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« Single mode switching mode is chosen

« Single electrode alternating mode is chosen

« Single mode change direction indicator is
enabled in settings (default)

e Inputsignal is O during 1000ms after last
move

Direction change in single
mode - alternating mode

Direction change Single

* Freeze mode is configured properly in
settings

« Inputsignal is above freeze mode thresholds
and long double pattern detector threshold
and the fingers are closed or blocked on an
object

e Inputsignalislonger than hold time stage 1
(1500ms - for First stage).

« Inputsignal is longer than hold time stage 2
(1500ms - for Second stage)

Freeze mode activate / deac- Duration of open / close signal in extreme posi- Triple (First stage)
tivate tions -
Single (Second|stage)

« notify_during_grip_transition is enabled in

Grip change feedback Grip transition Sequence of 4 settings

Command from external device Communication frame Single « kFrameTypeTriggerFeedback frame called

e kFrameTypeTriggerFeedbackNotification

Command from external device Communication frame Sequence of 4
frame called
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7 DEVICE USAGE MONITORING - DUM

Device usage monitoring provides information regarding day-to-day use of the prosthesis by the patient.

It consists of graphs that present information such as the number of performed grips and grips switches,
together with hourly breakdown.

Active and passive time plot

Serial number Date

Distribution type
L139

v Today Week Month Custom date Time

1d 1h 56m 2s

Total

- Active Time @
17h 40m 44s

Passive Time @
8h 15m 18s
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8 MODES

Change mode

Selected mode

Mode 1 -

Modes represent different configurations saved in the device. Use this feature to create different setting
modes for patients. This can be used for sports, vocation, recreational activities, etc. This can be done using
modes. After the clinician creates mode profiles, they are sent to the patient’s hand for use. The patient will be
able to switch between modes on their mobile app. They can be switched using the dropdown visible in the
upper-center part of the screen.

Modes allow you to set different hand configurations, which the patient can switch with one click from the
mobile app. All mode settings are separate, e.g. Mode 1 can have different grip settings than Mode 2. There are
a maximum of 3 modes per device. In the panel on the right in Configurator you can choose which mode you
are currently editing.
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Each mode holds the following parts of configuration:

o

Grips pairs/grips sequence

o EMG settings

o  Speed control strategy

o  Gripswitching mode

o Co-contraction/pulse/hold-open timings

o Ignore EMGC spikes settings

@]

Soft-Crip settings

The remaining configuration elements are not stored in the mode and as such are common for all modes

o  Gripsfingers position
Select a mode that you would like to use and make a change to the hand configuration that will be stored in

the new mode. Once the change is made, hit the send to prosthesis button. This can be done locally, asynchro-
nously or during remote sessions.
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9 ALLI E D H EALTH Permissions to ADP and Zeus Configurator

Allied Health can use other functionalities on the v Grips
same rules as Clinicians after granted access.the

o . n i Change grips
description of the functionalities you can find under

section: Remote session, Local Session, Asynchro- Transition mode
nous session, Config template, Modes, Goals, History ) )
Grips configuration
log.
EMG settings
9.1 Allied Health permissions [ Main settings
Allied Health in the application has specific access to Goals
selected patients and functionality depending on the
permission granted by the Clinician. [J Soft grip
[C] Speed control strategy
[] Other settings

Cancel Save permissions
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9.2 Allied Health — My patients

My patients 2, Create new patient i=

Jane Smith Mary Jones Jon Doe
Device SN: 003a003c Device SN: L378 Device SN: 00220048

X CLI P ATEl  (S) Profile () start Remote Session (ORI NP Ol (O] Profile () start Remote Session {6} configure Zeus (@ Profile O start Remote Session

This view shows a list of patients for whom access has been granted by the Clinician.

The full view of the patient’s information is available by clicking the button “Profile” on the Patient Card.

Jane Smith
Device SN: 00220048

LU NP IO (O] Profile (&) Start Remote Session
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10 TECHNICAL SUPPORT

10.1 Troubleshooting

Device -ADP firmware version mismatch

Firmware version of the device is
A\ different from the one stored in ADP,
contact support.

Mismatch happens when the device's firmware version is different from the one ADP expects. It might mean

that the device was updated outside of the ADP.

10.1.1 Configuration not found:
Shown when the device has not been connected yet, either to the web or mobile application. Without config-

uration initiated, session and async configuration modes stay disabled.

A Device config could not be retrieved,
connect the device and send config
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10.1.2 Upgrade needed:

The device's firmware is not updated to the latest version so that features may not work correctly. In specific
situations, the clinician may be locked out of all configurator features until firmware is updated.

This device is not fully compatible with
A software version 1.0.0. Please contact
support to upgrade it

In the case of any issues with the software:
Check if the hand is turned ON
Check if the battery is charged

If a problem initiating Bluetooth connection occurs, the following error will be displayed. In such a case try
refreshing the page, check the device's battery level, turn it off and on again, and try connecting once more.

€) Could not connect to the prosthesis
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Another error that might occur during Bluetooth connection is when the device's firmware is not responding.
Try refreshing the page, check the device's battery level, turn it off and on again, and try connecting once more.
If the problem still persists, contact Aether Biomedical.

9 Connection failed, bootloader not
responding

If the firmware will become unresponsive, during initial connection a popup will appear asking you to update
the device. Configuration can't be changed locally until firmware update is installed successfully in such a case.
In the event of firmware update failing repeatedly please contact Aether support.

In the email message the user should specify a question or a problem that has occurred, preferably describing
what led to it, what is happening and what a desired outcome would be.

o The bluetooth ID is not detected? Reopen your browser and connect with the hand.

Screenshots as attachments can be included to increase the speed in resolving a problem.
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10.1.3 Firmware Update

The Clinician may update the firmware on the Patients Zeus Hand via the ADP. To access this feature, navigate

to Patients profile and:
o  Start a Remote Session with Patient or

o Start a Local Session with Patient

During Session (Remote or Local) in the Configurator please go to Firmware update tab and follow information
on screen below.

10.1.4 WIFI

IOS can turn off wifi by itself in some cases if not used for a long time or to save battery. Due to that there is
a possibility that notification will be delayed or not received at all. Please check if WIFi connection is present
and Turn OFF and then Turn ON once again.

10.2 Compatability

The Aether Digital Platform is compatible with Zeus V1 hands A-01-L/R; A-O1-L/R-T: A-O1-L/R-TS-S.
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10.3 Reporting

Any serious incident that has occurred in relation to the device should be reported to Aether Biomedical

Sp z 0.0. via support@aetherbiomedical.com and the competent regulatory authority of the country in which
the is a resident.

10.4 Security

Application should be operated from a secure device. It should have the firewall enabled and have anti-malware
software installed.

It is recommended to check the certificate of the web page before logging in.

It is recommended to close the application when you are not using it or you are away from the computer.

11 OTHER INFORMATION

o Aether Biomedical declares that they meet appropriate European standards for design, manufacture and
supply of prosthetic products and user software under CE mark. Continued compliance with the standard
is monitored by a program of internal and external audits.

o All individual products are marked indicating that they comply with the requirements of the Medical
Device Regulation 2017/745.

DMR-5 Aether Digital Platform Web Instruction for Use V 5

82



Aether Biomedical Web Application Instruction Aether Biomedical

11.1 Symbols

This CE mark indicates the product conforms with the essential requirements and provisions
of Medical Device Regulation 2017/745.

Refer to operating instructions

This mark indicates the user should read the operating instructions before use.

@AETHER @ This indicates www.aetherbiomedical.com.

Definitions

User: Clinician, Clinic Admin, Allied Health
ADP: Aether Digital Platform
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