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UltraSight for Impella Quick User Guide (QUG) Disclaimer

Disclaimer

The ULTRASIGHT FOR IMPELLA software should only be used in the manner
specifically set forth in this user manual. Use of the ULTRASIGHT FOR IMPELLA
software in a manner not expressly described in this user manual (which may be updated
from time to time by UltraSight) may lead to improper product performance and potential
for hazard and will void all warranties of any kind that are extended by UltraSight in
connection therewith. The performance of the ULTRASIGHT FOR IMPELLA software
can only be assured under the following conditions: (i) The application has been used for
its indicated use (see Indications for Use in this User Manual), (i) this application has
only been used in accordance with the operating instructions contained in this User
Manual, (iii) all fittings, extensions, readjustments, changes required for the use of the
ULTRASIGHT FOR IMPELLA software have solely and exclusively been carried out by
an UltraSight authorized representative, (iv) the user has been registered at UltraSight.

For medical questions, please consult a qualified healthcare professional. In the event of
a medical emergency, contact your local emergency services provider immediately.

Neither UltraSight nor any of its principals, directors, employees, affiliates,
representatives, or assigns shall be responsible in any way for any physical harm and/or
property damage arising from the operation or use of either the ULTRASIGHT FOR
IMPELLA software or this user manual. Without limiting the foregoing, UltraSight makes
no warranty of any kind regarding this user manual. In addition, UltraSight shall not be
liable for errors contained in this user manual or for incidental or consequential damages
in connection with the furnishing or use of any material contained within this user manual.

Accordingly, the content in this user manual does not and will not form part of any
contract between UltraSight and any user of the ULTRASIGHT FOR IMPELLA software.
No person has the authority to bind UltraSight to any representation or warranty except
as specifically set forth above and/or in the UltraSight User Agreement.

The content of this user manual is provided for informational purposes only and is subject
to change by UltraSight without notice. Any modifications and amendments hereto will be
deemed included in subsequent versions of the UltraSight user manual. Additionally, the
content in this user manual does not purport to cover all details or variations of the
ULTRASIGHT FOR IMPELLA software and does not address every possible contingency
related to its use.

This user manual contains proprietary information that is protected by international
copyright. No part of this document may be photocopied, reproduced, or translated
without the prior written consent of UltraSight. UltraSight is protected by the following
patents: US11593638B2, EP3793447B1, D1046893, and US11478226B2. Any
unauthorized use of information and content from the UltraSight user manual is strictly
prohibited and may result in prosecution by UltraSight Ltd.

Please read this user manual thoroughly and feel free to contact our product support
team with any questions at: support@ultrasight.co m.

License Agreement

All computer programs copyrighted in 2025 by UltraSight Ltd. or its suppliers are licensed
under the following software agreement.

UltraSight Ltd. or its suppliers retain ownership of and title to any computer program
supplied with the Device and the trade secrets embodied in such computer programs.
Subiject to the Buyer
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UltraSight Ltd. grants the Buyer a personal, non-transferable, non-exclusive license to
use any computer program supplied with the Device that is necessary to operate the
Device solely on the medium in which such program is delivered for the purpose of
operating the Device in accordance with the instructions set forth in the operator
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Chapter 1
Introduction

1.1

About this Guide

The ULTRASIGHT FOR IMPELLA software comprises two
applications: the UltraSight Guidance software, which assists medical
professionals in performing cardiac ultrasound scans, and the PVAD
IQ software for patients with a Percutaneous Ventricular Assist Device
(PVAD).

This Quick User Guide (QUG) provides essential instructions for the
proper installation and operation of the ULTRASIGHT FOR IMPELLA
software. It is not intended to replace the user manuals for the
UltraSight Guidance software or PVAD IQ application software.

Please review the User Manuals of each application thoroughly,
including detailed instructions, warnings, and precautions, before first
use to ensure safe and effective operation in alignment with regulatory
guidelines and intended use.

Link 1
Link 2
1.2 Device Labels
Symbol Definition
The medical device symbol.
C€E
UM-0003 .



Chapter 2
System Requirements

Below are the system requirements applicable to the ULTRASIGHT
FOR IMPELLA application. For a complete list of system requirements,
please refer to each software application

UM-0003 1
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Chapter 3
The ULTRASIGHT FOR IMPELLA

Application

3.1 Installing the Application

Downloading and installing the ULTRASIGHT FOR IMPELLA
Application requires an internet connection.

I

Using the ULTRASIGHT FOR IMPELLA software application requires
installing the Lumify Ultrasound System application.

To connect the tablet to the internet:

1. Tap the tablet Settings E icon and select Connections .

2. Ensure the Wi-Fi sliding button is switched on and tap the Wi-Fi
field. A list of available Wi-Fi networks within range is displayed.

3. Select your network. If the network is secured, enter the password
and tap Connect.

To download the UltraSight App:

1. Openthe Google Play Store on the tablet. }\

2.. Search for the UltraSight

UM-0003 1
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The ULTRASIGHT FOR IMPELLA Application

3.2

Configuring Lumify

Before launching the ULTRASIGHT FOR IMPELLA application, Lumify
must be configured to operate with ULTRASIGHT FOR IMPELLA.

Note

It is essential to configure the Lumify before launching the ULTRASIGHT
FOR IMPELLA.

1. Verify that the

UM-0003
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The ULTRASIGHT FOR IMPELLA Application

The permission to show things on top of other apps is displayed.

17:25 Thu, 25 Sept ™M [ 57

< Appear on top 3

o Meet
@ Messages ©
© Modesand Routines ©

My Files ©
@ OreUtHome ©
@ Semsn g Pass ©
o
@ sovone ©
(= Speech Recognition and Synthesis from Google

® (o @ » I o <

Figure 3-2. ULTRASIGHT FOR IMPELLA overlay permission
Scroll down and select the ULTRASIGHT FOR IMPELLA to enable
the application.
Tap back to return to the UltraSight application.

The request to enable ULTRASIGHT FOR IMPELLA to send
notifications appears.

TILTRASICHT s [
al
Allow SONO 1Q to sen« d you notif ifications?
Allow
Don't allow
e o @

Figure 3-3. UltraSight notification permission
Tap Allow.

The battery usage notification message appears.
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The ULTRASIGHT FOR IMPELLA Application

17:25 Thu, 25 Sept M

ULTRASIGHT i

Stop optimising battery usage?
SONO 1Q will be able to run in the background.
Its battery usage wonit be restricted.

Deny Allow

® o @
Figure 3-4. Stop optimi sing battery usage
Tap Allow.

The PVAD folders screen opens.
Choose the same folder that was defined in Lumify
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The ULTRASIGHT FOR IMPELLA Application

3.4

3.4.1

Registration and Entitlement

Using the ULTRASIGHT FOR IMPELLA application requires
registering an account with UltraSight. Once UltraSight approves the
account, an activation key per the acquired license is received.

The activation key must be inserted and activated on the tablet device
running the ULTRASIGHT FOR IMPELLA application to enable its
functionality. This action requires the tablet to be connected to the
internet.

Note

The activation key has an expiration date, requiring renewal for the
application to continue functioning.

Activating the Application

1. Insert the activation key in the displayed activation key screen. The
Activation key should have been supplied to you with the purchase
of the license for the ULTRASIGHT FOR IMPELLA application.

UltraSight

Key:

Institution:
Department:
Device name:
Expiration date:
Device key:
Activation date:

Last verification:

Activate license -

Figure 3-6. UltraSight activation key screen: Activate license
2. Fill the required fields.

3. Tap Activate license .
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The ULTRASIGHT FOR IMPELLA Application

UltraSight

Key:

Institution: institution
Department: department
Device name: tablet_name
Expirationdate: ~ Oct 20,2029
Device key:

Activationdate: Feb 11,2025

Last verification: Feb 11,2025 16:39:48

| Openuitrasight o
Figure 3-7. UltraSight activation key screen: Open UltraSight
4. Tap Open UltraSight .

Notes

Launching the UltraSight Guidance application automatically opens the
basic ultrasound operating application, if it is not already open, with the
UltraSight software overlay.

The UltraSight Guidance user interface appears differently depending on
the hosting Ultrasound device.

Abdomen @

[
‘\\\\\\\H !//////’
\\

N

0B/GYN

”
L'
i

VLTRASICGHT

Figure 3-8. Main screen
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The ULTRASIGHT FOR IMPELLA Application

3.4.2 Functional Check

Purpose:

To ensure correct installation and configuration of the UltraSight application within the
managed device environment (MDM).

Functional Check Procedure:

1. Verify Lumify Transducer Functionality
a. Confirm that the Lumify transducer operates as expected by following the

steps outlined in the Philips Lumify User Manual, Testing Transducers
section.

Transducer Testing Complete

The d tests passed

Figure 3-9. Philips Lumify Transducer Testing screen

2. Verify UltraSight Application Operation
a. Open the UltraSight app and confirm that it launches without
notifications or restrictions from the MDM (Mobile Device
Management) system, such as:
i.

UM-0003 7
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The ULTRASIGHT FOR IMPELLA Application

Next Step (Recommendation):
Each site is encouraged to perform an optional end-to-end workflow confirmation in a

test or sandbox environment (EHR and PACS) prior to go-live. This ensures that data
routing, storage, and system behavior align with institutional configurations and
expectations.

8 UM-0003
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The ULTRASIGHT FOR IMPELLA Application

3.5 The UltraSight Guidance Application

The UltraSight application has the following displays and functions.

19:04 Sun, 28 Sept =
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Color Flow W ) . i

- = e \
-&_ 3 =

5 Reference image of
=7 PLAXview

1. Static guidance
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The ULTRASIGHT FOR IMPELLA Application

3.6 The PVAD IQ Software

When launching the PVAD IQ software, the Saved exams table is
displayed.

16:10 Tue, 24 Jun H OO

ULTRA a m @

Saved exams

Davis Jennifer Patient01 Tue 25/6/24 2PM AN

Fri21/6/24 2PM

Tue 25/6/24 2PM

Williams Linda 8136229414394 Fri 6/9/24 8AM v

Wilson Emily patient3 Thu 18/7/24 1PM A
Thu 18/7/24 1PM

Wilson James patient04 Mon 22/7/24 1PM v

G If o <
Figure 3-11. Saved exams table

The table lists patients by Patient Name, MRN, Date & Time of the
performed echo exams, and the operator who performed the exam.

Selecting a particular exam opens the
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Chapter 4
ULTRASIGHT FOR IMPELLA

Workflow

4.1 Launching the Application

1. Tap the UltraSight application icon G on your device.

The

UM-0003
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The ULTRASIGHT FOR IMPELLA Application

10:30 Wed,150ct M = ®

| J LT ?/\ 100% [l |Saved exams ¢

Connect ultrasound
probe to start exam [ﬂ

I
I

HH 1 o <

Figure 4-2. Connect the ultrasound probe
4. Connect the ultrasound probe.

If this is the first time the probe is connected to the tablet you might
see a pop up
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The ULTRASIGHT FOR IMPELLA Application

10:30 Wed,150ct =M =« *

| J LT ?/\ 100% [l |Saved exams ¢

TO start your exam please Add Impella serial number v
select Impella serial number

i I o} <

Figure 4-3. Add the Impella Serial Number screen
6. Add the Impella Serial Number to start an exam, as follows:
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The ULTRASIGHT FOR IMPELLA Application

If the serial number is not already in the system, a message
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The ULTRASIGHT FOR IMPELLA Application

4.2 Starting an Exam

Starting an exam requires selecting the correct Impella serial number.

10:31 Wed, 150ct B M = *

| J LT Q/\ 100% [l |Saved exams | $

To start your exam please v
select Impella serial number

Start Exam

) I @] <
Figure 4-7. Start Exam screen
1. Tap Start Exam.

The Guidance screen appears (see Figure 3-8).
2. Tap Create Patient on the Lumify application screen.

11:03 Thu6Nov & =~ @ -

'JLTRASICGHT

@ @ I o <

Figure 4-8. Lumify screen (Create Patient)

3. Enter the patient details in the Patient Info screen. Click START
EXAM when done.
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The ULTRASIGHT FOR IMPELLA Application

Figure 4-9. Patient Info screen
4. The Approve Impella serial number screen is displayed.

Figure 4-10. Approve Impella serial number screen
5. Tap Start Exam.

UM-0003



UltraSight for Impella Quick User Guide (QUG)
The ULTRASIGHT FOR IMPELLA Application

4.3 Performing an Exam
For detailed instructions on using the UltraSight Guidance software to
perform an exam, see the UltraSight Guidance User Manual.

1. Begin the exam with the guidance of the Instructions for initial
probe placement on the patient

UM-0003
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The ULTRASIGHT FOR IMPELLA Application

Figure 4-12. Reference mode

4. Follow the on-screen Guidance cues until the Guidance
parameters are positive (probe tail and image crosshairs are
green) and the Quality bar is green.

Figure 4-13. Reference mode

The Guidance cues and Quality bar disappear when the:
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The ULTRASIGHT FOR IMPELLA Application

Figure 4-14. Impella mode (with message)

After a couple of seconds, the message that the Guidance cues
and Quality bar are hidden disappears.

Figure 4-15. Impella mode (with out message)

The Guidance cues and Quality bar will be visible again when the
Aortic annulus is not visible in 90% of the last 4 seconds.

5. If required, change the probe orientation to achieve a good view of
the two green marks of the Impella device inlet and the aortic
annulus in the ultrasound clip.

UM-0003 9
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The ULTRASIGHT FOR IMPELLA Application

Figure 4-16. Impella Inlet and Aortic Annulus markings

6. Tap the Save Loop icon on the Lumify user interface to save
the media (clip duration is set within the Lumify user interface).

a. Once the application identifies that the new DICOM file has
been saved, it checks that the file has sufficient PLAX quality. If
it does, it runs the inlet and annulus distance detection
algorithm and shows a progress indicator in the top right corner
of the viewer icon.

b. Once the clip distance is available, the application will show the
distance for 3 seconds on the top bar, and the Clip button color
will change to green. If the algorithm could not find the inlet-
annulus distance, a

10
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The ULTRASIGHT FOR IMPELLA Application

Figure 4-17. End Current Exam Confirmation window
10. Tap Yes to end the current exam.

The exam is saved, and the

UM-0003 11
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Chapter 5
Appendices

Appendix A.  Configuring Lumify
1.1. Configuring the Export Destination

1. Tap the Lumify Menu icon (upper left corner) and select
Export Destination from the Lumify menu.

Figure 5-1. Lumify menu (Export Destination)

The Add New Destination dialog box opens.

UM-0003 1
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The ULTRASIGHT FOR IMPELLA Application

Figure 5-2. Add New Destination dialog box

a. Tap the Destination Nickname field and use the virtual
keyboard to type a name (e.g., local).

b. Mark the Local Directory or Media radio button.
2. Tap Continue.
The local dialog box opens.

Figure 5-3. Local dialog box

3. Tap the Directory icon.
The folders screen opens.
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The ULTRASIGHT FOR IMPELLA Application

Figure 5-4. Folders screen
4. Tap Create New Folder icon
The New folder dialog box opens.

Figure 5-5. New folder dialog box
5. Type a Folder name (e.g., Impella) and tap OK.

The created folder opens.

UM-0003 3
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The ULTRASIGHT FOR IMPELLA Application

Figure 5-6. Created folder

6. Tap the Use this Folder line at the bottom of the screen and tap
Allow on the
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The ULTRASIGHT FOR IMPELLA Application

9. Select the File Type as DICOM.

Figure 5-8. File Type (DICOM)

10. Tap the Lumify AE Title field and use the virtual keyboard to type a
title (e.g.,

UM-0003 5
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The ULTRASIGHT FOR IMPELLA Application

Figure 5-10. Return arrow
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The ULTRASIGHT FOR IMPELLA Application

1.2. Configuring the Connectivity Default Profile

1. Tap the Lumify menu icon and select Connectivity Default
Profiles.

Figure 5-11. Lumify menu ( Connectivity Profiles )

The Connectivity Profiles Window opens.

Figure 5-12. Connectivity Profiles (Server & Roles)
2. Tap the arrow for the

UM-0003 7
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The ULTRASIGHT FOR IMPELLA Application

Figure 5-13. Export Strategy

4. Tap the return arrow in the bottom right corner of the screen.
The Lumify main screen is displayed.

Figure 5-14. Lumify main screen

5. Go to section 3.3 for launching the ULTRASIGHT FOR IMPELLA
application.

UM-0003
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