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1. ABOUTTHISMANUAL

Thisguideprovides the information necessary to operate thedzy’ f A A K a A Yikahsdfg/ahdt a&ad S
efficient manner. Please read and thoroughly understandghielebefore operating the system. If any part
of thisguideis not clear, contac® 2 dzZNJ RA & ( NRA 0 daiugtoskr 2ugiort f6riclafiicStiB &

1.1. GLOSSRY

CM probe:Probe for measurement adhe Speed of Soun&Q$at the radius
CR probeProbe for measurement of SOS at the metatasaduires Multi site feature license)
CS probeProbe for measurement of SOS at the phal@exguires Multi site featus license)

Measurement cycleSeveral scan movements repeated continuously until MiniOmni indicates that it has
recorded an SOS value.

MiniOmni, MiniOmniBoneSonometer, and MiniOmni systentEquivalent terms that refer to the Sunlight
MiniOmniproduct.

Model S Model designed for SOS measurement in adults.
Phantom Plastic block ("phantom limb") used to perform System Quality Verification (SQV) on the device.
QUSQuantitative Ultrasound, an advanced method of using ultrasound for the assessifrigore status

ScanApplication of a probe to a skeletal site, and movement of the probe over the site to acquire SOS
signals.

SOSThe speed of sound, as recorded in bone tissue.

SQV:System Quality Verification. The SQV test must be performed ontedege before performing the
first SOS measurement.

Sunlight MiniOmni:A device manufactured by BeamMed Ltd. Device description is provideetiion 2.1
Device Descriptigelow.

z

T-ScoreT-score value isthg dzY 6 SNJ 2 F a il yYRFNR RSOAlFIGA2ya o0& oKAOI
exceeds or falls below the mean of this young adult group.

Z-Score:The difference between the patient's SOS result and the average SOS of a population of the same
age and gender in usi of population standard deviation
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2. ESSENTIAL PRESCRIBING INFORMATION

Caution U.S. Federal law restricts this device to sale by or on the order of a physician (or prc
licensed practitioner).

2.1. DEVICE DESCRIPTION

The Sunlight MiniOmni Ultrasound Bone Sonometer is ainaasive ultrasound device capable of
measuring bone SOS at one or more skeletal sites.

Sunlight MiniOmni Ultrasound Bone Sonometer is a modified vedditme wellestablished Sunlight
Omnisense system. Sunlight MiniOmribéased on the Sunlight Omnipattachnology and Omnisense
devices already approved by the FDA.

It is comprised of a Maibnitandhandheld probes, each designed to measure SOS at on®ee specific
skeletal sites. The basic system is offered with one probe, capable of measuring SOS of the disital one
radius.Reference databases are provided for measurements at each of the skeletal sites.

MiniOmni measures SOS utilizing a tealogy based on wekltstablished laws of physics applied to the
transmission of signals along the bone. The measurements are performed while the subject and the
operator are comfortably seated.

Results are expressed in meters per second (m/sec), refletingpper 98' percentile of the sorted SOS
values. MiniOmni reports the bone SOS, together with tseae (units of standard deviations relative to
age and gender matched population reference values), for adults also-asaelvalues (units of standh
deviations relative to population reference values of healthy young adults), computed using the patient's
SOS value and a reference database.

No calibration is required. Daily system verification is accomplisgeding the System Quality Verification
(SQV) phantom supplied with the device.

|2.1.1.PROBES

MiniOmni has multiple skeletal sites measuring capability using different probes. The probes designed to
support measurement at the following areas:

1 CM probe- used for bone strength assessment at tlaelius
9 CS probe used for bone strength assessment at the phalanx.
1 CR probe used for bone strength assessment at the metatarsal.

The probes can be supplied with MiniOmni.

© 2021BeamMedLtd. Page7 of 90
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2.2.INTENDED USE

The Sunlight MiniOmni Ultrasound Bone Sonometer is aineasive device that is designed for the

jdzt yGAGEFEOGABS YSFAdZNBYSyYyd 2F (GKS airaylrft @Stz20rie 2
propagating amultiple skeletal sites (i.e., the distal ott@rd of the radius, the proximal third phalanx and

the fifth metatarsal). SOS provides an estimate of skeletal fragility.

The output is also expressed as-acbre and a-&core, and can be used in conjunctieith other clinical
risk factors as an aid to the physician in the diagnosis of osteoporosis and other medical conditions leading
to reduced bone strength and, ultimately, in the determination of fracture risk.

Multiple skeletal site testing providelinicians with alternatives if one site is not accessililalso provides
additional skeletal information (i.e., from bones with different combinations of cortical and cancellous
material and from weight bearing and naveight bearing sites) that assistsdiagnosing osteoporosis and
fracturerisk

The SOS measured by MiniOmni has a precision error low enough in comparison with the expected annual
OKFy3aS Ay I LI GASyidQa YSFadaNBYSyd G2 YF1S AdG adzd
early yeas following menopause (i.e., age rangfeapproximately 5665 years).

2.3.CONTRAINDICATIONS

None.

© 2021BeamMedLtd. PageB of 90
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2.4. WARNINGS AND PRECAUTIONS

Three types of special messagppear in this UseGuide

Awarningindicates the possibility of injury, death or other serious adverse reactions associa
with the use or misuse of the device.

A cautionindicates the possibility of a problem with the device associated with its use or misi
Such problems include device malfunctions, device failure, damage to the device or damage
other property.

Anote provides other important information

2.5.GENERAL SAFETY INSTRUCTIONS

CEEEEEEEEEEE B B

Warning:Never attempt to operate the MiniOmni unit if it is plugged into an outlet that does r
meet all electrical code requirements.

Warning: The system is not sterile. However, the probast be cleaned and disinfected before
each patient session. The proper cleaning and disinfection procedure is described in this Us
Guide, in14.2.1Chapter 14.2.1. Cleaning the MiniOmni Device

Warning:Make sure that there is proper grounding in the wall outlet.

Warning:To prevent fire or electric shockio not open or expose the unit to rain or moisture.

Warning:Changes or modifications not expressly approved by BeamMed Ltd. could affect th
safety and effectiveness of the system and will void the system's warranty.

Warning:Do not use on subjestwith breached skin or open sores on the skin area that come:
with contact with the probe.

Warning:Use only indoors, in a clean, dry environment.

Warning: PG, Monitors, printers and other interfacing accessories used with the MiniOmni B
Sonometer must meet IEC 6Q11EC 950, UL 2601 or equivalent safety standards.

Warning:Do not operate with a damaged cord or plug. If damaged, have the cord or plug ref
immediately by a qualified service technician.

Warning:Do not operate a mbe that is physically damaged.

Warning:Do not use in the presence of a flammable anesthetic mixture containing air, oxyge
nitrous oxide

Warning: The system contains no usserviceable components. Do not open the system cover:

Warning:Medical device regulations restrict the operation of the BeamMed application to trai
and qualified personnel.

Warning:Use MiniOmni system only withe dedicated power supply.
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Warning:Please note the followingafeguards/notices for printer or other peripheral equipmen
installation

1 All the equipment connected to Sunlight MiniOnshiall be certified according to standard
IEC6011, UL2601|EC950 or other IEC/ISO standards, or equivalent, applicable to the
equipment.

1 When Sunlight MiniOmn$ used together with other equipment in the patient area, the
equipment shall be either powered by an isolation transformer or connected via an
additiond protective earth terminal to system ground unless it is certified according to
standard IEC601 or UL2601, or equivalent safety standard.

~
»

- - -
I I e

-

...........

1 The leakage current could increase when connected to other equipment.

Caution:Immediately upon receipt of MiniOmni, chettie external boxXor damagesilf it was
damaged please note this condition on the bill of lading and call a BeamMed representative.

Caution:The information contained in thiGuideis intended for the sole and exclusive use of th
Company's customers with the BeamMed application. Any other unauthorized use Giuidisor
any of the information it contains is prohibited.

Caution:Do not operate or store MiniOmni near a heat source or air conditioner and always s
the System Quality Verification (SQV) Phantom near the MiniOmni unit.

Caution:MiniOmni provides no protection against the harmful ingress (entry) of liquids. Henc
when claning the unit, avoid applying liquid near probe connections and sockets.

Caution:SQV phantom and probes should not be immersed in liquid of any kind. Dry or
pre-moistened wipes may be used to clean them.

Caution:Use BeamMed recommended and apprdudtrasound coupling gels with the MiniOmr
Sonometer to generate and maintain acoustical contact of the probe with the skin.

Caution:Ultrasound Gel is for external use only.

Caution:When applying ultrasound coupling gel, do not use-tgpQan examination glove treatec
with talc, or any other applicator that may introduce fibers or other foreign matter into the prc

Caution:Do not expose the SQV phantom to direct sunlight.
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HiHhS

Caution: When conducting the @Vprocedure, avoid touching the temperature indication strip «
the phantom with the fingers, as this affects the phantom temperature reading required for
correct interpretation of the procedure results.

Caution:When condueting )V, be sure that no air bubbles are trapped in the gel between the
phantom andthe probe, as this affects the acoustic contact of the probe with the phantom.

Caution:Refer all service problems to qualified BeamMed representatordy

Caution:Verify the correct date setting of the computer prior to measuring the patient.

Caution:Never attempt to modify MiniOmni DB files outside the MiniOmni application. The fil
are write-protected and any attempt to externally modify or erasemh could cause major
damage to the MiniOmni SW.

Caution:SQV must be conducted with the phantom temperature betwb8@and 86 degrees
Fahrenheit(15-30 degrees Centigrajle

Caution: The System Quality Verification (SQV) procedure must be performed once per day,
before measuring the SOS. For details, Seetion 8. System Quality Verification (SQV)

Caution:Determining the exact location where the probedshte applied is an important part of
preparing for an SOS measurement. Measures of the speed of sound in bone depend strong
the site being measured. To draw any statistically meaningful conclusions from an SOS rest
conditions of the measuremershould be as close as possible to those used in building the
baseline data. Therefore, the exact procedure given in this Guide must be followed for each

Caution:Deleted measurements are not recoverable (Ssetion 9.4. Deleting a Patigént

Caution The user is responsible for protecting the PC and the network from malicious activit
such as hacking and from the introduction of mialirs software.

Caution If the PC that is used to run the MiniOmni application is connected to a hospital/clini
YSUg2Nl Z A0 A& GKS dzaSNRa NBalLRyaAiroAfAde
well as by antVirus andanti-malware progrars.

Caution:When closing down MiniOmni, do not simplyig off the power supply. This could caus

permanent loss of data. Follow the prescribed exit procedure &aion B. Closing the
MiniOmni Application

Note: We recommend installing the MiniOmni on a new or recently formatted PC to ensure
smooth operation.

Note: Measurement at the Radius is limited to patients with BMI lower than 35.

For patients with BMI higher than 36is recommended taneasue other sites, using different
probes (CS for proximal Phalanx Ill or CR for the Metatarsal V)
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2.6.ADVERSEVENTS

Sunlight MiniOmni is based onthew8lla G 6 f AAa KSR {dzyf A3Kd hYYyALF GKux 0S5
Sunlight Omnisense device, already CE marked and approved by FDA. Sunlight MiniOmni is using the same
probes, acoustic algorithms and reference databasémptemented in the Sunlight Omnisense. Due to

the above, no clinical studies were conduct=pecially for the MiniOmni. No adverse events were

reported in the course of the clinical studies performed for the Sunlight Omnisense, in which a total of
approximately 4000 subjects underwent Omnisense measurement. There are no known potential adverse
effects ofSunlightMiniOmni on health.
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3. SYSTEM COMPONENTS

3.1.IDENTIFYING SYSTEM COMPONENTS

The figures which follow illustrate the components of your MiniOmni System. Review this material briefly
to familiarize yourself with important controls, ports and connectors, as well the accessories used in patient
measurement.

Caution Immediately upa receipt of MiniOmni, chedke external box of damage it was
damaged please note this condition on the bill oilding and call a BeamMed representative

wing  Note: Save the packing material in which MiniOmni was shipped, in case it must be moved-
another locationpr returned for service.

Please verify that the unit you received has connectors and features as desartbection 3.1.1 Standard
Componentdelow.

3.1.1. STANDARKBOMPONENTS

The MiniOmni System includes the followstgndard components:

Standard Component Notes

Windows PC (not MiniOmni is designed to work with your existin

included with PC. The specifications for the Windows PC ar
System) providedin Sectionl9. PC Specifications
Stationary chair All SOS measurements are conducted with th
(not included with patient seated. The chair should be sturdy,
System) comfortable and stationary.

Desk or table (not
included with
System)

Provide stable support for the arm during
measurement and scanning.

aAYAhYYyAH
Unit

Compact main unit which is the core of the
MiniOmni system

CM ultrasound

Useto measurethe radius.
probe
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Standard Component

Notes

Radius p

measurement % Used to locate the scan site for the Radius
gauge '

Skin marker Mark the scan location.

Ultrasonic gel

Provide acousticontact between the probe ang
the site being measured.

System Quality

H-:‘;

The SQV Phantom is used to take SOS

'
1]
4
N
Verification '{E measurements during the System Quality
Phantom ' Verification process.
i
)
i
Hand Rest The hand ressupports the lateral edge of the

outstretched palm when scanning the Radius.

Power supply and
cable

MiniOmni power unit supplied with dedicated
power cable (10240 volt)

USB connection
cable

Dedicated USB cable for MiniOmni

© 2021BeamMedLtd.
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3.1.2.0PTIONAL ACCESSORIES

In addition, he MiniOmni gstem includes the following optional accessories:

Optional Accessory Notes
"\ Useto measurethe phalanx
CS ultrasound probe '
= ;\—-— Requires Multi Site license
)
Useto measurethe metatarsal
CRultrasound probe ™
7

Requires Multi Site license

Proximal Phalanx and
Metatarsal
measurement gauge (L

gauge)

Used to measure the limb in order to
locate the scan site at the Proximal Phala
and the Metatarsal

FootPedal

The foot pedal lets you begin hanfise
measurement. It is attached to host PC
USB port.

Carrying case

Mobile case for safe and comfortable
carrying of the device

© 2021BeamMedLtd.
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4. DETAILED DESCRIPTION OF COMPONENTS

4.1. MINIOMNIMAIN UNIT

MiniOmni Indicators and Ports:
A. Connection Indicator LED
B. Measure button

C. Measure Indicator LED

D. Probe connector

E. MiniOmni probe

F. Probe holder

MiniOmni, front view

All of the cables and connectors are connected to the sockets and ports located on the inner side of the
device, except for the USB socket which is located on the side of the unit, opposite the side of the probe
holder (see illustratins below).

MiniOmnic sideview: MiniOmnig innerview:
A. Poweiinlet (use only with a MiniOmni approved | A. Probe holder
power supply), B. Probeconnector

B. MiniOmni label
C. USB socket
D. Logo

When conducting an SOS measurement,@peratoruses a handheld probe at the area of interest,
applied directhont KS LI GASYy G Qa aiiAyo
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5. SOFTWARE SETUP

5.1.PRIOR TO INSTALLATION

Ensure that the PC / laptop you intend to use with MiniOmni meets the technical requirements given in
Sectionl9. PC Specifications

m@ Note: It isrecommendakdto install the MiniOmnsoftwareon a new or recently formatted
= Pdlaptop.

| 1. SOFTWARE DOWNLOAD

Prior to downloading the software, please make sure that your laptop includes WinZip / WinRar,
that allows exctraction of files in ZIP format.

To download the MiniOmni software, please visit the below web address:

https:/www.beammed.com/software-download/

The password is — gili2020
After downloading the file, the Win RAR application would allow Extracting the software file.

Select "Extract To" and save the software to your own Local Computer drive or removable media
(such as a thumb-drive).

Search for the new zipped file "MiniOmni FDA 2.1.0."
Click on it to open.

Keep opening the File name MiniOmni FDA 2.1.0.until you see file named -setup.exe.

Ensure that your user permission is set to “administrator”.

MNote that in some cases, your firewall may need permission for any new installation. In this
case, please contact your I/'T deapriment for their assistance.

Ensure that the UAC (User Account Control) settings are set to the lowest level. The
procedure is as follows:

Click the Start button windows .

Type UAC into the start menu of Control Panel Search box.
Slide the bar to ‘never notify’ - this will disable the UAC.
Click OK and restart your computer.

Follow the below user guide to install the MiniOmni software.

Follow this guide from Step 5.2 Setup to install the MiniOmni software.
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5.2.SETUP

Run the"setup” file "Sunlight MiniOmni" and follow the escreen instructions, as detailed below.

5.3. MICROSOFT .NET FRAMEW@RBMICROSOFT VISUAL STUDIO

ittt Note:Ifyour PG/ SSR& (G KS NXBIj dzA NBR & ® hbrel/or MiErdsbftwSuaR 1
: Studio environmenthe setup will automatically detect it and start the installation. If your P
£ NBF Re Kl a kK&SOALMERAIS N¥eksamrsisistep willbR skipped
automatically.

Follow the orscreen instructions to install.

MiniOmni - InstallShield Wizard

4y MiniOmni reguires the following items to be installed on your computer. Click Install to
L™  begin installing these reguirements.

Status  Reguirement

Pending Microsoft .MET Framework 4.7. 2 Full
Pending Microsoft Visual C++ 2010 SP1 Redistributable Package {(x86)

[ Install ] [ Cancel

Example screen for installation of the Microsoft .NET Framewanhkd Microsoft Visual Studio environment

5.4. MINIOMNI SOFTWARE INSTALLATION

These screens will autortieally display Follow the orscreen instructioafor the MiniOmni installation.
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g8 Miniomni - Instalishield Wizard S| | 8 Miniomni - InstallShield Wizard X

Destination Folder
Click Next to install to this folder, or click Change to install to a different folder.

D Install MiniOmni to:
C:\Program Files (x86)\BeamMed),

Welcome to the InstallShield Wizard for

MiniOmni
The InstallShield(R) Wizard will install MiniOmni on your

Change... computer. To continue, click Mext.

WARNING: This program is protected by copyright law and
international treaties.

Instalishield

Follow onscreen instructions

Follow the onscreen instructions:

ﬁ‘ NiOmni - InstallShield Wizard X ﬂ niOmni - InstallShield Wizard pad
InstallShield Wizard Completed

Ready to Install the Program

The wizard is ready to begin installation.

The InstallShield Wizard has successfully installed MiniOmni. Click

If you want to review or change any of your installation settings, click Back. Click Cancel to exit
Finish to exit the wizard.

the wizard.

Current Settings:

Setup Type:
Typical
Destination Folder:
C:\Program Files (x86)\BeamMed\

User Information:
Name: Admin

Company:

Instalishield

< Back Gmsta\l Cancel < Back Cancel

5.5.RUN MINIOMNI

To start the applicatiomand ensure that the installation proceduveas complete successfullyclick on the
MiniOmniicon created on your desktop or browse:to
Startmenue Programs SunlightMiniOmnie MiniOmni.Exe.

o>

Sunlight
MiniCrnni

The user Login screen will display, as discussgddgtion 7.1. Welcome and Lagin

5.6. MINIOMNI¢ SOFTWAREUPDATE

Occasionally, BeamMed releases new software versions (for software improvements, new featlires
compatibility with Windows Please find below instructions on how to get this new software version
installed and operangwith your MiniOmni system.
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Step 1¢ Download the new setup file from BeamMed websitgtps://www.beammed.com/software
download/.

Step 2¢ Plug in theMiniOmnidevice, Click > Options > Admin > Baclsinold you wislio save your
Patient History).

Step 3¢ On your PC go t@ontrol Panel add/remove programs ardkletethe current MiniOmni version.
Step 4¢ install the new software version as described above {5.4)

Step 5- Click > Options > Admin > Restore (to restore your Patient History).
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6. HARDWARE SETUP

When attaching cables and connectors, insert each compd&sentnectorsecurely into the correspondin
socket and tighten the screwi$ required.

6.1.STEP L CONNECTOR CABLESWER SUPPLY AND FOOT PEDAL (OPTIONAL)

|6.1.1.MINIOMNI USBOATA CONNECTOR

USB connection cable

Insert one end of the USB Data cable connector into your PC USB Plug and the othtr #redMiniOmni
USB Socket. The MiniOmni USB socket is shown as item C in the illustration below.

MiniOmni¢ USB view

A. Power Inlet (use only with a MiniOmni approved power supply),
B. MiniOmni label

C. USB socket

D. Logo
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6.1.2.POWER SUPPLY

Carefully ote the power rating of your MiniOmni unit{OVor 230 V switching poweadgpter) andensure
that you are using an electrical outlet with the correct rating.

The Power Supply black cord is a standapidhg that you plg into a standard wall outlet.

i'f Warning Usethe MiniOmni system only with the dedicated power supply.

Attach the MiniOmni unis power cable (see below) to the MiniOmni power inlet. The MiniOmni power
inlet is shown as item A. in thdiniOmnic USB View diagranabove Plug the other end of the cable into a
standard eletrical outlet.

Power supply and cable

6.1.3.FOOT PEDAL

If ordered, connect the foot pedal to the PC by inserting its USB connector into a USB socket in your PC (no
installation required).

Connector as seen from the probe sid

prp——== . — '
A 000000 .. K] . .
. Connector as seen from the MiniOmni side

Pins on Unit Probe socket

Probes should be attached to the unit during initial setup, and should remain connected during use. After
the initial setup, probes are connected/disconnected only when replaadiolggs or transportinghe
MiniOmnisystem

Carefullynote the arrangement of pins on the prolseonnector. Ensure that you insert the connector into
the probe socket so thathe corresponding pins are aligned. Press the connector firmly inspitketand
tighten the locking screws, as this ensures proper electrical ground.
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6.3.STEP & VERIFY APPLICATIDEVICE COMMUNICATION

When MiniOmni is connected to the PC via the USB port (USB) and to the power supply, the power
indication LED is turned on and the Connection icon is displayed (on the lower left side of the screen):

.~<=-1 . “
If the power supply or the USB cable are disconnedteziNo Connectioiton is displayed

< .|
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7. STARTING THE SYSTEM

Makesure thatthe MiniOmni Main uniis connected to the MiniOmni Power Supply and that the USB cable
isconnected on one side to the MiniOmni Main Unit and other side to the operating®described in
Section 6. Hardware Setwwhichhas detailed instructions for setting up the MiniOmni cables and other
components.

Double click on the MiniOmni Desktop Ictinstart the application

7.1. WELCOME AND LOGIN

The uselogin screen appears as follows:

r N

")’Slll[l'q/?tJlini()m/u'

User Name: \\

Password [ ]

Login Cancel

bbb |
33305
Rl tr}

ﬁ%’ Note: For first time use, the default usernamesisnlight (lower casé. The ddault password is
omni (lower case).

Click on theKeyboardbutton to access the onscreen keyboard, or use your regular mouse and keyboard.
Enter your user name and password, and dlioginto continue.

WAL N LNE B 34240 T ——
= Ly Ay
b 2 [= (a1 ]s —
bl ([ [[-[e]n]n =T

7.1.1.ANOTE ON USER NAMES IN MINIOMNI
MiniOmni supports three types of user

1 System Adrnmistrator ¢ Has access to all system functions. The default name for the System
Administrator issunlightand the initial password ismni.
1 Physician/Operatog Hasthe ability to limit the access to patients' information to himself only.

Caution For a higher level of security, change the administrator's password after the first lo¢

For detailed instructions on how to view and change tiserslist, seeSection 15.9.1 Optiorts
Administrationc Users

7.2. FIRSATIME PC REGISTRATION
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The first time you usthe MiniOmniscreen, you will be asked if you wish to register the device to the PC.
The following dialog box witle displayed:

e - ™~
Information for User

The PC is not registered to device. Do
You want to Register?

\ v

Pressyesto register the PC and approve the software liceri&®. more information, &e Section 15.10.
Optionsc Administrationc License

If you have not performed a System Quality Verification (SQV) test today, you will be automatically directed
to perform an SQV test as shownSection 7.3. Automatic SQV OptionFrst Logon Each Da@therwise
continue withSectiorB.3. Patient Selection and Options

7.3. AUTOMATIC SQV OPTION ON FIRST LOGON EACH DAY

On the first logn to MiniOmni each day, a messagél display with the optionof performingan SQ\est
procedure

~
f Information

Welcome to Sunlight MiniOmni, System
quality verification is required

. >

You may pres®Kto perform an SQV proceduras detailed irBection 8. System Quality Verification (SQV)
or pressignoreto skipSQV

Note: If you proceed with SOS measurements without SQV, the system will display a warning that no
verification has been conductgdee section 8.1)
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7.4.OVERVIEW OF TNENIOMNISCREEN

Before looking at eachliniOmniscreen in detil, please note the general layout of the screens:

Navigation button — v
= e | Michel Dan (223454)
to move to the —

previous screen

Cirest bt

USB e
Indicates USB )

connected i =
PO & it 3 Deete
) Sublight Mini > =

kgt

]

USB Connected

™= n \
m Print Delete

| Print Results Delete the
' data being

USB not Connected ;
viewed

5,

Probe

Indicates whetherthe
ultrasound probe is connected
and the SQV status:

Probe is connected and SQV verified

<

Probe is connected and SQV required

Keybbard
Show/Hide
the onscreen
keyboard

" Navigation

button to
move to the
nextscreen

Layout of the MiniOmni screen
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8. SYSTEM QUALITY VERIFICATION (SQV)

SQV is performed once per day, before beginning the fidSnseasurement.

If you have already performed tHeQ\procedure today, you can proceed directly to the procedure for
specifying theage group and patientn Section 8.3. Patient Selection and Options

Tr) Note: The phatom and the probe must be at room temperature when conducti@y/s
Caution:Do not expose the phantom to direct sunlight. The sun ultraviolet rays can
permanently alter the characteristics of the phantom material.

Caution:Do not immerse th@ghantom in liquids. To clean the phantom, use a dry, soft tissu
or pre-moistened cloth, followed by dry wipes to remove moisture.

8.1. WHAT IS SQV?

SQ\thecks if the system and the probes are working properly by examining the sigtuaieed when the
phantom, a Perspex (Lucite acrylic) bloiskused as aubstitute for bone.

iy NEEEEEEEEEEEEEEEEER] | |

I ] T ¥ F¥F XY FY [ 2 2
ﬁ' bl TR LA N DR MG A

Phantom limb used during SQV

SQV is performed separately for each probe.

m@ Note: If you proceed with SOS measurements without SQV, the system will dispiayiag
5 that no verification has been conducted:

~
s Warning
Probe quality was not verified.
Quality verification is highly
recommended!
-vl.i“v. i V ":‘vzﬁl Ii
\. W,

If you press/erify, the SQV screen will display. If you priglesasure the normal measurement process will
begin.

TheMiniOmniscreen will also display an exclamation mal . gi @ when SQV has not been
performed. -
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8.2. PERFORMING SYSTEM QUALITY VERIFICATION

|8.2.1.FINDING THE SQV SCREEN

The SQV screen can éecessed by clicking on the proloer

screen:

Sunlight Miniomni

i ' Exit

P &
2L

‘ New Patient Patient List

» Options ))

e

D Swualight MiniOmni

onthe left bottom of the

© 2021BeamMedLtd.
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8.2.2.USING THE SQV SCREEN

After clickingSQV the Quality Verificationscreen appeard-or your reference, the Measurement screen is
shown below. Details for performing SQV are provided imidve section.

Key to Screen

1 Show previous screen 5 Status indicator for probe connection
2 | View progress of SQV as progress bar or grapl 6 | Status of USB connectivity
3 Representation of Phantom 7  Start SQV

4 | Progress bar 8 | Audible alarmon/off

Tﬁ‘ Note: A graphof the signalmaybe displayednsteadof the probeimageshownhere. Toactivate
the Graphdisplay clickthe Graphoption in the ViewMode selection:

[ ]
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