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This section gives you an overview of the steps for determining and saving the stimulation parameters of a patient. For each
step, you will find a reference to the respective chapter in which the instructions are described in detail.

© © N o

Start the OkuStim Pulse software. (Chapter 8)
Plug the OkuStim wireless dongle into the USB port of your PC. (Chapter 9)

Switch on OkuStim 2 by pressing and holding the on/off button for at least 6 seconds until the side LED flashes blue.
(Chapter 9)

Connect OkuStim 2 to OkuStim Pulse. (Chapter 9)

Create and select a patient:

9 Either by creating and selecting a new patient (Chapter 10)
1  Or by selecting an existing patient (Chapter 18)

Determine the tolerance threshold (Chapter 11)

Save the therapy parameters on OkuStim 2 (Chapter 15)
Disconnect OkuStim 2 from OkuStim Pulse (Chapter 16)

End OkuStim Pulse (Chapter 16)

See Appendix 3: Operation with USB cable connection for information about programming the OkuStim 2 via cable
connection (only for countries in which the wireless connection is not permitted).
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This document must be read in conjunction with Document OK210011 I OkuStim 2 System Instructions for Use.

Every user of OkuStim Pulse software must be instructed in accordance with the present manual (OkuStim ® Pulse
Instructions for Use, OK210041) on how to operate the software.

Copyright © 2026 Okuvision GmbH. All rights reserved.

Without prior written approval of Okuvision GmbH, no part of this publication may be reproduced, transmitted, transcribed,
saved in a retrieval system or translated into a language or computer language in any form or by third parties.

Any software described in this publication is provided under a license agreement.

All other brands are property of their respective holder. Other company and branded products as well as service names are
brands or registered trademarks of their respective holders.

Okuvision GmbH Tel +49(0)7121 159 35-0
Gerhard-Kindler-Str. 17 E-Mail info@okuvision.de
72770 Reutlingen | Germany www.okuvision.de

Intended purpose of OkuStim Pulse

OkuStim Pulse is intended to be used by a healthcare professional to determine, save and manage the specific stimulation
parameters for the OkuStim 2 System.

Intended purpose of OkuStim Pulse Kit

The OkuStim Pulse Kit is intended to be used by a healthcare professional to determine, save and manage the specific
stimulation parameters with the OkuStim 2 System of each patient. The OkuStim Pulse Software controls the OkuStim 2
output while connected via wireless. The individual patient stimulation parameters are written onto a OkuStim 2 Memory.

Intended purpose of OkuStim 2

OkusStim is intended for the electrical stimulation of the eye of patients with retinitis pigmentosa in an outpatient or home
setting.

The OkuStim 2 System is suitable for performance of electrical stimulation by trained lay persons and specialists in
hospitals, private practices, or the home environment. The use of the OkuStim 2 System with OkuStim Pulse for
programming stimulation parameters is limited exclusively to trained personnel. There is no age limit for the use of
OkusStim Pulse. An age restriction for the use of OkuStim 2 is defined in the OkuStim 2 instructions for use, see OK210011.

Transcorneal electrostimulation (TES) as neuroprotective therapy should be applied on an ongoing basis. Therapeutic doses
for patients with retinitis pigmentosa are administered once weekly for 30 minutes. The age limit for the use of the OkuStim 2
System is defined in the OkuStim 2 System instructions for use.

1. Before using OkuStim Pulse and the OkuStim 2, familiarize yourself with these Instructions for Use and respect the
notes about electromagnetic compatibility (Chapter 27).

This document is to be read in connection with the document OK210011 OkuStim 2 System Instructions for Use.

3. Use exclusively the accessory parts listed in the "Accessories" list accompanying the product. Do not connect any
unlisted cables or parts to the device.

4. For charging (and also for transmitting data by cable connection), use only the charging cable with mains plug contained
in the supplied kit.

5. No stimulation is possible while the batteries of the OkuStim 2 are charging or while data are being transmitted by cable
connection (USB C connection to the PC).

No wireless connection can be established while the batteries of the OkuStim 2 are charging.
7. To transmit larger volumes of data, use a cable connection to the PC; radio transmission may take several minutes.
8. The therapeutic current intensity must not exceed 950 pA.



10.

11.
12.
13.

A Warning
1

The current intensity must not exceed the individual pain threshold.

Keep the device and its accessories out of the reach of children. Small parts such as the memory card or the OkuEl M

could be swallowed.

Do not use the OkuStim 2 if it feels hot around the battery or if the device is deformed.

The device and its electronic accessories must not be opened or modified under any circumstances.

Do not attempt any repair or maintenance on the device, but if necessary, contact your dealer or the manufacturer.

Depending on ambient temperature, the housing of the OkuStim 2 can become very hot during the charging

process and even during data transmission by cable. Therefore, after disconnecting the cable, wait 10 minutes for

the device to cool before you put on and use the OkuStim 2.
1 Do not wear the device during charging or while data are being transmitted by cable connection.

This document relates to software version 2.0.3 and higher.

Intel® 1.3 GHz processor or comparable
1 GB RAM; 50 MB available hard disc memory
1 USB port type A USB 2.0 for OkuStim Wireless Dongle or connecting cable.

= =4 —a -

Supported operating systems: Microsoft® Windows® 11.

- If technical support (including security updates) of Microsoft® Windows® 10 is ensured, the installation is

possible.

- Other operating systems are not permitted for the installation of OkuStim Pulse. Administrator rights are

required for installation.
1  Framework: Installation of Microsoft .NET 6.0 or higher (6.x) must be possible or available.
- Additionally, at least 300 MB free hard disc space is required.

1 Responsibility for IT safety and updates rests with the operator of the PC on which the software will be installed.
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The following symbols are used on the packaging and in the

description of the components: Packing unit

MD Medical device Not for reuse

Sample fur temperature range

Ref. To instructions for use (Storage and Use)

Ref. To instructions for use Manufacturer

L —~ & U

=

General warning symbol R E F Part number

>

LOT Batch designation Do not use if packaging is damaged

SN | Serial number

Note waste disposal specifications

Use by date Applied Part: Type BF

> 1=t @

&I Date of manufacture UDI Unique Product Identifier

The CE mark confirms compliance with the Casing protection class: protected against
C E Medical Device Regulation (EU) 2017/745 P22 foreign objects with a diameter of 12.5 mm
o197  MDR. Notified body: or above and against dripping water with 15°
TUV Rheinland (= 0197) angle.

@ Example for storage temperature F C FCC-conform

8075



The meanings of important terms you will encounter in these Instructions for Use are explained in this section:

1

Tolerance threshold, tolerance amplitude: This is the maximum current value measured in the clinic, expressed in
HA, that the patient can tolerate for the duration of stimulation.

Tolerance threshold measurement: This is the process, described in Chapter 11, for determining the tolerance
threshold/tolerance amplitude.

Stimulation amplitude, stimulation intensity: This is the current amplitude, expressed in YA, that is used during
therapy sessions. It is generally the same as the tolerance amplitude, but in some cases can also be lower (see
Chapter 19.2.1).

Phosphene threshold: This is the value of the current amplitude, expressed in pA, with which the retina must be
stimulated in order to perceive light phenomena (phosphenes).

Phosphene threshold measurement: This is the process, described in Appendix 2: Phosphene threshold
measurement, for determining the phosphene threshold.

Patient database: This is the home screen of OkuStim Pulse, in which you can view the patient database.

Activated patient view: This is the window that opens when a patient is selected from the database and activated.
From here, it is possible to change already existing stimulation parameters and to view the adaptation of
OkuStim 2, the therapy history and other parameters and data records.

OkuStim Settings: OkuStim Settings denotes [in this software] the adaptation parameters of OkuStim 2
(Chapter 13).

Stimulation File: File in which the stimulation parameters are specified; for the "Retinitis Pigmentosa" stimulation
file, these are: symmetric biphasic (anodic first) square-wave pulse, frequency 20 Hz, pulse duration 10 ms,
maximum stimulation amplitude 1000 pA, stimulation duration 30 minutes.

Radio module: USB stick (OkuStim Wireless Dongle) for establishing a wireless connection between
OkuStim Pulse and OkuStim 2.

OkuStim 2 radio module: Radio component integrated in OkuStim 2, for establishing a wireless connection (with
OkuStim Pulse in combination with the OkuStim Wireless Dongle); can be activated with the On/Off button.

Pairing mode: This is the operating condition for OkuStim 2 to be coupled with OkuStim Pulse via the radio
modules.

OS/OD: OS (Oculus Sinister) stands for the left eye, OD (Oculus Dexter) for the right eye.

If you need help, click on the menu symbol and then on "Information".

OkuStim Pulse V2.0.3.112 — x

. Settings

Database >
Stimulation files

Information

Last name First name Date of birth Gender Patient ID Therapy parameters First stimulation Last readout Physician Institution/Hospital  Comment

Add new patient
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A window will open in which you can find all relevant information, such as:

1 Software (software version, patient database name and storage path)
T Information about the radio module built into OkuStim 2
T Information about the OkuStim 2 if connected
1

Okuvision contact information (for technical support)

E OkuStim Pulse V 2.0.3.113

(01)4260526920046(8012)2.0.3.113
GS51 Data Matrix

Okuvision GmbH
Gerhard-Kindler-Str. 17
72770 Reutlingen
Germany
Telefon: +49 (0) 7121 159 350

Fax: +49 (0) 7121 15935 99
E-Mail: service@okuvision.de

Internet: www.okuvision.de
Copyright®2024 Okuvision GmbH

-]
g
U (e @D
Software version: 203113
Name of the database: 202503281600_OkuStim.db
Database location CA\ProgramData\Okuvision\Okustim Pulse
0K200005

CE..

Software version OkuStim:
Serial number OkuStim:

Software version OkuStim radio module:
Serial number OkuStim radio module:

Software version OkuStim Wireless Dongle:
Serial number OkuStim Wireless Dongle:

1.01.20
0041

1500
1811969180

1500
1811974704




1 What Ok StPiuma e

OkuStim Pulse is designed to control OkuStim 2 or to influence the use of the OkuStim 2, hence OkuStim Pulse, just as
OkusStim 2, is classified according to Rule 3.3 as a class Ila medical device.

The OkuStim 2 is a class lla medical device according to Annex VIl Rule 10 of European Medical Device Regulation (EU)
2017/745.

Items supplied in the OkuStim Pulse Kit:

1 OkuStim® Pulse (USB-Stick with installation file OkuStim Pulse® Software; on the product label: OkuStim® Pulse,
Part No.: OK200005)

1 Radio module (on the product label: OkuStim® Wireless Dongle, Part No.: OK000133)
1  USB cable (on the product label: OkuStim® 2 USB Cable, Part No.: OK000022)

2 I nstall @Qk u StPiund s e

2.1 Installation

Prerequisite: Administrator rights for the computer are required for installation of OkuStim Pulse.

Insert the USB stick with the current version of OkuStim Pulse into a USB port of the computer.

Access the content by double-clicking on the folder with the current version of OkuStim Pulse. Start the installation process
by clicking on the Setup file: OkuStimPulse_[version]_Setup.exe

The installation wizard starts and will guide you through the installation process. At this time the following steps will be
executed:

1. The installation path is created: [Program Files] \OkuStim Pulse.
2. The device drivers will be installed. Your confirmation is required for this.
3. Ashortcut can be created in the Windows Start menu. Your confirmation is required for this.

E Setup - OkuStim Pulse version 2.0.4 - X

Select Destination Location

Where should OkuStim Pulse be installed?

‘ [] Setup will install OkuStim Pulse into the following folder.

To continue, click Mext. If you would like to select a different folder, click Browse.

C:\Program Files (x86)\0kuStim Pulse| Browse...

At least 33,2 MB of free disk space is required.

Next Cancel

Select the desired installation location and tick the box if you would like a shortcut to be created. Continue with the setup,
confirm your installation settings and wait until the setup wizard has completed the installation process. The setup wizard
can now be closed.
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In addition to OkuStim Pulse, two further components need to be installed for OkuStim Pulse to be used:
1 Microsoft .NET 6
1 FTDI USB port driver for OkuStim 2
These installation packages are third-party components and are not part of the medical device OkuStim Pulse.

Installation of the two components on a PC with internet access:

1  Microsoft .NET 6: When you start OkuStim Pulse for the first time, you may be prompted to download and install
the Microsoft .NET 6 runtime if it is not already installed on the PC.

1 FTDI USB port driver: The driver is installed automatically the first time you connect either the dongle or OkuStim 2
to the PC using a USB cable.

Installation of the two components on a PC without internet access:

1 If no internet connection is available, the supplied OkuStim Pulse USB stick contains - along with the OkuStim
Pulse software - the two installation packages mentioned above. Use the two setup files to complete the
installation.

1 If possible, check for the latest USB port driver version and the latest .NET 6.x version before installation.

2.2 Initial operation

Upon the first start of the application, the language, the clinic name and the database storage path
(C:\ProgramData\OkuVision\OkuStim Pulse is automatically suggested) must be selected, and the function of the software
(OkuStim Pulse) must be checked with an OkuStim 2.

B okustim Pulse V 2.0.4.147 = a X

Language [The change to the language setting is only effective after a restart of the software!]
English v
ast name Hospital  Comme
Default institution/hospital

Database

C:\ProgramData\Okuvision\OkuStim Pulse\202603021509_OkuStim.db .

Add new patient

Initially, the software starts in German or English. If you want to change the language, please select the appropriate
language and save the selection by pressing the orange button. To activate the selected language, the software must be
restarted. To do this, close the software using the cross in the top right-hand corner and restart the software.



3 Selection of Language and CIl i

IS OkuStim Pulse V2.0.3.112

- x|
Last name First name Date of birth Gender Patient ID Therapy parameters First stimulation Last readout Physician Institution/Haspital  Comment
Edit patient Delete patient Add new patient Activate patient
S Okustim Pulse V2.03.112 - x ‘
Database »
Stimulation files
Information
Last name First name Date of birth Gender Patient ID Therapy parameters First stimulation Last readout Physician Institution/Hospital  Comment
Edit patient Delete patient Add new patient Activate patient

In order to change the language and the clinic name at a later time after the first software start, click on the menu symbol
and then on "Settings".

A window opens in which you can select the language and enter the name of the clinic (see figure).

Use the drop-down menu to select the language. You can enter the clinic name (such as "EXAMPLE EYE CLINIC") under
"Default Patient Institution". Click on "Save" in order to save this information (see figure).

Note: The language change will take effect after the software is restarted.



OK210041 | Rev. 20260316 | OkuStim Pulse Kit | Instructions for Use

B OkuStim Pulse V2.03.112

Language [The change to the language setting is only effective after a restart of the software!]
English v
Last name First name mment
Default institution/hospital

EXAMPLE EYE CLINIC

Add new patient

4 Sel ection of t he Dat abase Di

rector

In order to select the storage path for your database, click on the menu symbol and then on "Database".

Now click on "New", whereupon a window opens (see figure) in which you can select the storage location of the patient
database.

The patient database is a folder in which all patient data, including stimulation parameters and log files about patient
stimulation, are saved.

It is recommended to select a local storage directory, so that other users can also access it. The storage location can be
changed at any time (see Chapter 4).

B9 OkuStim Pulse V20.2.112 - b
Setcngs
[ [New i Database v
Patient Databast Open Stimulation files
Export 3 Information

Import v
Last name First name Date of birth Gender Patient ID Therapy parameters First stimulation Last readout Physician Institution/Hospital  Comment

Edit patient Delete patient Add new patient Activate patient




S OkuStim Pulse V2.0.3.112 - X
IS Select location for ne x
« v 1 > ThisPC > Desktop » OkuStimPulse Databases v O Search OkustimPulse Databases 2 =
Organize Mew folder E - (%]
4 Downloads  # * Name Date modified Type Size
Documents A&
No items match your search
& Pictures - -
2025-03 L
£5p it readout Physician Institution/Hospital  Comment
Externe_Patienter
OkustimPulse Da
& OneDrive
@ OneDrive
= This PC
» 3D Objects
m Desktop
File name: | 202504081228 OkuStim
Save as type: Database (*.db) -
 Hide Folders Save Cancel
Edit patient Delete patient Add new patient Activate patient
B Okustim Pulse V203,112 - x|
m Settings
Database »
Stimulation files
Information
Last name First name Date of birth Gender Patient ID Therapy parameters First stimulation Last readout Physician Institution/Hospital  Comment
Edit patient Delete patient Add new patient

Click on the menu symbol and then on "Stimulation Files".

Here you will find the overview of imported stimulation files and be able to read stimulation information. Via the “Import"
button, it is possible to import further stimulation files released by Okuvision. This could be necessary, for example for use in
the context of clinical studies.

Insert the USB stick - with the actual version of OkuStim Pulse - into an USB port of the computer. Integrate the recent
stimulation file which is also on the USB-Stick.

Test OkuStim Pulse according to Chapter 6.
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B OkuStim Pulse V2.03.112 — X

D Name Short name Version Information Expires

TES-RP Retinitis Pigmentosa - Treatment RP-T 1 rectangular symmetric biphasic pulse (pulse duration per phase = S ms; pulse frequency = 20 Hz) n/a

Note: The stimulation file contains only information about the waveform, pulse duration, frequency and length of the start
ramp. Programming of stimulation amplitudes is explained in Chapters 11 to 15.

6 I nstall ation Test

To test if the Software was installed successfully:

1. Start OkuStim Pulse

Connect OkuStim 2 with OkuStim Pulse

Create a new patient NfTest Pat i etmulationfile.. 11. 111150. Choose the i
Switch to AThreshol d DGhaptersdtb bldoodetailpd irstaustiens)r ef er t o

The Amplitude is pre-set to 100 pA on OS and OD.

i Start the threshold detection on OS. Check if the software displays any errors. Pause detection.

1  Start threshold detection on OD. Check if the software displays any errors. Pause detection.

1 Check if the therapy amplitude is now set to 100 pA on both eyes.

a s> w D

6. Go to the patient overview:

1 Check if the therapy amplitude and tolerance threshold are 100 pA on both eyes.

T Press fiWrite to OkuStimo and check, if the Asuccessfully ¢tr
If all tests are passed, the installation was successful.

7 Before Use

7.1 Determination of the tolerance threshold

To determine the tolerance threshold, you need:

PC with OkuStim Pulse

OkusStim Wireless Dongle for a wireless connection between OkuStim 2 and a PC
OkusStim 2

OkuEl M package

Eye drops

Alcohol pads for cleaning the forehead

2 o o

Optional: Instead of alcohol pads, abrasive skin prep paste or electrode gel can be used for placement of the counter
electrodes.

7. Cotton bud for opening the lower eyelid
Determination of the tolerance threshold and adaptation of the OkuStim 2 require approximately 10 minutes time.



7.2 Adaptation of the OkuStim 2 and attachment of the OkuEl M and OkuEIl counter
electrodes

For use and handling of the OkuStim 2 as well as of the OkuEl M and OKuEl counter electrodes, please proceed according
to the instructions in the OkuStim 2 System Instructions for Use, Chapter 5 fiStep-by-step instructions: Stimulation by the
patient themselvesa

While doing so, please follow exactly the steps for preparation and conduct of a therapy session.

8 Star Okno & tPiumh s e

Start OkuStim Pulse.

First, you will see the patient database as the home screen of the software. Here you have the option of creating a new
patient ("Add new patient" button), activating a patient ("Activate patient" button), deleting a patient ("Delete patient" button)
or revising the information about a particular patient in the database ("Change Patient" button).

5 Okustim Pulse V2.03.112 - X

Last name First name Date of birth Gender Patient ID Therapy parameters First stimulation Last readout Physician Institution/Hospital  Comment

Add new patient
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9 ConnecOk myt2it Kk u StPium s e

To connect OkuStim 2 to OkuStim Pulse, click on the "Connect" button in the software.
The Pairing window opens (see figure). Follow the illustrated steps.

% Okustim Pulse V2.03.112
Last name First name Date of birth Gender Patient ID Therapy parameters First stimulation Last readout Physician Institution/Hospital Comment
X
::“;I':' wireless Pairing mode Connection Therapy logs
Insert OkuStim Wireless Dongle into a US8 port of your PC.
Add new patient
1. Connect wireless dongle:
Connect the OkuStim wireless dongle to a free USB socket of your PC.
If the OkuStim Wireless Dongle is recognised, a green tick mark appears for confirmation.
This process may take up to 5 seconds.
B OkuStim Pulse V2.03.112
Last name First name Date of birth Gender Patient ID Therapy parameters First stimulation Last readout Physician Institution/Hospital  Comment.
X
gg;‘;;‘”’“‘“s ) Fairing mode Connection Therapy logs

Activate pairing-made by presssing the on/off button for at least § secands,
Side LED will flash blue when in pairing mode.

<1

Add new patient




2. Pairing mode:

OkuStim 2 must be set to Pairing mode. For this purpose, hold down the on/off button of the OkuStim 2 for 6 seconds. The
LED on the side of OkuStim 2 will then flash blue to indicate that it is in Pairing mode.

Note: OkuStim 2 must be switched off, so that it can be set to Pairing mode.
3. Connection:

The OkuStim 2 will now automatically establish a connection with the OkuStim Pulse software and move on to step 4 below.

Note: It is possible that several OkuStim 2s are in Pairing mode. This will be displayed to you by OkuStim Pulse. At this point
you can select which OkuStim 2 you wish to connect with (see figure).

IS OkuStim Pulse V2.03.112 - b
m —
1)
Last name First name Date of birth Gender Patient ID Therapy parameters First stimulation Last readout Physician Institution/Hospital Comment
X
E;:;f:‘w“‘“‘ Q Pairing mode e Connection Therapy logs
The following CkuStim were detected in your 0041
immediate vicinity. Please select one OkuStim 0043
)) (( device to cannect to from the list, Front LEDs
of the marked OkuStim will flash blue when in
pairing mode. Connect
Add new patient
1 4 H H . H " " n
Select the desired OkuStim 2 in the list and confirm with the "Connect" button (see figure).
5 OkusStim Pulse V2.03.112 - x
m —
)

Last name rst name Date of birth Gender Patient ID Ther.

erapy parameters First stimulation Last readout Institution/Hospital  Comment
X
Connect wirel
ennectwireless Q Pairing mode o Connection Therapy logs
dongle

The following OkuStim were detected in your _
immediate vicinity. Please select one OkuStim 0043
))) ((( device to connect to from the list. Front LEDs
of the marked OkuStim will flash blue when in

peing mose.

Add new patient
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4. Therapy Logs:

If the patient has never been stimulated with the OkuStim 2 before, or if it is a new OkuStim 2, a window similar to the one
below will open. Log files are present on the OkuStim 2 by default.

B8 Okustim Pulse V2.0.3.112 - X
§ G @ =
Last name First name Date of birth Gender Patient ID Therapy parameters First stimulation Last readout Physicia Institution/Hospital Comment
gz:;i“ wieless @ rairingmode —————— (@) comnection  —————— (€)) Therapy logs
Retrieving and importing therapy logs...
0/2
Please wait until all data have been downloaded!
Add new patient
Wait until the log file is downloaded. Now you only need to click "OK".
5 Okustim Pulse V203112 - x

0 G @ =

Last name First name

Date of birth Gender Patient ID Therapy parameters First stimulation Last readout Physician Institution/Hospital  Comment
Connect wirel
onnectwireless ° Pairing mode ° Connection ° Therapy logs
dongle

Retrieving and importing therapy logs...

2/2

Add new patient




The log file can be deleted if it is a new OkuStim 2 to start the tolerance threshold measurement.

4 OkuStim Pulse V2.03.112 - X

onnect wireless .
Pairing mode Connection Therapy logs

dongle

Unknown patient

The patient referenced in the imported logs is unknown. Please select how to proceed

Select patient New patient Delete logs

If, for example, you have connected OkuStim Pulse with an OkuStim 2 of a patient who has had stimulation sessions at
home, the software recognises that log data exist for therapy sessions that have not yet been saved in the database. If the
patient is already saved in your database, the data can be automatically associated with the patient (see figure).

BS OkuStim Pulse V2.0.3.112 - X

§ G @

Connect wireless . N
e @ riiing mose @ cornecion @ erseyioss
Retrieving and importing therapy logs...

2/2

OkuStim successfully synchronized (Doe, John). You can now close the window.

If the data cannot be associated with any patient, the following options are available:
1 Delete the log data: Data is not associated with anyone in the database and deleted from OkuStim 2.

91 Assign log data to a new patient: A new patient must be created. The workflow to create a new patient opens
automatically; see Chapter 10.

1 Assign log data to an existing patient: The log data is assigned to a patient already existing in the database. A table
opens listing all patients of the opened database.

21675
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10 Wor kfl ow for Creating a New Pat

Click on "Add new Patient". The following window opens.

E OkuStim Pulse V203,112

o Patient info Threshold detection Test stimulation OkusStim settings
Last nama First name| ~ Last name * Physician [
First name * Institution/Hospital
EXAMPLE EYE CLINIC
Date of birth * Comment
Y¥YY/MM /DD
Patient ID Stimulation *
Select... ]
Gender
Select... v
* mandatory
Cancel Skip threshold det...

Add new patient

The upper part of the window (frame) shows the stations of the workflow that OkuStim Pulse offers the user to create a new
patient (here "1 Patient info", i.e. the entry of patient information).

Enter the patient data. Fields marked with (*) are mandatory fields. If you have specified a clinic name in Settings (see
Chapter 3), this will be entered automatically in advance for each patient. Click "Save" to proceed to the next step.

If you have not yet connected any OkuStim 2 with OkuStim Pulse, you will now be prompted to do so. For this purpose,
follow the description in Chapter 9.

E OkuStim Pulse V203,112

Patient info Threshold detection Test stimulation OkusStim settings
Last name Physician
Doe
First name Institution/Hospital
ohn EXAMPLE EYE CLINIC
Date of birth Comment
1970/01/01 X
Satient ID Connect wirel
Patient ID onnect wireless Pairing mode Connection Therapy lags
dongle
Gender Insert OkuStim Wireless Dongle into a USB port of your PC.
Male = 5 ms; pulse
o m' D
Cance! hreshold det

e

n



11 Det er mi nati on of t he Tol erance

Notes:
1 Before you start the determination of the tolerance threshold, explain the procedure to the patient.
1 Explain to the patient that stimulation cannot cause any damage.
1 Ask the patient to tell you immediately about any pain sensations.
1  Stop the stimulation immediately if the patient complains about pain.
1  The tolerance threshold is the current intensity level that the patient can tolerate for the full stimulation session

without sharp or intense pain. For TES therapy, the highest tolerable stimulation intensity should be targeted. In this
respect, the highest tolerable value is to be selected, not the most comfortable. The stimulation intensity cannot be
set to exceed 1000 pA.

Explain to the patient that it is normal to feel the stimulation and that it may be perceived as unpleasant. The stimulation may
be continued as long as it remains tolerable and does not cause sharp or strong pain. Tolerance may change over time, and
an acclimation effect is possible; therefore, it is possible that the tolerance threshold will become higher with time and can be
adapted.

Related workflows:
Chapter 11 Change of Tolerance Threshold
Chapter 15 Change of Stimulation Parameters

Note: For patients requiring only monocular stimulation, see Appendix 1 (Monocular Stimulation) for the corresponding
workflow.

Tolerance threshold measurement procedure

S OkuStim Pulse V2.03.112 - X

X

Patient info ) Threshold detection Test stimulation Okustim settings

Tolerance threshold detection

Retinitis Pigmentosa - Treatment

Amplitude [pA] Amplitude [uA]

A A
100 v . . 19 A/
Tolerance threshold [uA] @ @ Tolerance threshold [uA]
=1 (P) ® =

The tolerance threshold is determined separately for each eye. To do so, proceed as follows:
1. Choose the eye for which the tolerance threshold is to be determined (OS: left, OD: right).
2. Start with the Start/Pause button, e.g. with stimulation under OD.

If an error message appears (e.g. resistance error, see figure below), the software will display where the problem lies. See
Chapter 21 for troubleshooting.
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Note: In monocular stimulation, the system cannot determine whether there is a resistance error at the OkuEl M or OkuEl

counter electrode. This is also the case for the tolerance measurement in which the current values are tested monocularly. If
a resistance error is detected in such cases, only the side will be indicated (left or right).

E OkuStim Pulse V2.0.3.112

§ G @ =

X

Patient info o Threshold detection

Test stimulation Okustim settings

ey, Tolerance threshold detection

Doe John

Retinitis Pigmentosa - Treatment

O.D.

Amplitude [uA]

O.S.

Amplitude [pA]

.
) v

100 v . .
Tolerance threshold [uA] @ @ Tolerance threshold [A]
o @ @ o

Phosphene thresh skip

Edit patient

Delete patient Add new patient

Other errors will be displayed in the software, as shown in the picture. Hover the mouse over the error prompt to receive
more information about the error.

IS OkuStim Pulse V2.0.3.112

Connectior Active Patient

§ iy Doe, John - 1970/01/01 B

‘ Please contact technical service (no. 6) |

Last name First name Date of birth

Gender Patient ID
Doe John 1970/01/01 Male

Edit patient Edit OkusStim setti... Print patient info

herapy Parameters

Log data [ Therapy parameters. [ Threshold history Retinitis Pigmentosa - Treatment [] Advanced options

op. 0s.
2025/02/14 - 2025/03/14 “ “
Compliance level

Therapy interval

Okustim settings |

Tolerance threshold [uA] Tolerance threshold [uA]
7T 2 |days 800

Performed therapy days Expected therapy days Therapy amplitude (WA Therapy amplitude (WAl
4 4 800 700
100 %

Missed therapy days Teo frequent therapy days Threshold detection Test stimulation
1 o

Mean treatment time per therapy day [HH:MM:Ss]
020331

Back to database

Note: See Chapter 21 for an overview of possible errors and their corresponding solutions.



3. Once you press Start, stimulation with OkuStim 2 will begin (for OD in this case).

4. Use the corresponding arrow buttons to adapt (raise and lower) the stimulation amplitude. You do not have to pause the
stimulation for this purpose.

1 Between 50 pA and 500 pA, the stimulation intensity (or amplitude) increases by 50 pA with each click.
1  From 500 pA upward, the amplitude increases by 20 pA with each click.

Note: At currents of 500 pA and above, a 5-second ramp is always applied. This is also indicated by the ramp
symbol next to the time counter.

1 You can also enter the stimulation amplitudes manually in the field. For this purpose, you have to interrupt the
stimulation (by pausing it with the Start/Pause button), enter the new value and then press the Start/Pause button in
order to test it.

1  Ask patients how they feel.

1 To begin with, introduce the patient slowly to the therapy to allow the patient to become accustomed to the
stimulation. Apply stimulation for approximately 5i 10 seconds at a time.

In the process, always watch out for the patient's reaction.
As soon as the tolerance level has been found, test it once again for 207 30 seconds (see figure).

S OkuStim Pulse V2.03.112 - X

X

Patient info ) Threshold detection Test stimulation Okustim settings

Tolerance threshold detection

Retinitis Pigmentosa - Treatment

O.D.

Amplitude [pA] Amplitude [uA]
™ -
Tolerance threshold [A] @ @ Tolerance threshold [uA]

00:3; 200
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5. Repeat the process for the second eye.

ES Okustim Pulse V2.0.3.112
B (G o

Patient info ©) Threshold detection Test stimulation

TS Tolerance threshold detection

Doe John

Retinitis Pigmentosa - Treatment

O.D.

Amplitude [uA]

os.

Amplitude [pA]

A
800 | 700 7'1
Toleras

v . .
nce threshold [uA] Tolerance threshold [
= () ® =

Al

Edit patient

6. As soon as you have found the tolerance threshold for the second eye, click on "Save".
1 A confirmation window opens (see figure).

7. Click on "Yes" to proceed to the next step.
1 If you intend to re-test the tolerance threshold, click on "No".

E OkuStim Pulse V2.0.3.112

Patient info Threshold detection Test stimulation

Delete patient

X

Okustim settings

Add new patient

Okustim settings

Tolerance threshold detection

Retinitis Pigm

Tolerance threshold(s) saved

Stimulation file: Retinitis Pigmentosa - Treatment
Tolerance threshold 0.D.: 800 pA
Tolerance threshold 0.5.: 700 pA

Continue and leave tolerance threshold detection?

Phosphene t|



12 Testing of Binocular Sti mul
After you have clicked on "Yes", proceed to the next step: Test stimulation (see figure).

E OkuStim Pulse V2.0.3.112

0 (G

X
Patient info

Threshold detection e Test stimulation OkuStim settings

T T Test Stimulation

Retinitis Pigmentosa - Treatment

0.D. - = 0s.
NO> IO
Ol

Therapy amplitude [A]
800

Therapy amplitude [uA]
700

Edit patient Delete patient Add new patient

1. Click on "Start" to begin the test stimulation (see figure).
2. Click on "Pause" to stop the test stimulation.

Use the "Back" button to return to the tolerance measurement if you have to change the tolerance thresholds.
To confirm the tolerance thresholds after the test stimulation, click on "OK".

In the next step, you can enter the adaptation parameters for OkuStim 2 (Chapter 13).

at
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E OkuStim Pulse V2.0.3.112
B (G o

Patient info Threshold detection

- () Test stimutation
Last name First name

Test Stimulation
John

Retinitis Pigmentosa - Treatment

Doe

O.D.

Therapy amplitude [uA]

0.8

700
@ 00:04:59

Back

Ok

Edit patient

Delete patient

X

Okustim settings

Add new patient

mment

Note: If a resistance error occurs, the exact position will be displayed (in this case eye OD, see below). See Chapter 21 for
how you can eliminate the error.

ES Okustim Pulse V2.0.3.112
B (G T

Patient info

Threshold detection

Last name

= e Test stimulation
First name

Test Stimulation
John

Retinitis Pigmentosa - Treatment

Doe

O.D.

Therapy amplitude [uA]
800

Q.S

. . Therapy amplitude [uA]
700
@ e

Back

Ok

Edit patient Delete patient

X

Okustim settings

ment

Add new patient

X



13 Ok u St2ZAmhapt ati on Par ameters

In this step, you can enter the OkuStim 2 adaptation parameters, in order to save them in the database. In this way, the data
will always be available in case the patient's OkuStim 2 has to be readjusted.

Remove the OkuStim 2 from the patient's head, read the scale and enter the respective number of lines you can count in the
corresponding fields.

You can enter comments and use the dropdown menu to choose the size of nose pads selected for the patient (S, M or L).

IS OkuStim Pulse V203,112 - X ‘

O G W

X

Patient info Threshold detection Test stimulation o OkuStim settings

Nose pad
Last name First name —

Doe John

v | mment

Comment

fel] os
SN SN

ge)

(=
ST

Cancel Save

Edit patient Delete patient Add new patient

1. Click on afield, e.g. N, and enter the number of lines on the scale.

1  Forvisual aid, the rotary knob used for the adjustment (in this case N) changes colour when you select the field in
which you want to enter the value (see figure).

BN Okustim Pulse V2.03.112

§ G
X
Patient info Threshold detection Test stimulation o OkuStim settings
oo op os os Nose pad
Last name First name [ag LN LN LT - ~ | mment
Doe John
ob os Comment
T ‘ T
oD oD N 0s 0s
sT SN SN sT
Cancel Save
Edit patient Delete patient Add new patient
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2. Continue with the other fields and enter the further scale values.
3. Then select the desired size of nose pad, enter any comments as needed, and confirm with "Save".

14 Acti vated Patient View (New Patien

You have now defined the tolerance thresholds as well as adaptation parameters and can also save and print them. To print,
cl i c kpafieRtinifrotd . You can t hen Giwwore printbutto thea phtient so shat theynByForder the
OkuStim 2 and communicate all required information; see figure below.

See Chapter 15 for how you save the data in OkuStim 2.

E OkuStim Pulse V203,112 - X

§ (G mm Doe, John - 1970/01/01

Last name First name Date of birth Gender Patient ID
Doe John 1970/01/01 Male
Edit patient Edit OkuStim setti... Print patient info
Log data Therapy parameters Threshold history Okustim settings Reti n itiS Plg mentosa - Treatment [ Advanced options
Tolerance threshold [uA] Tolerance threshold [pA]
800 700
Therapy amplitude [pA] Therapy amplitude [pA]
800 700
d vaila
foilaalebie Threshoddoecion et smation

Back to database




OkuStim - Therapy Details .“""|m|||||“,,

~ Patient information ~  r Clinic information ~

Name: Doe, John Institution: EXAMPLE EYE CLINIC
Date of birth: 1970/01/01 Physician:

1D:

Gender: Male

Comment:
. A N 5 s

~ Therapy parameters N

Stimulation file: Retinitis pigmentosa (ID: EW-RP-007 V1)
Therapy amplitudes: O.D. 800 pA / O.5. 700 pA

Therapy duration: 00:30 HH:MM

Lower limit: 400 pA

L. S

~ OkuStim settings Ny

58

Nose pad type: U 5 (small) I M (medium) UL (large)

Comment:

L. >y

Created by OkuStim Pulse 2.0.0.50 on 2024/01/10 4:12:59 PM

See Chapter 19 for everything that you can still revise in the activated patient view.
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15 Saving

t he

OkuStim" in the activated patient view.

Ther ap@Qk AMRII mt udes

In order to transfer the data to OkuStim 2 and save them in the database on your PC, you must always click on "Write to

Note: Make sure that OkuStim 2 is connected with OkuStim Pulse. If transmission is successful, a confirmation window

opens.

IS OkuStim Pulse V2.0.3.112
B (G T

Last name First name Date of birth Gender

Doe John 1970/01/01 Male

Log data

Confirm with "OK".

Therapy parameters

No data availak

Doe, John - 1970/01/01

Patient ID

Edit patient

eatment

Therapy data successfully transferred
to OkuStim

Doe, John -

1970/01/01

Edit OkuStim setti.

O.S.

Tolerance threshold [A

Stimulation Retinitis Pigmentosa - Treatment
Amplitude O.D. 800 [uA]
Amplitude 0.5, 700 [uA]

Therapy amplitude [pA]

Threshold detection Test stimulation

If you forget to click on "Write to OkuStim", the following warnings can appear.

E OkuStim Pulse V2.0.3.112
f G @

Last name First name Date of birth Gender

Doe John 1970/01/01 Male

Log data Therapy parameters

Doe, John - 1970/01/01

Patient ID

Threshold history OkuStim settings

No data available

Therapy amplitude [uA|

Edit patient

Retinitis Pigmentosa - Treatment

No therapy file on OkuStim

Please transmit a therapy file first (write to OkuStim). Are you sure you want ta exit?

Edit OkuStim setti.

O.S.

Tolerance threshold [A

800

Threshold detection Test stimulation

Therapy amplitude [pA]

Print patient info

Advanced optio

Back to database

Print patient info

Advanced options

Back to database

ns

o

n



Click on "No" if you want to save the changes. You will then return to the activated-patient-view. Otherwise, no stimulation
with the OkuStim 2 is possible and a system error will appear.

IS OkuStim Pulse V2.03.112

0 G

Last name First name Date of birth Gender Patient ID

Doe John 1970/01/01 Male

og data Therapy parameters

No data available

Doe, John - 1970/01/01

Warning

You are about to leave the therapy configuration with unsaved changes.
Unsaved changes will be lost. Do you really want to exit?

Edit patient

- D

]

Threshold detection

The window will close and you can now click on "Write to OkuStim".
The data will then be transferred to OkuStim 2 and saved in your database.

16 DecoupOk m@t2iamd

Test stimulation

Edit OkuStim setti. Print patient info

Advanced options

0.S.

threshold [uA

mplitude [pA]

Back to database

En@k mQtPiumh s e

To disconnect OkuStim 2 from OkuStim Pulse, click on the orange "Connected" slider. A message window opens for

confirmation (see figure). Click on "OK".

IS OkuStim Pulse V2.03.112

rectior

WD e

Last name First name Date of birth Gender Patient ID Therapy parameters First stimulation Last readout Physician Institution/Hospital Comment
Doe John 1970/01/01 Male 2025/04/08 2025/04/08 EXAMPLE EYE CLINIC
Edit patient Delete patient

Add new patient Activate patient
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B OkuStim Pulse V2.03.112

Last name First name Date of birth Gender Patient ID Therapy parameters

Physician Institution/Hospital  Comment
EXAMPLE EVE CLIN

Doe John 1970/01/01 Male

OkuStim

Connection lost

Add new patient

17 Starting a Stimulation Sessio

After you have disconnected OkuStim Pulse and OkuStim 2, you can start a stimulation session.

Note: Please note that the OKuEl M electrode is intended for use in one 30-minute stimulation session. Therefore, if
necessary, use a new electrode for any therapy session carried out immediately after the tolerance threshold measurement.

n



18 Changing the Data of an EXxi sti

Stimulation parameters (tolerance thresholds, stimulation amplitudes), OkuStim 2 adaptation data (adaptation parameters)
and/or general patient data can always be changed/ revised later.

Note: Please remember that you must connect the patient's OkuStim 2 with OkuStim Pulse, so that the changes can also be
saved to OkuStim 2. See Chapter 9 how to establish a connection with OkuStim 2.

E OkuStim Pulse V2.0.3.112 - x

onnectios

B 8 e -

Last name First name Date of birth Gender Patient ID Therapy parameters First stimulation Last readout Physician Institution/Hospital  Comment
Doe Eve 1980/01/01 Female RP-T - O.D. 800WA / 0.5, 900y  2025/03/14 2025/03/14 OKUVISION TEST KLIN
Doe John 1970/01/01 Male RP-T - O.D. 800pA / O.5. 700y  2025/02/14 2025/03/14 OKUVISION TEST KLIN
Edit patient Delete patient Add new patient Activate patient

18.1 Changing patient data

In order to change patient data, select the desired patient from the database.

S Okustim Pulse v2.03.112 - X

Connectior

D i

Patient Database

Last name First name Date of birth Gender Patient ID Therapy parameters First stimulation Last readout Physician Institution/Hospital  Comment
Doe Eve 1980/01/01 Female RP-T - O.D. 800pA / O.S. 900y 2025/03/14 2025/03/14 ‘OKUVISION TEST KLIN
Doe John 1970/01/01 Male RP-T - O.D. 800pA /OS5 . 700y 2025/02/14 2025/03/14 ‘OKUVISION TEST KLIN

Edit patient Delete patient Add new patient Activate patient

356 75
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Click on "Edit Patient".

The "Patient” window opens. Here you can change the patient data. To finish, save the changes made via the "Save" button.

IS OkuStim Pulse V2.0.3.112

0 e

Last name * Physician
Last name First name|  |29¢ nment
Doe Eve First name * Institution/Hospital
Doe John Eve OKUVISION TEST KLINIK
Date of birth * Comment
1980/01/01
Patient ID Stimulation *
Retinitis Pigmentosa - Treatment v
‘Gender
Female ¥ rectangular symmetric biphasic pulse (pulse duration per phase = 5 ms; pulse
* mandatory
Cancel Save

Edit patient Delete patient Add new patient

You can also reach the change mode via the "activated patientoview (see Chapter 19).

18.2 Changing stimulation parameters

Stimulation parameters (tolerance thresholds, stimulation amplitudes) and the OkuStim 2 adaptation data (adaptation
parameters) can always be changed/revised later.

Select the desired patient from the patient database and

B Okustim Pulse V203112 - X ‘

Connection

W) § e e -

Patient Database

Last name First name Date of birth Gender Patient ID Therapy parameters First stimulation Last readout Physician Institution/Hospital  Comment
Doe Eve 1980/01/01 Female RP-T-O.D. 800pA / ©.5.900u  2025/03/14 2025/03/14 OKUVISION TEST KLIN
Doe John 1970/01/01 Male RP-T - O.D. 800pA / O.S. 700u  2025/02/14 2025/03/14 OKUVISION TEST KLIN

Edit patient Delete patient Add new patient

You are now in the activated patient view (see figure).



See Chapter 19 for how you can change the stimulation amplitudes of an existing patient in the activated patient view.

IS OkuStim Pulse V2.03.112

O.D.

Tolerance threshald [WA]
800

Therapy amplitude [pA]
800
No data available

18.3 Deleting patients from the database
Patients can be deleted from the database.

Select the desired patient from the

IS OkuStim Pulse V2.03.112

Connection

D § e

Patient Database

x|
Connection Active Patient —
B (G Doe, John - 1970/01/01
Patient Database
Last name First name Date of birth Gender Patient ID
Doe John 1970/01/01 Male.
Edit patient Edit OkuStim setti... Print patient info
Therapy History Therapy Parameters
Log data Therapy parameters Threshold history OkuStim settings ;l Retinitis Pi g mentosa - Treatment [ Advanced optians

0OS.

Tolerance threshald (HA]

Therapy amplitude [pA]

Threshold detection Test stimulation

patient

700

700

Write to OkuStim

Back to database

database and

Q
Last name First name Date of birth Gender Patient ID Therapy parameters First stimulation Last readout Physician Institution/Hospital Comment
Doe Eve 1980/01/01 Female RP-T - O.D. 800pA /0.5 900y  2025/03/14 2025/03/14 ‘OKUVISION TEST KLIN
Doe John 1970/01/01 Male RP-T - O.D. 800pA / O5. 700u  2025/02/14 2025/03/14 'OKUVISION TEST KLIN
.

37675
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A window opens with the query as to whether you really want to delete the patient.

BS OkuStim Pulse V 2.0.4.147

Confirm accordingly (see figure).

= a X

Patient ID

mme
John Male oKV
Confirm delete
Do you really want to delete the patient Doe, John?
- D
Edit patient Delet patient Add new patient

Note: Only delete patients when the software is not paired with OkuStim 2. Always end the connection before deleting a
patient.

19 Activated Patient View (Patient fr

Note: In order to access the activated patient view, do not forget to connect OkuStim 2 with OkuStim Pulse (see Chapter 9).

% OkuStim Pulse V203112 x|

Connection Active Patient

B (e @ Doe, John - 1970/01/01 B

Last name First name Date of birth Gender

Doe John 1970/01/01 Male

Patient ID

Edit patient Edit OkusStim setti... Print patient info

herapy Parameters

Retinitis Pigmentosa - Treatment [ Advanced options
O.D. 0sS.

Tolerance threshold [uA] Tolerance threshold [uA]

800

Therapy amplitude [uA] Therapy amplitude (uA]

800

Threshold detection Test stimulation Write to OkuStim

No data available

Back to database



19.1 Explanation of the Buttons of the Activated Patient View

In the activated patient view, you can make various adjustments:
"Write to OkuStim": With this you can transfer data to OkuStim 2.

"Threshold detection: With this you access the tolerance threshold measurement and, if necessary, the phosphene
threshold measurement. When you click on the "Threshold detection" button, the "Tolerance threshold detection”
window opens. Here you can measure the tolerance threshold again (see Chapter 11, Measurement of the tolerance

1.
2.

5.
6.
7.

threshold).

"Test stimulation": With this you can run a test stimulation. When you click on the "Test stimulation” button, the "Test
stimulation" window opens. Here you can test the stimulation amplitudes once again (in Chapter 12).

"Edit patient": With this you can change patient information. When you click on this button, the "Patient" window opens;

see Chapter 10.

"Edit OkuStim setting": With this you can edit the adaptation parameters of OkuStim 2; see Chapter 13.
APrint patient infoo: With this you can print all i nf or me
fiBack to databasedo: With this you return to the patient ¢
19.2 Functionalities of the activated patient view
1921 ATher apy a[p¥'fieldt ude
5 OkusStim Pulse V2.03.112 - x
B (e D Doe, John - 1970/01/01
Last name First name Date of birth Gender Patient ID
Doe John 1970/01/01 Male
Edit patient Edit OkuStim setti... Print patient info
Log data Therapy parameters Threshold history OkuStim settings Retinitis Pigmentesa - Treatment [_] Advanced options
0. 0s.
2025/02/14 - 2025/03/14 “ “
Compliance level Therapy interval Tolerance threshold [pA] Tolerance threshold [uA]
7 |%| 2 |days 800 700
Performed therapy days Expected therapy days Therapy amplitude [UA] Therapy amplitude [pA]
4 4 800 700
100% Missed therapy days Too frequent therapy days Trveshold detection  Test stimulation

1 0

Mean treatment time per therapy day [HH:MMSS]
02:03:31

Back to database

Tolerance thresholds in the "Tolerance Threshold [pA]" fields cannot be changed manually.

If required, you can enter new stimulation amplitudes directly (manually) in the "Therapy amplitude [pA]" fields for OD and
OS without first testing them.

Click on "Write to OkuStim", in order to save the data on OkuStim 2.

Notes:

1 Please remember that the tolerance threshold should always be higher than or equal to the respective stimulation

amplitudes.

1 You can deactivate OS or OD stimulation via the orange "On" button. This way you can switch OkuStim 2 to

monocular stimulation; see figure.
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B OkuStim Pulse V2.03.112

- X
Connection Active Patient —
B e @D Doe, John - 1970/01/01
Patient Database
Last name First name Date of birth Gender Patient ID
Doe John 1970/01/01 Male
Edit patient Edit OkuStim setti... Print patient info
Therapy History Therapy Parameters
Log data | Therapy parameters | Threshold history OkusStim settings ) Ret|n|ti5 Pigmentosa - Treatment [] Advanced options
op. 03.
2025/02/14 - 2025/03/14 off n
Compliance level Therapy interval Tolerance threshold [uA] Tolerance threshold [uA]
[77]+[ 2 | days 800 700 \
Performed therapy days Expected therapy days Therapy amplitude [uA] Therapy amplitude [pA]
4 4 - 700
oo Missed therapy days Too frequent therapy days Threshold detection  Test stimulation
|‘\ o
Mean treatment time per therapy day [HH:MM:SS]
02:03:31
Back to database
Use this button when you are treating a patient who, for e.g. medical reasons, can only receive stimulation to one eye.
See Appendix 1 to learn more about monocular stimulation.
19.2.2 Advanced Options
You can define further stimulation parameters, by activating the "Advanced Options" boxes.
IS Okustim Pulse V203112 - x

Connection

W 6w

Patient Database

Active Patient

Doe, John - 1970/01/01

Since last readout

Since therapy start

Therapy duration HH:MM
vy 00:30

2025/02/14 - 2025/03/14

‘Compliance level Therapy interval

7 % 2 |days
Performed therapy days
4 4
100% Missed therapy days
1 o

02:03:31

4006 75

Expected therapy days

Too frequent therapy days

Mean treatment time per therapy day [HH:MM:SS]

o.D.
Lo

Tolerance threshold [uA]

Lower Limit [uA]
200

Last name First name Date of birth Gender Patient ID
Doe John 1970/01/01 Male
Edit patient Edit OkuStim setti... Print patient info
Therapy History Therapy Parameters
goss | Teaypuaner | mespaanomy | ousmenwss ) | Retinitis Pigmentosa - Treatment T At s

Os.

Tolerance threshold [pA]

800 700
Phosphene threshold [LA] Phosphene threshald [A]
Therapy amplitude (] Therapy amplitude [uA]
800 700
Threshold detection Test stimulation
Back to database



You can now see and optionally change additional settings.
1. Therapy duration HH:MM: Displays the therapy duration (which is preprogrammed in the stimulation file).
2. Lower limit [uA]: Here you can define the lower limit.

1  The patient can use the minus button on OkuStim 2 to reduce the stimulation amplitude if they feel pain for various
reasons on any day.

1 Viathe dropdown menu, you can choose the lowest stimulation amplitude that the patient is able achieve;200 pA or
400 pA (see figure).

1 The preset value is 400 pA.
Notes:
1 No stimulation amplitudes below 200 pA can be programmed when the lower limit is set to 200 pA.

1  Advise the patient always to stimulate with the predetermined current intensity. The patient is permitted to reduce
the current intensity only in exceptions. During stimulation, the current intensity can also be reset to the starting
level.

1  The next time OkuStim 2 is switched on, the stimulation intensity will be reset to the preset value; any reduced
value will not be saved.

3. Phosphene threshold [pA]: The phosphene thresholds are displayed here (if they were measured for the patient).

% Okustim Pulse V2.03.112 - x ‘
B (e WD Doe, John - 1970/01/01
Last name First name Date of birth Gender Patient ID
Doe John 1970/01/01 Male
Edit patient Edit OkuStim setti... Print patient info
Log data Therapy parameters Threshold history Okustim settings Ret|n|t|5 Pigmentosa - Treatment [+] Advanced options.
Therapy duration HH:MM Lower Limit [uA]
Since therapy start Since last readout 00 o
2025/02/14 - 2025/03/14 200
o.. - |
Compliance level Therapy interval
Performed therapy days Expected therapy days Tolerance threshold [A] Tolerance threshold [A]
I B 800 700
100 % Missed therapy days Too frequent therapy days Phosphene threshold [uA] Phosphene threshold [uA]
1 0
Mean treatment time per therapy day [HH:MM:55] Therapy amplitude [uA] Therapy amplitude [uA]
02:03:31 800 00
Threshold detection Test stimulation Write to OkusStim
Back to database

19.3 Therapy History

In the "Therapy History" window you will find information about:
1 Adherence of the patient to the therapy ("Compliance" tab)
Detailed information about the stimulation sessions ("Log Data" tab)
Information/History about the stimulation amplitudes and their changes ("Therapy parameters" tab)
Information/History about the tolerance thresholds (“Threshold History" tab)
Information about OkuStim 2 settings ("OkuStim settings" tab)

= —a —a A

19.3.1 Compliance

When you click on "Compliance" under Therapy History, you
stimulating according to plan).

If the patient has not yet had a stimulation session no information will be found on the memory card, and you will see the
note below).
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B OkuStim Pulse V2.03.112

No data available

Retinitis Pigmentosa - Treatment

O.D.

Tolerance threshold [uA]

800

Therapy amplitude [uA]
800

Threshold detection

Test stimulation

- X
Connection Active Patient
B G T Doe, John - 1970/01/01
Patient Databa:
Last name First name Date of birth Gender Patient ID
Doe John 1970/01/01 Male
Edit patient Edit OkuStim setti... Print patient info
Therapy History Therapy Parameters
Log data Therapy parameters Threshold history OkuStim settings ’,

[ Advanced options
0.s.

Tolerance threshold [uA]

700
Therapy amplitude [pA]
700
Back to database

In contrast, if the patient returns to the clinic for a checkup after a stimulation phase, details about the "Therapy Compliance"

will be displayed in the window.

Here you can choose, if you want to view the compliance information since the therapy began ("Since therapy start" tab) or
only since it was last read out ("Since last readout” tab); see figures below.

IS OkuStim Pulse V2.0.3.112

Since therapy start

2025/02/14 - 2025/03/14

Compliance level
5

Performed therapy days
4

Missed therapy days
,

02:03:31

4206 75

Since last readout /I

Therapy interval

* 2 |days

Expected therapy days
5

Too frequent therapy days
o

Mean treatment time per therapy day [HH:MM:Ss]

Therapy duration HH:MM
00:30

o.D.
Lo

Tolerance threshold [wA]
800

Phosphene threshold [jA)

Therapy amplitude [1A]
800

Threshold detection Test stimulation

- x
Connection Active Patient —

B G Doe, John - 1970/01/01
P nt Databa:

Last name First name Date of birth Gender Patient ID
Doe John 1970/01/01 Male
Edit patient Edit Okustim setti... Print patient info

Therapy History Therapy Parameters
Log data Therapy parameters Threshold history OkuStim settings | Reti n itiS Plg mentosa - Treatment Advanced options

Lower Limit [uA]
200 v

0s.
Lo

Tolerance threshold [uA]
700

Phosphene threshold [A]

Therapy amplitude [uA]
700

Write to OkuStim

Back to database



BN Okustim Pulse V2.03.112

WD 8w

Doe, John - 1970/01/01

Compliance level

Performed therapy days
4

Missed therapy days
-

02:03:31

19.3.2 Log data

5 |t| 2 days

Mean treatment time per therapy day [HH:MM:5S]

Therapy interval

Expected therapy days Tolerance threshold [A]

5 800

Too frequent therapy days Phosphene threshold [LA]

{

Therapy amplitude [A]
800

Threshold detection

Test stimulation

Last name First name Date of birth Gender Patient ID
Doe John 1970/01/01 Male
Edit patient Edit OkuStim setti... Print patient info
Log data Therapy parameters Threshold history Okustim settings Ret| n |t|5 P | g mentosa - Treatment [¥] Advanced options
Therapy duration HH:MM Lower Limit [uA]
Since therapy start Since last readout
00:30 200 v
2025/02/14 - 2025/03/14 o D O S

Tolerance threshold [1iA]
700

Phosphene threshold [uA]

Therapy amplitude [uA]
700

Back to database

You can find information about individual stimulation sessions in this tab (all stimulation sessions are recorded here).
A green tick indicates that the stimulation session was completed successfully (see figure below).
A red cross indicates that a session was started but not completed.

OkuStim 2 counts only the actual stimulation time, i.e., it excludes time lost due to resistance errors and ramps.

The software, however, also excludes error time but does include the initial ramps (e.g., when the patient resumes a session

after a pause).

If there is no symbol next to a log entry, no session was started. For example, the device was only switched on and then

switched off again.

If you click on the "+" symbol, you can view further details.
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B OkuStim Pulse V20.2.112 - X

ection Active Patient

B e @D Doe, John - 1970/01/01

Last name First name Date of birth Gender Patient ID
Doe John 1970/01/01 Male
Edit patient Edit OkuStim setti... Print patient info
The i Therapy Paramete
€ Compliance Log data Therapy parameters Threshold history OkuStim settings | Ret| n |ti5 P|g mentosa - Treatment [¥] Advanced options
[ show all file types Therapy duration HH:MM Lower Limit [wA]
00:30 200 -
2025/03/14 RP-T - O.D. 900 pA / O.S. 700 pA - Therapy duration 00:00 [hh:mm]
2025/03/14 RP-T - 0.D./O.5. values missing in log - Therapy duration 00:00 [hh:mm] O D O S

2025/03/14 RP-T - O.D. 800 pA / 0.5, 700 pA - Therapy duration 00:00 [hh:mm]

2025/03/14 RP-T - O.D. 800 pA / O.S. 700 A - Therapy duration 00:00 [hh:mm] € “ “

2025/03/14 RP-T - 0.0, 800 pA / 5. 700 pA - Therapy duration 00:00 [h:mm)] Tolerance threshold [uA] Tolerance threshold [uA]
2025/03/14 RP-T - O.D. 800 A / O'5. 700 wA - Therapy duration 00:00 [hhmm] 800 o0
2025/02/14 RP-T - O.D/05. values missing in log - Therapy duration 02:37 hh:mm] & Phntphens thieshald (LA Phosphene threshold [ud]
2025/02/14 RP-T - O.DJOSS. values missing in log - Therapy duration 01:37 [hh:mm) &
2025/02/14 RP-T - 0.D/O.5. values missing in log - Therapy duration 01:52 [hh:mm) & y

Therapy amplitude [A) Therapy amplitude [uA]
2025/02/14 RP-T - O.D./0 5. values missing in log - Therapy duration 02:07 (rh:mm] & 500 700

Threshold detection Test stimulation Write to OkuStim

Back to database

19.3.3 Therapy parameter

Under "Therapy parameters" you will find the stimulation amplitudes saved on the patient's OkuStim 2 with which the therapy
sessions were conducted, as well as all stimulation amplitudes saved in the past if these have been changed over time.

S Okustim Pulse v2.03.112 - x|

nection Active Patie

B e D Doe, John - 1970/01/01

Patient Database

Last name First name Date of birth Gender Patient ID
Doe John 1970/01/01 Male
Edit patient Edit OkuStim setti... Print patient info
Therapy History Therapy Paramete
[ Compliance Log data Therapy parameters Threshold history Okustim settings Retinitis Pigmentosa - Treatment ] Advanced options
Perfarmed stimulation ID  Version O.D. O.D. [uA] O.5. O.S. [uA] Therapy duration | Therapy duration HH:MM Lower Limit [uA]
2025/03/14 44035 PM  Retinitis Pigmentosa - Treatment  TES-RP 1 On 800 On 700 00:30 00:30 200 -
2025/03/14 4:36:15 PM  Retinitis Pigmentosa - Treatment TES-RP 1 On 900 On 700 00:30
2025/03/14 4:29:52 PM  Retinitis Pigmentosa - Treatment TES-RP 1 On 800 On 700 00:30 O_ D, O_S
2025/03/14 4:11:21PM  Retinitis Pigmentosa - Treatment TES-RP 1 On 800 On 700 00:30 “ “
Tolerance threshald [A] Tolerance threshold [1A]
800 700
Phosphene threshold [pA] Phosphene threshold [uA]
Therapy amplitude [uA) Therapy amplitude [uA]
800 700
Threshold detection Test stimulation Write to OkuStim
>

Back to database

19.3.4 Threshold history

Under "Threshold history" you will find the applied tolerance threshold values as well as phosphene threshold values, which
were observed on the basis of the tolerance/phosphene threshold measurement.

Each new tolerance measurement is saved separately. In the following example (see figure below), the patient was
subjected to three tolerance measurements.
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19.3.5 OkuStim Settings

Tolerance threshold [uA]
800

Phosphene threshold [uA]
Therapy amplitude [uA]
800

Threshold detection

Test stimulation

IS OkuStim Pulse V2.0.3.112 - X
Connection Active Patient —
§ (G ® Doe, John - 1970/01/01
Patient Databa:
Last name First name Date of birth Gender Patient ID
Doe John 1970/01/01 Male
Edit patient Edit OkuStim setti... Print patient info
Therapy History Therapy Parameters
Compliance Log data Therapy parameters Threshold history Okustim settings ;,I Ret| n |t|5 P | g mentosa - Treatment Advanced options.
Performed Detection Stimulation 1D Version Q.D. [uA] OS. [HA] | Therapy duration HH:MM Lower Limit [LA]
2025/03/14 44032 PM  Threshold  Retinitis Pigmentosa - Treatment  TES-RP 1 800 700 00:30 200 v
2025/03/14 436:11 PM  Threshold  Retinitis Pigmentosa - Treatment  TES-RP 1 900 700
2025/03/14 4:10:43 PM  Threshold Retinitis Pigmentosa - Treatment TES-RP 1 800 700 O.D. 0.S.

Tolerance threshold [1iA]

700
Phosphene threshold [uA]
Therapy amplitude [uA]
700
Back to database

When you click on "OkuStim settings" under Therapy History, you can view the adaptation parameters of a patient. In this
way you can quickly view and readjust the OkuStim 2 adaptation parameters:

1 If something has been maladjusted on the OkuStim 2 of a patient who is already saved in the database or

1 if the patient already saved in the database is to be stimulated as an out-patient.

©

os
N

2O

Jo)

os
SN

o)

Retinitis Pigmentosa - Treatment

Therapy duration HH:MM
00:30

O.D.

Tolerance threshold [wA]
800

Phosphene threshold [uA]
Therapy amplitude [A]
800

Threshold detection

Test stimulation

E OkuStim Pulse V2.0.3.112 - x
Connection Active Patient
|
B (G W0 Doe, John - 1970/01/01

Patient Databa:

Last name First name Date of birth Gender Patient ID

Doe Jahn 1970/01/01 Male
Edit patient Edit OkuStim setti... Print patient info

Therapy History Therapy Parameters

Compliance ‘ Log data Therapy parameters Threshold histary Advanced options

Lower Limit [uA)
200 -

O.s.

Tolerance threshold (LA

700
Phosphene threshold [uA]
Therapy amplitude [uA]
700
Write to OkuStim
Back to database
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20 Opening the Database

If you want to open a database in OkuStim Pulse, click on the menu symbol, then on "Database" and then on "Open".

ES OkuStim Pulse V203112 - X ‘
Cc ection El
0 G .
New | Database v
Patient Database I_IWE"—‘ Stimulation files
Export B information
Import v
Last name First name Date of birth Gender Patient ID Therapy parameters First stimulation Last readlout Physician Institution/Hospital  Comment
Doe Eve 1980/01/01 Female RP-T - 0.D.800pA / O.5.900y  2025/03/14 2025/03/14 OKUVISION TEST KLIN
Doe John 1970/01/01 Male RP-T-0.D.800pA / O5. 700y 2025/02/14 2025/03/14 OKUVISION TEST KLIN

Edit patient Delete patient Add new patient

A window opens in which you can view the path of your database and other details.
20.1 Exporting the database and/or individual patients

20.1.1 Exporting the complete database
If you want to export the database, select, in the menu, "Database", then "Export" and then "Database" again (see figure).

S Okustim Pulse V203112 - x|
7
§ e W e
New Database 3
Patient Datab: Open Stimulation files
| [ Database I [export , Information
Export patient Import »
Last name First name Date of birth Gender Patient ID Therapy parameters First stimulation Last readout Physician Institution/Hospital Comment
Doe fve 1980/01/01 Female RP-T- 0.0, B00UA / 0.5, 9004 2025/03/14 2025/03/14 OKUVISION TEST KLIN
Doe John 1970/01/01 Male RP-T- O.D. 800pA / O.5. 700 2025/02/14 2025/03/14 OKUVISION TEST KLIN

Edit patient Delete patient Add new patient
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B8 OkusStim Pulse V2.03.112

B8 Select location to export database

Select the folder in which you want to save the exported database and click on

« v p

Qrganize = New folder

& OneDrive Hame

& OneDrive

= This PC
3D Objects
m Desktop
¢ Documents
4 Downloads
& Music
= Pictures
® Videos
£ Windows (C)
OV (09

Save as type: Exim (*.exim)

 Hide Folders

File name: | 20250408_DoeJohn_19700101.exim

» This PC > Desktop » OkuStimPulse Databases

Date modified Type

No items match your search

Save

x|

v U search OkuStimPulse Databases 2

Size

Cancel

it readout Physician

"Save"; see figure.

3/03/14
3/04/08

Institution/Hospital  Comment
OKUVISION TEST KLIN
OKUVISION TEST KLIN

You will then find the database as an .exim file in the selected folder.

Edit patient

Delete patient

Note: You can then send the database if necessary or file it on an external storage medium.

20.1.2 Exporting a patient

Add new patient

Activate patient

If you want to export the data records of individual patients, select the patient, e.g. John Doe (see figure).
Click on the menu symbol, then on "Database", on "Export" and then on "Export patient"; see figure.

5 OkusStim Pulse v2.03.112

Connection

6w

Patient Database

Settings
New [ Database v
Open Stimulation files
‘ Database | Export v ‘ Information
|EEportpationt ™ | [impot  »
Last name First name Date of birth Gender Patient ID Therapy parameters First stimulation Last readout Physician Institution/Hospital  Commaent
Doe Eve 1980/01/01 Female RP-T - O.D. 800pA /O.5. 900y  2025/03/14 2025/03/14 OKUVISION TEST KLIN
Doe John 1970/01/01 Male RP-T - O.D. 800pA / O5. 700y 2025/02/14 2025/03/14 'OKUVISION TEST KLIN
Edit patient

Delete patient

Add new patient
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Select the storage location (in this case the "OkuStimPulse Databases" folder) and click on "Save" (see figure).

S OkuStim Pulse V2.03.112 -
B8 Select location to export patient X |
« v T > This PC » Desktop > OkuStimPulse Databases v D Search OkuStimPulse Databases 2
Organize =  New folder [7]
4 Downloads  # * Name Date modified Type Size
: Documents
_ No items match your search.
= Pictures * Q
2025-03
cp t readout Physician Institution/Hospital  Comment
. 103114 OKUVISION TEST KLIN
Exteme Patientey /04708 OKUVISION TEST KLIN
SP-0223-A1 (1)
@ OneDrive
@ OneDrive
™ This BC
» 3D Objects
m Desktop
File name: | 20250408 _Doelohn_19700101 ~
Save as type: Exim (*.exim) v
~ Hide Folders Save Cancel
Edit patient Delete patient

Add new patient

Activate patient

A natification window opens confirming that the patient has been exported (see figure).
Now click on "OK".

IS OkuStim Pulse V2.0.3.112

§ G =

Last name First name Date of birth
Doe Eve

1980/01/01

Gender Patient ID Therapy parameters

RP-T - O.. 800pA / 0.5. 9004

Las
Female

eadout Physician

Institution/Hospital

OKUVISION TEST KLIN

Comment
2025/03/14

Exported successfully Doe, John

Exported to C:\Users\praktikant\Desktop\OkuStimPulse Databases\20250408_Doelohn_19700101.exim

Edit patient Delete patient Add new patient
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20.2 Importing a database and/or individual patient

20.2.1 Importing a complete database

If you want to import a database, click on the menu symbol, then on "Database”, on "Import" and then on "Database"

(see figure).

IS OkuStim Pulse V2.0.3.112

8o

Settings
Open Stimulation files
Export > Information
T
Import patient
Last name First name Date of birth Gender Patient ID Therapy parameters First stimulation Last readout Physician Institution/Hospital  Comment
Doe Eve 1980/01/01 Female RP-T - O.D. 800pA / Q5. 900y  2025/03/14 2025/03/14 OKUVISION TEST KLIN
Doe Jehn 1970/01/01 Male RP-T - O.D. 800pA /OS. 700u  2025/02/14 2025/03/14 OKUVISION TEST KLIN
Edit patient Delete Add new patient Activate patient

Look for the database to be imported (.exim file); in this case it will be in the "OkuStimPulse Databases" folder (see figure).

Select the database and click on "Open".
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