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Orthelligent PRO

/\ The indications must be observed before use. Check contraindications before use. In the event
of contraindications, Orthelligent should not be used.

/\ The tests and exercises must be carried out according to the specifications.

A Testing should be performed on the healthy leg for the first time.

/\ If pain, discomfort or loss of function occur, the program must be discontinued and, at your own
discretion, consult a physician/physiotherapist.

/\ The sensor is not waterproof and should only be used at home. Showering with the sensor

is prohibited.

A\ If the packaging has been damaged by transport, contact OPED GmbH.

/\ In order to ensure optimal operation of the app, the latest version of the operating system must
always be installed on the tablet.

Activating Orthelligent PRO
Please create a user account at https://orthelligentcloud.oped.de/account-login
Enter your licence key. You will find this on the delivery note or in the e-mail sent to you.

Go to the App Store or Google Play Store on your tablet. 4 Download onthe
Look for the Orthelligent PRO app and download @& App Store '\0 Google play
it to your tablet.

5. Log in to the app with your user data.
/\ Bluetooth should always be switched on.
Location sharing should be enabled for Android.
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Switching on and starting up for the first time

1.) Turn on the sensor so that it is solid green. (Figure 1+2)

2.) A blue light also flashes after 5 seconds. (Figure 3)

3.) Now you can connect the sensor to the app. Follow the instructions in the app. (Figure 4-7)
Attention: For Android devices, location sharing must be enabled by following the appropriate
instructions on your smartphone (see "Location sharing" section for details).

The sensor and the app connect automatically when restarting. (Page 8 and 9)

4.) Successful pairing can be identified when the sensor is permanently illuminated green and blue.
In the app, you can see the connection status in the menu bar under Settings — Sensor Unit and
the pairing icon at the top of the screen. (Figure 8-10)
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Switching on the sensor unit
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To switch the sensor on, press and hold the button until it flashes green. (Figure 1)
Attaching the sensor holder to the patient (Figure 11-14)
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Sensoreinheit einschalten

Schalte den Sensor ein bis dieser griin
leuchtet. Fiir die erste Kopplung muss,
sobald das griine Licht erscheint, der Knopf
erneut kurz gedriickt werden, bis ein blaues
Licht leuchtet. Dieser Schritt ist nur fiir die
erste Kopplung notwendig.

Information

Privacy policy

y

External software licenses

fersion 2.26.0 (5 - bbae6a3fbe)

sssecssses

Settings Disgnosis export
[e— 158
Serialnumber opeDVa
Bater ife 5% §
Comection Comected &

Disconnecting ping

Erlaube die Bluetooth Verbindung, damit die
App sich mit Deiner Sensoreinheit verbinden
kann.

Test

55 Test

80150815
atest

allmannsberger caro

André Richard

Armold Dominic

bmarkus

Bahnleitner Hans-Peter

Barth Samuel

Barthofer Pamela

Bein Rechtes

Bilinski Tamara

Bosch Barbara

Breske Alna

Bittner Moritz

Patient st

Active h

Updated: 110823, 16:44:11

Weiter

LJ— Patient st a

Active i

Pt saans Othr:Other

H—- 5 Vi o ooy

i eotsosts a2 Knee: Anterior cruciate figament (ACL) isoated

Doatm n Knee: Anterorcrucate ligament (ACL) isolated

P amanosbergercaro 2aaserer reventon

§ AndréRichard m Knee: Anterior cruciate ligament (ACL) isolated

$ Amold Dominic v08-5 Prevention

D bmarkas 12345678 Knee: Anterior cruciate igament (ACL) isoated

H T —— oeo Knee:Othr

Hrye— svos-s Foot: Tendon-Lgament s

$ Barthofer Pamela 0612020 Knee: Anterior cruciate ligament (ACL) isolated

$ BeinRechtes 005 Prevention

| sinskamara s Knee: Anerior crucategament (ACL) isolated

i BoschBarbara 2 Knee: Posterior cruciate igament

i ereskeaina p002 Prevention

S Btner Moritz 1506 Other: Other

HIET 5 Knee: Anterior cruciatefigament (ACL) isolated
nt Pro Professional Sensor unit

M2

Select a sensor unit

Searching for sensor

P P P

esssccccsss

Select a sensor unit

OPED_V3 I

sseccssssces

Cancel

P

essssccns

sseccssssces

csseces

Pro Professional
accounts created

sssecssssce

12334415 Other: Other
55 Hip: Hip arthroscopy
a8 Knee: Anterior cruciate igament (ACL) isolated
2 Knee: Anterior cruciate igament (ACL) isolated
23456767 Prevention
m Knee: Anterior cruciate igament (ACL) isolated
V08-5 Prevention
12345678 Knee: Anterior cruciate igament (ACL) isolated
666 Knee: Other
svos-8 Foot: Tendon-/Ligament injuries
0672020 Knee: Anterior cruciate igament (ACL) isolated
005 Prevention
03 Knee: Anterior cruciate igament (ACL) isolated
2 Knee: Posterior cruciate ligament
p002 Prevention
1506 Other: Other
Knee: Anterior cruciate igament (ACL) isolated >

Disconnecting pairing

D

essecccssssccssssscnns

esssccccsss

sseccssssces

essccccsss




Orthelligent PRO

A stable general health condition is a prerequisite for the use of Orthelligent. If pain, discomfort or loss
of function occurs while or after using the app, please discontinue the program and consult a physician/
physiotherapist, if necessary, at your own discretion.

Orthelligent must only be used if none of the following contraindications are present, unless medical
evaluation has taken place and physical tests and exercises, such as those used in the Orthelligent app,
are safe in the patient's case.

Acute inflammation or fever

Herniated disc or sensorimotor disorders
Spinal or joint infection

Tumours

Loose joint bodies

Heart disease

Rheumatic disease

Decreased bone density

Unsteady gait or increased fall events
Bleeding tendency, history of increased bleeding, or taking anti-coagulant medications
Pregnancy

Lung failure

Thrombosis

Psychosis

Skin sensitivity disorder

Large skin defects or severe burns
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Allowing location sharing in Android (deviations possible, depending on the device)
1.) Allow location sharing (Figure 1)
2.) On the App page in Settings: Select "Permissions" (Figure 2)
3.) On the "App Permissions" page: Select "Location" (Figure 3)
4.) On the "Location Permission" page, "Deny" is initially selected.
"Allow all the time" or "Allow only while using the app" must be selected here. (Figure 4)
5.) At the end, the user must navigate back through three screens to the Orthelligent app using
the "Back" buttons at the top left or device-specific reverse navigation buttons/gestures. (Figure 4)

0

Allow Orthelligent to access this device's location?

ALLOW ONLY WHILE USING THE APP

DENY & DON'T ASK AGAIN
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Orthelligent PRO

Orthelligent PRO supports the user in the prevention and rehabilitation of injuries and illnesses

in the area of the lower extremities and spine. The Orthelligent PRO app guides the user through several
pre-determined tests and exercises. The 9-axis motion sensor collects data for the evaluation of certain
movements and presents the data in a graph. These analyses and evaluations provide conclusions about
the user's current condition. For analysis, the measurement results from the healthy side are compared
to those of the injured/restricted side — this value is referred to in the app as FIT Index (also known

as Limb Symmetry Index (LSI)). Along with further information in the follow-up analysis, recovery

can be presented even more clearly and objectively.

The FIT Index or LSI can also be analysed further in sub-categories which are then set out in different
colours for each category. Not every test needs to be carried out, but at least 1 test per category needs
to be carried out in order to reach 100% in the overall Fit Index. The integrated exercise program helps
improve each category as well as in general.

The tests and exercises are grouped into the following three categories. Range of movement,
co-ordination and strength/speed. These tests and exercises may be carried out at different times,
depending on the recovery progress.

= Blackroll 15 cm or alternatively a fixed object of approx. 15 cm in diameter

= Blackroll Block 10 cm or alternatively a fixed object approximately 10 cm in height on which
the patient can sit.

= Height-adjustable stepper or alternatively boxes at different heights can be used here.

= Speedy Jump set, or alternatively, the course can also be glued on.

= Markings for jump tests (side hop and square hop) at 1 cm, 10 cm, 20 cm, 30 cm and 40 cm.
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= Before performing the tests, please check whether the person being tested has any contraindications.
If they do, please do not perform the test.
Attach the sensor to the person you want to measure. (see the "Installation and set-up" section p. 4)
Launch the app and log in with your login details
In the app, select or create the person you want to test.
In the app, select Tests from the menu area
Start the test by observing the following points:
Watch the explanatory video, which is stored in the app for each test.
Prevention: Each test must always be performed first with the "supporting” leg and then with
the other leg.
Rehabilitation: Each test must always be performed first with the healthy leg and then with
the injured leg.
= A measured value is displayed after each test. This is the basis for the FIT Index.

= Switch to the Overview area for this via the main menu.

= The overview shows the FIT Index. This value is a relative value and represents the test results
(right to left side comparison).

= The lower the FIT Index, the less balanced the right — left distribution in the range of motion,
coordination and strength/speed and the more training is needed.

= With a FIT Index of 100%, the right — left distribution in the range of motion, coordination and strength/
speed is balanced and both sides are at the same level of performance. In order to achieve a 100% FIT
Index, at least one test per category should be performed, but several tests are more meaningful.

= In order to improve the FIT Index, the integrated exercise program from a library suggests exercises
for your patients. Please select exercises and e-mail them to your patients so that they can train
themselves.

Under the menu item "Statistics” you can find statistics and comparison data for the tests performed
The FIT Index over time is displayed.

The individual elements of the FIT Index can also be viewed.

The data can be exported if you use the standard or professional package.
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The results can be exported at any
time via PDF or Excel and sent directly.
To do this, use the export icon at the

top right and follow the instructions. p o Yoche  Momar o Ml

:9:41 AM % 100% ()

statistik |2 \,//\

s .

Monat Alles

. sBewegungsausmaB >
éKoordination >
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The respective categories of exercises e Ry
are stored in the app under the menu item : r— pre———— :
"Exercises". For each exercise, a video :

is available in the app as well as online e *REEE | € Balanchron e @ [Eclorcieren N2

via YOUTUBE. This means that the patient ; Koordnaten

also has access to the exercise videos from  gve— ﬁ

home. You can create an individual training il

plan for each patient and then print it out | Doeten e

or send it via e-mail. The training plan O sstancierene. 3 © seugenund secken

can be adjusted or renewed at any time.
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= Unable to connect to sensor
A sensor restart is recommended. For this purpose, please switch off the sensor and restart it.
To verify the Bluetooth setting on your device, the Orthelligent app must be able to access
the location. See the "Location sharing" section. (Page 8)

= Unable to test
A test can only be performed with a connected sensor. Check that a sensor unit is connected and,
if necessary, restart the sensor including pairing of the sensor and app. Each test must be performed
on the healthy leg first before the test is unlocked on the injured side.

= Sensor not properly installed
The sensor should be mounted facing forward on the shin bone. Check that the sensor is properly
attached to the belt with the tip of the triangle pointing downwards.

= Sensor is solid red

Please charge the sensor with the charger cable provided and a commercially available USB charger
until the sensor is green.

= Charging cable
= Mounts and straps

Additional or missing accessories can be ordered from OPED.

Cleaning instructions:

= Sensor: Surface disinfection

= Sensor mount: Surface disinfection
= Strap: Surface disinfection
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for transport/storage during operation
= Temperature range: -25°C to 70°C = Temperature range: -40°C to 85°C
= Relative humidity: up to 90% non-condensing = Relative humidity: up to 90% non-condensing

The product, including packaging, must not be disposed of in household waste, but must
E be returned to the manufacturer for disposal. The manufacturer is committed to the separation
and collection of electrical and electronic equipment in accordance with the law as based
on the applicable Electrical and Electronic Equipment Act and WEEE Directive.

Information about the processing of your personal data can be found at:
http://oped.de/support/ihre-daten/.

You can also find Orthelligent PRO's privacy policy at:
https://oped.de/support/datenschutz-orthelligent-app

In the event of complaints relating to the product, such as damage, please contact the manufacturer
directly. Only serious events which can lead to a significant deterioration in health or death should
be reported to the manufacturer and the responsible authorities of the member state. Serious events
are defined in Article 2 (65) of Directive (EU) 2017/745 (MDR).

Orthelligent PRO is a risk class 1 medical device according to Rule 13 (MDR EU 2017/745 Annex VIII).
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MD Medical device

Manufacturer

Unique device recognition

Serial number

use or consult electronic
instructions for use

E[ﬂ Consult instructions for
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OPED GmbH

Medizinpark 1

83626 Valley/Oberlaindern
Germany

Phone +49(0)8024/60818-210
Fax +49(0)8024/6081 8-299
info.dhs@oped.de
www.o-dhs.de

OPED AG

Hinterbergstrasse 26

6312 Steinhausen
Switzerland

Phone +41(0)41/748 53 35
contact@oped.ch
www.oped.ch

OPED UK Ltd

Unit 5

Avro Business Centre
Avro Way

Bowerhill

Melksham

SN12 6TP

United Kingdom
Phone +44(0)1380 722177
enquiries@oped.biz
www.oped-uk.com

Orthotic & Prosthetic Centre Pty. Ltd.
OPC Health an OPED company
26-32 Clayton Road

Clayton VIC 3168

Australia

Phone +61 (0)1300 672 937
sales@opchealth.com.au
www.opchealth.com.au

OPED Medical, Inc.

444 Tom White Road
Braselton, GA 30517

USA

Phone +1 (770) 945 -0150
Fax +1 (770) 945 - 0370
info@opedmedical.com
www.opedmedical.com
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