Odstock Medical Limited

USER INSTRUCTION MANUAL

OML LINQ™
Model: OML LINQ™
Model Version: 1.0
Software: V1.2

L 4
To be used in conjunction with the
OML Stimulator Instruction Manual

| OML T VHS

Leading Rehabilitation Sal'Sbury
Through Technology NHS Foundation Trust

www.odstockmedical.com




Table of Contents

Introduction and Key Features

3
Precautions 4
Attaching the Holder 6
Removing the Holder 7
8
1

Installing a Battery

Joining Instructions 0
Installing a Wired Footswitch 12
Use and Care Instructions 13
Miscellaneous 14
Warranty 15
Components and Accessories 16
Specification and Operating Environment 17
Fault Finding 18
Description of Symbols 19
Manufacturer Details 20

_e



Introduction and Key Features

Introduction

The OML LINQ™ enables a wireless link to be set up between an
Odstock Medical Wired Footswitch and an Odstock Medical wireless
enabled stimulator such as the ODFS® Pace XL. Uniquely the OML
LINQ™ can have two Wired Footswitches attached allowing for
additional triggering options (refer to the OML LINQ™: Addendum for
Clinicians). The OML LINQ™ has been designed to allow the user

to set the device up with their wireless stimulator. However some
functions identified in this manual require a clinician to set them up.

Key Features
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Precautions

1.

Warning: keep the OML LINQ™ components out of reach of
babies and children. The OML LINQ™ is not a toy!

» Components of the OML LINQ™ are a choking hazard.

* Battery is extremely hazardous if swallowed. Seek

immediate medical attention.

» Wires of the Wired Footswitch are a strangulation hazard.
Ensure that a suitable Wired Footswitch length is used so that
the user does not catch excess wire on themselves or other
objects.

3. Replace Wired Footswitch if lead becomes stiff or damaged.

4. Warning: battery may explode if mistreated. Do not recharge,

disassemble or dispose of in fire.

. The OML LINQ™ should be securely mounted especially if

used for jogging/running.

6. The OML LINQ™ is splashproof but must not be submerged.

7. The OML LINQ™ must not be dis-assembled by anyone other

10.

than Odstock Medical Limited. Doing so will invalidate the
warranty.

. The OML LINQ™ must not be modified by anyone other than

Odstock Medical Limited. Doing so will invalidate the warranty.

The OML LINQ™ must only be used with Odstock Medical Ltd
products.

Before use check that the OML LINQ™ has no visual signs of
damage.

_o



11. The Wired Footswitch should be securely mounted to either the
insole provided or within the shoe.

12. Like all wireless devices the OML LINQ™ should not be used
in areas where wireless is prohibited (e.g. aircraft). The OML
LINQ™ should be carried in luggage with the battery removed
from the device. Revert to using the stimulator with a Wired
Footswitch.

13. Whilst driving ensure that the OML LINQ™ is not in a position
where it could be knocked or dislodged or affect foot pedal
operation.

14. Do not over bend the clip of the Holder. Remove the Holder
from the shoe by sliding upwards only.




Attaching the Holder

1. Ensure that the OML LINQ™ is positioned correctly in the
Holder.

2. Push the OML LINQ™ into the Holder ensuring that both arms
click into place into the slots on the side of the device.

Slots

The Holder allows the OML LINQ™ to be attached to the side of
a shoe or sock. Ensure that it is securely attached before use!

When removing the Holder from the shoe be careful not to over
bend the clip. Slide the Holder upwards, off the rim of the shoe.

The OML LINQ™ can be used without the Holder and placed directly
in a sock.
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Removing the Holder

1.Pull either arm of the Holder away from the OML LINQ™.
2.Gently lift the Holder away from the OML LINQ™.
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Installing a Battery

WARNING: replace the battery with a CR2430 coin cell only.
Remove battery if the device is not to be used for an extended

period of time, such as 1 month.

1. Turn the stimulator off and then back on.

2. Remove OML LINQ™ from the Holder if attached (see page 7).

3. Slide open the battery cover. The cover slides away from the
OML LINQ™. Press down on the rear portion of the cover to
release the clip (please refer to image A and B).

4. If present then remove the old battery.

5. Install the new battery with the positive side of the battery
facing out from the OML LINQ™. If installed correctly the blue
light will flash once (please refer to image C).

6. Slide the battery cover back on to the main body. The battery
cover is fully inserted when there are no gaps between the
casing and the battery cover (please refer to image D). Do not
use excessive force.

7. Re-insert the OML LINQ™ into the Holder (see page 6), insert

the Wired Footswitch and check that the stimulator unpauses
and responds to a press of the footswitch (see page 12).







Joining Instructions

Use this process if the OML LINQ™ is not joined to the stimulator
or when the OML LINQ™ is provided separately from the
stimulator.

NB. Ensure that the OML LINQ™ does not contain a battery prior
to starting this process.

1. Insert a battery into the OML LINQ™ and close the battery cover.
2. Ensure that the stimulator is turned on.

3. Select the joining option from the wireless menu on the stimulator
(refer to stimulator user instruction manual or OML LINQ™:
Joining to ODFS® Pace XL quick start card supplied).

4. When the stimulator indicates that it is waiting to join (this will
time out after 1 minute), press and release the joining button on
the OML LINQ™. A successful press of the button will result in
the blue light flashing for up to 1 minute.

5. Bring the stimulator and OML LINQ™ close to each other.

6. After a few seconds the stimulator will indicate that joining has
been successful and the blue light on the OML LINQ™ will stop
flashing.

7. Your OML LINQ™ is now joined.

If unsuccessful repeat this process.
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Flashing Blue Light Joining Button
‘Joining in Progress’ ‘Single Press’




Installing a Wired Footswitch

Prior to inserting the footswitch plug into the socket make sure
that there is no debris in the socket of the OML LINQ™.

Insert the Odstock Medical Wired Footswitch into either socket of the
OML LINQ™. Your clinician will set up the position of the footswitch
in your shoef/insole for reliable operation.

If using a single footswitch it does not matter which socket the
footswitch is inserted into.

NB. Two Odstock Medical Wired Footswitches can be used on
the OML LINQ'™. This replicates the function of the OML double
footswitch setup. Please refer to the OML LINQ™: Addendum for
Clinicians card.

If this functionality is required then this can be setup by your
clinician. Warning: do not attempt to set this up yourself. This
should only be set up by a trained clinician.
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Use and Care Instructions

Normal Use

Normal use of the OML LINQ™ is defined as wearing the device in
the Holder mounted to either a shoe or sock. Alternatively, the OML
LINQ™ can be used without the Holder and placed directly in a sock.

Warning: if you have latex or rubber allergies do not use against
the skin.

Care Instructions

The OML LINQ™ can be cleaned using a damp cloth. Do not
immerse in water or use solvents.

If the OML LINQ™ becomes wet please remove the battery cover
and battery and allow to air dry thoroughly for 24 hours before re-
use. If unresponsive contact Odstock Medical Limited.

Expected Service Life

The OML LINQ™ has an expected service life of 2 years. After this
period it may be necessary to replace the device. The sockets of the
OML LINQ™ may require replacement during the life of the product
due to daily wear.

FES Support Group

There is a web based discussion group for users of Odstock Medical
FES devices. Visit www.odstockmedical.com for information on how
to join the group.
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Miscellaneous

Activity and Inactivity Detection

To save battery power the OML LINQ™ goes into a sleep mode
when no activity is detected for 5 minutes or more. The device is
woken up by any small motion of the OML LINQ™ or by pressing
the Wired Footswitch. If no movement occurs before pressing the
pause on the stimulator to begin walking, the OML LINQ™ may not
be detected by the stimulator. If this occurs a small movement of the
foot or force on the Wired Footswitch will wake up the OML LINQ™.

Turning off the OML LINQ™

There is no off switch on the OML LINQ™. The device will enter a
low power state if it is not being used but if it is not to be used for an
extended period (i.e. 1 month), then remove the coin cell battery.

Close Proximity Joining

Close proximity joining is used if many devices are being joined at
the same time in a confined space (e.g. a clinical area). If a Wired
Footswitch is inserted and pressed down at the same time that the
joining button is pressed then close proximity joining will start. This is
indicated with the blue light flashing quickly. The two devices should
be positioned touching each other for joining to be successful.

Transportation

Odstock Medical Limited recommend transporting the OML LINQ™
without a battery installed to turn off wireless communication (e.g.
on an aircraft). In this case use the stimulator in Wired Footswitch
mode. Warning: Please check with local authorities/regulations
on the requirements for transportation of lithium batteries.
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Warranty

The OML LINQ™is warranted for a period of one year from the date
of sale or fitting.

The following exceptions apply:
» Footswitches are warranted for a period of one month
* Leads and batteries

Should the unlikely event of any failure of the device occur during the
warranty period, the device should be returned to Odstock Medical
Limited for inspection. Should the failure be due to manufacturing or
material defect the device will be repaired or a replacement supplied
free of charge.

The warranty is valid providing that:
1. The failure can not be attributed to misuse or improper fitting

2. The warranty registration card has been completed and
returned to Odstock Medical Limited as soon as possible from
the date of sale or fitting.

The warranty card is supplied inside the product packaging and
should be returned to Odstock Medical Limited.

This warranty is in addition to any statutory rights avaliable to the
purchaser.

G_



Components and Accessories

Kit Contents

Description

OML LINQ™

User Instruction Manual
Clinician Addendum Card

User Quick Start Card

OML Warranty Card

Black Wired Footswitch 22cm
CR2430 Varta Coin Cell Battery
Universal Foam Insole

Optional Extras and Spares
Description
Footswitch length options
Black Wired Footswitch 22cm
for standard footwear
Black Wired Footswitch 30cm
for short boots
Black Wired Footswitch 60cm
for high boots
User Replaceable Parts
OML LINQ™ Battery Cover
OML LINQ™ Holder
Consumables
Varta Coin Cell CR2430 Battery"

Product Code

01-001-0029
11-003-0027
11-003-0031
11-003-0049
11-003-0067
01-005-0044
05-001-0004
01-005-0043

Product Code

01-005-0044

01-005-0041

01-005-0042

12-001-0031

12-001-0032

05-001-0004

Qty

R (UK UK (UL UL (I G §

_@ " Coin cell batteries should meet IEC 60086. We advise to use VARTA batteries.



Specification and Operating Environment

Specification

Battery VARTA, Lithium Coin Cell, CR2430, 3V
Battery Life >3 weeks

Dimensions 49 x 42 x 14mm 2

Weight 16g 2°

Materials ABS, Polycarbonate, Rubber Coating

2 Without Holder 3 Without battery

Operating Environment

Operating Temperature 0 to +45°C
Storage and Transport Temperature -25 to 70°C
Operating Relative Humidity 15 t0 93%

Storage and Transport Relative Humidity 1510 93%
Pressure Range 700 to 1060hPa
Wireless Specification

Frequency Band 2.4 10 2.483GHz (2.4GHz ISM Band)
Contains FCC ID S4GEM35XA

The wireless module used has been designed to meet all national
regulations for worldwide use. The wireless module is EC-R&TTE
certified and complies with FCC CFR Part 15 (USA) meeting the
requirements for modular transmitter approval as detailed in the FCC

public notice DA00.1407 transmitter. 0_
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Fault

Problem

Solution

No blue light on
battery insertion

1. Battery inserted incorrectly
2. Insufficient battery power

Please refer to
instructions on page 8.

Stimulator indicates
that there is no

1. Battery inserted incorrectly
2. Insufficient battery power

Please refer to instructions
on page 8. If not successful

footswitch 3. OML LINQ™ not joined please refer to instructions
on page 10.
OML LINQ™ 1. OML LINQ™ not Please refer to
does not stay properly inserted instructions on page 6.
in the Holder 2. Slots dirty Clean slots
3. Holder broken Replace Holder
Stimulator 1. Wired footswitch Plug in wired footswitch

unpauses but is
not triggered by the
wired footswitch

not plugged in

2. Worn wired footswitch or lead
3. Wired footswitch incorrectly
inserted into the shoe

Replace wired footswitch
Check that the wired
footswitch is correctly
positioned into the shoe
in the correct location.

Footswitch lead
does not fully insert
or stay in the socket

1. Dirt within the socket
2. Worn or damaged socket

Clear the socket.

Use alternative socket
Please contact your
clinician or supplier.




Description of Symbols

o
X
N
N
w
o

ISP RER@IZ] 2

Read instruction manual before use.

CE mark declares that the product meets the
requirements of applicable EC directives.

Use by date in the format of year/month.

The OML LINQ™ contains an RF transmitting device.

Protected against solid foreign objects of greater than
2.5mm and dripping water at an angle up to 15 degrees.
The OML LINQ™ should not be disposed of with other
household waste.

The OML LINQ™ uses a CR2430 coin cell battery.
Manufactured by Odstock Medical Limited.

Not for use by children under the age of 3 years.
Do not use if packaging is broken or damaged.
Product code.

Unique product serial number.

Transport and storage temperature limit.

Transport and storage humidity limit. m



Wireless Information - OML LINQ™

Description The OML LINQ™ contains an industry
standard ZigBee PRO compliant RF
telemetry module, the ETRX3.

Contains RF S4GEM35XA

transmitter

(FCC ID)

Industry Canada | 8735A-EM35XA

(IC-ID)

Frequency band

2.4 t0 2.483 GHz (2.4GHz ISM band)

Radiated power

+8dBm

Wireless
compliance

The wireless module used has been
designed to meet all national regulations
for worldwide use. The wireless module
complies with the requirements of the
Radio Equipment Directive (2014/53/EU)
and complies with FCC CFR Part 15(USA)
meeting the requirements for modular
transmitter approval as detailed in FCC
public notice DAQO. 107. Transmitter.

Quality of
service

The OML LINQ™ is designed and tested to
have a response rate of less than 100ms
latency depending on system configuration
after the detection of a heel event.

Co-exsistence
and interference

The system has been stringently tested
in a range of scenarios showing that it is
not susceptible to interference. However,
there is no guarantee that other wireless
communication devices will not interfere
with wireless communications.

The module is also certified to European
Certification (ETSI) EN 300 328:V2.1.1
(radio) EN301 489-1 V2.1.1 (EMC) EN301
489-17:v3.3.1 (EMC) and IEC 60950-
1:2005+AMD2:2013




Wireless Information - OML LINQ™

Wireless On pausing the stimulator, the wireless
Communication |connection is confirmed by display of
indications a battery level for the footswitch. If the

connection Is not found, the message ‘No
WEFSY is displayed (see stimulator manual).

To connect an new footswitch or re-
establish a failed connection follow the
procedure in the stimulator manual.

Security No wuser security measures required.
requirements AES-128 hardware supported encryption
implemented. No patient identifiable data is
transmitted or retained by the device.

If the performance of the system is compromised by other
equipment (such as home routers), the user should turn off the
system and move away from the interfering equipment. Please
refer to fault finding.

Like all radio telemetry devices the OML LINQ™ should not
be used while flying. Remove the battery to turn off the OML
LINQ™ (page 8).




Electromagnetic Compliance
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Electromagnetic Emissions

The OML LINQ™ was tested a lead of the maximum length
(footswitch — 0.6m) in a system with 2 ODFS® Pace XL and an

OML Remote.

Manufacturer’s declaration of electromagnetic emissions

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

Emission test |Compliance |Electromagnetic
environment guidance
RF emissions Group 1 The ODFS® Pace (XL)
CISPR 11 uses RF energy only for its
- internal function. Therefore,
gadlated %lgll\’/ﬁ_? 5,[-4-9 its RF emissions are very low
qurlo_us (12 75GZHO and are not likely to cause
E'rPéSISIIE?\TSSOO ' 2) any interference in nearby
328'V32.1.1 electronic equipment.
Radiated Class B
emissions (30MHz to
FCC/CFR 25GHz)
47:Part
15.209:2017
RF emissions Class B The ODFS® Pace (XL)
CISPR 11 is suitable for use in all
: . establishments,  including
2352;?3'& IEC tl\éon(]:gir:]r;ectlon domestic  establishments
61000-3-2 (Battery- and those directly connected
o eratrgd) to the public low voltage
P power supply network that
supplies buildings used for
Voltage No connection | domestic purposes.
fluctuations/ to mains
flicker emissions | (Battery-
IEC 61000-3-3 |operated)




Electromagnetic Compliance

Manufacturer’s declaration of electromagnetic immunity

The OML LINQ™ is intended for use in the electromagnetic
environment specified below. The customer or user of the OML
LINQ™ should assure that it is used in such an environment.

Immunity test |IEC 60601 Com- |Electromagnetic
test level pliance | environment -
level guidance
Electrostatic + 8kV + 8kV |Floors should be
discharge contact contact |wood, concrete or
(ESD) IEC ceramic tile. If floors
61000-4-2 ) are covered with
+ 15kV air + 15kV |synthetic =~ material,
air the relative humidity
should be at least
30%.
Electrical fast |No ODFS Pace® (XL)
transient/burst | connection does not have a
IEC 6100-4-4 |to mains mains power supply
Surge No
IEC 6100-4-5 | connection
to mains
Voltage No
dips, short connection
interruptions to mains
and variations
IEC 61000-4-11
Power 30 A/m 30 A/m |Power frequency
frequency magnetic fields
(50/60Hz) should be at levels
magnetic field characteristic of a
IEC 61000-4-8 typical location in a

typical commercial,
hospital or domestic
environment.
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Electromagnetic Compliance

Manufacturer’s declaration of electromagnetic immunity

Immunity test

IEC 60601
test level

Compli-
ance level

Electromagnetic
environment -
guidance

Portable and mobile RF communications equipment should
be used no closer to any part of the OML LINQ™, including
cables, than the recommended separation distance calculated
from the equation applicable to the frequency of the transmitter.

Conducted RF |3 Vrms 3 Vrms Recommended
IEC 61000-4-6 | (150kHz | (150kHz to | separation distance:
to 80MHz) | 80MHz) d=12*\P
6 Vrmsin [6 Vrmsin
ISM bands | ISM bands
Radiated RF |10 V/m 10 V/m Recommended
IEC 61000-4-3 80 Mhz to separation distance:
2.5 GHz d=1.2*P (80Mhz
to 800MHz)
d=23*P
(800MHz to 2.5GHz)

Note 1: Where (P) is the maximum output rating of the transmitter in watts (W) according to the
transmitter manufacturer and (d) is the recommended separation distance in metres (m).
Note 2: Field strengths from fixed RF transmitters, as determined by an electromagnetic site survey,*
should be less than the compliance level in each frequency range®. Interference may occur in the
vicinity of equipment marked with the following symbol. (((.)>>

|

Note 4: These guidelines may not apply in all situations. Electromagnetic propagation is affected by
absorption and reflection from structures, objects and people.

Note 3: At 80 MHz and 800 MHz, higher frequency range applies.

2 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 and TV 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
which the OML LINQ™ is used, exceeds the applicable RF compliance level above, the OML LINQ™
should be observed to verify normal operation. If abnormal performance is observed, additional
measures may be necessary, such as re-orientating or relocating the OML LINQ™.

b Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 V/m.
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Electromagnetic Compliance

The OML LINQ™ is intended for use in an electromagnetic
environment in which radiated RF disturbances are controlled.
The customer or the user of the OML LINQ™ can help prevent
electromagnetic interference by maintaining a minimum
distance between portable and mobile RF communications
equipment (transmitters) and the OML LINQ™ as
recommended below, according to the maximum output power
of the communications equipment.

Rated Separation distance according to frequency of
maximum transmitter (m)
output
power of | 150 kHz to 80 80 MHz to 800MHz to
transmitter MHz 800 MHz 2.5GHz
(W) d=12*P d=12*VP | d=23*+P
0.01 0.12 0.12 0.23
0.1 0.38 0.38 0.73
1 1.20 1.20 2.30
10 3.79 3.79 7.27
100 12.0 12.0 23.0

For transmitters rated at a maximum output power not listed above, the recommended
separation distance in metres (m) can be estimated using the equation applicable to the
frequency of the transmitter where 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 separation 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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Regulatory Representatives

Odstock Medical Limited is based in the United Kingdom. Odstock
Medical Limited uses external bodies as representatives where
required by local regulations.

Any adverse incidences or regulatory problems should be reported
via local representative. If in doubt please contact Odstock Medical
Limited for advice.

Eu | Ec | rer]

Emergo Europe
Prinsessegracht 20, 2514 AP, Den Haag, Netherlands

Enquiries should be initially directed to your local clinician. If in doubt
please contact Odstock Medical Limited.
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