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Introduction « 1

Introduction

This Clinical User's Guide describes how to use Silhouette™ for capturing images of wounds, making wound
measurements, and documenting healing progress over time. It describes how to use the clinical features and
functions of the Silhouette system.

The Silhouette Administration User's Guide and Silhouette Installation and Configuration Guide are available for non-
clinical users.

This guide is applicable to following versions of Silhouette Components:
« SilhouetteCentral version 4.4.
« SilhouetteConnect version 4.4.
o SilhouetteStar 2 software version 1.6.
o SilhouettelLite version 1.3.

o Silhouettelite+ version 1.3.

System Description

Silhouette is a computerized wound imaging, analysis, and documentation system.

SilhouetteCentral enables users to review, report, securely share and analyze the wound data collected by
SilhouetteConnect, SilhouetteLite+ and SilhouetteLite applications. SilhouetteCentral is accessed via a web-based
application and can collect wound data directly with a SilhouetteStar 2 device.

SilhouetteCentral is divided into two parts:

o Clinical - Provides access to the patient medical data stored in the Silhouette database for reviewing, editing, and
updating. Reports, images, and wound measurement data can also be exported for further processing and
importing into other applications.

« Administration - Provides facilities to manage units, groups, patients, and system users. SilhouetteCentral can also
be used to configure and customize the Silhouette system.

SilhouetteConnect is the software installed on a Microsoft Windows tablet, laptop or desktop computer.
SilhouetteStar devices connect via USB to a computer running SilhouetteConnect. SilhouetteConnect enables wound
assessments to be performed without connection to a network, and the data is synchronized with SilhouetteCentral
when a network connection is available.

SilhouetteConnect can be used in two modes of operation:

« Standalone mode provides the power of Silhouette on a single PC. Data is collected and stored on the PC. PDF
reports can be generated to share the results.

« Synchronized mode provides offline and wired SilhouetteStar 2 device support for SilhouetteCentral systems.
Data collected by SilhouetteConnect can be uploaded to SilhouetteCentral and data stored in SilhouetteCentral
can be downloaded and used offline in SilhouetteConnect.

SilhouetteStar 2 is a device that captures wound images and non-contact 3D measurements of wounds at the
point of care. The images and data captured with SilhouetteStar 2 are uploaded to SilhouetteCentral over a secure
Wi-Fi network or to SilhouetteConnect over a USB cable.SilhouetteStar 1 is a device that captures wound
images and non-contact 3D measurements of wounds at the point of care. SilhouetteStar 1 operates over a USB
cable connected to a computer running SilhouetteConnect software.

SilhouettelLite+ is comprised of an application and a range finding sensor for Apple® iPhone®, iPod® touch and iPad®
devices. SilhouetteLite+ enables users to take wound images, obtain non-contact 2D measurements, and record
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2 « System Description

patient notes on their mobile device. The data collected at the patient’s bedside is synchronized with
SilhouetteCentral over a secure connection when available.

SilhouettelLite is an application designed for Apple® iPhone®, iPod® touch and iPad® devices. SilhouettelLite is a
simplified application that enables users to add patients, wound images and simple notes (without measurements) to
SilhouetteCentral. The data collected at the patient’s bedside is synchronized with SilhouetteCentral over a secure
network connection when available.

Copyright © 2018 ARANZ Medical Limited
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The Organization of Patient Data

In Silhouette, the region of interest for assessment is the wound. For each patient, each wound is designated with an
identifying label, starting with the letter A or the number 1 (as defined in your organizations settings by your system
administrator). Once assigned, the identifying label for a particular wound does not change.

Information about the patient that is not likely to change from encounter to encounter is captured as patient notes.
Patient notes are accessible through the left-hand sidebar when viewing any patient pages. Information that is
captured about the current state of the patient or of a particular wound is organized into assessments, either patient
assessments or wound assessments, and is accessible in the patient or wound timeline:

o A patient assessment contains information collected at a patient's appointment that doesn't relate to a specific
wound, such as general patient health or patient risk assessments.

« A wound assessment is made for each wound and contains all the information collected about a particular
wound, at that point of time. This information includes images, measurements, and notes specific to the single
wound being assessed.

If a wound needs to have another measurement taken during an appointment, such as pre- and post-debridement,
then the second measurement is contained in a second assessment or within a single assessment with two separate
image capture fields.

The Patient Dashboard summarizes information about a single patient, such as:

o The Patient Summary shows all of the high level information for the patient.
o The Wounds shows all wounds defined for the patient.

« The Sidebar on the left-hand side contains links to the patient Details and Notes as well as a list of Wounds
defined for the patient.

o The Patient Timeline shows all the assessments that have been made on the patient, with the newest
assessment at the top. Images and wound summary information are shown on the timeline where appropriate.

Selecting a wound from the left-hand sidebar shows the Wound Dashboard.
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4 « Guide Topics

Guide Topics

This user's guide is divided into the following high level topics:

Using SilhouetteStar

Using SilhouetteLite+

Using SilhouettelLite

The Silhouette Clinical User Interface (Ul)

The Silhouette Admin User Interface (Ul)

Troubleshooting

CTEULA and Terms of Use

O0DODOOOO
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Using SilhouetteStar

SilhouetteStar 2 is a device that captures wound images and non-contact 3D measurements of wounds at the point
of care. The images and data captured with SilhouetteStar 2 are uploaded to SilhouetteCentral over a secure Wi-Fi
network or to SilhouetteConnect over a USB cable.

SilhouetteStar 1 is a device that captures wound images and non-contact 3D measurements of wounds at the point
of care. SilhouetteStar 1 operates over a USB cable connected to a computer running SilhouetteConnect software.

This section of the guide describes the components of a SilhouetteStar and how it is used to capture wound images
and measurements in Silhouette. The information in this guide is relevant to all models of SilhouetteStar, unless
otherwise stated.

Topics

SilhouetteStar Wound Imaging Workflow

Capturing Images with a SilhouetteStar

The SilhouetteStar Device
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6 ¢ SilhouetteStar Wound Imaging Workflow

SilhouetteStar Wound Imaging Workflow

This section of the guide describes the primary workflow to capture a wound assessment with a SilhouetteStar
device in wireless mode with SilhouetteCentral and in wired mode with SilhouetteConnect.

1. Logging In to SilhouetteCentral or SilhouetteConnect

2. Select a Patient

3. Connecting a SilhouetteStar 2 using Wi-Fi or Connecting a SilhouetteStar using USB

4. Take Wound Images

5. Create an Assessment

Logging In to SilhouetteCentral or SilhouetteConnect

To login to SilhouetteCentral, navigate to the website address of your SilhouetteCentral instance using your devices
web browser.

As an alternative to SilhouetteCentral, you may be able to use the installed SilhouetteConnect application for offline
data access and wired (USB) SilhouetteStar connections. To login to SilhouetteConnect, go to the Windows start
menu and launch the SilhouetteConnect application.

When the log in screen appears, enter the User Name and Password supplied to you and select Login.

|' | Forgot your password?

It is important to log in using the User Name and Password assigned to you. Silhouette records the names of users
viewing, creating, and modifying patient records, and using the correct user name ensures accurate auditing.

Many browsers prompt you to save a User Name and Password for websites you log in to. If using a shared
computer, itis recommended that you do not permit the browser to save your login details for SilhouetteCentral.
Doing so means that anyone using your computer can log in, access and potentially modify patient medical records,
which will be recorded as having been actioned by you.

While logging in, you may occasionally be prompted to change your password if a system administrator has made
use of the password expiry features. In this case you need to pick a new password that meets the password
complexity requirements and enter it before Silhouette allows you to log in.

If logging in to SilhouetteConnect then you may be prompted to synchronize the database prior to login. Follow the
prompts to login.

O If you are having trouble logging in then use the Forgot your password? link available in
SilhouetteCentral to reset your password, see Recovering Forgotten Password.
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Select a Patient

The patients available in the system are shown in a series of tiles. The information included on the tile depends on
the Silhouette configuration. The default configuration is to show patient name, identifier, and date of birth

First and last names

James BDHPatient identifier
PA-00001

1956-09-21

Date of birth

Use the search box to find a patient. The search facility searches the following patient details:
e Firstname

« Middle name

e Lastname

o PatientID

When searching, the search looks for matches starting at the beginning of any field. For example, entering an M into
the search box finds Mary but not Amy.
A Load More button is available if there are too many patients to display on one screen.

Select the a patient tile to show that patients dashboard.

O If the patient you are looking for does not show, then they may not exist in Silhouette or they may
be associated to a Unit that you do not have access to.

Select the patient search icon or the Silhouette logo at the top left of the screen to return to the
patient search screen at any time.
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8 « Connecting a SilhouetteStar 2 using Wi-Fi

Connecting a SilhouetteStar 2 using Wi-Fi

Use the following process to connect a SilhouetteStar 2 to SilhouetteCentral with a Wi-Fi connection.

1 Make sure you are logged in to SilhouetteCentral with a patient
selected.

2 Push the button on SilhouetteStar 2 to turn the device on. The
device displays a kiwi bird walking while it is starting up.

3 When the SilhouetteStar 2 is ready, the screen displays a prompt to
make a connection.

4 Once your are logged in to SilhouetteCentral and have a patient

selected, use the camera icon (ﬁ) in the left-hand sidebar to
open the image portfolio and the connection QR Code.

Scan Silhouette
barcode

s
.

The QR Code contains encrypted connection information allowing a SilhouetteStar 2 to connect to
0 the Wi-Fi and to select the correct patient. Use the Connect the SilhouetteStar link to show the QR

Code if it is not visible.

5 Press the button on SilhouetteStar 2 to turn the guide lasers on,
then point the lasers towards the on-screen QR Code, with the
device button facing up.

Once the device has decoded the QR Code it shows "Connecting..."
and the Wi-Fi strength icon is shown.

Once SilhouetteStar 2 is connected successfully, the selected
patients name, ID and date of birth appear on the device screen for
positive identification.

SilhouetteStar 2 is now ready to take wound images.

Copyright © 2018 ARANZ Medical Limited
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Connecting a SilhouetteStar using USB * 9

Connecting a SilhouetteStar using USB

To connect a SilhouetteStar (SilhouetteStar 1 or SilhouetteStar 2) directly to a computer running SilhouetteConnect,
insert the square end of a SilhouetteStar USB cable into the port on the device.

Insert the flat end of a SilhouetteStar USB cable into one of the USB 2.0 or 3.0 ports on your computer:

You can also connect the device via a powered USB hub.

Your computer automatically detects the SilhouetteStar device and installs the required drivers. If the computer's
sound is on, the computer chimes to indicate successful connection.

A SilhouetteStar connection to SilhouetteConnect takes place once the user is logged in to SilhouetteConnect.

A SilhouetteStar can be used to capture images whenever a patient is selected. The lasers will not appear until you
have selected a patient.

If the button is pressed on a SilhouetteStar 2 before it indicates a connection has taken place, then the lasers turn on
to scan a QR Code. It does not connect to SilhouetteConnect until the QR Code scan times out and the lasers turn off.
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10 « SilhouetteStar USB Cable

SilhouetteStar USB Cable

Always use an approved SilhouetteStar USB Cable to connect a SilhouetteStar to the USB port on the computer. As
there are three models of SilhouetteStar available there are also three cables. Use the table below to identify which
cable is to be used with which device.

SilhouetteStar Version Model Label(s) present on the USB Cable
Number
SilhouetteStar 1 2000.xx

SilhouetteStar 1 (5MP)  2005.xx

£ Medical
church,

MNew Zealand.

SilhouetteStar 2 2010.xx ’/This cable is designed only
for use with SilhouetteStar WARNING!
Model 2010.xx USB cable only for use with
dl Manufacturer SilhouetteStar® models 2010.xx
difdNZmedical with display screen on top.

Christchurch See User Guide.
\_ New Zealand

Take Wound Images

To take wound images:

1. Press and release the button on a SilhouetteStar device to turn the lasers on.

2. Point the device at the wound so that the lasers form a star in the wound and at least one laser crosses the
deepest part of the wound.

3. Press and release the button on the device to take an image. Hold the device steady while the image is being
captured.

4. Once an image is captured, a camera icon (ﬁ) is shown on the device screen (SilhouetteStar 2 only) to
indicate images are captured and transferring to Silhouette. More images can be taken while previous
images are uploading.

For more information see Capturing Images with a SilhouetteStar.
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Create an Assessment

To use SilhouetteStar images to make wound measurements add them to an assessment.

1. Add the captured image(s) to create a wound assessment in SilhouetteCentral.

a.

b.

e.

f.

Close the image portfolio using the close button, if it is open.

Select the wound that has been imaged by selecting the wound label in the left-hand sidebar. If it
is a new wound, then create a new wound in Silhouette using the + Wound button in the left-hand
sidebar.

Wounds

Create an assessment using the + Wound Assessment button at the top of the wound dashboard
or wound timeline.

To open the image portfolio, select the + sign in the image field.

or drag it here

Select the images you wish to add to the assessment by clicking or touching them.

Close the image portfolio using the close button and the images will show in the assessment.

2. Measure the wound by tracing around the wound in the image.

a.

b.

Select the image you wish to trace.

Move the on-screen pencil to the edge of the wound. To move the pencil without drawing, usw a
dragging motion (rather than a select and hold motion).

Select the pencil and hold it in one spot to start tracing (a dot with a finish target appears on the
screen to indicate the tracing has started).

Move the pencil around the wound in one direction until the finish target is reached. Once the
outline tracing has begun, moving the pencil continues the tracing until the wound boundary is
complete, i.e. the pencil is moved back to the start of the tracing.

Use the tools available to make edits as required, see Tracing Wound Outlines.

Once all tracing is complete apply the tracing using the Apply button.

Measurements from the wound tracing appear under the images in the assessment.
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12 » Create an Assessment

3. Add any notes you wish to capture in the notes fields and then select Save to save the assessment.

4. Once the assessment is saved you can:
« Select the Create Report button to generate a PDF report of the assessment.
o Select the Edit button to edit the assessment data or adjust tracings on images.

o Select the wound label in the left-hand sidebar to see the wound dashboard and the measurements
from this assessment in the wound graph.

« Select the Sync option from the Application Menu (if using SilhouetteConnect) to synchronize the
assessment and associated images to SilhouetteCentral.
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Capturing Images with a SilhouetteStar

This section describes:

« The Mathematics of SilhouetteStar's Measurements

« Lighting Requirements for Image Capture

« Holding a SilhouetteStar and Positioning the Lasers

o Taking a Multiple Image Measurement

The Mathematics of SilhouetteStar's Measurements

SilhouetteStar projects laser lighting onto the body surface in order to gain 3D information about the wound and
surrounding tissue. SilhouetteStar consists of:

e Three lasers
o White LEDs for illuminating the body surface
o A digital camera for capturing the image

SilhouetteStar connects to your computer using one of its USB ports or through a wireless Wi-Fi connection. Images
captured using SilhouetteStar are displayed in the Silhouette software (SilhouetteCentral or SilhouetteConnect),
where you can outline the wound boundary and make surface area, depth, perimeter, and volume measurements.

« For concave wounds that have depth, the wound area is the area of an elastic sheet that could be pinned along
and stretched across the boundary of the wound. Depth is the distance between the virtual elastic sheet and the
wound bed, and volume is the volume enclosed by the sheet.

« For convex wounds and other pathologies (e.g. cellulitis) that rise above the wound outline as drawn in
Silhouette, depth and volume have no meaning. In such cases, area is the actual (physical) surface of the wound.
One example of a convex surface is the heel.

For further details on the measurement process used by Silhouette, refer to the "How Silhouette Works" document
available from ARANZ Medical support.
Lighting Requirements for Image Capture

When capturing images with SilhouetteStar, it is important that lighting is at normal office or household lighting
levels. SilhouetteStar should not be used in direct sunlight.

Once an image has been captured, you have the option of accepting or discarding the image.

Refer to the Silhouette Administration Manual for further details regarding operating conditions for SilhouetteStar.

Version 4.4
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Holding a SilhouetteStar and Positioning the Lasers

To capture images with a SilhouetteStar, ensure that the device is connected to SilhouetteConnect or
SilhouetteCentral and a patient is selected. Press the capture button so that the lasers are activated.

Hold the device so that your hand sits comfortably, with your index finger in reach of the button:

Hold the device so that
your index finger rests
comfortably on the button

Hold the device still
during image
capture

The three laser lines
should cross in the
center of the wound

Area, Perimeter

Depth, Volume

AN

Position the SilhouetteStar device facing the wound so that the laser lines cross inside the wound to form a star
shape. The laser lines do not need to cross in a perfect star shape.

For wounds with an uneven wound bed, position the star so that at least one laser line lies across the deepest part of
the wound.

The length of the laser line indicates the approximate maximum wound size that can be captured in one image. It is
acceptable to move the SilhouetteStar device away from the wound, forming a small triangle with the laser lines, in
order to capture a large wound in one image. If it is not possible to capture the entire wound in a single image,
follow the instructions in Taking a Multiple Image Measurement.

Gently press and release the button to capture the image, keeping the device still until you hear the shutter sound
or, if the sound is off, until the lasers come back on. Continue capturing as many images as required.

If the image capture fails (due to overexposure, or similar issue), the device plays a buzzer sound instead of the
shutter sound. In this case, re-attempt the image capture. No sound will be heard if the device has been muted.

The set of measurements able to be made on a captured image depends on the positioning of the laser lines and the
wound outline. Area and perimeter measures can be made under all circumstances. To determine depth and
volume, the following conditions must be met:

o The star-point must be positioned within the wound outline. The star-point is the point where the three laser
lines cross, or if there is a triangle, the point at the center of the triangle.

e There must be some laser line within the wound outline.
o There must be only a single outline.
e The outline must contain no islands.

This is illustrated in the following examples.

Preferred Laser Positioning

For a typical wound, it should be possible to place the star-point inside the wound with a laser line through the
deepest part of the wound.
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\/Area‘Perimeter
\/Deplh,\.folume

Acceptable Laser Positioning for Large Wounds

It has been necessary to pull SilhouetteStar away from the wound in order to capture the entire wound.

\/ Area, Perimeter

w \/ Depth, Volume

Preferred Laser Positioning for Wounds Containing Islands

Depth and volume are not calculated when there is an island inside the wound outline.
M \/Alea, Perimeter
N x Depth, Volume

Preferred Laser Positioning for Wounds With Multiple Outlines

Depth and volume are not calculated when there is more than one wound outline in the same image. An alternative
strategy that allows depth and volume to be calculated, is to image each wound fragment and outline each wound
separately.

0 \/Area,Perimeter
x Depth, Volume

Poor Laser Positioning

Depth and volume are not calculated if the star-point is not inside the wound outline. This is typically because the
laser lines have been positioned poorly, and the user should move SilhouetteStar to form a star, and center it on a
wound.
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\ o~ / Area, Perimeter
x Depth, Volume
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Taking a Multiple Image Measurement

If it proves difficult to capture a wound in one image, you can capture a series of images and individually outline the
separate segments. Silhouette then automatically calculates wound area for the different segments of the wound.
This is useful for large wounds, or a wound that occurs on a part of the body that is curved, or a circumferential
wound, which can all be difficult to capture in a single image.

1. Plan where the different images of the wound are to be captured.

2. Use a surgical marker to mark on healthy skin where the edges of the different images are.

Planwherethe
differentimages
will be captured

Mark on healthy skin
where the edges of
the images will fall

T

3. Capture an image of each segment of the wound and the surgical marker lines. Make sure the laser crossing point
is located within the wound segment.

4. Assign each image to the same wound.

5. For the firstimage, start at a surgical marker point and trace the wound boundary for the first segment. Stop
when you reach the other surgical marker point, then click where you started tracing to close the wound
boundary.

Start tracing at a
surgical marker point

When you reach the
second point, click where
you started tracing to
close the boundary

6. For the nextimage, trace the second segment of the wound in the same manner as the first. Try to draw the
outline as close as possible to where you drew the outline for the first segment of the wound.

Draw across the wound to join
up the marks in the same
manner as for the first half J

When wound area is calculated, the measurements for the different parts of the wound are combined to give
overall measurements for the wound. Maximum depth and volume are not calculated.
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18 ¢ The SilhouetteStar Device

The SilhouetteStar Device

There are two variants of SilhouetteStar, known as:
SilhouetteStar 1 has a 3 megapixel camera module and connects to SilhouetteConnect using a USB cable.

SilhouetteStar 2 has a 5 megapixel camera module, a display, a speaker and connects to SilhouetteCentral using Wi-
Fi or to SilhoeutteConnect using a USB cable.

SilhouetteStar Components

Top View

SilhouetteStar 2 has a display for showing status information (the display is not present on SilhouetteStar 1):

f Trigger Button \
(On Side of Unit) N

Patient Name
Patient 1D =
Date of Birth

e =

( Display ‘
L (on SilhouetteStar2) gl

" USB/ChargingPort "
(On Side of Unit) j
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Bottom View

The location of SilhouetteStar's laser lights, LEDs, and camera lens are shown below:

Laser
aperture

Side Views

SilhouetteStar has a single button for powering on and taking images. On the opposite side there is a USB port for
battery charging (SilhouetteStar 2 only) and for connecting the device to a computer for use in a wired
configuration.

USB Port Trigger Button

ey -I.-‘_ o II i
__,."‘". -~ ., " y :._.-f"' \ I| “\._‘.- x “
..-’ '\'\.1 -r." II |I II II N
i % In' ‘ II [ ‘
| | | 1L © i |
| | | L rA |
I| |I II \\\- B "fj.—""’ |I

Product Label
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SilhouetteStar 2 Display

There are several parts to the display:

Details of the associated - Battery gauge showing how
Patient Patient Name much charge the internal
Patient ID battery contains
Date of Birth E
= o< (R
Wi-Fi signal strength A=
indicator //’
)~ Camera icon is displayed
- 7 - when an image is being
Device speaker muted taken, processed and
indication transfered to Silhouette.

b

The display above shows the status when the device is ready to take an image for the patient shown on the screen.
Other messages shown on the display are listed below.

Display States

Display Shows SilhouetteStar 2 State.

The device is in idle mode / powering up.

The device is fully powered up and is waiting for the user to scan a QR
code, which enables it to connect to the wireless network or it is waiting

Scan Silhouette for a user to log in to SilhouetteConnect on a computer it is connected to

barcode via a USB cable.
The device is attempting to connect to the specified wireless network. If
Conne r;ting the connection fails, ensure you are in range of the correct Wi-Fi network.

If the connection is still not successful, contact your system administrator.

The Wi-Fiicon is replaced by a USB icon when the device is connecting to
SilhouetteConnect via a USB cable.

The device was unable to connect to the WiFi network. Most likely, either
the network is out of range, or the wrong password has been entered
when the network was configured.

Failed to connect
to network

BN EEN EEN .
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Failed to connect
to Central

Please select
patient

.
=
=

Patient Name
Patient ID
Date of Birth

)

Ezz

Firmware
upgrade
is required

BN HEn EHEN EEN .
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The device was unable to connect to SilhouetteCentral. One possible cause
is the browser session it is attempting to connect to has expired.

The device is connected and waiting for a patient to be selected in the
Silhouette. When connected on Wi-Fi, the patient selection on the device is
synchronized to the patient selected in the web browser tab that it was
initially connected to.

The device is connected to the network and a patient is selected.

The device has gone into sleep mode after being left inactive.

An update to the internal operating system is required for the device to
continue to function correctly with Silhouette. The upgrade will proceed
automatically with progress indication.
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SilhouetteStar Button Modes

The button on the side of SilhouetteStar is used for capturing images (single button press); and in the case of
SilhouetteStar 2, it is used for powering on and off the device.

In general, the usage of the button is a short press to turn the lasers on and then another short press to capture an
image. The exact action of the button is dependent on the current device state and what the next action needs to

be.

SilhouetteStar State

Device off or in sleep
mode

Not connected

Connected

No patient selected

Connected

Patient selected

Lasers on

Ready to take image

Device on

Device on

VY VY VYV VY

Resetting SilhouetteStar 2

Button Action

Short press

Short press

Short press

Short press

Short press

6 second press

15 second
press

VY VYV VYV VY

A SilhouetteStar 2 can be put to sleep by holding the button down.

Result

Device turns on

Lasers are on

Ready to scan
QR Code

Nothing

Lasers on

Ready to take image

Image capture

Sleep mode

Device off

(SilhouetteStar
2 only)

(SilhouetteStar
2 only)

Waiting for a
patient to be
selected.

The Lasers on,
Ready to take
image mode
times out
after some
time and the
device returns
to Connected,
Patient
Selected state.

(SilhouetteStar
2 only)

(SilhouetteStar
2 only)

6 seconds

Sleep mode (sleeping kiwi)
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15 seconds Deep sleep mode (screen off)

45 seconds Hard power reset

SilhouetteStar 2 Battery Management
SilhouetteStar 2 contains a Li-lon battery to enable wireless use. If the device fails to turn on or if there is an
exclamation mark flashing in the battery indicator on the screen then the battery requires a charge.

To charge the battery, use the supplied battery charger and leave the device off. The device does not charge while it
is being used. The battery indicator bars flash when the device is changing.

Ensure that the battery is fully charged before first use - this should take approximately 2 hours. Ensure there is
some charge in the battery before attempting an image capture. Images waiting to transfer to Silhouette are lost if
the battery goes flat.

A SilhouetteStar 2 battery is designed to last a full shift in a busy clinic. However, poor or busy Wi-Fi environments
can cause the battery to drain much faster than expected.

Disconnecting a SilhouetteStar
You may leave a SilhouetteStar 2 device connected to SilhouetteCentral and it will automatically disconnect after a
period of inactivity.

If you wish to manually disconnect a SilhouetteStar 2, you can do this at any time. Either log out from Silhouette, or
turn the device off by holding the capture button down for more than 15 seconds (until the screen goes black
(except for the battery charge indicator).
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SilhouetteStar Label Information

The warning label on a SilhouetteStar shows information about your SilhouetteStar. The symbols on the label and
their meanings are as follows:

REF

Manufacturers reference / Model number

Model SilhouetteStar Model

Number

2001 Original SilhouetteStar models (refer to the applicable Quick
Reference Guide for more details)

2005

2010 SilhouetteStar2 (5MP)

Manufacturer assigned device serial number

Date of Manufacture

Manufacturer ARANZ Medical Limited
Tel +64-3-374-6120, Fax +64-3-374-6130

Postal Address:

ARANZ Medical Limited
PO Box 3894
Christchurch 8140

New Zealand

Delivery Address:
ARANZ Medical Limited
47 Hereford Street
Christchurch 8013

New Zealand

c € CE-mark. EU Declaration of Conformity and Notified Body Identifier
0123
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C-Tick. New Zealand and Australia Declaration of Conformity and Identifier

Q

7849

Warning: Laser light. SilhouetteStar is designated as a Class 1 laser product during all
operational procedures.

Waste Electrical and Electronic Equipment Directive (WEEE) Symbol. Separate
collection for electrical and electronic equipment under WEEE EC Directive.

Federal Communications Commission logo. SilhouetteStar 2 contains transmitter
module FCC ID: 2ACMW-MX6

aliﬁ%

This device complies with Part 15 of the FCC Rules. Operation is subject to the
following two conditions: (1) this device may not cause harmful interference, and
(2) this device must accept any interference received, including interference that
may cause undesired operation.
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SilhouetteStar Warnings

References to SilhouetteStar apply to all SilhouetteStar models, except where a specific model is specified.

Laser Warnings

SilhouetteStar is designated as a Class 1 laser product during all operational procedures. A Class 1 laser product is
safe under reasonably foreseeable conditions per the requirements in IEC 60825-1. However, the following
precautions are recommended:

o Never stare into the laser beam.
« Do not view the laser with optical instruments.
o Do not use SilhouetteStar in a manner that causes the laser light to shine into people’s eyes.

« Warn patients not to stare into the laser beam. Young children or subjects whose natural aversion reflex may be
dulled due to medication or a medical condition may be advised to wear a blindfold.

o Operate the device so that it is pointing away from windows, doors, mirrors, and other shiny reflective surfaces,
and areas where other people are working.

« There are no controls, adjustments, or user serviceable parts that can affect the laser output. In the event of
equipment failure, contact the manufacturer or agent for repair and servicing.

SilhouetteStar complies with FDA performance standards for laser products except for deviations pursuant to Laser

Notice No. 50, dated June 24, 2007.

CAUTION: Use of controls or adjustments or performance of procedures other than those
specified in this guide may result in hazardous radiation exposure.

A WARNING: Laser light Class 1 product. Do not view directly with optical instruments

Other Warnings
o Do not use SilhouetteStar in humidity or temperature conditions outside those listed in the Silhouette
Administration User Guide.
« Wipe any condensation from the SilhouetteStar protective optical plastic covers.

« Do not touch the optical plastic covering the SilhouetteStar lasers, LEDs or camera lens. Avoid contact with sharp
objects. SilhouetteStar should be placed face-down on a clean, dry, flat surface when not in use.

o Use standard sterility protocols. Do not allow SilhouetteStar or the USB cable (if used) to come into contact with
the patient or with contaminated materials.

o When using SilhouetteStar in wired configuration, the operator and others in the room should use caution to
avoid tripping when the USB cable is draped across the floor. When SilhouetteStar is not in use, the cable should
be disconnected and stored.

o Use only a SilhouetteStar USB cable. Use of a non-factory cable may cause interference with other electronic
devices and/or unreliable operation.
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If the USB cable becomes damaged, please contact ARANZ Medical for a replacement. Continued use with a
damaged cable may cause interference with other electronic devices and/or result in incorrect measurements
and/or cause permanent damage to SilhouetteStar or to the attached computer.

Ensure the computer power supply, and any USB hubs used are approved for medical use according to
IEC60601-1.

Ensure the computer power supply is approved for medical use according to IEC60601-1.

SilhouetteStar has an Ingress Protection rating of IP40, which means it is protected against dust but not water
ingress.

SilhouetteStar contains no user serviceable parts.
This product is designed to have a nominal operational life of five years.

At end of unit life, please recycle in accordance with local government regulations.

Warnings specific to Model 2010.xx SilhouetteStar (SilhouetteStar 2):

Use only the charger supplied with the SilhouetteStar 2 for charging its internal battery. Use of any other charger
voids the product warranty and could damage the unit.

The internal Lithium-ion battery pack is rated at 3.8v, 1.7Ah and is charged at 5.00v dc through the USB port on
the SilhouetteStar 2 — either via the supplied charger or an approved USB port.

SilhouetteStar2 contains an internal Lithium-ion battery pack, which is compliant with IEC62133 and UN38.3
standards.
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Care of a SilhouetteStar

SilhouetteStar is a precision optical instrument and must be handled with care at all times.
o Do notdrop, knock, or shake a SilhouetteStar.
o Ensure there is no dirt, moisture, or scratching over the camera, laser and LED apertures.
o Do not let a SilhouetteStar come into contact with the patient.

o Keep SilhouetteStar and the USB cable (if used) clean at all times by regularly wiping them with an antiseptic
cloth. Ensure SilhouetteStar and the USB cable are thoroughly dry before use.

o Do not submerge a SilhouetteStar in liquid.

o A SilhouetteStar should be placed face-down on a clean, dry, flat surface when not in use.

Cleaning a SilhouetteStar

The exterior of a SilhouetteStar can be cleaned with a range of common cleaning agents. All cleaning should be
performed with the camera disconnected from the host computer. The use of pre-impregnated cleaning wipes is
recommended since they do not physically scratch the camera's optical surfaces.

Please note the following:
¢ Cleaning products should always be used according to the manufacturers’ specifications.
« Cleaning agents or techniques not listed in this document should not be used.
o lItis your responsibility to ensure product cleaning achieves the desired result.

o Certain cleaning agents may cause discoloration of the housing. Any such discoloration is cosmetic only and does
not affect the SilhouetteStar operation and is not covered by warranty.

A When cleaning a SilhouetteStar, ensure excess fluid from wipes does not enter any openings on
the device.
Compatible cleaning agents are:
o Mild detergent. Do not submerge.
o Water-based wipes.
o Alcohol (isopropyl) based wipes.

o Hydrogen peroxide-based wipes.

A Use caution if cleaning with:

« Manual physical cleaning. Avoid abrasive materials. Scratching of the optical covers may negatively impact
measurement accuracy.

o Bleach based wipes, low effective concentration (1:50, 1:100).*
o Bleach based wipes, high effective concentration (1:10).*

*Use bleach based wipes only where required for decontamination or infection control purposes, not for day to day
cleaning. We suggest that a SilhouetteStar be wiped down with these wipes and allowed to thoroughly dry. Do not
allow the unit to sit on the wipes, or on a wet bleached surface.
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A Do not use:

« Ultrasonic cleaning - SilhouetteStar is not designed for liquid submersion.

o Ultraviolet cleaning - SilhouetteStar is not designed for exposure to high levels of ultraviolet light. Damage to the
optical components could occur.

« Steam - SilhouetteStar is not designed for contact with steam.

o Thermal disinfection - SilhouetteStar is not designed for thermal disinfection.
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Using SilhouetteLite+

SilhouettelLite+ is comprised of an application and a range finding sensor for Apple® iPhone®, iPod® touch and iPad®
devices. SilhouetteLite+ enables users to take wound images, obtain non-contact 2D measurements, and record
patient notes on their mobile device. The data collected at the patient’s bedside is synchronized with
SilhouetteCentral over a secure connection when available.

Topics

SilhouettelLite+ Wound Imaging Workflow

The SilhouetteLite+ Sensor
Setting Up SilhouettelLite+
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SilhouetteLite+ Wound Imaging Workflow

This section provides guidance on how to capture a wound assessment with the SilhouetteLite+ App and Sensor.

1. Selector Create a Patient in SilhouettelLite+

2. Select the Assessment Type

3. Select or Create the Wound to Assess

4. Performing an Assessment in SilhouetteLite+

5. SilhouetteLite+ Guidelines for Use

Select or Create a Patient in SilhouetteLite+

Logout Patients

Logout button Create Patient
Search box Clear search
Bob Smith
2 2 2 ——[Search results
1988-08-30

1. Search for the patient by entering part of the patient's name or patient identifier in the search box.

The search matches patients whose names start with the search characters, e.g. searching
for "lo" finds a patient called "Lot" but not "Bloggs".

2. Select the patient you want to create an assessment for by touching the patient's name on the screen.

If the patient you are searching for doesn't appear to be in the list then you can attempt to
refresh the list by swiping down on the screen.

3. Use the + in the top right of the Navigation bar (top of screen) to create a new patient record.

Select the Assessment Type

Before performing an assessment you may be asked to select which assessment you wish to perform. The
assessments available depend on the system configuration. This step is skipped if your system is configured with only
one assessment type available.

The assessments are split into Patient Assessments and Wound Assessments.
« Patient Assessments are assessments which relate to the patient as a whole, not a particular wound.

« Wound Assessments are assessments which relate to a given wound on a patient. These are typically the
assessments where you image and measure individual wounds to track healing.

Select the assessment that you are performing with the patient.
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Select or Create the Wound to Assess
The Select Wound screen presents a list of wounds that are already created for the patient.

o Selectawound from the list or select the + button in the top right of the screen to create a new wound for the
patient.

« The Select Wound screen is skipped if you are performing a patient assessment.

« Wounds are given a letter or number designator that appears at the beginning of the wound label. Wounds with
a'-' designator have been created on the device and have not been uploaded to SilhouetteCentral yet.

The create wound option is only available if you have permission to create wounds.

0 The create wound button guides you through a set of screens to specify the anatomical site of the
wound. There is a chance to enter some additional text at the end of the structured anatomical
site selection. The additional text appears on the wound label.

Performing an Assessment in SilhouetteLite+

The assessment is split into groups of notes. SilhouetteLite+ presents each group of notes on a separate screen. The
bottom of the screen shows the currently selected patient information to allow for positive identification.

< Back Next >

Details

Etiology

Wound Margins

Surrounding Skin

Signs of Critical Colonization or Infection
Exudate Volume

Exudate Type

Bob Smith 222 1988-08-30

o A field with a * next to name is a required field.

o The Next and Back buttons on the top of the screen can be used to move between the note groups within the
assessment.

o The first note group has a Cancel button at the top left of the screen. Select the Cancel button to cancel the
current assessment, all captured notes and images will be removed. There is a warning message that must be
accepted to confirm the cancel action.

o The last note group has a Save button at the top right of the screen. Once the Save button is pressed the
assessment is queued for upload to SilhouetteCentral and is no longer visible within the App.

Assessments are sent to SilhouetteCentral once they are saved and when the device is online.
Data is only uploaded while the App is open. Leave the App open until the offline data icon
0 disappears from the bottom left of the patient selection screen.

.
The offline data icon:
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Using Image Capture Fields

Image capture fields show thumbnails of the images captured and show a camera icon allowing you to launch the
device camera to capture an image.

1. Select the camera icon to launch the camera.

Wound Images || Imagecapture

field name

Captured image
thumbnails appear here

Launch camera screen :I\
.

Summary measurements for all )
images in the field i~ Area: - Perimeter: -
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2. The image capture window.

Select Done to
finish capturing

Capture Wound Images Done

Range to scene reported by
the Silhouettelite+ sensor

Circle indicating where the
Silhouettelite+ sensor is ranging to
(averaging distance within this circle}

Capture button. Use the on-screen
button to take images. The number in the
button is the number of images taken.

——Elash control, if available

Select the thumbnail stack to
review the images captured

o The first time the App is used it asks for permission to access the device camera. Select Allow.

o The range to scene measurement reported by the SilhouetteLite+ sensor is in the top right of the screen.
Measurements can only be made on an image taken when a valid range is reported. "Out of Range" is
shown if the sensor is not working or if the scene is too close or too far.

« If the range to scene is being reported by the SilhouettelLite+ sensor, then an estimate of where the
sensor is reading the range is displayed as a green circle on the screen.

o The range to scene is taken as an average of ranges from within this circle. Make sure the surface you are
measuring overflows this circle (i.e. if some of this circle is resting on the bed or chair behind the
patient's wound then the range and measurements will have additional error).

o Focus the camera by touching the screen where you would like it to focus.

o Take up to 10 images using the round capture image button on the screen.
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o Select the image stack to review the images and touch any to put a red cross on any that should not be
kept.

o Select Done to finish capturing images.

Wound Images

Select the thumbnail of
the image to trace

Area: - Perimeter: -

3. Select a thumbnail of an image to review it, trace it, or delete it.
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Select Back to finish < Back Trace Wound Images

without saving changes

Measurements for the
tracings on this image

Select Done to
finish tracing

The Clear button removes all
tracings and rulers.

il b The Delete button deletes the

image from the assessment.
Use the tools to trace wounds | |
or measure {create rulers} Trace Measure Delete Clear

e The Trace tool is used to trace wound outlines.

« Trace by dropping points around the wound (or by tracing around the wound in one direction) until the
starting point is reached.

o Only one wound outline is allowed per image. Additional tracings can be added in SilhouetteCentral once
the assessment is uploaded.

o SilhouetteCentral calculates the length and width of the traced wound once the assessment is uploaded.
o The Measure tool is used to measure between two points.

o The measurement capabilities are only available if there is a valid range measurement from the
Silhouettelite+ sensor along with the image.

o The Clear button is used to clear all measurements on the image.
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o The Delete button is used to delete the image from the assessment. A confirmation dialog is shown
before the delete is performed.

o Tracings and rulers added in the SilhouetteLite+ App can be edited using SilhouetteCentral once the
assessment is uploaded.

« Select Done to accept changes to the tracings.

« Select Back to close the tracing screen without saving any changes.

4. The image capture field lists the area and perimeter measurements below the thumbnails. If more than one
image is traced, then the area and perimeter measurements are the sum of tracings on all images, see Taking
a Multiple Image Measurement.

Using Notes Fields

The notes fields are displayed in a single line on the screen until they are selected for data entry.

< Back Next > < Back Next > < Back Next >

Details - Details Details
— IS ——
IC Etiology A Etiology A( Etiology Pressure Ulcer: Stag... >
-
Wound Margins . Pressure Ulcer: Stage 1 = Wound Margins
. . Pressure Ulcer: Stage 2 ) )
Surrounding Skin Surrounding Skin

The following points describe the operation of the text entry fields, the selection list fields, boolean (yes/no) fields,
date fields, integer fields and the decimal fields:

o Touch the field name to open the data entry for the field.

« Enter datainto the field using the device keyboard or by selecting the option(s) required.
« Onsome fields it may be necessary to scroll the screen to allow all options to be seen.

o On date fields it may be necessary to select the year, then the month, then the day.

o Touch the field name again to close the data entry. A summary of the data entered is displayed next to the name
of the field.

SilhouetteLite+ Guidelines for Use

Follow these guidelines to get the best and most consistent measurements from SilhouetteLite+:
« Use indoors, out of direct sunlight.

« Use on clean, bare skin.

o Hold device parallel to the wound being imaged.

« Ensure the surface being measured overflows the target circle, i.e. don't let the target circle fall off the side of
the anatomy being imaged.

o Frame the wound in the camera view in a consistent fashion for every capture (i.e. put the patient in a consistent
position and take the image so the top of the image is toward the patient's head).

o Ensure that the optical window on the sensor is clean and unobstructed.
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o Use with an unmodified device with no additional camera lens elements (e.g. don't use with clip-on lenses or
transparent sleeves).
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The SilhouettelLite+ Sensor

This section provides information about your SilhouetteLite+ sensor, including the safety information. It is important
that this information is read and understood before using the sensor.

1. SilhouetteLite+ Label Information

2. SilhouettelLite+ Warnings

3. Care of the SilhouetteLite+ Sensor

SilhouettelLite+ Label Information

The marking on the SilhouetteLite+ sensor provides information about your SilhouetteLite+ sensor. The symbols on
the label have the following meanings:

Model Model Number SilhouetteStar Model
2100.01 The original SilhouetteLite+ sensor
Serial Number 9-digit code printed on to the bottom bezel of the sensor.
The year and month of manufacture is encoded in the first 3 characters of the serial
number.
Made in New Zealand Manufacturer: ARANZ Medical Limited

Tel +64-3-374-6120, Fax +64-3-374-6130

Postal Address: Delivery Address:
ARANZ Medical Limited ARANZ Medical Limited
PO Box 3894 47 Hereford Street
Christchurch 8140 Christchurch 8013
New Zealand New Zealand
c € CE-mark. EU Declaration of Conformity and Notified Body Identifier
0123

C-Tick. New Zealand and Australia Declaration of Conformity and Identifier

Q

7849

Warning: Laser light. SilhouettelLite+ is designated as a Class 1 laser product during
all operational procedures.

Waste Electrical and Electronic Equipment Directive (WEEE) Symbol. Separate
collection for electrical and electronic equipment under WEEE EC Directive.

I [
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Federal Communications Commission logo. The SilhouetteLite+ sensor contains FCC
C ID: 2AA9B04

This device complies with Part 15 of the FCC Rules. Operation is subject to the
following two conditions: (1) this device may not cause harmful interference, and
(2) this device must accept any interference received, including interference that
may cause undesired operation.

SilhouetteLite+ Warnings

Laser Warnings

WARNING: Laser light Class 1 product. Do not view directly with optical instruments.

A CAUTION: Use of controls or adjustments or performance of procedures other than those
specified in this guide may result in hazardous radiation exposure.

SilhouettelLite+ sensor is designated as a Class 1 laser product during all operational procedures. A Class 1 laser
product is safe under reasonably foreseeable conditions per the requirements in IEC 60825-1. The SilhouetteLite+
sensor laser uses IR light (not visible light). However, the following precautions are recommended:

o Never stare into the laser beam (i.e. the black window on the SilhouetteLite+ sensor) or use SilhouetteLite+ in a
manner that causes the laser to shine into people's eye.

The SilhouetteLite+ sensor complies with FDA performance standards for laser products except for deviations
pursuant to Laser Notice No. 50, dated June 24, 2007.

Other Warnings
o The SilhouettelLite+ sensor includes a Bluetooth LE transmitter, which is activated when first placed on the
charger. It should be treated as always on. Do not use in an RF Sensitive area.

o Ensure that the mobile device being used with the sensor is approved for use in your medical environment.
Clean the Silhouettelite+ sensor with the same cleaning protocol used to clean the device to which the sensor is
attached, i.e. use a slightly damp lint free cloth for cleaning.

« Do not use sensor in humidity or temperature conditions outside those listed in the specifications (see the
Silhouette Installation and Configuration Guide for the operating conditions).

« Do not touch the optical plastic covering the sensor range finder (i.e. black window in the sensor). Wipe any
condensation, dirt, or smudges from the protective optical plastic cover with a lint free cloth.

o Avoid contact with sharp objects.
« Handle the sensor and attached device with care to minimize physical shock.
o The sensor should be placed face-down on a clean and dry surface when not in use.

o The sensor can only be placed onto a device once. If it is removed from a device, the sensor can be damaged
and is not covered under warranty.

o The sensor contains no user serviceable parts.
o This product is designed to have a nominal operational life of two years.

« Atend of unit life, please recycle in accordance with local government regulations.
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The sensor contains an internal Lithium-ion battery pack rated at 3.7v, 180mAh and is charged using a wireless
(inductive) charger.

Only use the wireless charger supplied with the sensor for charging the internal battery. Use of any other
charger voids the product warranty and could damage the unit.

Keep the charger at least 20 cm away from implantable medical devices to avoid potential interference with the
medical device.

Do not place the charger too close to cards with magnetic strips or chips (e.g. bank cards) as card failure may
occur.

Care of the SilhouettelLite+ Sensor

The SilhouetteLite+ sensor is a precision optical instrument and must be handled with care at all times.

Do not drop or knock the SilhouetteLite+ sensor.

Ensure there is no dirt, moisture, or scratching on the sensor window.

Do not let the SilhouetteLite+ sensor come into contact with the patient.

Keep the SilhouetteLite+ sensor clean at all times by regularly wiping it with an antiseptic cloth.

Do not submerge the SilhouetteLite+ sensor in liquid.

Cleaning the SilhouetteLite+ Sensor

The exterior of the SilhouetteLite+ sensor can be cleaned with a range of common cleaning agents. Cleaning should
be performed with the same protocols used to clean the device to which the sensor is attached. The use of pre-

impregnated cleaning wipes is recommended since these do not physically scratch the sensor's optical surfaces.

Please note the following:

Cleaning products should always be used according to the manufacturers’ specifications.
Cleaning agents or techniques not listed in this document should not be used.
It is your responsibility to ensure product cleaning achieves the desired result.

Certain cleaning agents may cause discoloration of the housing. Any such discoloration is cosmetic only and does
not affect sensor operation and is not covered by warranty.

Continue to use the cleaning protocol used to clean the device to which the sensor is attached.

Compatible cleaning agents are:

Mild detergent. Do not submerge.
Water-based wipes.
Alcohol (isopropyl) based wipes.

Hydrogen peroxide-based wipes.

A Use caution if cleaning with:

Manual physical cleaning. Avoid abrasive materials. Scratching of the optical covers may negatively impact
measurement accuracy.
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o Bleach based wipes, low effective concentration (1:50, 1:100).*
o Bleach based wipes, high effective concentration (1:10).*

*Use bleach based wipes only where required for decontamination or infection control purposes, not for day to day
cleaning.

A Do not use:

« Ultrasonic cleaning - the sensor is not designed for liquid submersion.

o Ultraviolet cleaning - the sensor is not designed for exposure to high levels of ultraviolet light. Damage to the
optical components could occur.

o Steam - the sensor is not designed for contact with steam.

o Thermal disinfection - the sensor is not designed for thermal disinfection.
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This section provides the details required to perform the initial setup of both the SilhouetteLite+ sensor and the
SilhouetteLite+ App.

1.

2.

Download the SilhouetteLite+ App

Unbox the Silhouettelite+ Sensor

Charging the SilhouettelLite+ Sensor

Attach the SilhouettelLite+ Sensor to Your Device

Setup the SilhouetteLite+ App

Download the SilhouetteLite+ App

1.

2.

3.

Visit the Apple App Store on your device.

Search for SilhouetteLite+.

=

Lite+

Download the SilhouetteLite+ App to install it on your device.

Unbox the SilhouetteLite+ Sensor

The SilhouetteLite+ Sensor comes in a box with the following items:

o Quick Start Guide

« Wireless Charging Pad

o USB Cable for the Wireless Changing Pad

The Quick Start Guide contains helpful information to get you started as well as the relevant safety warnings (see
SilhouetteLite+ Warnings and SilhouetteLite+ Label Information). Please review this information before using the

device.

Before using the SilhouetteLite+ sensor it needs to be placed on the charger.

Charging the SilhouetteLite+ Sensor

To turn the sensor on, before the initial use or if the SilhouetteLite+ App reports the sensor is not found,
momentarily place the sensor on the charger.

If the SilhouetteLite+ App reports the sensor as having a low battery, then leave the sensor on the charger to allow it
to fully charge. A full charge from flat typically takes 90 minutes and once charged it is designed to operate for 30
days with normal usage pattens.
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The sensor is charged using the supplied Wireless Charging pad. To charge the sensor:

1. Use the supplied USB cable to plug the Wireless Charging Pad into a USB power supply or a USB socket on a
computer. A green LED on teh charger indicates that the charger has power but is not charging a sensor.

2. Place the Silhouettelite+ sensor face down on top of the charger to charge it.

o The sensor must lie flat on top of the charger for charging to take place.
o The bottom 2/3 of the sensor should be centered on the charger.
o A blue charger LED indicates that the sensor is correctly placed on the charger and is charging.

o To charge the sensor once it is attached to a device, place the device and sensor on the charging pad so
the sensor surface is lying flat on top of the charger. If you are having difficulty placing the sensor flat on
the charger, consider placing the device and sensor with the screen down and put the charger face down
on the sensor.

3. The charger LED turns off once the sensor reaches full charge.
4. Remove the Silhouettelite+ sensor from the charger to initiate sensor communication and connect your

device.

If the sensor is still on the charger and the charger LED is green, this indicates that the charge
A connection has broken and the sensor is no longer being charged. Reposition the charger or the
sensor until the LED turns blue.

Attaching the SilhouetteLite+ sensor directly to a device that also supports wireless charging will
A prevent your device from being charged wirelessly. If you wish to wirelessly charge both the
device and the SilhouetteLite+ sensor, then place the sensor on a removable case.

There is no charge indication on the physical SilhouetteLite+ sensor. The current charge state of the sensor can be
seen in the SilhouetteLite+ App. The battery indication in the App shows:
o High - means the sensor has been recently charged.

« Medium - means the sensor has plenty of charge and can be used for days under normal usage conditions.

o Low - the sensor has reached low charge. It still operates for a number of assessments but eventually stops giving
range measurements. The App continues to report Low sensor battery until the sensor reaches full charge again.

When the SilhouetteLite+ sensor is on the charger it can not communicate with the SilhouetteLite+ App and the App
reports "Sensor not found" when taking images. Remove the sensor from the charger to enable communication.

Attach the SilhouetteLite+ Sensor to Your Device

1. Determine the best position for the sensor on your device. The best position for the sensor is on a flat
surface (not overhanging any edges), with the black window on the sensor directly below and as close as
practical to the camera lens of your device.

o Make sure the whole sensor is on a flat surface of the device, not overhanging any edges or sitting on any
protruding items.

« Do not place the sensor over any lenses, microphones, or other sensors on the device.

o The sensor can be placed directly on your device or onto a hard case or cover, as long as it remains flat.
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Attaching the sensor to a soft case or cover may cause the sensor to detach as the case is removed.

e The sensor can not be used under a case or protective sleeve.
2. Ensure the surface of the device is clean.
3. Remove the adhesive backing from the SilhouettelLite+ sensor and attach it to your device.

The sensor can only be attached to a device once. Removing the sensor can damage it, and it is not
covered under warranty.

The figure below shows an example of the sensor placement on an iPad.

T

4

Silhoustte Lite+
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Setup the SilhouetteLite+ App

1. Ensure that the Silhouettelite+ sensor has been removed from the charger.
2. Enable the Bluetooth functionality on your device.
3. Open the SilhouetteLite+ App on your device.

4. The firsttime the App is opened, it prompts you to select a sensor. Select the SilhouetteLite+ serial number
that matches the serial number on the sensor attached to your device. If you don't have your sensor yet you
can skip this step and complete it later by accessing the settings menu once logged into the App.

1. Select the SilhouetteLite+ serial number that matches the number on the sensor attached to your
device. If there is more than one sensor in range, the closest sensor is typically listed at the top of the
list. If your sensor doesn't appear in the list then charge the sensor for at least 3 minutes, remove it
from the charger and try again.

2. Follow the instructions in the App to enter the information about how the sensor is placed on the
device.
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« The x andy offsets are X Offset—r«—
entered in mm and are — » -

measured from the center of
the device camera to the
edge of the black window on
the sensor. A picture is
provided in the App to assist A

with the measurement. These $ O Q
measurements allow an
indication of where the range

4
b
. . . ¥
sensor is working when taking o

q—
an image. O

>_

o A positive value for the x
offset means that the left
edge of the sensor window is
to the left of the device +
camera. A negative value for
the x offset means that the

left edge of the sensor \/\

window is to the right of the

device camera.

o A positive value for the y offset means that the top edge of the sensor window is below the
device camera. A negative value for the y offset means that the top edge of the sensor window is
above the device camera.

o If your device has two cameras then take the measurements from the wide angle lens (i.e. the
lens closest to the edge of the iPhone 7 Plus).

« Selectif the sensor is placed directly on the device or on a case. This selection allows for an
adjustment to the range reported by the sensor.

5. After the selection of the sensor, then the App asks for Your organisation's SilhouetteCentral URL. Enter the
URL of the SilhouetteCentral instance for your organization.

O When entering the SilhouetteCentral URL include the prefix http:// or https://. The
URL can be edited at any time by selecting the settings cog in the App.

6. Ensure the device is online and there is a network connection available.

7. Login to Silhouettelite+ by entering the username and password provided to you by your system
administrator.

O The App only allows the user to log in when there is an active connection to
SilhouetteCentral. Once logged in, the App can be used offline until the user logs out.

Changing SilhouetteLite+ Settings

App settings can be viewed and changed in the settings menu.

Select the settings cogicon (O) on the bottom right of the Patients screen to access the settings menu. There is
also a settings cog icon on log in screen which allows access to only the Change SilhouetteCentral Address option.
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Settings Close

SilhouettelLite+

ARANZ Medical Limited
Version: 1.2 (Build 54)

View End User License Agreement
Log
Connection Status

Metwork: Reachable (Wi-Fi)

SilhouetteCentral: Reachable
http:/fstaging.amil

Change SilhouetteCentral Address

Sensor Status
G17C00174

Battery Level: Medium
Change Sensor

Forget Sensor

Turn Off Sensor

To turn the sensor back on place the sensor on the charger

SilhouetteLite+ version and build

Selecting the View End User License Agreement opens the Silhouette Suite End User License Agreement
in a web browser window.

Selecting the Log option displays the SilhouetteLite+ log file and provides a button to Email the log to your
system administrator or to ARANZ Medical support at support@aranzmedical.com.
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[) Displays the status of the network connection. Reachable means that the App can send data on a
network, Not Reachable means that the App can not send data on a network. If the network is reported
as Not Reachable then check:

e That the device Wi-Fi or mobile data is on and connected.

« If using mobile data then make sure that SilhouetteLite+ is not restricted from mobile data use. The
App mobile data access restrictions can be found in the iOS Settings App on your device.

E Displays the status of the connection to SilhouetteCentral and the URL that it is trying to reach
SilhouetteCentral on. Reachable means that the App can send and receive data to and from
SilhouetteCentral. Not Reachable means that the App can not send or receive data from
SilhouetteCentral and the App is operating in offline mode.

If the network is listed as Reachable, but SilhouetteCentral is listed as Not Reachable, then check:

« The network the device is using (Wi-Fi or mobile data) is able to connect to SilhouetteCentral. Some
public networks might not be able to reach SilhouetteCentral servers which are behind corporate
firewalls.

e The URL listed is the correct URL for your organization’s SilhouetteCentral.
o SilhouetteCentral may be down for maintenance, check with your system administrator.

o One way to confirm if the SilhouetteCentral can be reached on your network is to put the listed
SilhouetteCentral URL into your devices web browser.

The Change SilhouetteCentral Address option allows you to change the SilhouetteCentral URL. This
should only be changed if requested by your system administrator. Changing it deletes any offline data
and will log you out of the App.
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G The serial number of the connected SilhouetteLite+ sensor is listed. If the serial number is blue then you
can select the serial number to open the SilhouetteLite+ sensor information screen, which shows:

e Sensor model number.
e Sensor serial number.
o Sensor battery level.

o Currentrange reported by the sensor with a status value. The range is reported without the Z offset
adjustment and the a status of 0 means good. A status of any other value means that the sensor is
operating outside the design values (e.g. the object is too far or too close for the range sensor).

o Firmware revision of the sensor.
o Hardware revision of the sensor.
o Software revision of the sensor.

e The X, Y and Z offsets set in the App for the sensor are also listed. To change these select Change
Sensor from the App Settings menu.

If the App can not currently communicate to the sensor (e.g. the sensor is flat or on charge) then the
sensor serial number is shown in gray and the sensor information screen can not be accessed.

If there is no sensor currently configured in the App (e.g. the sensor selection was skipped on App startup
or the Forget Sensor option has been used) then No Sensor Selected is displayed instead of a serial
number and an option Select Sensor is available to go through the sensor selection process. See "Setup
the Silhouettelite+ App".

Sensor Status
No Sensor Selected
Battery Level: n/a

Select Sensor

H Indicates the battery level of the sensor or n/a if a sensor cannot be found.

The battery level is shown as High, Medium or Low (requires charge). The sensor is still able to perform a
number of assessments with a Low battery, but the sensor should be placed on charge at the earliest
convenience.

Once the sensor is reporting a Low battery level, it continues to report a Low battery level until it
receives a full charge.

See "Charging the SilhouettelLite+ Sensor" for information on charging the sensor.

I Use the Change Sensor option to select a new sensor or to change the X, Y, or Z offset values being used.
See "Setup the SilhouetteLite+ App" for details.
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J Use the Forget Sensor option to remove the association between the mobile device and the sensor.

This option can be useful if one sensor is shared between a number of devices (i.e. when the sensor is
attached to a removable case). When one device has the sensor selected and the App open then the
sensor can not communicate with a second device.

K Use the Turn Off Sensor option to stop the sensor from broadcasting Bluetooth advertisements.
This option can be useful if you want to ship the sensor or want to attempt to reset the sensor.

Once the sensor is off, turn it on again by placing it on the charger.
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Using SilhouetteLite

Silhouettelite is an application designed for Apple® iPhone®, iPod® touch and iPad® devices. Silhouettelite is a
simplified application that enables users to add patients, wound images and simple notes (without measurements) to
SilhouetteCentral. The data collected at the patient’s bedside is synchronized with SilhouetteCentral over a secure
network connection when available.

This section of the guide goes through the main workflow to capture a wound assessment with the SilhouettelLite

App.

1.

2.

Download the Silhouettelite App

Setup Silhouettelite

Select or Create a Patient in SilhouettelLite

Perform an Assessment in Silhouettelite

Changing Silhouettelite Settings

Download the SilhouetteLite App

1.

2.

3.

Visit the Apple App Store on your device.

Search for SilhouetteLite with the icon shown below.

Download the SilhouetteLite App to install it on your device.

Setup SilhouetteLite

1.

2.

Open the SilhouetteLite App on your device.

The first time the App is opened, it asks for Your organziation's SilhouetteCentral URL. Enter the URL of the
SilhouetteCentral instance for your organization.

o When entering the SilhouetteCentral URL include the prefix http:// or https://. The
URL can be edited at any time by selecting the settings cogicon in the App.
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3. Ensure the device is online and there is a network connection available.

4. Loginto Silhouettelite by entering the username and password provided to you by your system
administrator.

0 The App only allows the user to log in when there is an active connection to
SilhouetteCentral. Once logged in, the App can be used offline until the user logs out.

Select or Create a Patient in SilhouetteLite

Logout Patients

Logout button Create Patient
Search box Clear search
Bob Smith
2 2 2 ———[Search results
1988-08-30

1. Search for the patient by entering part of the patient's name or patient identifier in the search box.

0 The search matches patients whose names start with the search characters, e.g. searching
for "lo" finds a patient called "Lot" but not "Bloggs".

2. Select the patient you want to create an assessment for by touching the patient's name on the screen.

If the patient you are searching for doesn't appear to be in the list then you can attempt to
refresh the list by swiping down on the screen.

3. Use the + in the top right of the Navigation bar (top of screen) to create a new patient record.

Perform an Assessment in SilhouetteLite
Once a patient is selected then the device camera opens to allow you to capture wound images.
1. Focus the camera by touching the screen where you would like it to focus.
2. Take up to 10 images using the round capture image button.
3. Select the image stack to review the images and unselect any that should not be kept.
4. Once complete, select Done to finish capturing images.
5. Select the note title to enter text into the notes.
6. Select Save to complete the assessment.
Assessments are sent to SilhouetteCentral once they are saved and when the device is

0 online. Data is only uploaded while the App is open. Leave the App open until the offline
data icon disappears from the bottom left of the patient selection screen.

The offline data icon:
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Changing SilhouetteLite Settings

App settings can be viewed and changed in the settings menu.

Select the settings cog icon (O) on the bottom right of the Patients screen to access the settings menu. There is
also a settings cog icon on log in screen which allows access to only the Change SilhouetteCentral Address option.

SilhouettelLite

_ ARANZ Medical Limited
Version: 1.1 (Build 37)

View End User License Agreement 1
Log +—— C

Connection Status

- Network: Reachable (Wi-Fi)

- SilhouetteCentral: Reachable
http.//staging.aml

Change SilhouetteCentral Address -

A SilhouettelLite version and build.

B Selecting the View End User License Agreement opens the Silhouette Suite End User License Agreement
in a web browser window. The same content is also contained in this manual, see CTEULA and Terms of
Use.
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C Selecting the Log option displays the Silhouettelite+ log file and provides a button to Email the log to your
system administrator or to ARANZ Medical support at support@aranzmedical.com, see CTEULA and
Terms of Use.

[) Displays the status of the network connection. Reachable means that the App can send data on a
network, Not Reachable means that the App can't send data on a network. If the network is reported as
Not Reachable then check:

« That the device Wi-Fi or mobile data is on and connected.

o If using mobile data then make sure that Silhouettelite is not restricted from mobile data use. The
App mobile data access restrictions can be found in the iOS Settings App on your device.

E Displays the status of the connection to SilhouetteCentral and the URL that it is trying to reach
SilhouetteCentral on. Reachable means that the App can send and receive data to and from
SilhouetteCentral. Not Reachable means that the App can not send or receive data from
SilhouetteCentral and the App is operating in offline mode.

If the network is listed as Reachable but SilhouetteCentral is listed as Not Reachable then check:

o The network the device is using (Wi-Fi or mobile data) is able to connect to SilhouetteCentral. Some
public networks might not be able to reach SilhouetteCentral servers which are behind corporate
firewalls.

e The URL listed is the correct URL for your organization’s SilhouetteCentral.
o SilhouetteCentral may be down for maintenance, check with your system administrator.

« One way to confirm if the SilhouetteCentral can be reached on your network is to put the listed
SilhouetteCentral URL into your devices web browser.

This option allows you to change the SilhouetteCentral URL. This should only be changed if requested by
your system administrator. Changing it deletes any offline data and logs you out of the App.
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The Silhouette Clinical User Interface (Ul)

The Silhouette Clinical User Interface (Ul) is available in both SilhouetteCentral and SilhouetteConnect products.
Silhouette is a computerized wound imaging, analysis, and documentation system.

SilhouetteCentral enables users to review, report, securely share and analyze the wound data collected by
SilhouetteConnect, SilhouetteLite+ and SilhouetteLite applications. SilhouetteCentral is accessed via a web-based
application and can collect wound data directly with a SilhouetteStar 2 device.

SilhouetteCentral is divided into two parts:
« Clinical - Provides access to the patient medical data stored in the Silhouette database for reviewing, editing, and

updating. Reports, images, and wound measurement data can also be exported for further processing and
importing into other applications.

« Administration - Provides facilities to manage units, groups, patients, and system users. SilhouetteCentral can also
be used to configure and customize the Silhouette system.

SilhouetteConnect is the software installed on a Microsoft Windows tablet, laptop or desktop computer.
SilhouetteStar devices connect via USB to a computer running SilhouetteConnect. SilhouetteConnect enables wound
assessments to be performed without connection to a network, and the data is synchronized with SilhouetteCentral
when a network connection is available.

SilhouetteConnect can be used in two modes of operation:

« Standalone mode provides the power of Silhouette on a single PC. Data is collected and stored on the PC. PDF
reports can be generated to share the results.

« Synchronized mode provides offline and wired SilhouetteStar 2 device support for SilhouetteCentral systems.
Data collected by SilhouetteConnect can be uploaded to SilhouetteCentral and data stored in SilhouetteCentral
can be downloaded and used offline in SilhouetteConnect.

Topics

Parts of the User Interface

Managing the SilhouetteConnect Patient List

The Patient Selection Screen

The Patient Dashboard

Assessments

Q0000
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Wounds
Tracing Wound Outlines
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Parts of the User Interface

Navigation

In most SilhouetteCentral and SilhouetteConnect screens, you are be presented with three menu groups as well as a
page footer:

i sih
' Back to Patient Selecticrn]
o
it P The Application Menu -
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Nk oo The Toolbar
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wores [ -
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Version
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Application Menu

Once you have logged in to Silhouette, your name is shown in the top right-hand corner, with a drop down menu,
known as the Application Menu:

o . .
Xy Main Administrator -

A @ Help
| / Manage Patients s B
C = Sync
£ Admin — )
E C+ Logout

A Help

Contains links to the User Guides to help you use Silhouette. It also contains the links to legal and licensing
information for Silhouette.

B Manage Patients

Opens the Manage Patients screen on SilhouetteConnect, allowing the selection of patients to download
to this instance of SilhouetteConnect.

This menu item is only shown in SilhouetteConnect if it is running in Synchronized mode and if the
current user has the Can Manage Patients permission.

C Sync

Initiates a Sync to SilhouetteCentral.

This menu item is only shown in SilhouetteConnect if it is running in Synchronized mode and if the
current user has the Can Synchronize permission.

[) Admin
Change your account settings such as your name, email address and password.

Also, if your account has the correct permissions, then you can administer settings for the application. See
the separate Administration User's Guide for more details.

E Logout
Log out of SilhouetteCentral or SilhouetteConnect.

There may also be an Export option available in the application menu when SilhouetteConnect is
operating in Standalone mode and the optional feature for Clinical Data Export is enabled. See the
Silhouette Administration User's Guide for more details on clinical data exports.
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The Toolbar

Options such as Edit, Save, Cancel, Import, Export, Delete, Close can be found in the toolbar area.

The options displayed are dependent on the page you are viewing and the permissions assigned to you by your
System Administrator.

The Sidebar

The Sidebar contains a summary of the selected patient, with the ability to select / create features.

On small screens the sidebar might be off screen to the side and can be bought on screen by swiping or dragging it
into view.

Version

Note that the version of Silhouette is displayed at the bottom-right corner of every page.

Return to Patient List (Home)

Selecting the Silhouette logo or the Patient search icon at the top-left corner of the screen at any stage returns you
to The Patient Selection Screen.

Selecting Items

Selected items in a list are colored with a blue highlight.

Selected items such as wound labels and images are indicated by a blue outline (below the Patient > Details are

selected):
FPatient
Overview
Notes
Quick Start Workflow

A typical workflow comprises:

1. Logging In to SilhouetteCentral or SilhouetteConnect

2. Select a Patient

3. Connecting a SilhouetteStar 2 using Wi-Fi or Connecting a SilhouetteStar using USB

4. Take Wound Images

5. Create an Assessment

See "SilhouetteStar Wound Imaging Workflow" for more detailed workflow steps.
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Managing the SilhouetteConnect Patient List

If SilhouetteConnect is set to synchronize (sync) to a SilhouetteCentral instance then the patients available offline on
SilhouetteConnect are typically a subset of the full set of patients.

The patient list is managed via the application menu options Manage Patients (See "Managing Patients") and Sync
(See "Synchronizing with SilhouetteCentral"). The Sync and Manage Patients options are only seen in the application
menu if your SilhouetteConnect software is configured to connect with SilhouetteCentral and your user account has
the correct permissions. If you have SilhouetteCentral and do not see these options, contact your system

administrator.

Synchronizing with SilhouetteCentral

The synchronization process coordinates the transfer of information between the SilhouetteConnect and
SilhouetteCentral. Information transferred between the user application and SilhouetteCentral includes:

o User account information

o All patient information, including images and notes
« Any wound assessment reports

« Additional configuration information for Silhouette

Information is transferred from SilhouetteConnect to SilhouetteCentral and vice-versa. For example, new images
captured in SilhouetteConnect are transferred to SilhouetteCentral, and updates to patient information made in
SilhouetteCentral are transferred to Silhouette.

There are three ways to initiate synchronization with SilhouetteCentral:
« Select the Sync option in the application menu. Synchronization begins immediately.

o Select the Manage Patients option in the application menu to choose patients to add to and remove from
Silhouette. See Managing Patients for more information.

o Automatically when you log off, if this functionality has been enabled by your system administrator.

The time required for synchronization depends on the number of patients and images to be transferred and the
speed of the communication path between SilhouetteConnect and SilhouetteCentral. As synchronization proceeds,
SilhouetteConnect displays progress at each stage.

If a compulsory update to SilhouetteConnect software is available, a message appears asking you to update
SilhouetteConnect before synchronization can continue. The updated SilhouetteConnect software can be
downloaded from SilhouetteCentral at <SilhouetteCentral URL>/install, e.g.
https://silhouettecentral.myorganisation.com/install.

See the Silhouette Configuration and Installation manual for further instructions on updating SilhouetteConnect.
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Managing Patients

The Manage Patients screen is only available in SilhouetteConnect and only if it is configured to synchronize with
SilhouetteCentral.

In the Manage Patients screen, you can choose patients to add or remove from the user application before starting
the synchronization process.

When the Manage Patients screen first opens, SilhouetteConnect establishes a connection with SilhouetteCentral
and retrieves the list of patients available on SilhouetteCentral. The Manage Patients screen shows the list of
patients available on this installation of SilhouetteConnect on the left and the list of patients only available in
SilhouetteCentral on the right:

T — ——
© SilhouetteConnect - Manage Patients - =N X
Main Administrat
SilhouetteConnect an sanincssr () @)
Patients on this SilhouetteConnect Available Patients All patients
Within [Unit A - Search 3 within|  availableon =
The list of patients in [ I SilhouetteCeniral :
SilhouetieCuniect t Name Middle Na... Pat : : First Name //(ddle Na... PatientI[
Click to copy selected -
erry are Judith TF3 ) - Maria TF02357 l
i SilhouetteCentral patients
7] Bloom Meredith Coaper TF3 to SilhouetteConned Steven Arthur TF31098
[ Jones Oliver Wendell ZW Peter TF31947
I Morrow Alexandra Mary TF32007 E-é Goodwin Mark TF32097
[ Moses Olivia TF329073 O Gow Hilda DF2368:
[Tl Parker Daniel Maurice TF3218¢ [C] Grayson Richard TF00902
[Z] Singh Alice ZW0124 [”] Petersen Andrew David ZW3468
[T Smith John - [71 Probst Terry TF32473
[T Taylar Marisa se\ggg E’a;?e’n?:‘;om 1 Rudd Ashley George ZW0719
O watson Judith SilhouetteConnedt £ Smith Tom ZW6783
[ wayne Bruce [C] Stanford Louis TF32892
[C] Webb Gina Alice TF3207€ Wap\eton Edna Elizabeth TF32589
O webb Jane TF3298¢ ang Kelvin S Kw2974
O white Julia Anna TF3109 1ick to selecta palient, then David Arthur TF33092
71 wilkins Jane TF3327 click the left arrow buttonto | Jonathon Andrew 7W0345
[T wilkinson Lois TF879 copy the patient to Tina TF33892
SilhouetteConnect David ZW4573
Click to begin the
synchronization
process
< m 2 < n L% 3
B Cancel Select All Deselect All Select All Deselect All h

To copy patients from SilhouetteCentral to SilhouetteConnect, check the boxes for the required patients in the
Available Patients list, then click on the left arrow button to move the selected patients to the Patients on this
SilhouetteConnect list. Patient information remains on SilhouetteCentral after synchronization.

To remove patients from the user application, check the boxes for those patients in the Patients on this
SilhouetteConnect list, then click on the right arrow button to move the selected patients to the Available Patients
list. Patient data is preserved on SilhouetteCentral, but the patient does not appear in the SilhouetteConnect.

Click the Sync button to begin the synchronization process. The time required for synchronization depends on the
number of patients and images to be transferred and the speed of the communication path between
SilhouetteConnect and SilhouetteCentral. As synchronization proceeds, SilhouetteConnect displays progress at each
stage.
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The Patient Selection Screen

After you log on, the list of patients in the database is displayed. Select a patient to create new wounds or

assessments for that patient.

® H &
(;1 S | h()ue‘tte(J t_%) Main Administrator -
Mandarin Banana Ashish Boobun Jane Doe Regular Expression
258 1234 PX1234 34234
) - 10-08-1982 =
Foo Fighter Sunshine Mooloolaba Sangeetha Nambiar Apple Orange
Abcdefg 1001 333 147
- - - 14-08-1983

You can:

Filter the list of patients. Enter part of a patient's name or Patient ID in the Search box.

L]
« Start capturing images for a patient. Select that patient, then select the Portfolio button to connect SilhouetteStar
2.

« Add a patient to the database. Select the Create button. See Creating a New Patient for more information.

Edit the details for an existing patient on Silhouette. Select the Patient, and then go to the Details section.

You can return to the patient selection screen at any time by selecting the patient with the magnifying glass icon in

the top left of the interface.
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Creating a New Patient

To create a new patient, select the Create button in the Patient Selection screen. In the screen that appears, fill out
the required fields, which are indicated by an asterisk (*).

To save the information select Save, or Cancel to return without saving.
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The Patient Dashboard

The patient dashboard shows a summary of information about a selected patient:

.Q S[ houette® @ PrﬂEEﬂSﬁgﬂ &3 Main Administrator «

wound assessment + management
4+ Patient Assessment

raiient [y Patient Summary

Orange Apple

147 3 3 34 W
ounds
Wounds Assessments Years old
Overview o\
Details
Investigation

History \o

Medical History

Medication \o

Wounds

A Scalp,
Superior

B: Left Hand,
Palm

C Left Upper Patient Timeline

Arm, Anterior
=+ Patient Assessment

Wound B - Wound Assessment
® 2018-04-12 14:39

Wound Images

Patient Summary

A high level overview of the patient is displayed with wound count, assessment count, and patient age.

Sidebar

The Sidebar provides information on the patient:

« Overview - general patient details.

« Patient Notes - a list of the different patient notes that have been added to the patient, including patient
demographic details.

« Wound List - a list of wounds with their label and location.

These items listed above can be selected to view in greater detail, or to edit if required.

On small screens the sidebar may be hidden off screen. Drag it on and off screen from the left as needed.
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Patient Timeline

The Patient Timeline shows all the assessments recorded for the patient, in order of occurrence (newest
assessment at top):

Patient Timeline

=+ Patient Assessment

Visit Assessment
® 2018-04-12 14:53

Wound B - Wound Assessment
O 2018-04-12 14:47

Wound Images

[

Area: 1.9cm? Perimeter: 51mm Length: 17mm Width: 16mm
Max Depth: 2mm Mean Depth: 1mm Volume: 0.2cm? Ruler: -

Wound B - Wound Assessment
© 2018-04-12 14:46

Wound Images

- A

Each Assessment in the timeline has a title, the date and time of the assessment, a thumbnail (if an image has been
captured) and summary information about the wound (if applicable).

The date and time shown in the timeline are localized to the time zone of your computer. If you have users using the
system in multiple time zones then other users will see the assessment localized to their time zone. Assessment date
and times on PDF reports and in data exports are shown in the time zone they were created in.

To view the Assessment in greater detail, click on the assessment block in the timeline.

To view or edit the wounds images in full screen, click on assessment block to open the assessment. Once the
assessment is opened, then select the image to view or press edit and then select the image to edit.
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The Patient Timeline is similar to the Wound Timeline, except that it shows all the assessments for the patient. The
Wound Timeline only shows patient level assessments and the wound assessments specific to that wound.
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Assessments

Several different types of assessment can be created for a patient, depending on the configuration of the system,
but are generally arranged into two common assessment types:

« Patient Assessment for assessments about the patient as a whole person.

« Wound Assessment for assessments specific to a single wound. Wound assessments are where wound healing is
tracked.

Selecting an assessment in the timeline shows that assessment in greater detail:

Wound Assessment for Wound B on Left Lateral Malleolus: 2018-10-08 07:53

& Create Report

Images

Wound Images

Area: 4.50cm? Perimeter: 76mm Length: 27mm Width: 23mm
Max Depth: 4mm Mean Depth: 1mm Volume: 0 7cm? Ruler: -
Details -
Eticlogy Wound Margins
Pressure Ulcer: Stage 4 Inflamed

The information contained within the assessment can be customized by a system administrator, but generally
contains information such as:

o Images.

o Wound statistics - such as area, depth, volume.

« Wound history.

« Wound details, and the details of the surrounding area.

e Treatment.

New Patient Level Assessment

. =+ Patient Assessment _
To create a new Patient Level Assessment, select the button at the top of the page, or in the

Patient Timeline, the information regarding the patient that can be stored is:
o Admission and discharge information.

o Physician details.
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« Patients vital signs.

o General pain levels, etc.

Note: The only type of assessment that can be created from the patient dashboard is a patient level assessment.

Assessment PDF Report

The Create Report button at the top right of the screen lets you create PDF reports.

Create an assessment report by navigating to the desired assessment and selecting the Create Report button. If the
button is not available then you may not have sufficient permissions to create reports.

The report is generated and downloaded. When using SilhouetteCentral the download location is the default set by
your web browser. When using SilhouetteConnect you will be prompted to choose the save location.

The PDF report includes a footer referencing the time zone used to display the dates and times in the report. The
PDF report time zone is selected based on the time zone where the assessment was initially created.
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Wounds

The image of the patient shows where on the body the wounds occur, the image below has the wounds labeled A-D.

Selecting on the wound label opens the wound summary, which can also be accessed by selecting the wound label
on the sidebar.

Create a new wound by selecting the + Wound button in the side bar beside the wounds heading. When creating a
Wound in SilhouetteLite+ or SilhouetteConnect the wound label is not assigned until the wound is synced with
SilhouetteCentral. Until the wound label is assigned a - is displayed for the label.

To edit wound details select the wound and use the Edit Wound button in the toolbar.
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Wound Dashboard

Selecting one of the Wounds from the Sidebar opens the Wound Dashboard for that selected Wound:

=+ Wound Assessment f Edit Wound

Wound Summary

4 2018-04-12 2018-04-12
Assessments First Assessment Most Recent Assessment
Measurements
Area Volume Mean Depth Max Depth Perimeter

25 5
45

20 4
35

15 3
25

10 2
1.5

5 1
0.5

0 0

2018-04-12 2018-04-12 2018-04-12 2018-04-12 2018-04-12 2018-04-12 2018-04-12 2018-04-12
Wound Timeline

=+ Wound Assessment

Wound B - Wound Assessment
(© 2018-04-12 14:47

Wound Images

(4

This key features of this screen are:

« Wound Summary - showing the duration of the wound, how many assessments have been made, the status of
the wound and treatment plan.

« Measurements - graph showing how the wound has changed over time (select the required view by using one
of the tabs across the top of the graph).

« Wound Timeline - assessments made on the wound are displayed in chronological order with the latest
assessment at the top, with thumbnail images and summary details.
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Measurements

Measurement graphs are displayed on the Wound Dashboard to chart the progress of the selected wound. Tabs
across the top show for measurement graphs depending on the data present - such as Area, Area Reduction,
Volume, Perimeter, etc.

Selecting a data point on a graph takes you to the relevant assessment that added this data.

New Wound Assessments
A new wound assessment can be created from the Wound Dashboard. Selecting the new assessment button at the
top right of the screen or the top of the Wound Timeline causes a new assessment form to appear.

Note: each Silhouette system can have its own list of assessments and associated notes fields avaliable, which is
configured by the Silhouette system administrator.

Select the required assessment type from the list, and fill in the details. When you have finished, Save the
assessment and it will be added to the top of the Wound Timeline.

Assigning SilhouetteStar Captured Images

Images captured using SilhouetteStar are stored in a portfolio. These images need to be assigned to assessments
(usually Wound Assessments) to enable tracing and tracking of healing.

To assign the images, create a new assessment (or edit an existing one), and select the Add Images (+) button on the
images field.

or drag it here

This opens the Portfolio. Select the images you want (selected images highlighted with a blue border), and select Ok.
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Portfolio ﬂ

Assign image(s) to Wound Images for Wound C: Forehead, Left Lateral

Captured images

:u
/

© 31-10-2017 11:11:16 @ 31-10-2017 11:10:57

@ 31-10-2017 11:10:55 ﬂ

To delete images, open the Portfolio (by selecting the cameraicon in the left-hand sidebar) and select the rubbish
bin icon on the images you want to remove. The deleted image disappears and shows an Undo link for 5 seconds, in
case the wrong image was selected by accident.

Use the link underneath the image to remove images from the assessment. If it was just added to the assessment,
the link Return to portfolio is available and selecting it returns the image to the Portfolio. If the image had been
added during a previous assessment edit, the link Remove from assessment is available and selecting it deletes the
image from Silhouette.
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Wound Images

Thumbnails of all the images for the assessments are shown:

Wound A - Wound Assessment
(© 2018-10-09 07:50

Wound Images

Area: f 1cm? Perimeter: 104mm Length: 35mm wWidth: 30mm
Max Depth: 7mm Mean Depth: 2mm Volume: 1.7cm?® Ruler: -

The measurements shown underneath the images always pertain to all the images. To see the measurements for
just one image, open it in the image viewer, which displays the measurements from just the image in the viewer.

For more information about capturing images for circumferential wounds, see Taking a Multiple Image
Measurement.

To open the full-screen image viewer, select the image in the assessment view. In the image viewer you can control
what you see overlayed onto the image and you can also export the image. The following describes the icons in the
Image viewer that can be toggled on and off.

>

« Show or hide the lasers. Select the Show/Hide Lasers button in the full-screen view .
o Show or hide the laser detections (the points where the software has detected the laser). Select the Show/Hide

>

Laser Detections button in the full-screen view |

@

« Show or hide the wound outline. Select the Show/Hide Outline button in the full-screen view .

Z

o Show or hide the rulers. Select the Show/Hide Rulers button in the full-screen view .

8

o Show or hide the axes. Select the Show/Hide Axes button in the full-screen view .

<
o Export the image. Select the Export Image button in the full-screen view .
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Editing an Assessment

Edit the assessment to work with the tracings on the image.
o Once the assessment is open in Edit mode then select the image to open the image tracer.

« Edit the image by redrawing or adjusting the wound outline. See "Tracing Wound Outlines" for more information
on editing tracing.
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Tracing Wound Outlines

Select the image thumbnails on an assessment to open the trace screen and trace the wound outlines. The
assessment must be in edit mode (i.e. not read mode) to trace. Selecting an image in read mode, opens the image
viewer without the trace tools present.

To trace wounds, zoom into the image either by selecting the zoom image button, using the scroll wheel on your
mouse, or by using pinch to zoom gestures on a touch interface. Once zoomed the image can be panned by grabbing
part of the image away from the on-screen pencil.

Trace the wound outline by dragging the pencil to the edge of the wound. Hold the pencil in one spot to start the
tracing and then move the pencil along the edge of the wound.

Captured- 31-10-2017 11:11:35 Area: -, Island Area: -, Perimeter- -, Length: -, Width" -, Max Depth: -, Mean Depth: -

Draw wound
outline

£
Move wound/ruler »
@

Clickandthen select
awound outline/ruler 4
to delete

Undo action (drawing,
deleting, etc) 0
Show orhide
the lasers

Show or hide
the wound
outline

Draw the outline by
dragging the pencil
alongthe wound
boundary

Cancel

Draw in one direction until the circular target (the starting point) is reached:

The target

Draw inone
Draw until the target direction
is reached and the
outline closes

Draw the outline by
clicking along the
wound boundary

If you wish to delete the whole outline, select the Delete button, then on the outline you wish to delete. To start
drawing again, select the Draw outline button.
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When tracing the wound boundary, it is important to draw in one direction. For example, draw in the clockwise
direction or the counterclockwise direction, but do not draw in one direction then switch to the other direction.
Ensure that the different parts of the outline do not overlap:

The wound outline is a
single line, with no
overlapping sections
Part of the wound
outline is two lines

The wound outline has
been drawn twice

Captured: 31-10-2017 11:11:35 | Outlines must not cross over each other
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Once you have reached the target, the outline closes and the wound's area and perimeter are displayed:

Captured: 31-10-2017 11:11:35 | Area: 11.8cm?, Perimeter: 12.7cm, Length: 4.5cm, Width: 3.7cm, Max Depth: 1mm, Mean Depth: Omm

Onee the wound is closed,
wound measurements will
be calculated and displayed

Once you have drawn
to the starting point,
the wound will close

Cancel

Maximum depth and volume may also be displayed for some wounds.

Copyright © 2018 ARANZ Medical Limited



Tracing Wound Outlines * 79

You can also draw outlines of any wound fragments or islands. To do this, select the Draw outline button and trace
the island or fragment, ensuring the outline is closed. Silhouette automatically regards outlines inside other outlines
as islands and separate outlines as fragments:

Captured: 31-10-2017 11:11:35 | Area: 815mm?, Perimeter: 207mm, Length: -, Width: -, Max Depth: -, Mean Depth: -

Cancel

When you outline islands and/or fragments for a wound, maximum depth and volume are not calculated or
displayed for that wound.
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You can also draw rulers on the image to measure different parts of the wound. To do this, select the Draw rulers
button and then select and drag the pencil across the distance you wish to measure. When you release the pencil,
an annotation appears next to the ruler showing you the distance measured:

Captured: 31-10-2017 11-11:35 | Area: 11.8cm?, Perimeter. 12.7cm, Length: 4.5cm, Width: 3.7cm, Max Depth: 1mm, Mean Depth: Omm

Move the pencil to a starting point, then
hold the pencil in one place to start the
ruler, drag the pencil across the image
and and release the pencil to finsh the
ruler and measure.

Select to add
another ruler i

Select to edit

existing rulers

To delete a ruler, select
this tool and then select
ruler to delete

Select to hide
or view lasers

Select to hide
or view tracings

Cancel

You can draw additional rulers, if required. If you wish to edit a ruler, select the Edit button, then select one of the
end points of a ruler and drag to move it.

Once you have finished outlining and measuring all the wounds, select the Apply button. The apply button accepts
the tracings but the tracings are not saved until the assessment is saved.

If you do not trace an image, it can be kept as a reference image. Reference images are useful if you wish to capture
an image of the surrounding tissue to demonstrate, for example, redness or swelling extending beyond the
measured wound image.
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The Silhouette Admin User Interface (Ul)

The options available under the Silhouette Admin in the Application Menu are dependent on your permissions. For
most clinical users the only options available are to view and edit your own profile information (See "Profile"),
including the ability to change your password (See "Changing Your Password"), and Licensing.

The options available can differ for SilhouetteCentral and SilhouetteConnect depending on the deployment modes.
More information about other Silhouette Admin features see the Silhouette Administration User's Guide.
Profile

In the Profile screen, you can:

« Change the password you use to log on to Silhouette. See Changing Your Password.

« Change other account settings, such as your name, contact details or email address.

You may not be able to access the Account screen if your user account is administered centrally
via your IT infrastructure. In this case you should contact your systems administrator if you need to
change any details of your user account displayed within Silhouette.

Changing Your Password

To change your Silhouette password:

1. Navigate to the Admin -> Profile screen.

2. Select the Change Password button.

3. Enter your existing password in the Current Password box.

4. Enter your new password in both the New Password and Confirm Password boxes.
5. Select the Save button to update the system with your new password.

User names and passwords are used across the Silhouette Product Suite, so you will need to use the new password
when logging in to SilhouetteCentral, SilhouetteConnect, SilhouettelLite or Silhouettelite+.
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Licensing

The Admin > License screen allows you to update the license for the current Silhouette component. For example,
the License screen in SilhouetteCentral shows details about the licensing of SilhouetteCentral and the License screen
in SilhouetteConnect shows details about the licensing for that install of SilhouetteConnect. The following license
details are displayed:

1. Client Code: The client code that the product s licensed against. If there is no client code in the text box, then the
Silhouette instance is unlicensed and operating in a trial mode.

2. Created: The creation date of your license.
3. Expires: This is the expiry date of your license. The word 'Never' is displayed if you have a perpetual license.

4. Features: Any optional software features that have been licensed are listed here.

Licensing Silhouette

Underneath the license details there is a Check for Update section that provides an Update button. To license
Silhouette for the first time, enter your client code and select the Update button. To subsequently update your
license, for example if you have purchased additional features or extended your warranty, it is only necessary to
select the Update button.

In order for the automatic license update process to function, access to the Internet is required. If there is no
Internet access, instructions on obtaining the license file manually are provided once the Update button is pressed.

HTTP Proxy Configuration

The ARANZ Medical licensing server is hosted on the internet at www.silhouettecentral.com.

When attempting communication with the licensing server, Silhouette uses .NET's default proxy
settings. If your network environment requires Silhouette to use a different proxy server, this can
be specified by updating the defaultProxy setting within Silhouette's web.config file.

As an example if you desire Silhouette to make use of a proxy server located at 192.168.2.1 port
8888 you could update the relevant section of the web.config file as follows:

@ <system.net>

<defaultProxy enabled="true">
<proxy proxyaddress="http://192.168.2.1:8888"/>
</defaultProxy>

</system.net>

Please refer to Microsoft's online .NET framework configuration documentation for further
details.
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SilhouetteConnect Admin

The Administration features available in SilhouetteConnect depend on the mode of operation.

In standalone mode, the administration of SilhouetteConnect includes:

Users

Groups
Assessments
Patient Notes
Units
SilhouetteStar 2

License

In synchronized mode, the administration of system settings is controlled in SilhouetteCentral. The settings available
in SilhouetteConnect are:

Profile (see Profile)
SilhouetteStar 2

License (see Licensing)

Refer to the Silhouette Administration User's Guide for details on all of the above items.

There are also some hidden SilhouetteConnect settings that can be configured by ARANZ Medical support users.
Contact ARANZ Medical Support before changing these settings. These hidden settings include:

Synchronization Settings

Organization Settings (includes display formats and application lock time for standalone installs)
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Troubleshooting

The troubleshooting section provides solutions for common problems you may have using the Silhouette clinical
tools. For any issues you experience with Silhouette that are not resolved by following the instructions in this topic,
please contact your organization’s IT support team or ARANZ Medical customer support.

o Recovering Forgotten Password

« Troubleshooting SilhouetteLite+

e Troubleshooting SilhouetteStar
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Recovering Forgotten Password

If you have forgotten your password, select the "Forgot your Password?" link on the log on screen. If you do not see
this link, your administrator may have chosen to disable this feature, in which case contact your system
administrator for further advice on how to regain access to your account.

R —— Forgot your password?

Once the "Forgot your password?" link is selected, you are prompted to enter your email address. You should enter
the email address that is associated with your Silhouette user name.

In order to reset your password please enter your email address.
Email Address
EICancel [1Send Password Reset

A message is displayed to confirm that an email with instructions to reset your password has been sent to the email
address you specified.

Password reset request

Information on how to complete your password reset request has been sent to your email address.

Please check the email for instructions on how to complete the password reset

Check your email account for the email sent by Silhouette. Use the link in the email to reset your password.
Selecting the link loads the Silhouette website and prompts you to enter a new password.

Please enter the new password for 'test’.

he password must match the following criteria:
« A minimum of 3 characters.
« A maximum of 20 characters

New Password *

Confirm Password *

You will receive confirmation that your password has been changed. You can now proceed to log on with the new
password.
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Password Reset

Your password has been reset, please proceed to log on with your new password.

If you receive a password reset request email and do not remember requesting it, an additional link in the email
may (depending upon system configuration) be provided that allows you to cancel the password reset request so
any other person who manages to view the email can not reset your password.

0

uest canceled. The link can no longer be used to

@

Forgot your password?

i

In some circumstances you may get a password reset email that indicates your user account is not able to have its
password reset via email. In this scenario contact your system administrator for further instructions on how to reset
your password.
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Troubleshooting SilhouetteLite+

ISSUE: The SilhouettelLite+ sensor does not show in the SilhouettelLite+ App

If the SilhouetteLite+ sensor either does not show in the 'Select Sensor' list or if the App reports 'Sensor Not Found'
then try placing the sensor on the charger. A 10 minute charge should give enough charge for an assessment to be
completed.

The sensor must be removed from the charger before it communicates with the App again.
ISSUE: The SilhouettelLite+ App is not uploading data to SilhouetteCentral
Go through the following checklist to confirm that the App can upload data to SilhouetteCentral:

o Check that your device has a Wi-Fi or a Mobile Data network connection.
« If using Mobile Data then check the settings App to confirm that SilhouetteLite+ is allowed to use Mobile Data.

« Check that your device can reach your instance of SilhouetteCentral by putting the SilhouetteLite+ sync URL into
the web browser on the device.

o Check with your system admin to confirm your user account is not locked or disabled.

« Check to see if the patients, wounds, or assessments you expect to be uploaded to SilhouetteCentral are
uploaded (i.e. determine if the problem is uploading data or just in the reporting of offline data on
Silhouettelite+).

« If the app is constantly blocked showing Syncing Saved Data and the data upload is not occurring in the normal
time, then force close the App and then reopen it and give it more time to upload.

« If you have not previously logged out of the App and the Syncing Saved Data message is showing, then turning
the device to airplane mode and then opening the App will allow you to work offline.

If the problem persists then open the settings menu in the App (cog icon in the Patients screen) and select Logs.
There is an email link in the logs screen and this can be emailed to your system administrator to provide further
help.

ISSUE: The Silhouettelite+ App reports Bluetooth off even if device bluetooth is on

The SilhouetteLite+ App does not detect the bluetooth state from the device correctly on some devices. This can be
a device error and can be remedied by switching the device bluetooth off then on again.

Version 4.4



88 * Troubleshooting SilhouetteStar

Troubleshooting SilhouetteStar

ISSUE: SilhouetteStar is not detected
If a message appears saying the SilhouetteStar camera is not connected, when it s, or if SilhouetteStar's lasers/LEDs
do not turn on automatically during image capture:

o Check that the USB cable is connected properly at both ends.

o Check that the USB cable is not damaged. Use a different SilhouetteStar-branded USB cable, if one is available.

o Try adifferent USB port on your computer.

o Check that the port your cable is connected to supports USB 2.0.

o Ensure that your USB port is not locked. If you think your USB port might be locked, contact your organization's
IT administrator.

o Exit SilhouetteConnect and restart the computer.

A SilhouetteStar 2 in wired mode also requires some PC firewall rules to be added. These firewall rules are added
to the Mircosoft Windows™ firewall by the SilhouetteConnect installer. If a different firewall is being used then rules
to allow inbound TCP connections on ports 9874 and 9875 must be added to the configuration. If your firewall is
centrally managed then you will need to contact your organization's IT administrator.

ISSUE: Laser detections are poor

The ability for the laser lines to be detected in the image can be effected by excessive ambient light or by operating
the camera outside of focus length. Poor laser detection can be seen in the Image Viewer as either little blue dots
(indicating laser detection points) placed randomly on the image or by excessive brightening of parts of the image.

If poor laser detections are found then try the following:

o Reducing the amount of ambient light on the scene. The camera is designed to work in typical indoor florescent
lighting. Closing curtains or having someone stand so they create a shadow on the scene can help provide better
laser detections and a generally good image.

o Make sure that the image is taken at the correct focal length by ensuring the lasers form a star patten on the
scene.

o Reduce the depth in the scene by placing something behind what is being imaged. If the body part being imaged
is very small and the background is distant then placing something behind the body part can help with the laser
detection. For example, instead of imaging a finger 1m above the floor, have the patient place the finger on a
desk or hold something behind the finger that will show the lasers.

Issue: The PC WiFi connection drops when the SilhouetteStar 2 camera is connected via USB

A feature of Microsoft Windows™ allows the PC to automatically turn off Wi-Fi if there is another network
connection present. In Windows 8 and above, the group policy "Prohibit connection to non-domain networks when
connected" must be left "Not configured" or be set to Disabled. Some third party network management software
may also offer similar network adapter switching features. Care must taken to determine compatibility.

The opposite problem can also occur, where a wired IP network (SilhouetteStar 2 connection) may not be allowed if
there is a mobile or metered connection in place. This is typically a rule enforced by 3rd party networking or
mobility software. You will need to contact your IT administrator to resolve this issue.
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CTEULA and Terms of Use

This section provides the Silhouette license information, consisting of:

« Conditions of Transfer and End-User License Agreement

« ARANZ Medical Limited — Silhouette® Product Suite Terms of Use

Conditions of Transfer and End-User License Agreement

for ARANZ Medical Limited and Silhouette® Product Suite
Effective Date: 1 January 2018

”VI PO RTA NT — READ CAREFULLY: This Conditions of Transfer and End User License Agreement ( CTEULA)

constitutes a legal agreement between You and ARANZ MEDICAL LIMITED, covering (1) the sale or leasing of one or
more units of Silhouette Hardware, and (2) the licensing of Silhouette Software, in the SILHOUETTE® product suite. This
CTEULA also covers the circumstance in which one of more unit(s) of Silhouette Hardware is/are (i) provided to You
under a Subscription Contract, or (ii) loaned to You for evaluation, research or other purposes.

PLEASE READ THIS CTEULA CAREFULLY BECAUSE USING THE SILHOUETTE HARDWARE OR THE SILHOUETTE SOFTWARE WILL
BE DEEMED TO BE ACCEPTANCE THAT THEY ARE BEING USED ON THE FOLLOWING TERMS.

1. Defined Terms. As used in this CTEULA and in the Terms of Use, the following terms have the following meanings:

AML means ARANZ Medical Limited.

Hardware Use License means a license to use one or more unit(s) of Silhouette Hardware provided by AML (or
one of its distributors) under a Subscription Contract.

Module means an add-on, option or feature, which is associated with a Silhouette Software product but is
licensed for an additional license fee.

Upgrade means a subsequent release of a Silhouette Software product which AML may offer to license holders
with a current paid up Support Contract at no additional license fee and may include bug fixes and new
functionality.

Order Form means the contract (including any Subscription Contract), quotation or purchase order accepted
by AML designating which unit(s) of Silhouette Hardware (if any) are being sold, leased or loaned to You,
and which units of Silhouette Software (if any) are being licensed to You.

Point of Care Access License means a license to SilhouetteCentral that permits specified Point of Care Devices to
communicate with an instance of SilhouetteCentral.

Point of Care Device means an image capture device, and includes a Silhouette Device, but also includes a
smart phone or tablet provided by You running SilhouetteLite or SilhouetteLite+.

Products means, collectively, any Silhouette Device or Silhouette Accessory sold, leased or loaned to You (or
provided to you under a Subscription Contract), any Silhouette Software licensed to You, and any Support
or Services purchased by You.

Services means any additional services purchased by You from AML (and/or its distributor) over and above
those services included in Your Support Contract (see Part 4 of the Terms of Use for more detail).

Silhouette Accessory means accessory hardware produced by AML, other than the Silhouette Devices, and
includes the SilhoutteLite+ Sensor.

SilhouetteCentral means the executable code version of the application software for the storage and
organization of wound data, produced by AML under the SILHOUETTECENTRAL™ trademark.
SilhouetteConnect means the executable code version of the application software for wound image processing
and storage on a personal computer, laptop or tablet provided by You, produced by AML under the
SILHOUETTECONNECT™ trademark.

Silhouette Device means one or more image capture devices in the Silhouette product suite produced by AML,
including SilhouetteStar.

Silhouette Hardware means, collectively, the Silhouette Device(s) and the Silhouette Accessory(ies).
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SilhouetteLite means the executable code version of the application software for wound image and data
capture and processing, produced by AML under the SILHOUETTELITE™ trademark.

SilhouetteLite EULA means the End User License Agreement that the end user agrees to when he/she/it
downloads SilhouetteLite or SilhouetteLite+ from the Apple App Store.

SilhouetteLite+ means the executable code version of the application software for wound image and data
capture and processing with the Silhouettelite+ Sensor, produced by AML under the SILHOUETTELITE+™
trademark.

SilhouetteLite+ Sensor means the range finder accessory device, and associated battery charger, produced by
AML under the SILHOUETTELITE+ SENSOR™ trademark.

Silhouette Software means collectively SilhouetteCentral and SilhouetteConnect, and also includes Upgrades
and Modules with respect to each of same. The “Silhouette Software” also includes any documentation
provided or made available to You by AML in connection with and pertaining to the Silhouette Software,
whether in printed or electronic format, and any associated media or printed materials pertaining to the
Silhouette Software. For clarity, as used herein, the term “Silhouette Software” does not include
SilhouetteLite or SillhouetteLite+, as those products are licensed under the terms of SilhouetteLite EULA.
SilhouetteStar means the SILHOUETTESTAR™ image capture device.

Subscription Contract means a contract (including an Order Form) under which AML provides you with a
bundle that may include licenses of Silhouette Software, a Hardware Use License, Limited Warranty, Support
and/or Services for a defined fixed term (Fixed Term), and You agree to pay subscription fees for that Fixed
Term.

Support means the support services that AML provides to license holders of the Silhouette Software who have
paid for a Support Contract for the current support period (see clause 12 and the Terms of Use for more
detail).

Support Contract means the contract that the holder of a license of the Silhouette Software must purchase as a
precondition to receiving Support and Updates during a designated support period (see clause 12 and the
Terms of Use for more detail).

Terms of Use means the ARANZ Medical Limited Silhouette® Product Suite Terms of Use, which are
supplemental to and incorporated by reference into this CTEULA, as such Terms of Use may be revised from
time to time.

You or Your means the person or entity that purchases, leases, borrows or subscribes to use of Silhouette
Hardware, purchases Support or Services, and/or holds a license of the Silhouette Software.

Cover: This CTEULA applies to all Products sold, leased, loaned, subscribed or licensed to You by AML (and/or one of
AMLU’s distributors). The Order Form will designate whether and which units of Silhouette Hardware are being sold, leased
or loaned to You or provided to You under a Hardware Use License. The Order Form will also designate whether and which
units of Silhouette Software (including any Modules) are being licensed to You. This CTEULA incorporates the Terms of Use
all of which Terms of Use shall apply between AML and You as though set forth in this CTEULA in full.

Risk: The risk of loss to the Products shall pass to You immediately upon delivery of the Silhouette Hardware unless
otherwise agreed in writing.

Delivery. Delivery of the Silhouette Hardware shall occur when the Silhouette Hardware arrives and is signed for at the
address shown on the Order Form.

Title: In the case of sale of one or more units of Silhouette Hardware, ownership of the Silhouette Hardware shall not
pass to You, nor shall You have a license to use any Silhouette Software until You have paid for the Silhouette Hardware in
full and also paid all license fees owing for the Silhouette Software. In the case of a lease or loan of one or more unit(s) of
the Silhouette Hardware, or in the case of a Hardware Use License, ownership of the Silhouette Hardware shall at all
times remain with AML (or its distributor in instances where AML’s distributor has made the lease or loan or entered into
the Subscription Contract), and, at the expiration or termination of the lease, loan or subscription term, You shall, at Your
expense, return the Silhouette Hardware to AML (or its distributor, as the case may be) in the same condition as at the
beginning of the term, reasonable wear and use excepted. In the case of a Hardware Use License, AML (and/or its
distributors) reserves the right to substitute or replace any Silhouette Device or Silhouette Accessory with comparable or
superior Silhouette Hardware at any time.

Non-Payment: Where You fail to pay when due either the purchase price for the Silhouette Hardware, or any lease
payment, subscription fee, license fee or other amount owing to AML (and/or its distributor), AML (and/or its distributor)
may charge, and You shall be liable to pay, interest on any overdue account calculated on a daily basis from the due date
until actual payment at an interest rate equal to the lesser of (i) 5% above the the “U.S. Prime Rate”, as adjusted from
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time to time, as published in the Wall Street Journal, or (ii) the highest rate of interest permitted by law. In addition, You
agree to reimburse AML (and/or its distributor) for any costs and expenses, including legal fees, incurred by AML (and/or
its distributor) in collecting any amounts You fail to pay when due to AML (and/or its distributor). Further, You agree to
return the Silhouette Hardware to AML (and/or its distributor) at Your expense if requested to do so by AML (and/or its
distributor) following non-payment of any amount owing by You to AML (and/or its distributor) for the purchase or lease of
Silhouette Hardware, or non- payment of any subscription fee owing by You to AML (and/or its distributor) under a
Subscription Contract, and without limiting any other right AML (and/or its distributor) may have.

Taxes: All payments under this CTEULA shall be made free of deduction or withholding. In the event that You become
liable to deduct or withhold an amount by way of tax or otherwise from payments due under this Agreement, You shall pay
such additional amount as will be necessary to ensure that the price for the Products received by AML (and/or its
distributor) equals the amount that would otherwise have been received in the absence of that deduction or withholding.

License: If the Order Form includes one or more licenses of Silhouette Software, AML grants You a non-exclusive, non-
transferrable license to use the then current released version of the specified Silhouette Software Product in accordance
with this CTEULA and this license shall continue for the term described in Paragraph 9, unless sooner terminated or
revoked under the terms of this CTEULA. In addition to any other rights AML may have, AML may revoke the Silhouette
Software licenses granted by notifying You in writing if You fail to pay when due, the purchase price for the Silhouette
Hardware, or any lease payment, subscription fee, license fee or other amount owing to AML, or shall breach any provision
of the CTEULA. Upon such revocation, or upon the expiration or termination of a Silhouette Software license, AML shall
have the right to block Your access to and use of the licensed Silhouette Software or any part thereof. “Use” of the
Silhouette Software means loading, installing, or running the Silhouette Software on the hardware provided by You,
meeting a specification provided by AML; provided, however, in the case of a license of SilhouetteCentral with hosting by
AML, “Use” means access to and use of the hosted instance.

Software License Term: The license of Silhouette Software granted under this Agreement may be either for a Fixed
Term or for a Continuous Term as follows:

(@) If the Order Form specifies a fixed term, then this license is for the fixed term specified on the Order Form (Fixed
Term) commencing on the date the license is issued. In such event, the renewal of the Fixed Term will be
governed by clause 10 below. If the Order Form fails to specify a Fixed Term or a Continuous Term, the license
shall be deemed to be for a Fixed Term of one month commencing on the date the license is issued.

(b) If the Order Form specifies a Continuous Term, then this license is for a Continuous Term as specified in the
Order Form (Continuous Term) commencing on the date the license is issued.

(c) For clarity, where more than one Silhouette Software Product is licensed to You, the Order Form may specify a
different Fixed Term and/or a Continuous Term for each.

(d) Whether for a Fixed Term (or any Renewed Term thereof) or a Continuous Term, the license granted under this
Agreement is subject to termination under the circumstances described in clause 8.

Renewal (Software License; Subscription Contract): If Your license of Silhouette Software is for a Fixed Term,
then at the expiration of the Fixed Term (and any subsequent Renewed Term), AML may offer to renew Your license of the
Silhouette Software for an additional term (Renewed Term). Further, at the expiration of the Fixed Term of a Subscription
Contract, AML may offer You a Renewed Term of Your Subscription Contract. In either case, a Renewed Term may be
offered, provided:

(a) You are not in breach of this Agreement (or any Subscription Contract);

(b) AML has received from You in cleared funds the then current license fee or subscription fee, for the Renewed
Term; and

(c) You agree to any variation of this Agreement specified by AML in accordance with clause 23.

AML may offer You a Renewed Term by sending You a renewal invoice for the license fee and/or subscription fee,
for the Renewed Term during the last ninety (90) days of the then current term. You may accept such offer by
paying the renewal invoice when due and agreeing to any such variations in the manner specified by clause 23.
The Renewed Term may be effected by the issue of an executable or license file over the internet. If AML does not
offer a Renewed Term or if You do not accept a Renewed Term in the above manner, the license of the Silhouette
Software, and/or the term of Your Subscription Contract, shall terminate at the end of the initial Fixed Term or the
initial Fixed Term as previously renewed.

Restrictions on Use: You agree not to:
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15.

(a) translate, adapt, reverse-engineer or modify the Silhouette Hardware or the Silhouette Software, or do
anything to circumvent the operation of the Silhouette Hardware or the Silhouette Software, or combine or
integrate the Silhouette Hardware or the Silhouette Software with any other products;

(b) separate any component of the Silhouette Software or Silhouette Hardware for use with other than the
hardware for which a license has been granted;

(c) lend, rent, lease, transfer, assign or otherwise deal in the Products without the prior written consent of AML.
(d) export or extract data from the Silhouette Software, except through a product or service provided by AML.

(e) use any of the Products outside the field of human medicine or for any use or purposes for which
governmental approvals have not been obtained.

Without limiting the generality of the foregoing, you agree that the Products may not be exported or re-exported
(a) into any U.S.-embargoed countries or (b) to anyone on the U.S. Treasury Department's Specially Designated
Nationals List or the U.S. Department of Commerce Denied Persons List or Entity List. By using the Products, you
represent and warrant that you are not located in any such country or on any such list. You also agree that you will
not use these products for any purposes prohibited by United States law, including, without limitation, the
development, design, manufacture, or production of nuclear, missile, or chemical or biological weapons.

In addition, (1) each license of SilhouetteConnect is restricted to use only on a single unit of computer equipment
used by a single person at any time, and consisting of a personal computer, laptop or tablet, and You agree not to
exceed this limitation, and (2) each Point of Care Access License will specify the specific Point of Care Device(s)
which may connect to an instance of SilhouetteCentral via that Point of Care Access License, and You agree not to
circumvent this restriction.

Upgrades and Support: AML may offer You Upgrades when they are released. In cases where new versions are
offered with respect to the Silhouette Software, but are not accepted by You, AML shall have no obligation to provide
Support for older versions. The Order Form may describe Upgrades and/or Support that AML has agreed to provide You
with respect to the Products. Except as otherwise provided in the Order Form, Upgrades and Support will be available to
You only if offered by AML and purchased by You at AML’s applicable rates. AML may offer You Modules from time to
time, subject to Your payment of such additional license fees and agreement to any terms and conditions applicable to the
Modules. All Upgrades and Modules will form part of the Silhouette Software and must only be used in accordance with
this CTEULA.

Protection of Proprietary Rights: You acknowledge that all right, title and interest in the Silhouette Software and
all Proprietary Rights in the Silhouette Hardware and the Silhouette Software are vested in AML or its licensors, and You
agree that You will not dispute such ownership nor claim any intellectual property rights relating to the Silhouette
Hardware or the Silhouette Software or any enhancements or modifications of the Silhouette Hardware or the Silhouette
Software. For the purposes of this CTEULA, “Proprietary Rights” means all intellectual or industrial property rights in the
Silhouette Hardware and the Silhouette Software and all rights to patents, trademarks, trade names, inventions, designs,
trade secrets, copyright and know-how relating to the origin, manufacture, programming, operating and/or servicing of the
Silhouette Hardware and the Silhouette Software and any enhancements or modifications of the Silhouette Hardware or
the Silhouette Software. You must maintain all intellectual property notices appearing on the Products and must not
remove the same. You must notify AML immediately if You know of any circumstances that suggest that any person may
have unauthorised knowledge, possession or use of the Products.

Warranty - Silhouette Hardware: If You have purchased or leased one or more unit(s) of the Silhouette Hardware,
or entered into a Hardware Use License, the Terms of Use sets forth the Limited Warranty applicable to the Silhouette
Hardware. Except as set forth in the Terms of Use, all other representations or warranties (statutory, express or implied
except any which may not lawfully be excluded) with respect to the Silhouette Hardware are expressly excluded. Without
prejudice to the generality of the foregoing, the implied warranties of merchantability and fitness for a particular purpose
are excluded.

Warranty - Software: The Silhouette Software is licensed to You “as is” and all representations or warranties
(statutory, express or implied except any which may not lawfully be excluded) are expressly excluded. Without prejudice to
the generality of the foregoing, the implied warranties of merchantability and fitness for a particular purpose are
excluded. You acknowledge that the Silhouette Software operates in a predictive manner relative to input of which AML
has no control over the collection, use or interpretation, and You accept the entire risk as to the use and the results of the
use of the Silhouette Software in the terms of correctness, accuracy, reliability and performance. You also accept the
entire risk as to any conflict between Silhouette Software and other software on the hardware on which the Silhouette
Software is installed.
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Data: If the Order Form includes a license of SilhouetteCentral with data to be hosted by You, You will be exclusively
responsible for security and integrity of data, including regular back up of data. If the Order Form includes a license of
SilhouetteCentral with data hosted by AML, then upon termination of Your license of SilhouetteCentral, AML will take Your
instance of SilhouetteCentral off line, but will offer You an archive of images and wound assessment records, provided You
pay for AML’s usual commercial charges for the cost of preparing the archive. This archive will be in the form of jpg
images, an export of the wound measurement data in a CSV (comma separated value) format file, and an export of
SilhouetteCentral format data. This archive will be provided on an industry standard media (such as DVD) that AML will
select at the time.

Government Licenses of Software. The Silhouette Software and related documentation are "Commercial Items",
as that term is defined at 48 C.F.R. §2.101, consisting of "Commercial Computer Software" and "Commercial Computer
Software Documentation”, as such terms are used in 48 C.F.R. §12.212 or 48 C.F.R. §227.7202, as applicable. Consistent
with 48 C.F.R. §12.212 or 48 C.F.R. §227.7202-1 through 227.7202-4, as applicable, the Commercial Computer Software
and Commercial Computer Software Documentation are being licensed to U.S. Government end users (a) only as
Commercial Items and (b) with only those rights as are granted to all other end users pursuant to the terms and conditions
herein. Unpublished-rights reserved under the copyright laws of the United States.

Liability: TO THE EXTENT NOT PROHIBITED BY LAW, IN NO EVENT SHALL AML BE LIABLE FOR PERSONAL INJURY OR
ANY INCIDENTAL, SPECIAL, INDIRECT, OR CONSEQUENTIAL DAMAGES WHATSOEVER, INCLUDING, WITHOUT LIMITATION,
DAMAGES FOR LOSS OF PROFITS, LOSS OF DATA, BUSINESS INTERRUPTION, OR ANY OTHER COMMERCIAL DAMAGES OR
LOSSES, ARISING OUT OF OR RELATED TO YOUR USE OR INABILITY TO USE THE PRODUCTS, HOWEVER CAUSED,
REGARDLESS OF THE THEORY OF LIABILITY (CONTRACT, TORT, OR OTHERWISE) AND EVEN IF AML HAS BEEN ADVISED OF
THE POSSIBILITY OF SUCH DAMAGES. SOME JURISDICTIONS DO NOT ALLOW THE LIMITATION OF LIABILITY FOR
PERSONAL INJURY, OR OF INCIDENTAL OR CONSEQUENTIAL DAMAGES, SO THIS LIMITATION MAY NOT APPLY TO YOU. In
no event shall AML’s total liability to You for all damages (other than as may be required by applicable law in cases
involving personal injury) exceed the amount of fifty US Dollars (US$50.00). The foregoing limitations will apply even if the
above stated remedy fails of its essential purpose.

Compliance with Law: You will not use the Products for any unlawful purpose or in furtherance of any illegal activity.
You warrant that You will comply with all applicable federal, state and local laws, executive orders, and regulations. You
further warrant that at all times when using the Products you will have obtained all consents and/or permissions as
required by law to the transfer, hosting, processing, controlling, accessing and use for purposes authorized under the Order
Form, the BAA and/or this Agreement, of any personal information, Protected Health Information (under HIPAA), Personal
Data (under the GDPR) and/or other data provided, entered, transferred or received by you using the Products, and that
your use of the Products will be conducted in accordance with all applicable laws, including but not limited to HIPAA and
the GDPR, as applicable. Further, in instances where AML is hosting, processing, provided, or provided access to, Protected
Health Information (PHI) that is subject to HIPAA, that hosting, processing or access will be subject to all of the terms of
AML’s standard Business Associate Agreement (BAA), available at http://www.aranzmedical.com/silhouette-legal/ and
you agree to be bound thereby, except in instances where AML shall have entered into a separate Business Associate

Agreement with you, in which case such separate Business Associate Agreement shall apply.

Notice: Any notice to be given in terms of this CTEULA must be made in writing or by email sent to the address notified
by either party to the other from time to time. Any communication by email will be deemed to be received when
transmitted to the correct email address of the recipient and any communication in writing will be deemed to be received
when left at the specified address of the recipient.

Force Majeure: AML will not be liable to You for any delay or failure of AML to perform its obligations hereunder if such
delay or failure arises from cause or causes beyond the reasonable control of AML.

Assignment: You may not assign or transfer this Agreement or any of the rights or obligations under this Agreement
without the prior written consent of AML.

Agreement: This Agreement constitutes the entire agreement of AML and You with respect to the subject matter hereof
and supersedes any and all prior negotiations and agreements between AML and You with the exception of terms listed in
the Order Form and a non-disclosure agreement that may separately be in force between AML and You. The additional
terms set forth in the Order Form and in the Terms of Use (and in the BAA, if applicable) are incorporated by reference in
this Agreement, and You agree to abide by all of such additional terms. In the event of any conflict between the terms of
the Order Form and the terms of this CTEULA, the terms of the Order Form shall govern. This Agreement and/or the
Terms of Use may be revised by AML from time to time. By accepting any Renewed Term, by paying Support fees or by
accepting any Update or Module offered by AML, You will be deemed to have agreed to, and will be bound by, all the
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terms and conditions of this Agreement and the Terms of Use in its and/or their then most current form, as posted at
http://www.aranzmedical.com/silhouette-legal. No variation to the terms of this Agreement or the Terms of Use made by
You will be binding on AML unless it is in writing and signed by both parties.

Governing Law: Where the customer set forth in the Order Form is located in the USA (as evidenced by the customer’s
address set forth in the Order Form), this Agreement is subject to the laws of the State of Delaware. In all other instances,
this Agreement is subject to the laws of New Zealand and You agree to submit to the exclusive jurisdiction of the New
Zealand courts.

CTEULA Document Number: 2007-00204, Revision: 12.0

ARANZ Medical Limited — Silhouette® Product Suite Terms of Use

Effective Date: 1 January 2018

This document sets forth terms of use for the Silhouette® Product Suite, and is divided into the following Parts:

Part1: Defined Terms

Part2: Warranty Terms

Part3: Use of Silhouette Software

Part4: Technical Support Policies

Part5: General Terms

Parts 1 and 5 apply to all Products, whereas Parts 2 through 4 are divided into sections applicable to individual Products, so you
should review Parts 2 through 4 and your Order Form to determine the sections of Parts 2 through 4 applicable to the Products
you are purchasing, leasing, licensing and/or borrowing from Us. These Terms of Use are supplemental to the Conditions of

Transfer and End User License Agreement (CTEULA) applicable to the Products and all of terms of the CTEULA will apply to your
purchase, lease, license loan and/or use of the Products.

Part 1: Defined Terms

As used in these Terms of Use, the following terms have the following meanings:

AML means ARANZ Medical Limited.

Hardware Use License means a license to use one or more unit(s) of Silhouette Hardware provided by AML (or one of its
distributors) under a Subscription Contract.

Module means an add-on, option or feature, which is associated with a Silhouette Software product but is
licensed for an additional license fee.

Upgrade means a subsequent release of a Silhouette Software product which AML may offer to license holders
with a current paid up Support Contract at no additional license fee and may include bug fixes and new
functionality.

Order Form means the contract (including any Subscription Contract), quotation or purchase order accepted
by AML designating which unit(s) of Silhouette Hardware (if any) are being sold, leased or loaned to You and
which units of Silhouette Software (if any) are being licensed to You.

Point of Care Access License means a license to SilhouetteCentral that permits specified Point of Care Devices to
communicate with an instance of SilhouetteCentral.

Point of Care Device means an image capture device, and includes a Silhouette Device, but also includes a smart phone
or tablet provided by You running SilhouetteLite or SilhouetteLite+.

Copyright © 2018 ARANZ Medical Limited



ARANZMedical Limited — Silhouette® ProductSuite Terms of Use * 95

Products means, collectively, any Silhouette Device or Silhouette Accessory sold, leased or loaned to You (or provided to
you under a Subscription Contract), any Silhouette Software licensed to You, and any Support or Services purchased by
You.

Services means any additional services purchased by You from AML (and/or its distributor) over and above
those services included in Your Support Contract (see Part 4 of the Terms of Use for more detail).
Silhouette Accessory means accessory hardware produced by AML, other than the Silhouette Devices, and includes the

SilhoutteLite+ Sensor.

SilhouetteCentral means the executable code version of the application software for the storage and
organization of wound data, produced by AML under the SILHOUETTECENTRAL™ trademark.

SilhouetteConnect means the executable code version of the application software for wound image
processing and storage on a personal computer, laptop or tablet provided by You, produced by AML under the
SILHOUETTECONNECT™ trademark.

Silhouette Device means one or more image capture devices in the Silhouette product suite produced by AML, including
SilhouetteStar.

Silhouette Hardware means, collectively, the Silhouette Device(s) and the Silhouette Accessory(ies).

SilhouetteLite means the executable code version of the application software for wound image and data
capture and processing, produced by AML under the SILHOUETTELITE™ trademark.

SilhouetteLite EULA means the End User License Agreement that the end user agrees to when he/she/it
downloads SilhouetteLite or SilhouetteLite+ from the Apple App Store.

SilhouetteLite+ means the executable code version of the application software for wound image and data
capture and processing with the SilhouetteLite+ Sensor, produced by AML under the SILHOUETTELITE+™
trademark.

SilhouetteLite+ Sensor means the range finder accessory device, and associated battery charger, produced
by AML under the SILHOUETTELITE+ SENSOR™ trademark.

Silhouette Software means collectively SilhouetteCentral and SilhouetteConnect, and also includes Upgrades and
Modules with respect to each of same.The “Silhouette Software” also includes any documentation provided or made
available to You by AML in connection with and pertaining to the Silhouette Software, whether in printed or electronic
format, and any associated media or printed materials pertaining to the Silhouette Software. For clarity, as used herein,
the term “Silhouette Software” does not include Silhouettelite or SillhouettelLite+, as those products are licensed under
the terms of SilhouetteLite EULA.

SilhouetteStar means the SILHOUETTESTAR™ image capture device.

Subscription Contract means a contract (including an Order Form) under which AML provides you with a bundle that may
include licenses of Silhouette Software, a Hardware Use License, Limited Warranty, Support and/or Services for a
defined fixed term (Fixed Term), and You agree to pay subscription fees for that Fixed Term.

Support means the support services that AML provides to license holders of the Silhouette Software who have paid for a
Support Contract for the current support period (see Part 4 below).

Support Contract means the contract that the holder of a license of the Silhouette Software must purchase as a
precondition to receiving Support and Updates during a designated support period (see Part 4 below).

Terms of Use means these ARANZ Medical Limited Silhouette® Product Suite Terms of Use, as such Terms of Use may
be revised from time to time.

You or Your means the person or entity that purchases, leases, borrows or subscribes to use of Silhouette Hardware,
purchases Support or Services, and/or holds a license of the Silhouette Software.

Part 2: Warranty Terms
Section 1 - Silhouette Hardware

Overview

Each unit of Silhouette Hardware is covered by a limited warranty (the Limited Warranty) for a period of 12 months from the
date that unit is delivered to you. The Order Form may offer you the option of purchasing a warranty extension, pursuant to
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which the Limited Warranty may be extended for either an additional 12 or an additional 24 months; but the annual rate
charged for the Limited Warranty for a unit of Silhouette Hardware will increase as the age of that unit increases and we
reserve the right to not offer warranty extension on any unit of Silhouette Hardware.

Scope of Limited Warranty

The Limited Warranty covers failure of the unit of Silhouette Hardware due to manufacturing error or component failure, but
expressly excludes any damage or failure that could reasonably be considered to result from: (i) negligence or misuse of the
unit of Silhouette Hardware, including dropping of the unit of Silhouette Hardware, (ii) improper operation, use, storage, repair
or maintenance of the unit of Silhouette Hardware, (iii) any modification to the unit of Silhouette Hardware not performed by
us, or (iv) connection of the unit of Silhouette Hardware to other equipment or software to which it is incompatible.

All other representations or warranties (statutory, express or implied except any which may not lawfully be excluded) with
respect to the Silhouette Hardware are expressly excluded. Without prejudice to the generality of the foregoing, the implied
warranties of merchantability and fitness for a particular purpose are excluded. We will not be liable to you under the law of
tort, contract or otherwise for any direct, indirect or consequential loss or damage, including any loss of profits, however caused,
arising out of the use of, loss of use of or disrepair of the Silhouette Hardware. If any limitation of liability is invalid for any
reason and we become liable for loss or damage that would otherwise have been excluded, such liability to You for all damages
will not (other than as may be required by applicable law in cases involving personal injury) exceed the amount of fifty US
Dollars (US$50.00).

Warranty Procedure

In order to receive warranty service for a unit of Silhouette Hardware, the Limited Warranty for that unit of Silhouette
Hardware must be in effect on the date on which a warranty claim is lodged by you. You may lodge a warranty claim by email
or by calling our technical support line during Support hours. When a warranty claim is lodged, we will assign your warranty
claim a Case Number. In most cases it will be necessary for you to ship the unit of Silhouette Hardware to us for evaluation of
your warranty claim. If your warranty claim is covered by the Limited Warranty, we will repair or replace the damaged or
defective article and will pay for shipping in both directions. If your warranty claim is not covered by the Limited Warranty, you
will be responsible for all shipping costs, and if you elect to proceed with repair, you will be responsible for the cost of repair at
our usual rates as then in effect.

Section 2 - Silhouette Software

Disclaimer
If the Order Form includes one or more licenses of Silhouette Software, the Silhouette Software is licensed to you “as is” and all
representations or warranties (statutory, express or implied except any which may not lawfully be excluded) are expressly
excluded. Without prejudice to the generality of the foregoing, the implied warranties of merchantability and fitness for a
particular purpose are excluded. You acknowledge that the Silhouette Software operates in a predictive manner relative to input
of which AML has no control over the collection, use or interpretation, and you accept the entire risk as to the use and the
results of the use of the Silhouette Software in the terms of correctness, accuracy, reliability and performance. You also accept

the entire risk as to any conflict between Silhouette Software and other software on the hardware on which the Silhouette
Software is installed.

Part 3: Use of Silhouette Software

Section 1 - SilhouetteCentral - Customer Hosted
Overview

This Section 1 applies if the Order Form includes a license of SilhouetteCentral where data is to be hosted by you on your
server.

Installation
SilhouetteCentral is supplied by download from the internet or by other means. The software includes installation instructions

for a person skilled in computer system administration to carry out the installation process. To assist in this installation, we will
provide remote assistance by connecting to the server computer via the internet. You are responsible for coordinating within
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your organization to have a properly skilled person available at the site while our service person assists with the
SilhouetteCentral installation.

Each Point of Care Device connects to SilhouetteCentral in one of two ways: (1) an indirect connection via a Point of Care
Access License that permits an instance of SilhouetteConnect installed on a personal computer, laptop or tablet to communicate
with an instance of SilhouetteCentral, or (2) a direct connection via a Point of Care Access License that permits the Point of Care
Device to communicate directly with an instance of SilhouetteCentral. In either case, configuration is required as described
below.

Connection via SilhouetteConnect

Each instance of SilhouetteConnect must be configured to connect with the specific SilhouetteCentral database to allow
SilhouetteCentral to synchronize. This configuration is performed by you and all necessary setup information for configuring
SilhouetteCentral will be provided to you by us. A Point of Care Access License is required to enable this connection.

ARANZ Medical will provide detailed instructions to you on how to configure an instance of SilhouetteConnect to connect to
SilhouetteCentral. ARANZ Medical will provide telephone assistance in the setup of the first license of SilhouetteConnect at no
charge. Any requested support for additional licenses of SilhouetteConnect will be considered as support for that license of
SilhouetteConnect and processed accordingly.

You are responsible for the setup and maintenance of the connection of each personal computer, laptop or tablet on which
SilhouetteConnect is installed to the internet and for ensuring that each instance of SilhouetteConnect is regularly synchronized
with SilhouetteCentral. We highly recommend that you synchronize each instance of SilhouetteConnect on each day on which
data is collected.

Direct Connection

Where an Point of Care Device is connected directly to SilhouetteCentral via a Point of Care Access License, each Point of Care
Device must be configured to access your URL and instance of SilhouetteCentral. This configuration is performed by you and all
necessary setup information is provided to you by us. You are responsible for the maintenance and performance (to our product
minimum specifications) of your wireless internet connection to allow your Point of Care Device(s) to communicate with your
instance of SilhouetteCentral. Your Point of Care Access License will specify the specific Point of Care Device(s) which may
connect to an instance of SilhouetteCentral via that Point of Care Access License, and You agree not to circumvent this
restriction.

In addition, where the Point of Care Device is a smart phone or tablet, it is necessary for the user to first download and install
SilhouetteLite or SilhouetLite+. We will provide minimum specifications for Your smart phone or tablet, and you are responsible
for the purchase and maintenance of the smart phone or table at your expense.

System Requirements

We will provide minimum specifications for the computer system for the server. You are responsible at your expense for the
purchase and maintenance of all hardware for the server computer. Note: In smaller installations, for example a wound care
center or office, SilhouetteCentral can sometimes be installed on an existing computer in the facility. In larger installations,
dedicated higher performance servers will be required.

You are responsible at your expense for the Microsoft software required to support SilhouetteCentral including the operating
system and SQL Server database. Note that Microsoft currently provides SQL Server Express Edition at no charge. The Express
edition has certain performance and database size limitations and is suitable for smaller installations of SilhouetteCentral.

You are responsible at your expense for all hardware and network infrastructure at your site including any remote locations.
This includes any network data connection costs. You are also responsible for security and regular backup of data.

Section 2 - SilhouetteCentral - AML Hosted
Overview

This Section 2 applies if the Order Form includes a license of SilhouetteCentral where data is to be hosted by us.
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Set up and Use

SilhouetteCentral with data hosting by AML requires no software installation at your site for the SilhouetteCentral instance.
Each Point of Care Device connects to SilhouetteCentral in one of two ways: (1) an indirect connection via a Point of Care
Access License that permits an instance of SilhouetteConnect installed on a personal computer, laptop or tablet to communicate
with an instance of SilhouetteCentral, or (2) a direct connection via a Point of Care Access License that permits the Point of Care
Device to communicate directly with an instance of SilhouetteCentral. In either case, configuration is required as described
below.

Connection via SilhouetteConnect

Each instance of SilhouetteConnect must be configured to connect with the specific SilhouetteCentral database to allow
SilhouetteCentral to synchronize. This configuration is performed by you and all necessary setup information for configuring
SilhouetteCentral will be provided to you by us. A Point of Care Access License is required to enable this connection.

ARANZ Medical will provide detailed instructions to you on how to configure an instance of SilhouetteConnect to connect to
SilhouetteCentral. ARANZ Medical will provide telephone assistance in the setup of the first license of SilhouetteConnect at no
charge. Any requested support for additional licenses of SilhouetteConnect will be considered as support for that license of
SilhouetteConnect and processed accordingly.

You are responsible for the setup and maintenance of the connection of each personal computer, laptop or tablet on which
SilhouetteConnect is installed to the internet and for ensuring that each instance of SilhouetteConnect is regularly synchronized
with SilhouetteCentral. We highly recommend that you synchronize each instance of SilhouetteConnect on each day on which
data is collected.

Direct Connection

Where an Point of Care Device is connected directly to SilhouetteCentral via a Point of Care Access License, each Point of Care
Device must be configured to access your URL and instance of SilhouetteCentral. This configuration is performed by you and all
necessary setup information is provided to you by us. You are responsible for the maintenance and performance (to our product
minimum specifications) of your wireless internet connection to allow your Point of Care Device(s) to communicate with your
instance of SilhouetteCentral. Your Point of Care Access License will specify the specific Point of Care Device(s) which may
connect to an instance of SilhouetteCentral via that Point of Care Access License, and You agree not to circumvent this
restriction.

In addition, where the Point of Care Device is a smart phone or tablet, it is necessary for the user to first download and install
SilhouetteL.ite or SilhouetLite+. We will provide minimum specifications for Your smart phone or tablet, and you are responsible
for the purchase and maintenance of the smart phone or table at your expense.

General

We will provide instructions on web access to SilhouetteCentral. SilhouetteCentral can be accessed from a Microsoft Windows
PC using Microsoft Internet Explorer (version 7 or later) web browser, which you will be required to provide at your expense.

We are responsible for connectivity charges relating to connecting SilhouetteCentral on our server to the internet. You are
responsible for any other internet data charges — e.g. if there are charges for the connection of each personal computer, laptop
or tablet on which SilhouetteConnect is installed to the internet, and/or for the connection of your Point of Care Device directly
to Silhouette Central via a Point of Care Access License, and for performance and cost of the internet network traffic of any
computer system used to access SilhouetteCentral.

We will provide hosting of SilhouetteCentral on the internet and we have sole discretion as to the means of providing this data
hosting service (we may host this service on our servers or on third party servers). However we choose to host this service, and
provided you comply with the requirements imposed on you under the Section entitled “Security” below, we are responsible for
the maintenance and backup of the data transferred to the server hosting SilhouetteCentral.

The SilhouetteCentral server will be off-line for short periods for scheduled (and in some cases unscheduled) maintenance so

100% up-time of the server is not guaranteed. We will back up the SilhouetteCentral server content regularly according to
standard industry practice.
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Security

We use standard industry practice employed in medical record systems to ensure the confidentiality of data stored on
SilhouetteCentral.

You agree to configure SilhouetteConnect and SilhouetteCentral according to guidelines provided by us with regards to
maintaining data confidentiality. All information is under username/password protection and you are responsible for selection
and modification of all usernames and passwords and for ensuring that the confidentiality of this access information. You agree
to allow us to access your instance of SilhouetteCentral for service purposes. You agree that you are responsible for any legal
issues (other than our responsibilities with respect to confidentiality and back up described in the previous paragraph) relating
to storage of data on SilhouetteCentral.

Termination

You are permitted to terminate your license of SilhouetteCentral only as of the last day of a calendar quarter, by giving us
written notice of termination at least 15 days prior to the last day of the quarter, except that where the Order Form specifies a
minimum number of quarters, you may terminate your licence only as of or after the last day of the last specified quarter. We
will continue to invoice you quarterly for, and you agree that you will continue to pay, Quarterly License Fees for
SilhouetteCentral until the effective date of termination of your license.

Following the effective date of termination, including any termination by us pursuant to the terms of the CTEULA or these
Terms of Use, we will take SilhouetteCentral off line, archive all images and wound assessment records and provide these to
you. (This will be in the form of jpg images, an export of the wound measurement data in CSV (comma separated value) format
file, and an export of the Silhouette format data in the event that in future the customer may require this.) A Data Archival Fee
will apply to this service. Once this data transfer has occurred, we may, at our discretion, delete all patient data. We reserve the
right to provide an alternate means of providing this data hosting service or to discontinue providing SilhouetteCentral at any
time; provided, however, that we will not discontinue this service during the period that you have committed to pay hosting
fees in the accepted Order Form.

Customization

The software comprising SilhouetteConnect and SilhouetteCentral is standard, and without customization and configuration.
Upon Customer request, a customization or configuration service can be made available for an additional charge.

Section 3 - SilhouetteConnect
Overview
This Section 3 applies if the Order Form includes a license of SilhouetteConnect.
Installation
SilhouetteConnect is supplied by download from the internet or by other means, and must be separately installed on each
personal computer, laptop or tablet running SilhouetteConnect. The software includes installation instructions for a person

skilled in computer system administration to carry out the installation process.

System Requirements

We will provide minimum specifications for the personal computer(s), laptop(s) and/or tablet(s) running SilhouetteConnect. You
are responsible at your expense for the purchase and maintenance of the personal computer(s), laptop(s) and/or tablet(s). You
are responsible at your expense for all other hardware and network infrastructure at your site including any remote locations,
and for any network data connection costs. You are also responsible for security and regular backup of data.

Input/output Unit and Other Limitations

Each license of SilhouetteConnect is restricted to use only on a single personal computer, laptop or tablet. You agree not to
exceed this limitation. Where an instance of SilhouetteConnect is not integrated to connect to an instance of SilhouetteCentral,
a maximum of 2000 assessments (or other number of assessments specified in the Order Form) may be stored with that
instance of SilhouetteConnect. Where that limit is exceeded, you must either purchase an additional license of
SilhouetteConnect or a license of SilhouetteCentral.
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Part 4: Technical Support Policies
These Technical Support Policies apply to technical support (Support) that we provide for the Silhouette Software:
»  SilhouetteCentral

¢ SilhouetteConnect

Support Contracts

Each licence of the Silhouette Software will only be entitled to Support during periods that license is under a current Support
Contract. You will not be entitled to Support or Updates for any license of Silhouette Software for which a Support Contract is
not purchased. Three levels of Support are offered under different Support Contracts: Minimum Support, Enhanced Support and
Premium Support. Unless otherwise provided in an accepted Order Form, if your license is an annual license or is for a shorter
Fixed Term, a Support Contract providing Minimum Support is included in the license fees charged for the Fixed Term (or any
offered and accepted Renewed Term); provided, if you wish to purchase Enhanced Support or Premium Support for that license,
additional fees apply. Unless otherwise provided in an accepted Order Form, if your licence is for a Continuous Term, your
license fee will not include a Support Contract. In the case of a license for a Continuous Term, (1) you will not be entitled to
Support or Updates unless you purchase a Support Contract for each applicable Support period, at our then current rates, (2) the
Support period (usually one year) will be the period for which we have invoiced and you have paid support fees in advance, (3)
you will not be required to pay Support fees, but you acknowledge that without Support and Updates the functionality of the
Silhouette Software will not progress and may degrade over time, and (4) you may purchase a Support Contract at one of our
three offered levels: Minimum Support, Enhanced Support or Premium Support. Further if you and/or a related person or entity
holds more than one licence of the Silhouette Software, you or they will not be entitled to Support unless a current Support
Contract is maintained on all such licences.

Provision of Support

Support is provided through email and telephone during the Support hours designated in your Support Contract. We will provide
you with a telephone number and email address for you to use in seeking Support. You are responsible for all
telecommunications charges (telephone, internet, etc.) you incur in contacting us for Support. If a voicemail answers your call or
you do not receive a response to your email request during your business hours, we will endeavor to respond within the
applicable response time designated in your Support Contract. The person contacting us for Support on your behalf must be
knowledgeable about the relevant Product and your environment in order to assist us in analyzing and resolving service
requests, and must have a baseline understanding of the problem you are encountering and an ability to reproduce the problem
in order to assist us in diagnosing and triaging the problem.

Scope of Support

Support that we provide is remote assistance with technical questions about the Products. It also includes Updates as defined
below. The scope of Support (whether Minimum, Enhanced or Premium) is designated in your Support Contract. Regardless of
the level of Support purchased by you, Support does not include the following Services: training, product integration, project
integration, project implementation, consulting, data review, data processing, data correction or user administration services,
data archival services, but these Services may be available for additional fees either directly by us or through our distributors or
agents. Support and Services are delivered in English only.

Updates and Modules

Updates with respect to the Silhouette Software may be offered from time to time. Updates of our Silhouette Software Products
are offered to license holders of those Products if your license is in effect, with a current paid Support Contract in effect, during
the period the release is first offered. Updates and installation instructions are made available by download and you will be
responsible for copying, downloading and installing the Updates. If we offer you an Update, but you do not accept it, we will
have no obligation to provide Support of older versions. We may offer you Modules from time to time, subject to your payment
of any additional license fees and agreement to any terms and conditions applicable to the Module. All Updates accepted by you
and all Modules purchased by you will form a part of the Silhouette Software licensed to you and be subject to these Terms of
Use and the CTEULA.
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Lapsed Support

If Support lapses because you have failed to purchase a Support Contract prior to the commencement of an offered Support
period, and you subsequently wish to be reinstated in the Support program, you must:

a) pay all support fees that would have been payable during the period Support was lapsed had you kept a Support
Contract in place on a continuous basis.

b) update your Silhouette Software to the latest major release.

Discontinuation of Support

We may choose to discontinue Support of any of our Silhouette Software Products (or any release thereof) at any time in the
future; however, if your licence is for a Continuous Term we will continue Support for a minimum period of three years from the
date of your original purchase of your licence for a Continuous Term, so long as you have purchased a Support Contract for all
Support periods during such three year period and have installed all Updates we have offered to you

Use of Information

You recognize that in the course of receiving Support, you or your representatives may furnish data or other information to us
or to our distributors or support agents. By furnishing such information you irrevocably consent to the use, transfer and
processing of this information by us, our distributors and agents for support purposes and keeping you apprised of Support and
Update information.

Contact Us
We value your business and want you to experience success with Silhouette. If for any reason you are not satisfied with the
Support you receive, please contact us at quality@aranzmedical.com.

Part 5: General Terms
The Products are supplied with the user interface and supporting documentation in English only.
We may perform any of our obligations under these Terms of Use through a distributor or agent.

These Terms of Use are subject to revision by us at any time, provided we will provide you with advance written notice of any
such revisions.

Terms of Use Document Number: 2011-00017, Revision: 4.0
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