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Copyright 

No pa「t of this publication may be reproduced. 甘ansmitted. transcribed. sto「ed in a 「et「ieval system. translated into any language or compute「 language. in any fo「m. by any means. electronic, 
mechanical. optical. chemical. manual. or otherwise without prior written consent of PD Neurotechnology Ltd. This publication is to be used solely for the pu「pose of reference or operation 
of our product. No part of this wo「k can be disseminated for other purposes 

This document may contain technical inaccuracies o「 typog「aphical erro「s. Contents of this document a「e subject to changes without prior notice. Changes will be incorporated in tutu飞
「evisions of this document. 

This item is compliant with the Medical Device Directive 93/42/EEC of 14 June 1993. 

II:> 2020 PD Neurotechnology Ltd. All rights reserved. 
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FCC Warning
This device complies with part 15 of the FCC rules. Operation is subject to the following two conditions: (1) this device may not cause harmful interference, and (2) this device must accept any inte rference 
received, including interference that may cause undesired operation.
 
Changes or modifications not expressly approved by the party responsible for compliance could void the user's authority to operate the equipment. 

NOTE: This equipment has been tested and found to comply with the limits for a Class B digital device, pursuant to part 15 of the FCC Rules. These limits are designed to provide reasonable protection against 
harmful interference in a residential installation. This equipment generates uses and can radiate radio frequency energy and, if not installed and used in accordance with the instructions, may cause harmful 
interference to radio communications. However, there is no guarantee that interference will not occur in a particular installation. If this equipment does cause harmful interferenceto radio or television 
reception, which can be determined by turning the equipment off and on, the user is encouraged to try to correct the interference by one or more of the following measures:
· Reorient or relocate the receiving antenna.
· Increase the separation between the equipment and receiver.
· Connect the equipment into an outlet on a circuit different from that to which the receiver is connected.
· Consult the dealer or an experienced radio/TV technician for help.

Radiation Exposure Statement 
This equipment complies with FCC radiation exposure limits set forth for an uncontrolled environment. This equipment should be installed and operated with minimum distance 20cm between the radiator and 
your body.
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Intended Use 

PDMonitor® is a non-invasive continuous monitoring system for 
patients with Pa「kinson's Disease (PD). It is intended to trace, 「eco「d,
process and sto「e a variety of moto「 symptoms f「equently occurring in 
PD through the continuous use of a set of wearable Monito「ing Devices. 
Comprehensive movement information taken f「om the 「ecordings as 
well as information on disease symptoms and their intensities is, 
following appropriate data processing, sent to the treating physician 
The system can be used at any stage of the disease afte「 its initial 
diagnosis and when the patient is under medical t「eatment. The 
PDMonito卢 system consists of the SmartBox. five (5) Monitoring 
Devices and the PDMonito卢mobile application. 

The PDMonitor® Monitoring Devices. The devices a「e mounted on the 
body and acquire body-motion data for assessing the PD moto广

symptoms.
The PDMonito卢Sma「tBox. The PDMonito卢SmartBox is a small 
station for charging the Monitoring Devices. collecting, storing and 
processing the data from all Monitoring Devices and uploading them to 
the PD Neurotechnology storage service (Cloud). 

The PDMonito产mobile application. The PDMonito产mobile
application is an electronic diary for medications. diet and symptoms 
「elated to PD. Moreove「, the PDMonitor® mobile application p「ovides a 
summary of daily activity as reco「ded by the PDMonito卢system.
Add代ionally, the PDMonito卢device 「ecordings and symptom 
assessment can be also used fo「 clinical 「esearch in movement 
diso「ders and collection of motion/ movement data. 

PDMonito「®system shall be used only after the approval of your treating 
physician who is registered to PD Neurotechnology Ltd. in the use of the 
PDMonito「®system

Contraindications 

<D Do not use this system with a defibrillation device. 
<D Do not use this system during MRI scanning. 
<D Do not use du「ing medical procedu「es.
<D Do not use this system when patient is in a clinical imaging depa「tment

with high radiation. 

<D Do not use this system with a pacemake「.

<D Do not operate this system in an environment containing flammable 
anesthesia gas. 

<D Do not use it with other devices with high levels of electromagnetic 
「adiation in the vicinity of the Monitoring Device. 

<D Do not use the PDMonito卢Monito门ng Devices and all the p「ovided
accesso「ies fo「 more than 24 hou「s continuous use. 

<D Befo「e exercise. it is 「ecommended that you seek appropriate advice 
from your treating physician on the co忏ect Instructions for Use of 
PDMonitor变Fa仆ing to follow the prope「 Instructions for Use could 
affect the measurement qua I ity and ext「acted symptom evaluation. 
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CD Do not use the system on an open wound. 
CD The environment where the device is used should be 

「easonably f「ee from vibration. dust. co斤osive o「 combustible
matter and avoid ext「emes of tempe「atu「e and humidity. 

CD Should the「e be an alle「gic reaction o「 skin irritation. 「emove
the Monitoring Device. Then. take pictures of the affected 
a「eas and keep detailed notes on the symptoms. 

CD All adverse events or side effects should be reported immediately 
to PD Neurotechnology Ltd. This will help PD Neurotechnology Ltd. 
to analyze and repo「t the case.

CD PDMonito「® does not administe「 any medicinal. chemical o「
biological products. 

CD PDMonito卢does not provide treatment recommendations o「
instructions. 

CD A consultation by your t「eating physician is an absolute 
necessity fo「the appropriate use of the PD Monitor® system 

CD PDMonitor® is able to monito「 PD symptoms du门ng a range of 
daily activities including walking. When pe「forming intense fitness 
activity (running. bicycling etc.) it should either be「emoved o「
the t「eating physician should be info「med about those activities. 

Warnings 

CD Tripping Haza「d - keep the electrical co「d away from 
walking paths. 

<D Do NOT expose the Sma「tBox to liquids. This may permanently 
damage the system. 

CD Operate the system within relative humidity of 40%-80% 
and temperature from 5°C to 35°C. If the sto「aqe/transpo廿
conditions exceed the suqqestinq operating limits. let 
the device stand fo「 at least 30 minutes at room temperatu「e
before connecting it to the power supply. 

<D PDMonitor ® should not be used unde「 any other medical 
procedu飞 (MRI. CT Scan, PSU, etc.). 

CD If the powe「 supply unit is damaged, do not operate the system 
(the PSU green led light is off even when this is plugged in the 
elect「ical socket). 

CD The PDMonitor® Monitoring Devices are water resistant and 
NOT waterproof. Therefore. they should not be exposed to 
l iguids o「 used during swimming, showering, bathing 
。「during any unde「wate「activity.

CD Use only the accessories provided fo「PDMonito产system

CD Do not disassemble o「「emodel the Sma「tBox or/and the 
Monito「ing Devices. 

CD PDMonito卢Monito「ing Devices include recha「geable lithium 
polymer batteries. Storage, use and t「ansportation outside the 
inst「ucted envi「onmental conditions and/orexposu「e to
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excessive heat o「 fire may result in inc「eased risk of device 
damage. explosion. chemical burn or fire. Do not crush. 
punctu代， 0「 burn as doing so can 「esult in fire, explosion o「 the
「elease of toxic gases. Do not use the device if it appears to be 
leaking. damaged, discolored. misshapen. o「 in any way 
irregula「.

CD If there are any signs of material degradation on the Monitoring 
Devices o「 the SmartBox. avoid using the system and contact 
PD Neurotechnology HelpDesk (available at 
www.pdneurotechnoloqy.com). 

CD You can only use the Powe「 Supply Unit (GSMZ5E05-PIJ) 
supplied with the PDMonito卢system.

CD If the device is not going to be used fo「 a long period. it is 
「ecommended that the PDMonito卢system is safely shutdown. 
through a mobile device. 

CD PDMonito卢system (Monitoring Devices are part of PDMonitor® 

system) may reach temperatures of more than 41° c in 
accordance with 60601 11. 1. 1.2 and the「efo飞is not 
「ecommended fo「 use with infants or othe「 highrisk groups. 

CD The medication list in the PDMonito卢mobile application is not 
an exhaustive list of medication you could be p「escribed at any 
given time. The PDMonitor® mobile application is not intended 
to be used as a medication reminder to be 「elied upon.

Precautions 

CD PDMonitor® should NOT be used near radiology modalities o「

in radiology departments. 

CD Do not leave PDMonitor® Monitoring Devices unattended. They 
must be eithe「 worn o「docked in the Sma「tBox.

CD PDMonito卢Monitoring Devices should be tightly fitted on 
the body. 

CD Do not use PDMonito产system USB ports for othe「devices.

CD PDMonito卢Monitoring Devices should not be worn nea「

magnetic accessories (magnetic bracelets. watches etc.) 

CD Clean PDMonito产 Monitoring Devices and Sma「tBox acco劝ng
to the inst「uctions in section 9. 

CD Keep infants and child「en away from PDMonitor® accessories 
to p「event suffocation o「choking.

CD Please keep the PDMonitor® lid on at all times to protect you「

device from dust and liquids and use the supplied bag fo「

transpo「tation.

For more safety and regulatory infonmation and for battery 
disposal information, refe「 to the Regulatory Safety and 
Environmental Notices p「ovided by PD Neurotechnology Ltd 
(see section 16 and Appendix) 
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Package Contents 

Photo Description Qty. 

SmartBox 

SmartBox lid 

Monitoring Device 5
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Photo Description Qty. 

Clipframe 

Strap frame 3

Wristband 
2 (small to medium) 

2 (medium to large) 
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Description Qty. 

Hook and loop strap 
2 (small) 
1 (large) 

Power supply unit 
1 

(GSM25EOS-P1J) 

Ethernet cable 1 

Instructions for Use 



Photo Description Qty. 

$
Videobook 1 

Videobook charging use cable 

Carrying Bag 
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PDMonitor® System 

SmartBox 

The SmartBox (Figure 1) is the PDMonito卢unit where the Monitoring 
Devices should be placed to upload thei「data to the PD 
Neurotechnology storage service (Cloud). The SmartBox also charges 
the PDMonitor® Monitoring Devices. 

Figure 1. PDMonitor® SmartBox 

Monitoring Devices 

The PDMonito卢 Monitoring Devices are used to measu「e body 
movements during daily life activities. 

All Monitoring Devices have a light indicator and a micro USB po「t fo「
cha 「ging and communication purposes. as shown in Figu「e 2. 
Monito「ing Devices are mounted on the body with PDMonito卢
accessories. 
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Accessories 

Monitoring 
Device 

light Indicator 

Monitoring 
Device 

micro USB port 

Figure 2. PDMonitor® Monitoring Device 

The wristband. strapframe and clipframe (Figu「e 3) a「e designed to 
secu「e the Monitoring Devices to predefined body places. Wristbands 
a「e fo「 wrists. strapframes fo「 shanks (legs) and fo「waist. along with the 
la「ge strap, and clipframes fo「 waist. Detailed instructions on the usage 
of the accessories are given in section 8. 1 . 

匣 O
Figure 3. PDMonitor" accessories 
for mounting Monitoring Devices 
on wrists, waist and le吓



Setup Instructions 

The SmartBox requi「es an Internet connection either via an Ethernet 
cable or an available W币network to function prope「ly.
To 「eceive the full benefit of using the PDMonito卢system. the 
SmartBox should be registered with an account. which in turn will be 
paired with a t「eating physician who will evaluate the data produced by 
the device. Fo「 details on how to create an account and pai「 with a 
甘eating physician. consult the PDMonitor® Instructions for Use 
(section 11 .4). 

7.1 Unpacking the PDMonito卢 System

All Monitoring Devices should be fully cha「ged before use. 

1. Unpack the contents of the box
2. Place all components on a flat surface and find a nearby power outlet
3. Connect the powe「 supply unit to the power outlet
4. Connect the powe「 cord to the Sma「tBox adapter (Figure 4)

Power 
adapter 

figure 4. Rear view of PD Monitor® SmartBox 

LAN 
adapter 

5. All Monitoring Device status light indicato「s on
the Sma「tBox should be switched off (Figu「e 5)

Power status 
light indicator 

Monitoring Device status light indicator 

Figure 5. Top View of PDMonlto卢 SmartBox

6. Place the Monitoring
Devices on the
Sma「tBox as shown
in Figu「e6

Figure 6. Placing PDMonitor® Monitoring 
Devices on the SmartBox 
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7. The Monitoring Devices start charging. When charging, each
Monitoring Device is flashing orange.

7.2 Configure SmartBox to the 
PD Neurotechnology Cloud 

The SmartBox must be connected to the PD Neurotechnology 
sto「age service (Cloud) to be properly configured eithe「 via
Ethernet cable or an available Wi-Fi netwo「k. This requires an 
Internet connection. 

7.2.1 Register via Ethernet Cable 

1. Connect the Sma「tBox to the powe「 outlet

2. Connect one end of the Ethernet cable to the SmartBox LAN
adapte「 (Figure 4) and the othe「 end to an available wall.
modem or route「 LAN plug

3. Follow the step-by-step procedu「e on the PDMonito卢mobile
application to pair the SmartBox with the mobile phone via
Bluetooth (o「 any of the othe「 options desc「ibed in section
11.3) and 「egister an account on the Smart Box.

If you do not own an And「oid or iOS SmartPhone, please contact 
PD Neurotechnology HelpDesk to setup your device for you. 
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7.2.2 Register via Wi-Fi 

1. Connect the SmartBox to the power outlet

2. Fol low the step-by-step procedu「e on the PDMonitor® mobile
application to pai「 the SmartBox with the mobile phone via
Bluetooth. This is necessary fo「 the PDMonitor® mobile
application to be used to send the Wi-Fi credentials to the
SmartBox and allow it to connect to the available Wi-Fi
network. It is advisable that the mobile device is already
connected to the same Wi-Fi, howeve「 this is not necessary
(「efe「 tosection 11.18).

The PDMonito「
'" system is now ready for use. Fa「 details and 

advice on how often to wear the monitoring devices, please 
consult your treating physician 



7.3 SmartBox Light Indicator 

In this section. the light indicator functionalities of the PDMonito「@

SmartBox are described at Figure 7. 8. 9 and 10. 
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Figure 7. Monitoring Device light status indicator 

＃ Lig h t i n dicato r colo r 

1 ． 
Gree n 

2 ． 
Ora n ge 

3 
O FF 

Power status light 
indicator 

State Fu n ctio n 

Co n sta n t T h e S martBox is 
powered o n 

Co n sta n t T h e S matBox is starti n g 
up 

Co n sta n t Power off 

Figure 8. Power status light indicator 
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Setup Inst「uctions

Light indi cator color 

． 
Blue 

OFF 

Internet connection 
light indicator 

State Fun ction 

Constant Internet conne ction is 
available 

Constant No Internet conne ction 
available 

Please make sure that all light indicators a「e green befo「e using 
the PDMonitor" Monitoring Devices. 

Figure 9. Internet connection light indicator 
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Figure I 0. Alarm status light indicator 



Monitoring Device Usage 

PDMonito产system records the symptoms of Parkinson's Disease 
only while Monitoring Devices a「e mounted on p「edefined body 
locations. PDMonito卢shall only be used when all Monito「ing Devices 
a「e cha「ged and the light status indicato「s (Figure 7) are green. This 
indicates that PDMonito产system is 「eady fo「 a new reco「ding.

The PDMonitor" system is ready for use only when all Monitoring 
Device light status indicators (Figure 7)are green 

The PDMonito产 system should be used only with the strapf「ames.
clipframe. straps, wristbands and power supply included in the original 
PDMonito「

® packaging, or eguivalent official components p「ovisioned
by PD Neu「otechnology Ltd. 

The PDMonito卢 system should only be used with the 
st「apframes. clipframe. straps and wristbands provided with the 
device and the Monito「ing Devices should be placed in all 
p「edefined body locations. 

Place the Monitoring Devices on the SmartBox after the recording 
period is finished. 

Waist 
Monitoring 

Device 

Figure 11. The body parts that PDMonitorce Monitoring Devices should be 
worn 
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Manito「ing Device Usage 

8.1 Placing the Monitoring Devices on 
the Body for a New Recording 

The five (5) PDMonito卢Monitoring Devices must be placed on specific 
body locations fo「 PDMonitor® system to function properly. Those 
specific body locations a「e depicted in Figure 11. The following section 
describes in detail how to prope「lymount the Monitoring Devices. 

Wrist position Monitoring Devic;es 
• Put the two Monito「ing Devices using the approp「iate w「istbands on

the left and right w「ist as shown in Figure 12

· Undock the Monito「ing Devices from the Sma「tBox

· Secu「e the Monito「ing Devices to the w「istband as shown in Figure 13

· Put the Monitoring Devices on your wrist and make sure that they are
comfortable yet tight fitting

· The Monitoring Devices start 「eco咄ng automatically.

The wristbands should not be too tight to avoid othe「 health
complications. If you sta代 to experience skin redness or irritation. 
「emove the wristbands and contact PD Neurotechnology Ltd 

Figure 12. PDMonitor® Monitoring Devices on wrists 
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Wrist position Monitoring Devices 

Figure 13. Instructions on mounting PDMonitor" Monitoring Devices on wrists using the wristband 
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Monitoring Device Usage 

Leg position Monitoring Devices 

• Place the two Monitoring Devices using the appropriate strapf「ames
and straps on the left and right leg as shown in Figu「e14

· Undock the Monito「ing Devices from the Sma「tBox

· Secu「e the Monitoring Devices to the strapframe as shown in
Figure 15 by sliding the Monitoring Devices inside the frame and
then pushing the strapframe sides until a characteristic
"clicking·sound or feeling on the hand occurs

• Place the Monitoring Devices in the correct leg position. as shown
in Figure 15

· TheMonito「ing Devices start recording automatically. ）
The leg straps should not be too tight to avoid othe「 health
complications. If you start to experience skin redness or irritation 
please 「emove the straps and contact PD Neu「otechnology Ltd 

Figure 14. PDMonitor® Monitoring Devices on shanks 
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Leg position Manito「ing Devices 

4

2
 

5
 

3
 

Figure 15. Instructions on mounting PDMonitor® Monitoring Devices on shanks using the strapframe 
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Monitoring Device Usage 

Waist position Monitoring Device 

• You should wea「 the last (fifth) Monitoring Device fo「 the waist
position using the provided clipframe to the appropriate body
position (Figure 16). Anothe「 way to wear it. is with the appropriate
st「apf「ame and strap to the waist

Undock the Monitoring Device from the SmartBox
• Secure the Monito「ing Device to the clipframe as shown in

Figure 17 by sliding the Monitoring Device inside the clipframe
and then pushing the clip sides until a characteristic "clicking"
sound o「 feeling on the hand occu飞

• Wear the Monito「ing Device on you「 waist and make sure that it is
comfortable yet tight fitting

· TheMonito「ing Device start recording automatically.

You should pay attention to securing the Monitoring 
Device  f i rmly inside the clip! 『ame and pushing 
the clip sides until a characteristic "clicking" sound or 
feeling on the hand occu「S
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Figure 16. PDMonitor'" Monitoring Device on waist 



Waist position Monitoring Device 

2

4 5

Figure 17. Instructions on mounting PDMonitor® Monitoring Device on waist using the clip 
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Monitoring Device Usage 

8.2 Placing the Monitoring Devices on the 
SmartBox after the Recording Period 

Afte「the 「ecording time recommended by you「甘eating physician. 

take off the Manito「ing Devices and put them back in the 

PDMonito「® SmartBox. When you place the Monitoring Devices in the 
Sma 「tBox. the cor「esponding light status indicato「should start flashing 
orange. While flashing, Monitoring Devices are uploading their data and 
should not be removed from the SmartBox. When data transfe「 is
completed and the PDMonito卢devices are fully cha「ged, the light status 
indicato「swillturng「een and the device is 「eadyfo「a new 「ecording.

'�

2

5 

figure 18. Instructions on removing PDMonitor'" Monitoring Devices with wristbands from wrists 

6
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Wrist position Monitorin9 Devices 

• Remove each Monitoring Device from the wristbands, as shown in Figure 18

• Place the Monitoring Devices into the slots of the SmartBox, as shown in Figure 19

4 5

3

6

Figure 19. Placing Monitoring Devices into the slots of the SmartBox 
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Monitoring Device Usage 

Leg position Monitoring Devices 

• Remove each Monito「ing Device的m the strapframes,
as shown in Figure 20

Place the Monitoring Devices into the slots of the Srna「tBox.
as shown in Figu「e 21 

2 3

4 5 6

Figure 20. Instructions on removing PDMonitor" Monitoring Devices with strap frame from shanks 
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Leg position Monitoring Devices 

Place the Monito「ing Devices into the slots of the SmartBox 

3
 

Figure 21. Placing Monitoring Devices into the slots of SmartBox 

29 



Monitoring Device Usage 

Waist position Monitoring Device 

• Remove the Monitoring Device from the clipframe. as shown in
Figure22

, Place the Monitoring Device into the last slot of the SmartBox. as 
shown in Figu「e23

2

5

t t

3

6

Figure 22. Instructions on removing PDMonitor., Monitoring Device with clipframe from waist 
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Waist position Manito门ng Device 

Place the Monitoring Device into the slot of the SmartBox 

Upon placing the Monitoring Devices into the SmartBox the cor「esponding light status indicator should start flashing orange. 
While flashing orange. the devices should not be removed from the SmartBox. 

2

figure 23. Placing Monitoring Device into the slot of the SmartBox 
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Monitoring Device Usage 

8.3 Monitoring Device Light Indicator 
Functionality 

The functionality of the Monitoring Device light indicato「 is shown in 

Figu「e 24. 

# I 
Light indicator 

color 

1 I ． 
Blue 

2 I ． 
Blue 

State 

Enabled for 3 
seconds when 

I 
device quickly 

turned 
towards pa-
tient's face 

Flashing 
every 1 
second 

Monitor 
Device 
light 
indicator 

Function 

Monitoring Device is 
working properly 

Monitoring Device 
battery is low. 

Charging is needed 

Figure 24. Monitoring Device light indicator functionality 
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System Maintenance 

9.1 Cleaning Monitoring Devices 

The Monitoring Devices should be regularly cleaned afte「 any intense 

activity. To clean each Monitoring Device. household cleanse「s should 

be avoided. Use a soft towel p「eferably. For tough spots o「 stains. try 

SC「ubbing with a soft. wet cloth. 

9.2 Disinfecting Monitoring Devices 

A disinfecting solution can be applied to the Monitoring Devices. using 

a soft cloth. Abrasives should be avoided as they could damage the 

surface of the Monito门ng Devices. Ensu「e that all cleaning fluid is 

「emoved by wiping each Monitoring Device ca「efully with a soft cloth. 



9.3 Cleaning the SmartBox 

The SmartBox can be cleaned by using a soft damp towel. Household 
cleansers should be avoided. 

When the PDMonitorao system is used in hospitals. clinics or healthca代

envi「onments it must be disinfected. using disinfecting solution 
「egula「ly and especially after being used by each individual patient. 

Troubleshooting 

10.1 Troubleshooting SmartBox 

Afte「 plugging the powe「 cable and the Ethernet Cable in the SmartBox. 
the fol lowing seguence of events should occu「:

1. The light indicator (Power) will turn on and the color will be orange
for no more than 5 minutes

2. Then. the fi「st light indicator(Powe「) will stay g「een and the second
(Internet) will be blue.

Should this fail to happen. the powe「 and the Ethernet cables should be 
unplugged and re-plugged. If the e「「or pe「sists. contact the PD 
Neu「otechnology HelpDesk. 

10.2 Troubleshooting Monitoring Devices 

Afte「 the successful setup of the Sma「tBox, the Monitoring Devices 
should be placed on the SmartBox to be fully cha「ged for the first time. 
The Monitoring Devices a「e ready for use when each co斤esponding
light indicato「 on the Smart Box (Figu「e 9) is a constant green. 

After a full charge the Monitoring Devices can 「eco「d symptoms fo「 more
than 24 hours. If the batte「y is running low. the light indicator of the 
Monitoring Device will start blinking as illust「ated in Figure 24. 

Afte「 the Monito「ing Devices have been worn fo「 the hou「s indicated by the 
treating physician. they must be placed on the Sma「tBox to upload the 
「ecorded data. When all five Monitoring Devices are placed on the 
Sma「tBox. the following should occur: 

1. Fo「 every Monitoring Device its co「responding light indicato「 should
be blinking orange (cha「ging and uploading data). If the light indicator
does not turn orange. check that the Monitoring Device is p「operly
docked. Undock and 飞dock the Monitoring Device in the Sma「tBox.
If the light indicato「 on the SmartBox is still not orange, unplug and
plug again the powe「 supply of the PDMonito卢device to restart the
SmartBox. If the problem pe「sists then you should contact the PD
Neurotechnology HelpDesk

2. When the light indicator is a constant orange it means that the data
have been uploaded and the Monitoring Devices are charging

3. When the light indicato「 is a constant g「een the corresponding
Monitoring Device is 「eady for use(cha「ging and data uploading could
last to「 up to 3 hou飞）. If afte「 more than th「ee hours the light
indicators on the Sma「tBox do not turn g「een then contact the
PD Neu「otechnology HelpDesk.

10.3 Possible Damage 

If any kind of damage is detected on any of the Monitoring Devices o「 a
Monitoring Device cannot be placed on the SmartBox correctly, contact 
the PD Neurotechnology HelpDesk. 
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11.1 Introduction 

PDMonitor® mobile application has two versions. one for the Patient 
and one for the Ca「egive仁

• Patient Application: The patient application is 「equi「ed fo「 the
in巾al patient account 「egistration and device set up. It also allows
fo「 medication intake. nutrition and gene「al symptom self­
assessmen甘eco「ding

• Caregiver Application: The ca 「egiver application allows
ca「egive「s to act on behalf of their patients to 「egiste「 an account.
set up the device. and 「eco「d complementary information 「ega灿ng
medication. nutrition and symptoms.

11.2 Installation 

To install the PDMonitor® mobile application on an Android/ iOS 
device. open the Google Play Store/ Apple App Store and search for 
"PDMonitor app". Then. the PDMonitor® mobile application is 「eady
fo「 use.

11.3 Setup 

11.3.1 SmartBox Internet Connectivity 

As described in section 7.2 before its fi「st use. the SmartBox needs to 
be connected to the Internet and synchronized with a patient account. 
The PDMonito卢mobile application must be used fo「that:
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a) Ethernet: As described in section 7.2 before its first use. the
SmartBox needs to be connected to the Internet and synchronized
with a patient account

b) Wi-Fi: If Wi-Fi is suppo「ted and prefe「red, the PDMonit泸mobile
application must be used to send the c「edentials of the Wi-Fi
connection to the SmartBox. For Wi-Fi set up, see section 11. 18.
Then go on to SmartBox account synchronization.

11.3.2 SmartBox Account Synchronization 

As desc「ibed in section 7 .2 the SmartBox needs to be 「egistered with an 
account. There a「e th「ee ways to configure the SmartBox patient 
account. using the PDMonito卢mobile application (Figure 25): 

• Bluetooth: This sc「een opens a wizard that guides the user to setup
the device

• QR Scan: This screen shows how to use the QR code that can be
found in the PDMonito卢system original packaging (Figu「e26)

• Manual input: On this screen. the numbe「 cor「esponding to the QR
code which can also be found in the PDMonito卢 system's o「iginal
packaging can be manually fi lied in (Figu「e27).



If the SmartBox is al「eady synchronized with a patient account and you 
want to synchronize it with a diffe「ent account. o「 you have no longe「

access to you「 C「edentials you should contact the PD Neu「otechnology
Helpdesk. 
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Figure 25 
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Figure 26 

＿ 
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Figure 27 

11.4 Pairing 

Patient with Treating Physician (Patient Application) 

A 「egiste「ed physician owns a unique ID. You can obtain this ID by 
contacting you「廿eating physician di「ectly. You can then use the 
physician sc「een (Figure 41) to send a pairing invitation (section 11.10). 
Once you「 physician accepts the pairing invitation, you will 「eceive an e­
mail that the pairing was successful. 

Caregiver with Patient (Caregiver Application) 

You「 PDMonito卢account is linked up with you「 unique e-mail. You「

ca「egive「 must obtain this e-mail by directly contacting you. Using this e­
mail in the Patient sc「een, you「 caregive「 can then send you a pai「ing
invitation. Once you accept the invitation through you「 PDMonito卢
mobile application, the ca「egiver application will inform you「 caregive「

that the pai「ing was successful. 
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11.5 Welcome Page 

The Welcome screen appea「s only while the PDMonitor® mobile 
application is loading (Figu「e 28). 

Figure 28 
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11.6 Login 

a) Privacy Policy

During the fi「st use of the PDMonitor® mobile application you have to read 
the Privacy Policy, enabling the·switch Button"• (Figu「e 29) and 

巳＿么

tapping on the "Next Button" 一 (Figu「e 30). 

Please make sure you read the Privacy Policy carefully as it 
contains important info「mation you need to be aware of when 
using the PDMonito卢systemand the PDMonitor® mobile 
application. 

－ -
Privacy Policy 

Last updated: May 23, 2019 

PD NEUROTECHNOLOGY LTD 一

PRODUCT PRIVACY POLICY 

SECTION A: IMPORTATION AND 

REQUIREMENTS 

This section contains Information on the 
followlng topics 

I have read 

the Pnvacy Polley 

Figure 29 

夏l

Privacy Policy 

Last updated: May 23, 2019 

PD NEUROTECHNOLOGY LTD 一

PRODUCT PRIVACY POLICY 

SECTION A: IMPORTATION AND 

REQUIREMENTS 

I ha,e ,ead 

the Pn,acy Poncy ． 

I Next I 

Figure 30 



b) Registration

You can registe「 through the application form that appea「s when the 
application starts for the fi「st time (Figure 31). Upon successful 
registration. you will receive a confirmation e-ma仆

c) L ogm

In the next login attempts. a Login screen (Figure 32) appea「s where 
you must provide you「 account credentials to access the main menu 
SC「een.

＿ 
酝I E-Mail 

i Password 

i Confirm Password 

． First name 

\,. Phone 

� r叩ent

二
Already ha,e an account'Sign in 

Figure 31 

pd monitor

® 

Welcome! Please enter your 
credentials to access the application 

Please ente『your e-mail 

Please enter you『password

Not a Member? Register 

Figure 32 

11.7 Main Menu 

From the main menu sc「een (Figure 33) navigate through the 
application's available features. 

pdmonitor 0 

Med,oat,oo Notot,oo 拉""

尸窑囚
Message Physocoaa Pmfole 

®® 色
Tram mg Status Stats 

Figure 33 
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• 11.8 Medication

By tapping on the medication icon on the main menu screen, 

you「 physician's p「escribed medication list appea「s (Figure 34). This 

is a list of medicines to be taken during the day. When you choose a 

specific medicine. the medicine details appear (Figure 35). Then. 

confirm whether the medicine has been taken or not. As a result, you 

can see the updated medication list (Figu「e 36). 
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figure 34 Figure 35 figure 36 
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。 11.9 Nutrition

By tapping the nutrition icon in the main menu sc「een. you can change the 

time of you「 last meal by tapping the clock icon (Figu「e 37). 

By setting the time and clicking the OK button the next screen separ-ates 

the food in p「otein-based p「oducts o「 othe「 p「oducts (Figure 38) and you 

must reco「d the food you ate 2 hou「s before and 1 hou「 afte「

taking medication. 

The sc「een in Figu「e 39 is also loaded as a pa「t of the medication 

functionality, afte「 the SC「een in Figu「e 35. 
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。
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figure 37 
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• 11.10 Invite Physician/ Patient

To use the PDMonitor® system properly, you need to be paired with 

a physician. To in巾ate the physician pairing invitation procedu「e.

tap on the Physician icon in the main menu sc「een (Figure 40). In the 

next sc「een (Figu「e 41). send a pairing invitation (Figu「e 42) by 

filling in the unique 6-digit ID you 「eceived directly f「om your 

t「eating physician. 
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Enter you「 physician's PDMonitor 
PIN* 

*contact your physician

二

After confirmation, the invitation will be sent to the physician. Once 

you「 physician accepts the pairing invitation. in the next sc「een

(Figure 43) you will see that the Physician icon in the main menu is 

slightly alte「ed, with a g「een tick ma「k appearing at the top 

right-hand co「ne「, indicating a successful pairing. 

The same procedure can be followed by your caregive「 to
invite you by f仆ling in you「 unique e-ma仆
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Figure 40 Figure 41 Figure 42 Figure 43 

39 



App 

• 11.11 Status

On this sc「een, you can reco「d you「 physical condition ove「 the previous 

half-hou「 (Figu「e 44). By tapping the ON icon you will be 「edi「ected to a 

new screen, asking you about your symptoms (Figure 45). 

Afte「 that. a 「ewa「d message will appea「 on the sc「een

(Figu「e 46) to encourage you to keep tracking you「 physical

condition on a daily basis. 

＿ ＿ 

40 

How did you feel the 
previous half hour 

•• OFF 

Good response to Bad response to 
med1cat1on medicatlOn 

（二
Figure 44 

Good response to 
medication 

en CV 
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Bad, there are side Good, no side 
effects effects 
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Figure 45 Figure 46 



• 11.12 Profile

On this SC「een, you can edit and view you「 pe「sonal details. You can 
also sign out f「om the PDMonitor® mobile application (Figure 47).

．止13 Stats

On this screen. you can find a summary of your activity statistics. such 
as pe「centage of lying down. standing/s曲ng and walking during the 
day (Figu「e 48). The information fo「 this functionality is gene「ated by 
the PDMonito卢Monito「ing Devices. 

。止14 Message of the Day
You can send messages to you「甘eating paired physician (Figu「e 49).

This function alit y should only be used to send short 
communication messages to your treating pai「ed physician. 
relative to your disease. 
Be advised, the physician has no way to 「espond to the messages, 
othe「than contact you directly through telephone o「e-mail. This is 
asynch「onous communication and should not be used for 
eme「gencies.hould not be used for emergencies 

＿ 
Fiest name Last name 
John Smith 
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60 
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Figure 47 

＿ ＿ 
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。 11.15 Version 

By tapping the info icon CD on the main menu screen. you can 
navigate to the version page. On this sc「een you can check the 
cu斤ent PDMonito产mobile application version (Figure 50) and 
the available new updates (Figure 51). 
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。 11.17 Device 

To 「egister the patient account in the Sma「tBox. follow the pai「ing
process described in section 11.3. If there is no Ethernet connection. 
you need the W由code to proceed (see section 11.3. 1). If the ala「m
status indicato「 (Figu「e 10) is enabled on PDMonitor® device the use「

must check the alert message provided at the device screen (Figu「e
54) in order to handle the e「ro「.

If the device is not used for a long period, it is recommended that the
PDMonito产system is safely shut down through the PDMonitor® 

mobile application (Figure 55)

＿ 
You have successfully 

fi registered a PDMonitor 
device' 

(s.nalN� 戊田�· 印�"'

A I Code 1 I Internet connection 
appears to be offline 

二
Figure 54 Figure 55 

＃ Possible warnln中

1. Internet connection appears to be offline. 

2. 
The Monitoring Devices are neither worn nor placed on the 

SmartBox. 

3. 
A problem occurred, please contact PD Neurotechnology 

HelpDesk. 
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11.18 Wi-Fi Setup 

To Setup the Wi-Fi connection in you「 PDMonito卢 device. first make 
sure that your mobile phone is already connected to a Wi-Fi netwo巾
Then. in the main menu of the PDMonitor® mobile application. press the 
Device icon and on the Device screen. select the W币menu on the top 
right (Figure 56). 

＿ 

Pairing with your Sma「!Box

By tapping the ·start Scan" the application will try to connect to 
PDMonito卢device.

Before scanning, make sure that the "Bluetooth" option is enabled. A 
confirmation dialog will ask your permission to enable the Bluetooth on 
you「 mobile phone (Figu「e 57). If your device is in 「ange and properly 
detected. a new screen will appear where you need to fill in the W由
details (Figure 58). P「ess the ·connect" button to set the W由
connection to you「 PDMonito卢device. Finally, check that the Internet 
connection light indicator is blue (Figu「e9).

＿ 
"""-9 �

- .. -
,.; ,, • Set,p WIFI coooectloo 

-

Name (SSID): NameSSID 

Password: '"'" passwo,d 

Show Password 

An app is asking to turn on Bluetooth 

二

Figure 56 
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Mobile Application 
Troubleshooting 

If the application is not responding o「 shows some dysfunction. restart 

the application. If the p「oblem pe「sists. contact PD Neu「otechnology

HelpDesk. 

System Requirements for 

Your Smartphone 

PDMonito卢mobile application is available on iOS (iOS 10 and highe「)

and And「oid (4.4 and higher). 
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Technical Specifications 

Battery 
Operating time with full charge 30h 

Type 190 mAH Lithium-polymer, rechargeable, non-replaceable 

Charging time to full 3h 

MD Battery Service Life 500 cycles/MD usages 

Communication 
USB Monitoring device USB port for the connection with the SmartBox 
Internet wired connection R丿45 connector 

General 

Operating temperature S-35° C 

Charging temperatu「e 0-35屯

Operating humidity 40-80% 

Water ingress rating for SB 1Px21 

Water ingress rating for MD 1Px24 

Operating Atmospheric pressure 700 hPa to 1060 hPa 

Storage/Transport Environmental Conditions 
Sta「age temperatu「e -lD-6()0( 

Storage humidity 40-80% 

Power亚pply
In 230VAC/0.35 A 

Out SVDC/4 A 

SmartBox size 

(length x width x height) (168x74 x43.5)mm 

Monitor device size 

(length x width x height) (41 x31 x 12.5) mm 

Sensors 

9 DoF IMU sensor 
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War「anty and Se「vice

The PDMonito卢device requires no calibration to operate properly. 
Should you have any problems operating the device contact: 

PD Neurotechnology Ltd. fo「 custome「 support at 
suppo「t@pdneurotechnology.com o「 +30 26510 01300. 

PDMonito卢system Two (2) Years Limited Warranty. 

PD Neurotechnology Ltd. wa「rants the PDMonitor® System b「anded
ha「dware product (PDMonitor®) against defects in materials and 
workmanship when used normally in accordance with the PDMonitor® 

published guidelines fo「a pe的d of TWO (2) YEARS from the date of 
original 「etail pu「chase by the end-use「 pu「chase「 ("Wa「「anty
Period"). 

PD Neurotechnology Ltd. does not wa「rant that the operation of the 
PDMonitor® will be uninte订upted o「erro叶ee.

Should the PDMonito卢system fail to wo「k properly during its useful 
life. contact PD Neurotechnology Ltd .. at + 30 26510 01300 to 
a「range for 「epai「 and/or replacement. The「e are no use「-serviceable
parts. 

Removal of the void wa斤anty label from the SmartBox voids the 
wa叮anty of the device. 

PD Neurotechnology Ltd. is not liable fo「 any damage arising f「om the 
fa皿e to follow instructions relating to the PD Monitor® system use. 

The service life of the PDMonito产device is expected to be five (5) 
yea「S.

Disposal 

Application of European di「ectives 2002/95/EC. 2002/96/EC. 
2003/108/EC.2011/65/EU and 2012/19/EU. fo叮eduction in the 
use of dangerous substances in electric and elect「onic devices and for 
ga「bage disposal. 

The symbol appearing on the device or its packaging indicates that at 
the end of its useful life the product must not be disposed of together 
with domestic waste. It must therefore be delivered to the competent 
collecting centers for elect「ic and elect「onic garbage o「 「etumed it to 
the 「etaile开·when purchasing a new device. Disposing of the product 
sepa「ately prevents potential environmental and health haza「ds. In 
the case of imprope「小sposal.administrative sanctions in compliance 
with cu「「ent standa「ds will apply. The device and its pa「ts a「e ma「ked
for disposal. as app「opriate. 1n accordance with national or regional 
regulations. 

Version 

The cu「「ent ve「sion of Inst「uctions fo「 Use co「「esponds to the 
PDMonito卢device version 0. 1.6. The contents of this document are 
sub丿ect to changes without prio「 notice. Changes will be 
incorporated in future revisions of this document. For the latest 
version and all revisions of PDMonitor® Instructions fo「 Use please 
visit http:/ /www.pdneurotechnoloqy.com. 
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Symbol Table 

The symbol table contains information to locate and relocate symbolic definitions and references 

蛐 Manufacturer 

产 Date of manufacture 

回 Batch code 

匡 Serial number 

， Fragile, handle with care 

% Temperature limits to which the medical device can be safely exposed 

¢ Humidity limits 

口i Consult the instructions that accompany the PDMonitor® system 

———

The equipment is suitable fo「direct current only 
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令 To identify the positive and negative connections (the polarity) of a DC power supply 

IP21 Non water resistant (Water ingress protection) 

IP22 
p「otected against insertion of finge「s and will not be damaged o「become unsafe during a speci一
fied test in which it is exposed to vertically or nearly vertically dripping water 

IP24 Protected against splashing of water (Water ingress protection) 

垒 Non sterile product 

＠ Do not use, if package is damaged 

+ Keep dry

心
Consult the instructions for use for important cautionary information, such as 
warnings and precautions that cannot, for a variety of reasons, be presented
on the medical device itself

C E:0297
These systems have been approved to be sold as medical devices according to the
European Union's regulatory requirements

回 Class II equipment 

尸 For indoor use only 

冗 Correct Disposal of This Product (Waste Electrical & Electronic Equipment) 
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Appendix A: EMC Information 

PDMonitor® system 

Attention should be paid to the following EMC information prior 
to installing or using the PDMonito卢system.
• Portable and mobile Radio Frequency (RF) communication

equipment may inte「fere with the operation of the PDMonito「@

system.
• The PDMonito卢system has been tested and found to comply 

with IEC/ EN 60601-1-2. 
． Compute「s. cables and accessories not tested to 60601-1-2 may 

「esult in increased emissions o「 dec「eased immunity of the 
PDMonito卢system.

Verify no「mal ope「ation if utilizing the PDMonito卢system ad丿acent to 
。「 stacked with other electrical equipment. 
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Guidance and manufacturer's 
declaration - electromagnetic emissions 

The PDMonito卢is intended for use in the electroma g netic envi-
ronment specified below. The customer or user of the PDMonitor® 

should ensure that it is used in such an environment. 

Emissions Test Compliance Electromagnetic 
environment - guidance 

PDMonitor® uses RF 

RF emissions 
energy only for its internal 

Group 1 function. 
CISPR 11 Therefore, Its RF emissions 

are not likely to cause any 
interference in nearby 
electronic equipment. 

PDMonitor® is suitable for 
use in all establishments 

includin g domestic 
RF emissions Class B establishments and those 
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Guidance and manufacturer's 
declaration - electromagnetic emissions 

The PDMonitor® is intended for use in the electromagnetic environment specified below. The customer or user of the PDMonitor® should 
ensure that it is used in such an environment. 

Immunity Test IEC 60601 test level Compliance level Electromagnetic environment - guidance 

Electrostatic disch
-4
a

-
「

2
ge 土6kV contact 士6kV contact Floors should be wood, concrete or ceramic tile. If floors are 

(E SD IEC 61000 土BkV air 土8kV air covered with synthetic material, the relative humidity should
be at least 3 0% 

Electrical fast transient/ 
Not applicable. No burst Not applicable Mains power qualit

h
y 
o
s

i 
hould be that of a typical domestic or

IEC 61000-4-4 cables exceed 3 m spital environment. 

EN 6Su
1r0

g
0
e 

0-4- 土1 kV Pulse Voltage 士1 kV Pulse Voltage 
5:2014+Al:2017 

Vo
fl
lt

i
a
c 

ie 
e 

Fluctuations/ 
r em ．1ss ． 1ons N/A N/A N/A 

IEC 61000-3 -3 

Power frequenc
ic 

y 
fi 
(50

Ld 
/ 60 Powe订requency magnetic fields should be at Levels charac -

Hz) mainet e 3A/m 3A/m teristic of a typical Location in a typical domestic or hospital 
IEC 6 000-4-8 environment. 
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Guidance and manufacturer's 
declaration - electromagnetic immunity 

The PDMonitor® is intended for use in the electromagnetic environment specified below. The customer or user of the PDMonitor® should 
ensure that it is used in such an environment. 

Immunity Test IEC 60601 test Level Compliance level Electromagnetic environment - guidance 

Portable and mobile communications equipment should be 
used no closer to any part of the PD Monitor®, including cables, 

than the recommended separation distance calculated from 
the equation applicable to the frequency of the transmitter. 

Recommended separation distance 

Conducted RF 3 Vrms d = 1.2../P 

EN 61000-4-6 150 kHz to 80 MHz 3V d = 1.2 ./P 80 MHz to 800 MHz 
d = 2.3..J P 800 MHz to 2.5 GHz 

Radiated RF lOV/m lOV/m 
Where P is the maximum output power rating of the transmit-

EN 61000-4-3 80 MHz to 2,5 GHz 
ter in watts (W) according to the transmitter manufacturer and 

d is the recommended separation distance in metres (m). 
Field strengths from fixed RF transmitters, as determined 

by an electromagnetic site survey a) should be less than the 
compliance level in each frequency range. b) Interference may 
occur in the vicinity of equipment marked with the following 

symbol: 的
I 
） 

NOTE 1: At 80 MHz and 800 MHz, the higher frequency range applies 
NOTE 2: These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and 「eflection from 

structures, objects and people. 

a) Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones and land mobile radios, 
amateur radio, AM and FM radio broadcast cannot be predicted theoretically with accuracy. To assess the electromagnetic environment 
due to fixed RF transmitters, an electromagnetic site survey should be considered. If the measured field strength in the location in which 
the PDMonitor® is used exceeds the applicable RF compliance level above, the PDMonitor® should be observed to verify normal operation. 
If abnormal performance is observed, additional measures may be necessary, such as re-orienting or relocation the PDMonitor®. 

b) Over frequency range 150 KHz to 80 MHz, field strengths should be less than 3 V /m
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Recommended separation distances between portable and mobile RF 
communications equipment and the PDMonitor®

The PDMonito心is intended for use in the electromagnetic environment in which radiated RF disturbances are controlled. The customer or 
user of the PDMonito卢can help prevent electromagnetic inte「ference by maintaining a minimum distance between portable and mobile 

RF communications equipment (transmitters) and the PDMonitor® as recommended below, according to the maximum output powe「 of the 
communications equipment. 

Rated maximum Separation distance according to frequency of transmitter 
output power of 

transmitter 150 KHz to 80 MHz d = 1.2,/P 150 KHz to 80 MHz d = 1. 对P 800 MHz to 2.5 GHz d = 2.3../P 
w 

0.01 0.12 0.12 0.23 

0.1 0.38 0.38 0.73 

1 1.2 1.2 2.3 

10 3.8 3.8 7.3 

100 12 12 23 

For transmitters rated at a maximum output power not Listed above, the recommended separation distance d in metres (m) can be esti-
mated using the equation to the frequency of the transmitter, where P is the maximum output power rating of the transmitter in watts (W) 
according to the transmitter manufacturer. 

NOTE 1: At 80 MHz and 800 MHz, the sepa「ation distance for the higher frequency range applies. 

NOTE 2: These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and reflection from 
structures, objects and people. 
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Appendix B: Clinical Validation 

PDMonitor® system 

The cu「「ent ve「sion of PDMonito卢 has been validated through a 
clinical trial performed in three sites (G「eece. Italy. Germany). The 
study consisted of two phases. The fi「st phase of the study (Phase I) 
was conducted in a hospital environment. with detailed (video) 
monitoring. 「eco「ding and assessment of a wide range of symptoms 
by experts. The second phase of the study (Phase II) was conducted in 
a home environment. The data acquired during Phase II were used to 
validate the outcomes of the PDMonito卢system against 
patienVca「egive「/nu「se diaries. The dataset used fo「 the symptom 
evaluation fo「 the cu「rent ve「sion of the PDMonito卢system consists 
of50sub丿ects (94 recording sessions). 
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NOTE. The 「eported accuracy of the system is sub丿ect to change as a 
result of a new c皿cal validation analysis o「 with software updates 
including imp「oved symptom monitoring algorithms. 



PDMonitor® Performance 

PDMonito卢Outcome Result (comparison to expert rating) 

Activity/Posture Accuracy 0.93 

Bradykinesia R2 
= 0.46 

Bradykinesia + Gait R2 
= 0.79 

Wrist T「emor Detection Accu「acy 0.89, Cor「elation R2 
= 0.67 

Leg Tremor Detection Accuracy 0.93 

Gait Disturbances R2 
= 0.60 

F「eezing of Gait Accuracy 0.93 

Postural Instability 0.90 Accuracy with 1 specifici
t
t
y 
y and 0.33 

sensitivity in postural instabili detection 

Dyskinesia Presence Accuracy 0.90 

Time spent with Dyskinesia R2 
= 0.91 

Time spent in OFF state R2 
= 0.46 
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