamneses Recording details  Attachments

Reports 1 file(s)

Il Filename Added

HOLTERPLUS 2 HalterPlus_2 01-01-1993 26-06-2020-2 - General long-

O term_ECG_report.pdf

07.10.2020 17:49 Es | L

Other documents 1 file(s)

& Add file or drag here

Il Filename Added

[0  recording-information . pdf % i I

Figure 126 Download icons on Attachments tab of a recording

Store the downloaded document(s) to the desired location.

7.16 Releasing devices

After finishing a Bittium HolterPlus recording, the used Faros ECG recorder needs to be released from the
recording on Bittium MedicalSuite Center to be able to use it in another Bittium HolterPlus recording later.

To release a Faros ECG recorder from a finished recording, follow the steps described below:

1 Find the recording where the Faros recorder was previously used from Bittium MedicalSuite Center
e.g., by searching by the recorder S/N on the Recordings view.

2 Release the Faros ECG recorder from the recording by first clicking the blue recorder icon and then
clicking Release device (Figure 127).
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Bi ttium Dashboard  Recordings ;I'ech_nlr:lan 1.
echnician
Recordings
Qs = w-] [on-)
Patient 1D ~ Status v Last update » Organization ~ Created ~ Recording type el e ASSIGNMENT Action
09.06.2020 08.06.2020
HolterPlus_3 @ Ended ~ 10-31 DemoClinic2 1000 Bittium HolterPlus a 1871773 - None - R

Release device

M

Figure 127 Releasing Faros ECG recorder

After releasing the device, the previously blue Faros ECG recorder icon turns to grey and the Faros recorder
can be used again in another recording. Bittium MedicalSuite Mobile application, to which the Faros ECG
recorder is connected, starts to wait for information about a new recording (Figure 128).

Oigev © Bittium

WELCOME

To create a recording, go to
web-portal.

Recorder connected

Figure 128 Bittium MedicalSuite Mobile application waiting for recording configuration
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7.17 Deleting recording data from Faros ECG recorder

When a new Bittium HolterPlus recording is created, data of the previous recording is automatically deleted
from the Faros ECG recorder. However, old recording data can also be deleted manually from the Faros
ECG recorder to free disk space if needed.

Data of the previous recording is automatically deleted from the Faros ECG recorder when a

NOTE L
new HolterPlus recording is started.

To delete old data from a Faros ECG recorder, follow the steps described below:

1 Connect Faros ECG recorder to a computer with a USB cable. Faros recorder will appear as a disk drive
in Windows File Explorer.
2 Click FAROS_DATA on Windows File Explorer (Figure 129).

| M = | FAROS_DATA (D:) B H *
Home Share View o
=N & cut I—IJ x @ 3 New item ~ \il T open ~ [ selectal
L‘—-I Wl Copy path « Tj Easy access ™ Edit Select none
Pmatcc::g;u:k Copy  Paste [#] Paste shortcut I\;ﬂ;)\"e Ctgp')’ DElEtE Rename f:z“err Pr’op-er‘t\es & History DEI Invert selection
Clipboard Organize New Open Select
« v 4 . > FAROS_DATA (D) * ~ O 2 Search FAROS_DATA (D3)
w
Name Date modified Type Size
v 3 Quick access i
LOG 07.10.2020 09:24 F 644 KB
I Desktop \J ' ¢
] LoG1 05.10.2019 01:07 File 1025 KB
¥ Downloads i -
~ Spotlight-V100 27.09.2019 13:05 File folder
5 Documents DATA 280320191242 File folder
=] Pictures Software 24.09.2018 08:42 File folder
@ OneDrive Manuals 21.08.2018 09:21 File folder
SYS 24.05.2018 00:00 File folder

= This PC

~ . FAROS_DATA (D)
.Spotlight-V100
DATA
Manuals
Software
SYS

Figure 129 Faros recorder appearing as a disk drive in Windows File Explorer

3 Double click DATA.

4 Select the recording data folder(s) to delete. The folders are named according to the recording date in
format yyyy.mm.dd.

5 Delete the selected folders.

6 Disconnect the Faros ECG recorder from the computer.
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Bittium MedicalSuite™ Center
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Bittium MedicalSuite™ Center is medical
device.

Bittium MedicalSuite™ Mobile

CH [REP

Bittium MedicalSuite™ Mobile is medical
device.

Bittium Biosignals Ltd
Pioneerinkatu 6
70800 Kuopio

Finland

evismo AG
Schweighofstrasse 409
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Switzerland
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WEBSITE

You can find up-to-date product information, documents, and updates by visiting the Bittium website at
www.bittium.com

SALES

Please contact your sales representative for any questions that you may have about Bittium products.

Bittium Biosignals Ltd. Tel.: +358 40 344 2000
Pioneerinkatu 6 Email: bbs@bittium.com

70800 Kuopio Web: https://www.bittium.com
Finland

SERVICE DESK

If you encounter any issues with Bittium medical products, please contact our technical support at

medical.support@bittium.com
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