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10Mi ni mum Requirements

1.1 Tablet

The Tablet, a Samsung Galaxy Tab A (Model SM-T580) comes with the SOZO system. It has
Bluetooth® communication with the SOZO Device.

1.1.1 Tablet Function

The Tablet is the primary user interface for the SOZO Device. Clinicians use the Tablet for all
SOZO functions, including management of patient profiles, and the entry of patient
measurements and data for SOZO Assessments. For product details on the Tablet, review
www.samsung.com and the Tablet user guide.

1.1.2 SOZOapp

The SOZOapp for Android is pre-installed on the Tablet.

1.2 User Devices

Users may access MySOZO with any device, including a PC, laptop, or mobile device, with
internet access and a Google Chrome or Mozilla Firefox web browser. For internet
requirements, see Section 1.3 MySOZO.

1.3 MySOZO

MySOZO communicates with the SOZO system through the internet. The minimum and
recommended requirements for internet access are:

! The Bluetooth® word mark and logos are registered trademarks owned by Bluetooth SIG, Inc.
and any use of such marks by ImpediMed is under licence. Other trademarks and trade names
are those of their respective owners.
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MySOZO Minimum and Recommended Requirements

Component Requirements

Internet Speed Minimum>15 Mbps download, 5 Mbps/ upload
Recommended>25Mbps download, 5 Mbps upload

Web Browser Google Chrome, Mozilla Firefox
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2 .

2.0.1

2.0.2

2.0.3

2.0.4

2.0.5
2.0.6

2.0.7

2.0.8

2.09
2.0.10

2.0.11

2.0.12

2.0.13

O Gl ossary

Administrator-MySOZO User authorized to manage Clinician and Administrator
accounts and perform SOZO system-wide administrative functions. The Administrator
has exclusive authority to adjust certain SOZO system-wide settings through MySOZO.

Assessment-An assessment of measurements taken of the patient, which is an output
of the SOZO system. Different types of Assessments are available to the ImpediMed
customer and viewable on the SOZOapp and MySOZO, including L-Dex®, Fluid Analysis
and Tissue Analysis.

Assessment licence-ImpediMed grants a separate licence for each type of
Assessment. Once an Assessment is licenced, the Clinic has access to that Assessment
for all current and previous measurements. The availability of the Assessment licence is
viewable in MySOZO and the SOZOapp.

ATM-Active Tissue Mass. Active Tissue Mass includes all metabolically active tissues in
the body. Al so, someti mes r ef gthesedisbues imclude s
muscle, organs, and nervous tissue. This is expressed as a mass (kg or Ib) and as a
percentage of total mass.

At-risk limb-The limb at risk of developing lymphoedema.

Bilateral-A type of L-Dex Assessment for a patient who has both arms or both legs at
risk of lymphoedema. The SOZO system compares each arm with each leg.

Bioimpedance-The measure of impedance of the human body to an alternating electric
current.

Bioimpedance Spectroscopy-The technology used by the SOZO Device to accurately
measure body water volumes of the patient, based upon bioimpedance parameters over
a frequency range of 3 - 1000 kHz using 256 frequencies.

BIS-Bioimpedance Spectroscopy.

BMR-Basal Metabolic Rate. Basal Metabolic Rate is the amount of energy used by a
per sono6s b odympsdiMedusesthe Mifdirs-3t. Jeor equation to calculate
BMR. BMR is expressed in calories per day.

Clinic-A customer of ImpediMed, such as a hospital or medical facility, which uses the
SOZO system.

Clinician -The primary User of the SOZO system, and an authorized User of MySOZO
and the SOZOapp. The Clinician uses the SOZO Device to: take and record
measurements of patients; view and evaluate measurements and Assessments over
time; and assess patient progress.

Cole plots -The SOZO measurement data is displayed in the form of a complex
impedance plot, commonly called a Cole plot. The X axis is the resistance value and the
Y axis is the reactance value of the measurement at each of the 256 frequencies
measured. Cole plots are reviewed when determining whether to accept or reject
measurements. The SOZO software helps determine the quality of measurements as
high, medium or low quality.
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2.0.14 Consumable-A hardware component of the SOZO Device which the ImpediMed
customer uses recurrently and which eventually wears out, gets used up or is discarded.
For example, the Tablet sleeve is a consumable.

2.0.15 Contralateral imb-The | i mb | ocated on the ofdrer side o
purposes of the L-Dex Assessment of a patient with unilateral lymphoedema, if the right
arm is at-risk of lymphoedema, then the left arm is the contralateral limb.

2.0.16 Dominant limb-The limb which the patient uses the most. For example, for a right-
handed patient, the right arm is the dominant limb.

2.0.17 ECF-Extracellular fluid. Extracellular fluid is all the fluid that is not contained within the
cells. ECF is usually expressed as a volume (litres or pints).

2.0.18 ECM-Extracellular Mass. Extracellular Mass includes all metabolically inactive tissues in
the body (e.g. bone, blood plasma). This is expressed as a mass (kg or Ib) and a
percentage of total mass.

2.0.19 Electrode Plates-See N E|l ectrodes. 0

2.0.20 Electrodes-Stainless steel plate components of the SOZOtouch (where the patient
places their hands), and of the SOZOstep (where the patient places their feet), which
drive and sense electrical current for the performance of Bioimpedance Spectroscopy.

2.0.21 Fluid Analysis Assessment-Al so ref erred t otheaFuidAnalysisi d An al
Assessment is performed by the SOZO Device of certain fluid levels of patients living
with heart failure. Indications for Use and Instructions for Use of the Fluid Analysis
Assessment is in Section 9.3.2 Fluid Analysis.

2.0.22 FM-Fat Mass. Fat mass is the amount of mass a person has that is made up of fat. FM is
typically measured in kilograms (kg) or pounds (Ib) and is also expressed as a
percentage of total mass (e.g. 24% body fat).

2.0.23 FFM- Fat-Free Mass. Fat Free Mass is the amount of mass a person has that contains
no fat. FFM includes bone, muscle, connective tissue, organs, and body water. FFM is
typically measured in mass (kg or Ib) or expressed as a percentage of total mass (e.g.
60% fat free mass).

2.0.24 Fluid Analysis-The Fluid Analysis Assessment, as described in Section 9.3.2 Fluid
Analysis.

2.0.25 Hex Key-A tool which comes with the SOZO system for assembling the SOZOsupport
Stand

2.0.26 Hy-Dex®-Hydration Index. Abi-di r ect i oenrad e di® pemal e t hat di spl
fluid status as compared to a dataset from an average population. Can be used as a tool
to assist a clinician or user in assessing their fluid status or hydration.

2.0.27 ICF-Intracellular fluid. Intracellular fluid is all the fluid that is contained within the cell
membranes of the body. ICF is usually expressed as a volume (litres or pints).

2.0.28 Ipsilateral imb-The | i mb on the same side of tDee pati ¢
Assessment of a patient with bilateral lymphoedema, SOZO compares RO impedance of
the at-risk limbs with the RO impedance of the unaffected ipsilateral limbs. For example,
if the patient has bilateral lymphoedema in both legs, the left arm is the unaffected
ipsilateral limb to the at-risk left leg, and the right arm is the unaffected ipsilateral limb to
the at-risk right leg.
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2.0.29

2.0.30

2.0.31

2.0.32
2.0.33
2.0.34

2.0.35

2.0.36

2.0.37

2.0.38
2.0.39

2.0.40

2.041

2.0.42

2.0.43

2.0.44

2.0.45

2.0.46

2.0.47

2.0.48

Impedance-The measure of the total opposition of a circuit or part of a circuit to an
electrical current.

L-Dex®-The Lymphoedema Index, a numeric value used in L-Dex Assessment. See also
AflDex Assessment. 0

L-Dex Assessment-Al s o r ef e r-De dthetL-dexassesfinient is based upon
L-Dex values, derived from the ratio of impedance for the unaffected limb and the at-risk
limb, of the body fluid levels of patients at risk of lymphoedema, using certain patient
measurements taken with the SOZO Device. Indications for Use and Instructions for Use
of the L-Dex Assessment are set forth in Section 9.3.1 L-Dex® for Lymphoedema.

L-Dex score-The measurement parameter for the L-Dex Assessment.
Licenced Assessments-Assessments for which a Clinic has purchased a licence.

Measurements-Measurement data taken by the Clinician of the patient using the SOZO
Device. Measurements are the inputs in the SOZO assessment process.

MySOZO-The central cloud-based hub for the SOZO system that computes and stores
Assessments based on raw measurement data taken from the SOZO Device. Users may
access MySOZO via the internet.

Parameter-A clinically meaningful output based upon measurements.

Product-The SOZO Device, including all hardware components of the SOZO Device,
except for any hardware component which is a fiConsumable. 0

Patient-The individual who is being measured with the SOZO Device.

Phi-Phase Angle. Phase Angle is the arctangent of resistance/reactance of a person's
cell membrane at a 50 kHz frequency. Phase Angle is expressed as a degree (e.g. 5.5°).

R-Resistance, used by the SOZO Device to perform measurements, calculated from
current, voltage and phase angle (Phi).

Rinf-Rinfinity. Rinf is the impedance measured at an infinite frequency.
RO-The impedance measured at a frequency of 0 kHz.

SMM-Skeletal Muscle Mass. Skeletal Muscle Mass includes all muscle mass that
mechanically acts on bones to create movement. It does not include cardiac or smooth
muscle. Expressed as mass (kg or Ib).

SOZOapp-The app pre-installed on the Tablet which provides the User with access to
the SOZO system.

S0OZOconnect Cable-The hardware component of the SOZO Device used to connect
the SOZOtouch with the SOZOstep.

SOZOcradle-The hardware component of the SOZO Device which holds the Tablet in
place.

SOZO Device-The commercially available medical device manufactured by ImpediMed,
which uses Bioimpedance Spectroscopy to perform different types of Assessments of
patient fluid levels.

SOZOsupport Stand-The hardware component of the SOZO Device upon which the
patient stands for the taking of SOZO measurements.
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2.0.49 SOZOstep-A hardware component of the SOZO Device upon which the patient stands
(places their feet) for connection to the SOZO Device.

2.0.50 SOZO system-The commercially available medical device system manufactured by
ImpediMed, also referred to as the SOZO Digital Health Platform in the SOZOapp, which
uses Bioimpedance Spectroscopy to perform various Assessments of patient fluid levels.
The SOZO system is comprised of hardware-the SOZO Device and the Tablet, and
software - MySOZO and the SOZOapp.

2.0.51 SOzOtouch-A hardware component of the SOZO Device upon which the patient places
their hands for connection to the SOZO Device.

2.0.52 Tablet- Samsung Galaxy Tab A, Model SM-T580, provided to the ImpediMed customer
as part of the SOZO system, with the SOZOapp pre-installed.

2053 TBW-Tot al Body Water. Total Body Water is the
including both intracellular and extracellular fluid. This is expressed as a volume (litres or
pints) or a percentage of total mass (e.g. 60% of mass is TBW).

2.0.54 Tissue Analysis Assessment-The Assessment, al so referred t
performed by the SOZO Device of the body composition of the patient, designed to
estimate various body composition parameters, including Total Body Water (TBW), Fat-
free Mass (FFM) or Fat Mass (FM), Basal Metabolic Rate(BMR), Skeletal Muscle Mass
(SMM), Phase Angle (Phi), Body Mass index (BMI), and the Hydration Index (Hy-Dex®)
Analysis. Indications for Use of the Tissue Analysis Assessment is in Section 9.3.3.1
Indications for Use.

2.0.55 Tissue Analysis-See frissue Analysis Assessment. 0

2.0.56 Unilateral-A type of L-Dex Assessment for a patient with one arm or one leg at risk for
lymphoedema.

2.0.57 User Device-A device, including a PC, laptop or mobile device, used by the User to
access MySOZO.

2.0.58 Xc-Reactance, used by the SOZO Device to perform measurements, calculated from
current, voltage and phase angle (Phi).

2.0.59 Z-Impedance. Impedance is the measure of the total opposition to an electric current.
See and compare with i Bimpedance.o
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. 0Ontroduottoe SOZO Sy:

The SOZO system is a medical device system comprised of hardware and software. The SOZO
system hardware components are the SOZO Device and the Tablet. SOZO system software is
made up of the SOZOapp and MySOZO. Users may access the SOZO system through the
SOZOapp on the Tablet, or by the internet through MySOZO.com.

3.1 Bioimpedance Spectroscopy (BIS)

BIS is the only non-invasive technology available for accurate measurement of body water
volumes in a clinical setting. Bioimpedance parameters are measured over a frequency range of
3 - 1000 kHz using 256 frequencies. Extracellular, intracellular and total body water are
calculated from comparison of data collected from frequency range. With additional patient-
specific data, further calculations determine other body composition results. Graphs allow
evaluation of quality of measurements in the form of a Cole plot.

The SOZO system offers a rapid, non-invasive measurement of impedance which is used to
determine fluid levels for monitoring of a variety of conditions, allows long-term patient
monitoring and provides reports to support clinical and research practices.
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3.2 SOZO System Overview
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3.3 The SOZO Device

The SOZO Device is a medical device which uses |
Spectroscopy (BIS) for fast non-invasive measurement of fluid levels in human patients.

| mpedi Medds BI S t ec h-riendyppiptformpto take quidke axcurate patieet r
measurements for assessment of patient body water volume, including extracellular fluid,

intracellular fluid and total body water. The SOZOapp is a software application on the Tablet and

provides the main user interface for the SOZO system. The SOZO Device and SOZOapp are

used in conjunction with MySOZO, a cloud-based system.

The SOZO Device may assist with early detection of lymphoedemaby gi ving an dear|
of patient fluid status change. It may also be used to monitor fluid levels in patients living with

heart failure. The SOZO system may be an integral part of a treatment plan for a lymphoedema

and heart failure patient. Using the SOZO system, a Clinician may also monitor patient

progress, including using the establishment of a baseline to track patient historical

measurements.?

Healthy patients may also benefit from the SOZO Tissue Analysis Assessment, which monitors
various parameters of body composition, such as fat mass (FM), fat free mass (FFM) and
skeletal muscle mass (SMM).

2 Setting a baseline is not required for all Assessments. ForDexlAssessment, the Clinician
may decide not to set a baseline. 8€22.5.2 Setting a Baseline
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3.3.1 SOZO Device Hardware Components

The SOZO Device has the hardware components shown below.

o !

1D
Sy

U7

(1) SOZOsupport Stand

(2) SOZO0touch

(3) Handplate

(4) SOZOstep

(5) Footplate

(6) Power Adaptor and Power Cord

(7) SOZOconnect Cable

(8) SOZOcradle

(9) Tablet

(10) Screws and Hex Key for SOZOsupport Stand
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For more on SOZO Device components and how to assemble the SOZO Device, see Section
5.1.2 Assembly Process.

3.4 Assessment Licences

Clinicians use the SOZO system to perform measurements and Assessments on patients As an
ImpediMed customer, a Clinic must purchase a separate licence for each Assessment. A Clinic
may purchase a licence to use one, some, or all Assessments offered in their geographic region
by ImpediMed, depending upon the needs of the Clinic and its patients. Once the Clinic
purchases Assessment licences, ImpediMed makes licenced Assessments available on the
S0OZ0app and MySOZO.
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4. Gafety I nstruct

4.1 Signs and Symbols

Ons

The warning signs and the symbols below are listed in order to use this product safely and
correctly and to prevent risk and injury to you and others.

Symbol

Definition

Indicates matters in which bodily harm or material damage
or incorrect measurements may arise as a result of
incorrect handling.

What you should NOT do.

An action that must be followed.

Follow instructions for use.

Note

For EU Customers: All products at the end of their life may
be returned to ImpediMed for recycling.

This device is rated BF as per IEC60601-1.
This device meets the standard IEC60601-1-2.

aff=ipgi N el

This is a Class 2 medical device.

P21

Protected from touch by fingers and objects greater than
12 millimetres. Protected from condensation.
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4.2 Intended Use

instructions for use, before using the SOZO Device. No other specific skill or training is

Ensure that you have read and understand this entire User Guide, including all
A required to take measurements using the SOZO Device.

The SOZO Device is a medical device intended for clinical use by operators who have read this
User Guide. The SOZO Device is intended for use, under the direction of the operator, for the
non-invasive monitoring and management of fluid levels in patients. This includes use under
direction of a physician in patients with fluid management problems in a variety of medically
accepted clinical applications.

4.3 Contraindications

The SOZO Device should not be used by:

I Patients with cardiac arrhythmia with pacemakers or other implanted
electronic equipment.

1 Patients undergoing external defibrillation.

4.4 Warnings

Pregnant patients:

A While the use of bioimpedance technology in pregnant patients has been
shown to have had no adverse effects, the SOZO Device has yet to be clinically
validated for use with that population group.

4.5 Precautions

document before using the SOZO Device. No other specific skill or training is

2 Ensure that you have read and understand these entire instructions for use
required to take measurements using the SOZO Device.

A Do not allow the SOZO Device to come in contact with any liquids.
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Only use the Power Adaptor supplied with the SOZO Device. The use of any
other Power Adaptor may expose the patient to the risk of electrocution.

Do not use or operate the SOZO Device in the presence of strong
electromagnetic fields. This Medical Device may interfere with other Medical
Devices in its vicinity.

Devices or other sources can potentially cause interference problems:

1 Example 1: Heat from a radiant heater.
1 Example 2: Moisture from a nebuliser.

1 Example 3: Devices generating large electromagnetic fields such as
MRI or DXA.

Keep away from small children or animals. Strangulation due to cables may occur
and small parts may be inhaled or swallowed.

Avoid using on subjects with metal allergies. Allergic reactions may be caused by
the stainless steel used in the electrodes of the SOZO Device.

Avoid using accessories, detachable parts and materials not described in the
instructions for use, interconnecting the SOZO Device with other equipment not
described in the instructions for use, or modifying the SOZO Device in any way.

The use of accessories, transducers, and cables other than those specified may
result in increased Emissions or decreased Immunity of the SOZO Device.

Portable RF communications equipment (including peripherals such as antenna
cables and external antennas) should be used no closer than 30 cm (12 in ches) to
any part of the SOZO system, including cables specified by the manufacturer.
Otherwise, degradation of the performance of this equipment could result.

Degraded sensors and electrodes, or loosened electrodes, can degrade
performance or cause other problems.

> BB B PP
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Ensure that all data collected from the SOZO Device is assessed under
supervision of a physician when managing a chronic disease

use the SOZO Device in a standing position if patient weight exceeds 170 kg

f The SOZO Device has a maximum weight capacity of 170 kg (375 Ibs). Do not
(375 Ibs).

A The SOZO Device is intended for indoor use only. Do not use outdoors

4.6 Use and Storage Conditions

4.6.1 Environmental Operating Conditions

The SOZO Device must be operated in the following conditions:

1 A temperature range of +5°C to +40°C (+41°F to +104°F)
1 A relative humidity range of 15% to 93%, non-condensing
1 An atmospheric pressure range of 700 hpa to 1060 hpa

The SOZO Device has been validated against applicable electrical safety standards for use in
both clinical and home environments.

4.6.2 Environmental Transport and Storage Conditions

The SOZO Device must be transported and stored in the following conditions:

-25°C (-13°F) without relative humidity control and +70°C (158°F) at a relative humidity up to
93%, non-condensing.

If the unit has been stored at the extremes of these temperature ranges, allow it to return to
within its operating temperature conditions (approximately 35 minutes) before installing or using.
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4.7 Location for Use

When used with the stand accessory, the SOZO Device should be placed on a flat, stable
surface near a standard power outlet, with room on either side to allow free access to the
electrodes. If the system is configured for seated use, place at a non-metal desk that allows
comfortable access from a seated position to the SOZOstep and SOZOtouch components. For
seated use, a non-metal chair should be used.

Do not place SOZO Device on any object or material made of metal, other than
the SOZOsupport Footplate and Handplate.

The SOZO Device should not be used adjacent to or stacked with other
equipment and, if adjacent or stacked use is necessary, the SOZO Device
should be observed to verify normal operation in the configuration in which it
will be used.

Using the SOZO Device on carpet may cause static electricity, which could
damage the equipment. If installing the SOZO Device on carpet is
unavoidable, please use the SOZOsupport Stand, or an antistatic mat.

Various environmental factors environment may interfere with the SOzZO
Device performance including: the effects of lint, dust, light (including direct
sunlight), as well as pets, pests, or children.

Do not use in the presence of flammable anaesthetic gasses or in an oxygen-
rich environment.

Surface temperature may exceed 47° C (117° F) in normal use. Do not use
SOZO Device if it is hot to the touch. Disconnect the SOZO Device by
unplugging the Power Adaptor and call ImpediMed Technical Support.

>bB B BB P
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5 &@0Z0 Device Assembl

5.1 SOZO Device with SOZOsupport Stand

Most patients stand during measurement, which requires assembly of the SOZO Device with the
SOZOsupport Stand. Follow these steps to assemble the SOZO Device with the SOZOsupport
Stand.

5.1.1 Identify SOZO Device Components

Before assembly, identify the SOZO Device components shown below.

SR
d_q L LT Bict ] S0ZOconnect
_ . RS = able Cable
S0ZOcradle ( ) H { NN )
) Handplate S$0ZO0touch ( T
X

Screws and
Hex Key

F .

£
S0ZO0support . - > e
DN Adapt
Stand Footplate S0ZOstep & :o':vc;:
L Cord J
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5.1.2 Assembly Process

5.1.2.1 Step One: Attach Footplate to SOZOsupport Stand
Using the Hex Key, screw the Footplate into the base of the SOZOsupport Stand.

SOZOsupport Stand. The first person can hold the SOZOsupport Stand with
the base upward. While the second person holds the Footplate on the
SOZOsupport Stand, the first person attaches the Footplate using the Hex
Key.

o To make the process quicker, easier and safer, have two people assemble the

5.1.2.2 Step Two: Attach Handplate to SOZOsupport Stand
Screw the Handplate into the top of the SOZOsupport Stand.
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5.1.2.2.1 Position Handplate

Place the Handplate on the top of the SOZOsupport Stand with the mounting screws
facing up.

5.1.2.2.2 Attach Handplate

Using the Hex Key, attach the Handplate with the remaining screws.

Once the Footplate and Handplate are connected to the SOZOsupport Stand,
the large drop hole should be near the top opposite of the blue stripe as shown
in Step Three.
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5.1.2.3 Step Three: Lace SOZOconnect Cable Through SOZOsupport Stand

Feed the SOZOconnect Cable into the droplet hole on the back of the SOZOsupport
Stand.

—

Feed the SOZOconnect Cable out of the front hole at the base of the SOZOsupport
Stand.

>

Either end of the SOZOconnect Cable may be used to connect the
S0OZO0touch and SOZOstep.
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5.1.2.4 Step Four: Attach SOZOtouch to Handplate
Place the SOZOtouch onto the mounting screws and push forward to lock into place.

5.1.2.5 Step Five: Attach SOZOconnect Cable to SOZOtouch

Make sure that the screw on the SOZOconnect Cable is facing upwards before
attaching it to the SOZOtouch.

5.1.2.6 Step Six: Attach SOZOconnect Cable to SOZOstep

Make sure that the screw on the SOZOconnect Cable is facing upwards before
attaching it to the SOZOstep.
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5.1.2.7 Step Seven: Connect Power Cord to SOZOstep

Before starting this step, make sure that the SOZOconnect Cable is plugged into both
the SOZOtouch and the SOZOstep. Locate the power support port on the back of the
SOZOstep. Feed the corresponding end of the Power Cord through the openings in the
bottom of the SOZOsupport Stand and connect it to the port.

for start-up of MySOZO in Section 6.2.1 First Time Set-Up and the SOZOapp,

Before using the SOZO Device for the first time, make sure to follow all steps
Section 8.2 Start-Up.
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5.1.2.8 Step Eight: Attach SOZOstep to the Footplate
Place the SOZOstep onto the mounting screws and push forward to lock into place.

v

-«

)
o

Once the SOZOstep is in place, plug the Power Cord into the wall outlet.

0

= LT

————_—____—__

7 [

5.1.2.9 Step Nine: Attach SOZOcradle to SOZOtouch

Once the SOZOcradle is secure, place the Tablet in a landscape position on the
SOZOcradle

& ImpediMed i April 2019 Page 30 LBL-537-en REV B



Observe the following warnings while assembling the SOZO Device.

Only use the Power Adaptor supplied with the SOZO Device. The use of any
other Power Adaptor may expose the patient to the risk of electrocution.

Ensure that the SOZOconnect Cable is plugged in to the Handplate and Foot
plate before connecting the Power Cord. If the SOZO Device must be moved,
ensure that the Power Cord is disconnected before moving or uninstalling the
system.

automatically run a self-test to ensure functionality. Do not touch the stainless-

2 When plugging the Power Cord into the wall outlet, the SOZO system will
steel electrodes when a self-test is running.

For more information on setting up the SOZO system with the SOZOsupport Stand, visit
www.impedimed.com or contact ImpediMed technical support, per Section 12.5 Technical
Support.

5.2 SOZO Device without SOZOsupport Stand

I:E To use the SOZO Device while the patient is sitting, follow the instructions for use in
Section 7.2.3 Seated Position.

Sometimes, a patient is unable to stand during measurement. In that case, follow the steps
below to assemble the SOZO Device without the SOZOsupport Stand.

5.2.1 Attach SOZOtouch to SOZOstep with SOZOconnect Cable

Connect the SOZOtouch to the SOZOstep with the SOZOconnect Cable by repeating Step Five,
Section 5.1.2.5 Step Five: Attach SOZOconnect Cable to SOZOtouch, and Step Six, Section
5.1.2.6 Step Six: Attach SOZOconnect Cable to SOZOstep. The SOZOconnect Cable port is the
same for the Handplate and Footplate.

Place the SOZOtouch on a level surface and at a comfortable height, such as on a table or desk,
so that the patient may place their hands on the SOZOtouch while they are sitting down.

Place the SOZOstep on a level surface beneath and in alignment with the SOZOtouch. Ensure
that the SOZOstep is positioned in such a way that the power supply can be easily connected
and disconnected.
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5.2.2 Connect SOZOcradle

Confirm that the SOZOtouch is stationary and on a level surface. Place the SOZOcradle onto
the SOZOtouch with the ledge of the holder facing the SOZOtouch stainless steel electrodes.

For clinical use, the SOZOcradle can be reversed with the ledge of the holder facing away from
the electrodes. Place the Tablet onto the ledge of the SOZOcradle, so that the SOZOcradle is
holding the Tablet.

5.2.3 Connect Power Supply

Locate the power supply port on the back of the SOZOstep and plug the corresponding end of
the Power Cord into that port.

Take the remaining end of the power supply cable and plug it into the nearest wall outlet. The
S0OZO Device may be safely turned off by unplugging the Power Adaptor.

Only use the Power Adaptor that is supplied with the SOZO Device. The use
of any other Power Adaptor may expose the patient to the risk of electric shock.

Ensure that the connector cable is plugged in to both the SOZOtouch and
SOZOstep assemblies before connecting the power supply. If the SOZO
Device must be moved, ensure that the power supply is disconnected before
moving or uninstalling the system.

A Ensure that nothing is in contact with the SOZOtouch or SOZOstep electrodes when
applying power.

For more information on setting up the SOZO system without the SOZOsupport Stand, visit
www.impedimed.com or contact ImpediMed technical support, per Section 12.5 Technical
Support.

Setup of SOZO Device Complete.
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6. 0 My SOZO

MySOZO allows the User to access the SOZO system from any User Device with internet
access, provided that the User Device has a Google Chrome or Mozilla Firefox web browser.
See Section1.3 MySOZO Minimum Requirements.

MySOZO is accessed through a web portal, MySOZ0.com. SOZO accounts and patient data,
including patient measurement data and Assessment results, may be viewed in MySOZO.
MySOZO updates its patient data and accounts by interfacing with the SOZOapp. MySOZO
interfaces with the SOZOapp to allow a Clinician to take measurements, view past results and
manage their patients.

A MySOZO account must be created before you may begin using the SOZOapp on the Tablet
or access MySOZO.com.

6.1 Introduction

After the Clinic purchases the SOZO system, ImpediMed will establish the initial authorisation
and licences and create the first Clinic Administrator. Once the initial Clinic Administrator has
been created by ImpediMed, additional Administrators and Clinicians may be added by Clinic.
All Users, whether they are Administrators or Clinicians, are identified by their email address.

It is easy to begin. There is no need to install any software. Users log into MySOZO.com on a
User Device with internet access.

6.2 All MySOZO Users (Administrators and Clinicians)

The below steps, including Login, password set-up, and reset for forgotten password or
expiration, apply to all MySOZO Users.

6.2.1 First Time Set-Up
6.2.1.1 Email with Temporary Password

For a new User, ImpediMed sends the User an email, as shown in example below, with
a temporary password. In email, the User clicks Set Password.
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From: no-reply@impedimed.com <no-reply@impedimed.com>

Sent: Sunday, April 21, 2019 5:53 PM

To: Jon Little <jon.little@outlook.com> I
Subject: ImpediMed 5070 Digital Health Platform

impedimed’

Hello,

Welcome to ImpediMed’s SOZO? Digital Health Platform.

S0OZ0 is a medical device that non-invasively measures and monitors tissue composition and fluid status using bicimpedance spectroscopy.

‘Your organization's MySOZO Administrator has initiated a MySOZO account for you.
To access your MySOZ0 account, you must first set your password by clicking on the link below and using the following temporary password: 78Hi*92Lr

After setting your password, you can access [ login to the system by navigating to https://www.mysozo.com using a Chrome or Firefox browser.

Set Password

6.2.1.2 Set New Password

After the User clicks the emaill Il i nk, t he
enters the Temporary Password that was provided in the email and sets and confirms a
new password and clicks Submit.

impedimed" S0Z0? pigital Health Platform

Set New Password

Email Address

jon.little@outlook.com

Temporary Password

Temporary Password

New Password %

New Password

Confirm New Password

Confirm New Password

The password must be between 8 and 20 characters containing at least:
1. One number

2. One special character ("#3%& )+, <=>7_@"{[}-)*

3. One upper case letter

4. One lower case letter

6.2.1.3 User Password Privacy

Only the User has access to their password. No other User may see or have access to
the Userds password.
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6.2.2 Password Reset

If you have trouble logging in or forget your password, click the message below the Login button.

impedimed’ SOZO Digital Health Platform

Login to Your Account

Email Address
Password

Language

English (US) v

Having trouble logging in or

need to reset your password?

G c €ooaﬁ

On the next screen, enter email address for the MySOZO account.

impedimed’ S0Z0 Digital Health Platform

Reset Password

Enter the email address used to set up your
MySOZO account.

Email Address

s

Forgot email used for MySOZO acecount?
Please contact your MySOZO administrator.
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A pop-up naotifies the User to expect a password reset email from ImpediMed.

®

An email has been sent with instructions on how to reset your
password. If you do not receive an email, check that the email
you have entered is correct, check your spam folder,
or contact your MySOZO Administrator.

After ImpediMed sends the email with password reset instructions, click Reset Password link

in the email.

CiReply ERReply All S Forward M

Thu 4/18/2019 11:31 AM
MJ

() ImpediMed SOZO Digital Health Platform

To © mraarndensice
(@) if there are problems with how this message is displayed, click here to view it in a web browser,

From: <no-reply@impedimed.com>

Date: Thu, Apr 18, 2019 at 11:30 AM

Subject: ImpediMed SOZO Digital Health Platform
To:  Maria dames

Hello,

Welcome to ImpediMed’s SOZO® Digital Health Platform.

A request has been made to reset the MySOZO password associated with email lorna katica@gmail.com

Click the link below to reset your password. If you did not request a password reset, contact your MySOZO Administrator.

Reset Password

|mped|m9d S0ZO0 pigital Health Platform

Create and confirm the new password on
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6.2.3 Password Expiration

Your password will expire within a time period set by your Clinic. A pop-up will warn you about
upcoming password expiration. To reset your password, click Reset Now.
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