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?‘ “Note”: indicates a note/tip

“Caution”: potential hazard that could result in temporary injury to or hospitalization
of the user if not avoided.

“Warning”: potential hazard that could result in serious injury to or death of the patient/user
if not avoided.

Illustrations are not contractually binding.

Oticon Medical (wd NEURELEC) reserves the right to make changes to the design, characteristics
and models without prior notice. The only warranty Oticon Medical (wd NEURELEC) makes is the
express written warranty extended on the sale or rental of its products.

B( only Caution: Federal law restricts this device to sale by or on the order of a physician.
























Introduction

Congratulations on your new Neuro 2 sound processor from Oticon Medical. This manual con-
sists of two parts: IFU Neuro 2 and IFU Neuro 2: List of accessories. It is intended for the patient,
the caregiver and the audiologist and provides important information and instructions on how to
use the Neuro 2 sound processor.

e Patient: person implanted with a cochlear implant, non-healthcare professional,
without relevant specialized training

e C(Caregiver: adolescent or adult with a minimum of 8 years of education, non-healthcare
professional, without relevant specialized training

e Audiologist: healthcare professional with at least 3 years of studies in audiology,
with specialized training in the use of the device

The patient is an intended operator of the sound processor. Unless otherwise specified, every
function related to the setup, operation and maintenance of the sound processor described in
the following instructions can be safely performed by the operator.

Persons needing assistance are expected to be assisted by a caregiver. Information that requires
specific attention from the caregiver, or that is intended for the caregiver only, is indicated as such.

If you require assistance in setting up, using or maintaining your Neuro 2 sound processor,
please contact your local Oticon Medical customer service or Oticon Medical distributor.



Intended use

The Neuro 2 sound processor is the external part of the Neuro Cochlear Implant System.

The Neuro Cochlear Implant System is intended to provide the opportunity to detect and recognize
auditory information through electrical stimulation of the auditory nerve, for individuals
eighteen (18) years of age or older with bilateral severe-to-profound sensorineural hearing loss
who obtain limited benefit from appropriately fitted hearing aid(s).

Indications
The Neuro 2 sound processor is the external part of the Neuro Cochlear Implant System.

The Neuro Cochlear Implant System is indicated for:

Individuals eighteen (18) years of age or older, with bilateral severe-to-profound sensorineural
hearing loss, who obtain limited benefit from appropriately fitted hearing aid(s).

Severe-to-profound hearing loss is determined by a pure-tone average (PTA) superior or equal (2)
to 70 dB HL at 500, 1000 and 2000 Hz. Limited benefit from amplification is defined by scores of
50% or less on Hearing in Noise Test (HINT) sentences in quiet or noise, in the best-aided listen-
ing condition.



Unless already appropriately fitted with hearing aids, it is recommended that candidates
undergo a hearing aid trial period of three (3) months.

Warning: The Neuro Cl system is not indicated for pediatric use, i.e. for children below eighteen
(18) years in the United States.
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Contraindications

The Neuro 2 sound processor is the external part of the Neuro Cochlear Implant System.
All contraindications stated for the Neuro Cochlear Implant System apply.

The Neuro 2 sound processor is not indicated in individuals not implanted with a Neuro Cochlear
Implant System.

The Neuro Cochlear Implant System is not indicated in the following conditions:

e Absence of cochlear or auditory nerve development

e Hearing loss due to lesions of the acoustic nerve or central auditory pathway

e Anatomic abnormalities, bone growth or fibrosis, preventing the placement of the chosen
electrode array inside the cochlea

e Active external or middle ear infections or tympanic membrane perforation in the ear
to be implanted

e Presence of medical contraindications to middle-ear or inner-ear surgery or anesthesia
as required

e Psychological instability or unrealistic expectations regarding benefits
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Undesirable side effects

Risks related to the sound processor

Wearing the sound processor might in some rare cases lead to:

e Discomfort, pain, skin redness, skin irritation, or sore pinna.

e Painful pressure or heating sensation under the antenna magnet.
e [ntermittent headaches.

e Reverberation at activation.

Note: In most cases, side effects resolved spontaneously without therapy or medication.
If you notice any signs, contact your implant center.

Patient selection and counseling information

Determining patient candidacy involves a series of tests, evaluations and counseling sessions
conducted by health-care professionals. The pre-operative assessment typically includes:

Audiologic evaluation:

A thorough audiologic assessment will be conducted to evaluate whether patients fulfill audio-
logical criteria described in the indications of the device. At minimum, unaided hearing thresh-
olds and best-aided (with appropriately fitted hearing aids) open-set sentence recognition
(Hearing In Noise Test — HINT sentences), will be assessed. It is strongly recommended to use



hearing aids for a minimum period of three (3) months before considering cochlear implantation.
Note that under certain medical conditions, such as infection of the inner ear or ossification, a
hearing aid trial may not be needed, and implantation should not be delayed in order to prevent
further complications.

Medical evaluations:

Pre-surgical evaluations should assess whether the prospective candidate:

e isin a general health condition allowing surgery, usually performed under general anesthesia.

e does not show any signs of infection or anomalies of the external auditory canal, tympanic
membrane or middle ear.

e does not present any cochlear anomalies or other obstacles to electrode placement.

e shows evidence of a functional auditory nerve and no signs of central auditory lesions.

Pre-surgical evaluations will usually involve different medical examinations to evaluate general
health condition, an otologic/otoscopic examination and an imaging exam through computed
tomography (CT) and/or magnetic resonance imaging (MRI). A CT scan can evaluate middle- and
internal-ear anatomy and anticipate access to the cochlea (presence of anatomical abnormali-
ties, obliterations or fibrosis for example). This information will be helpful in determining
whether cochlear implantation is indicated and which ear should be implanted. An MRI scan
may be needed to further characterize the anatomy of the auditory nerve and central auditory
pathways, or identify congenital malformations or early stages of ossification within the scala
tympani. In cases of early fibrosis, placement of the electrode array is possible and cochlear
implantation is indicated to prevent further development of fibrotic tissues inside the cochlea.



Caution: Implantation in individuals with complete obliteration of the cochlea due to ossifica-
tion or similar obstruction is not indicated. Where insertion is possible, the surgeon should note
that cochlear ossification, otosclerosis or other fibrotic processes may result in incomplete inser-
tion in some instances. A probe array may be useful in paving a channel for the actual electrode
array in cases of fibrosis. In the latter cases, absolute speech perception outcomes may be
reduced compared to candidates without otosclerosis, ossification or other obstructions.
Clinically, additional programming or rehabilitation may be indicated.

Meningitis

It is important to consider the risk of meningitis. Meningitis can occur in rare cases but can
result in serious illness. Before cochlear implantation, patients should be appropriately
counseled regarding this risk. Meningitis vaccine is strongly recommended as it can reduce the
risk of developing meningitis. Physicians should provide adequate counseling regarding this risk
and review the candidate’s vaccination records or verify their immunization status prior to con-
sidering implantation.

. Warning: Vaccination recommendations are available on the Center for Disease Control and
Prevention website, www.cdc.gov

Speech and language evaluation
Will assess the patient’s overall communication ability including articulation skills, receptive
and expressive language abilities, pragmatic/social skills and speech reading skills.



Psychological evaluation

May be beneficial in some cases when determining cochlear implant candidacy. In particular,
psychological evaluation may reveal underlying issues related to the patient’s motivation for
implantation and expectations towards outcomes.

Intended user profile

The device is operated by the patient, the caregiver and the audiologist.

e Patient: person implanted with a cochlear implant, non-healthcare professional,
without relevant specialized training.

e Caregiver: adolescent or adult with a minimum of 8 years of education, non-healthcare
professional, without relevant specialized training.

e Audiologist: healthcare professional with at least 3 years of studies in audiology,
with specialized training in the use of the device.

Intended performance

Proper use of the cochlear implant system, including adequate rehabilitation, speech therapy
and follow-ups, allows recipients to perceive and make sense of sounds. For individuals 18 years
of age or older expected benefits include:

e Detection of sounds at medium to loud levels (alerts, environmental sounds, music).
e Understanding speech at medium to loud conversational levels in quiet environments.
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e Understanding speech in the presence of moderate levels of noise.
e |n some cases, ability to have conversations over the phone.

A clinical study was conducted on performance with the Neuro Cl system (refer to the "Clinical
trial summary" section for more details). A group of 34 individuals 18 years of age or older

was assessed for sound detection and speech recognition before and after implantation with the
Neuro Cl system at 3, 6 and 12 months post-activation. Participants were tested using only their
Cl at post-operative appointments, and scores were compared to pre-operative scores obtained
in a best-aided condition (with hearing aids for users).



Table 1 below shows the mean HINT scores, measured in a Cl-only condition at 3, 6, and 12
months post-activation.*

Pre-op 3 months 6 months 12 months
(best aided) (Cl-only ear) (Cl-only ear) (Cl-only ear)
HINT score Quiet 13.3 55.8 64.8 70.1
HINT score Noise at
+10dB SNR 13.3 43.8 52.3 57.6
Difference from pre-op |- 42.5 51.5 56.8
(clinical benefit) i 30.5 39.1 443

* Mean scores are reported. Although it is not possible to predict post-implant performance pre-
operatively for individual patients, clinical data obtained with the Neuro Cochlear implant system
during the clinical study have shown that age at implantation, duration of hearing loss, duration
of severe-to-profound hearing loss and preoperative speech perception abilities can have a sig-
nificant effect on post-implant performance. Please contact your hearing care professional to
establish expectations.

E Note: The Neuro Zti cochlear implant will not restore normal hearing and will not prevent or
improve a hearing impairment resulting from organic conditions.
¢ In most cases, infrequent use of the device does not allow the user to attain full benefit from it.
e The use of the device is only part of hearing habilitation and may need to be supplemented
by auditory training and instruction in lip-reading.
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Compatibility

The Neuro 2 is compatible with the Neuro Zti implant and all accessories specified in this manual.

Neuro 2 model

Compatible with implants

Neuro 2

Neuro Zti

.
:

=
-

Warning: Do not use or connect accessories and cables other than those specified as part of the
product or compatible with it as this might be unsafe. Please consult the list of accessories
intended to be used with the Neuro 2 sound processor.

Caution: Do not use the sound processor with any implant other than the compatible one.




Overview of Neuro 2 sound processor

Neuro 2 main parts

Sound processor
Antenna cable

Battery module

- Note: All parts indicated above are applied parts (part of the device that comes into physical
contact with the patient to perform its function).
Your sound processor is an internally powered equipment Type B applied part as described in
the international standard IEC 60601-1:2005/A1:2012, Medical Electrical Equipment — Part 1:

General Requirements for Basic Safety and Essential Performance. i’
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Neuro 2 detailed parts

Indicator light
2 microphones
Hook pin

Hook

..... Dual push button

.... Tamper lock
“.... Antenna cable socket

Battery options:

Small rechargeable Large rechargeable Zinc Air battery
Li-lon battery Li-lon battery cartridge

Sound processor
connector

o -Tamper lock



Markings

Markings on the sound processor Markings on the antenna

Neuro 2 Zti — Neuro 2

‘% Note: The type and serial number of your Neuro 2 sound processor are indicated on the piece of
the sound processor that serves as a connector to the battery modules. To see this information,
you need to detach the battery. The serial number has eight digits. It is recommended that you
write it down for safekeeping, as you may need it in the future.

Note: The type of battery is indicated on the module (120 mAh for the small rechargeable battery
or 200 mAh for the large rechargeable battery). There, you can also find the serial number of the
battery and the type of your device (Neuro 2).
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How Neuro 2 works

The cochlear implant system consists of an external part and an implanted (internal) part.
External part

The Neuro 2 hearing device consists of a sound processor (1) placed behind the ear connected to

an antenna (2) that is placed over the implanted part (3).

The sound processor (1) acquires sound from the environment, digitally processes it and sends
it wirelessly from the antenna through the skin to the implanted part.



Implanted part
The implant is a small casing (3) placed under the skin. It contains an electronic stimulator,

which distributes the sound to the electrodes placed in the cochlea (4).

Note: Please keep the cochlear implant patient card provided by your implant center in a safe
place as you may need to show it at medical examinations and treatments.
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Packaging content

r Neuro 2 (Zti) Neuro 2 Antenna Neuro 2 Magnet i Neuro 2 Antenna
sound processor (zti) cable
mounted with a
Zinc Air battery .
cartridge and a i
hook
Neuro 2 Hook Neuro 2 Ear Plug Neuro 2 Care Kit containing:
e Tamper tool Retention Kit Pin tool,

Carrying pouch,
Cleaning cloth,
Hook pins

Documentation

Neuro 2 Instructions for Use

Neuro 2 Instructions for Use: List of accessories

Neuro 2 Product Registration

Neuro 2 Warranty Certificate/Extension

Return envelope




Protective case

-

74
5

USB memory stick

Desiccation
drying system

ws  Blisters
=== 6 Zinc Air

& batteries

Optional content

Neuro 2

Rechargeable battery

' Neuro 2 Charger

Power supply

Illustrations are not contractually binding. Quantities can vary according to markets and local requlations.
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Preparing Neuro 2 for use

Connecting and changing the antenna and the antenna cable

e Connect the antenna cable to the sound processor by simply pushing it in (1).

e Connect the other end of the antenna cable to the antenna (2). Push the antenna cable plug
firmly into the antenna socket. A firm push is needed as the antenna socket is designed to be
tamper-proof.

e To disconnect the antenna from the antenna cable or to disconnect the antenna cable from
the sound processor (the antenna may remain connected), wind the antenna cable around
a finger and pull it out. Do NOT pinch the cable with your nails as this may damage the cable.

Note: During normal use, we recommend that you store your sound processor with the antenna
cable connected to the antenna in the protective case. Several antenna colors are available.




Placing and changing the magnet in the antenna

The antenna is held in contact with the implant using a magnet.

The strength of the magnet (indicated at the bottom of the magnet) determines how firmly the
antenna is held in place over the implant.

Note: Changing to a stronger or weaker magnet may require a fine tuning of the antenna-implant
communication at your implant center.

To change the magnet, follow the instructions below:
e Ensure that the top and bottom surfaces of the antenna and magnet are parallel to each other.

The triangle symbol of the magnet should be aligned with the lock symbol marked on the antenna.

e Screw in the magnet by turning it clockwise.
e Unscrew the magnet by turning it counterclockwise when seen from above.

=

=

L4

Note: The strength is detailed in the middle of the magnet. Several strengths are available: 0.5,
1,2,3,4,5,6,8and 10 (the last one only in diamond black).
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You can adjust the distance between the skin and the magnet at any time by screwing in or
unscrewing the magnet. The magnet should never be unscrewed more than half a turn
(triangle symbol at the bottom, opposite to the lock symbol).

If the antenna does not stay on the skin properly, a higher magnet force is recommended. If all
the supplied magnets are too weak, contact your implant center for advice on the suitable force.

Caution: Check and monitor on a regular basis the head skin over the implant site for signs of
skin redness or irritation, blistering, or skin breakdown. In case of blistering or skin breakdown,
stop using the sound processor until the wound site is assessed by a clinician. In case of skin
redness or irritation, unscrew the magnet or change the magnet to a lower force. If the problem
persists, stop using the sound processor until the wound site is assessed by a clinician.




Connecting and changing the battery module
Two types of battery modules can be connected to the
Neuro 2 sound processor:

e Rechargeable Li-lon battery modules

e Zinc Air battery cartridge

If needed, refer to the "Locking and unlocking the battery
module" section to deactivate the tamper-proof system.
e Slide the depleted battery module off

e Slide the charged battery module on

If needed, reactivate the tamper-proof system. pﬂ”
When to replace the battery
The Neuro 2 sound processor will notify you when the battery is running low on power. Refer to

the "Battery low indication" section for further information.

To make sure the Neuro 2 is always working, use fully charged rechargeable batteries or new
disposable Zinc Air batteries. We also recommend you carry spare batteries with you.
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Locking and unlocking the battery module

| Caution: The sound processor is equipped with a tamper-proof system (situated around the

) antenna socket), which secures the connection between the sound processor and the battery
module or the battery cartridge to avoid any unintended disconnection. The use of this security
system may be enabled or disabled at any time using the tamper tool device. It does not replace
adult supervision.

e To activate the tamper-proof system while keeping the antenna cable connected: Place the
open side of the tamper tool on the lock ring (1) and turn
clockwise (2).

e To deactivate the tamper-proof system while keeping the
antenna cable connected: Place the open side of the tamper
tool on the lock ring (1) and turn counterclockwise (2) using
the tamper tool to deactivate.




e To activate the tamper-proof system without the antenna (2]

cable connected: Place the screwdriver end of the tamper

tool on the lock ring (1) and turn clockwise (2). \\\ @ S)
¢ To deactivate the tamper-proof system, turn

counterclockwise (2). )

N7
User instructions for using Zinc Air battery

01§
You can choose to use Zinc Air battery cells as a primary power
source for Neuro 2 or as a backup for the rechargeable batteries =

when they run out of power.
- Caution: Only use "P675" (European designation) or "PR44" N}

(international designation) Zinc Air batteries recommended by

your implant center or Oticon Medical. Using another type of battery can affect the functionality
of the Neuro 2 processor and cause reduced battery life or sound processor power supply
problems. Your local Oticon Medical customer service or Oticon Medical distributor can help you
obtain new batteries if needed.
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Locking and unlocking the Zinc Air battery cartridge
Locking the Zinc Air battery cartridge protects access to the
battery cells. The Zinc Air battery cartridge is equipped with a
tamper-proof system (situated at the bottom of the battery
cartridge), which prevents young children accessing and
accidentally swallowing the Zinc Air batteries and keeps the
battery cartridge closed while worn or if the sound processor is =) @
dropped. This security system may be activated or deactivated at

any time using the tamper tool. Please note that this does not

replace adult supervision.

Warning: Zinc air batteries and li-lon rechargeable batteries may present a choking hazard or a
toxicity hazard if swallowed. In this case, immediately contact emergency medical services and
your local poison control center.

e To activate the tamper-proof system: Place the screwdriver end of the tamper tool on the screw
and turn it clockwise to its locked position.

e To deactivate the tamper-proof system: Turn the screw counterclockwise to its unlocked
position. You can now freely open and close the battery cartridge.



Inserting/changing Zinc Air batteries *

e |f locked, unlock the battery module. @

o Pull the sleeve off (1). Zinc Air 675

e Remove the used batteries and place two new batteries (2)
(remove the protective film) in the compartment observing the
polarity indicated on the compartment ("+" side facing up).

e Slide the sleeve on (3).

e If needed, lock the battery module.

The sound processor will automatically switch on when new batteries
are in place.

When not in use it is recommended that you keep the batteries in a cool and dry place away
from direct sunlight and heat and observe the expiration date indicated on the packaging.

Caution: Change the batteries when they are running out, as discharged batteries could leak
corrosive liquid that may damage the sound processor. Make sure you insert batteries of the
same type and change both at the same time. Regularly clean the battery compartment to
prevent the deposit of any substance, to ensure proper ventilation through the holes.
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Caution: Remove Zinc Air batteries from the battery cartridge when they run out and when your
sound processor is not being used for a prolonged period of time.

The Zinc Air batteries cannot be recharged and are for single use only. They must not be thrown
away but should be returned to a collection point (point of sale, waste disposal site, etc.) or

in the containers provided for this purpose. Refer to local rules.

User instructions for connecting the rechargeable Li-lon battery

Warning: Do not try to dismantle, damage or open a Li-lon battery. When the battery is not
connected to the sound processor, there is a risk that it can be swallowed. In case of swallowing,
you must contact the nearest medical center. The battery should be fitted and used under the
supervision of a caregiver. The Neuro 2 Li-lon batteries should only be recharged with the Oticon
Medical charger connected to the compatible power adaptor or USB port. Do not short-circuit.

Do not carry or store the battery with metal objects (such as wire, chain necklaces or hairpins). If
the battery is short-circuited, excessive large current can flow and may cause a defective battery
by deep discharge. Dispose of the battery according to local and environmental rules. Never burn
or heat the battery (565°C; »149°F). Never touch a leaking battery. If chemical leakage comes into
contact with the skin, you must contact the nearest medical center. Never nail anything into the
battery, hit it with a hammer or step on it. Do not place the batteries in microwave ovens, high-
pressure containers or on induction cookware. Immediately stop using the battery if, while using,
charging, or storing the battery, the battery emits an unusual smell, feels hot or moist, changes
color, changes shape, or appears abnormal in any other way. Remove the battery module if it is
not likely to be used for some time.



Charging a rechargeable battery

Caution: Before using a rechargeable battery for the first time
make sure it is fully charged. Failure to do so may degrade the
battery capacity and performance.

e Assemble the charger by connecting the power supply
cable to the charger. Then plug the power supply cable into
a domestic wall power socket.

e Place the rechargeable battery on the charger by sliding it
onto one of the battery charger slots.

Warning: Connecting a power supply to the power source may present a risk.
Keep equipment away from young children.

Note: You can also charge the battery by connecting the charger to a USB port.

37



38

The charger is equipped with indicator lights:

Short green light: once power supply is connected

Short repeated green light: battery is charging

Continuous green light: battery is fully charged

Short repeated red lights: ambient temperature is too high or too low. Try to use the charger in
a temperature range of 10°C to 45°C (50°F to 113°F).

Continuous orange light: the battery is not charging. Disconnect the battery from the charger
and connect it again. If the problem persists, the battery is defective and needs to be replaced.




LA Note: When you place the rechargeable battery on the charger, the indicator will not light
immediately. This takes about five seconds.

LA Note: Store in a clean, dry place. Do not immerse in water. Do not cover.
Do not use chemicals or water to clean it. Do not try to dismantle, damage or open it. Do not
place it on a fire or near a heating area. Dispose of the charger according to local rules. Provision
and usage should be carried out under the supervision of a caregiver. Only use the power supply
provided by Oticon Medical, which is compatible with the charger. Use the charger in a dry place
at temperatures of between 10°C and 45°C (50°F and 113°F).
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Using the Neuro 2 sound processor

Check that all the parts of the sound processor are properly connected (antenna cable, magnet,
sound processor and battery module). Examine the sound processor and the accessories. If they
are damaged, do not use them.

Switching on/off
To switch on the Neuro 2 sound processor, you can: ! Long press to
e Connect the battery to the sound processor. :
Neuro 2 will automatically turn on.
e [fthe battery is already connected, you can |
switch on the sound processor by pressing
the upper part of the pushbutton until you
see a visual indication.

. switch on

. Long press to
: switch off

Note: In general, your sound processor starts up in the general listening program (P1).
However, it can be configured differently by your clinician.

The sound processor automatically powers off after 30 minutes of disconnection with the
implant.



To switch off the sound processor, you can:

e Remove the battery from the sound processor.

e Press the lower part of the pushbutton until you see a visual indication. Note that this
power-off function is only active if the antenna is not connected to the implant, to avoid
switching off by mistake during use.

Placing and removing the sound processor behind the ear
To wear the sound processor behind your ear:

e Place the sound processor behind your ear.

e With your hand, place the antenna over the implant.

To remove the sound processor from your ear:
e Remove the antenna from your head.
e Remove the sound processor from your ear.
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For users with Neuro Zti implants on both ears: The Neuro Zti implants are designed to
recognize the sound processor which has been specifically configured for it (paired). If the
sound processors are switched around, the implants will not work.

Note: When the antenna is removed from the implant, the stimulation stops.

Caution: To identify the appropriate side of your Neuro 2 sound processor, check the light
indications of the sound processor (refer to the “Visual and auditory indications” section).

Caution: If you are using cochlear implant systems on both ears, you are strongly advised
against using a sound processor programmed for one ear on the opposite ear.

% Caution: If you experience skin redness or irritation while wearing the sound processor on the
¥ J ear, you can improve wearing comfort by changing the hook size or wearing the sound processor
on the contralateral ear (longer antenna cable needed). If the problem continues, remove the
sound processor and contact your implant center.



Identifying right and left devices (bilateral implantation)
Make sure you use and place the sound processor on the ear for which it is programmed.

If you switch the devices around, they may not work.

While the sound processor is not being worn, you can identify which ear it belongs to: Press and
hold the upper part of the pushbutton and observe the light color.

Continuous green light for the left ear

Continuous orange light for the right ear
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Volume control

The Neuro 2 sound processor lets you control the volume. This volume control can be enabled
and disabled by your clinician.

Press the pushbutton to adjust the volume up or down:

: Short or long press . Short press to turn up
: to turn up the volume . the volume
"1 Short or long press " Short press to turn
. to turn down the volume : down the volume
If program control is disabled If program control is enabled

Maximum
. . Note: The volume can only be changed
""""""""" Starting level when the sound processor is connected
to the implant.
Minimum
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Program control

The Neuro 2 sound processor can be configured with up to four different programs (P1, P2, P3,
P4). The clinician can define these programs according to your preferences and conditions of use
(normal surroundings, noisy surroundings, telecoil, etc.). This program selection can also be
enabled or disabled by your clinician.

Press the pushbutton to change the program:

: Short or long press : Long press to switch
 to switch P1to P2, P3, i P1to P2, P3, P4, P1...
© P4, P1... :
1 Short or long press **: Long press to switch
: to switch P4 to P3, P2, : P4toP3, P2, P1, Pé...
© P1, P4... :
If volume control is disabled If volume control is enabled

Note: Programs can only be changed when the sound processor is connected to the implant.
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Muting or unmuting
If you need silence for a short period of time while wearing the sound processor, you can use the
mute function.

The mute function can be enabled and disabled by your clinician.

e To mute the sound processor, press the upper or lower part of the pushbutton for a minimum
of two seconds.
e To unmute the sound processor, press the upper or lower part of the pushbutton briefly.

Caution: Do not use the mute function as an off switch, as the sound processor still uses the
battery in this mode. The mute function can only be activated when the sound processor is
connected to the implant.




Assistive Listening Devices
Assistive listening devices are used to minimize the problems of listening when at a distance
from a source of sound and/or in background noise.

Telecoil

The Neuro 2 sound processor has an integrated telecoil, which:

e Enables enhanced listening in places equipped with an induction loop system
(e.g.: theaters, movie theaters, elevators)

e Enables the use of connectivity devices equipped with an induction loop system

A telecoil program can be configured by your clinician.

4
E‘ Note: When a teleloop transmitter is available, it is indicated by the symbol ;?T
) (or similar).
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Visual and auditory indications

The sound processor is equipped with an indicator light and provides auditory indications.

Caution: Your clinician can enable and disable the visual and auditory volume indications.

The indicator light has three colors, each of them indicating a different status:

Green: Ready for use
Orange: Careful

@ Red: Warning — Immediate action from the operator is needed.

Power on/off

Long orange light followed by
a long green light

Correct functioning: The sound processor is
booting (orange). The green light indicates
the sound processor is ready.

Long orange light, followed
by three short orange lights,
followed by a long green light

A problem has occurred. If the problem per-
sists, contact your local Oticon Medical cus-
tomer service or Oticon Medical distributor.

—— Long red light

The sound processor is powering off.
If this is unintentional, replace the batteries.




Microphones check
When the sound processor is powered on and not connected to the implant, check the
functionality of the microphones before placing the sound processor by simply talking into them.

M“‘“ Green light following your speech | The microphones are working correctly.

There is a problem with one of the two

microphones. Clean the microphone openings.
M— Orange light following your speech | If the problem persists, contact your implant
center, your local Oticon Medical customer

service or Oticon Medical distributor.
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Implant connection/disconnection check
When the antenna is connected to the implant:

— ﬁ Green light + One beep

Connection with the implant has been
established.

Repeated long red lights

The sound processor doesn’t match the
implant on the chosen side. Ensure the sound
processor is placed on the correct ear.

When the antenna is disconnected from the implant:

-— Red light

The connection with the implant has been
lost.




Program and mute indications
While the antenna is connected on the implant, you can change programs or mute the sound:

+ ﬁ One green light + One beep Program 1 selected
+ ﬁﬁ Two green lights + Two beeps Program 2 selected
+ ﬁﬁﬁ Three green lights + Three beeps Program 3 selected
+ ﬁ)ﬁﬁ Four green lights + Four beeps Program 4 selected
| Green light followed by orange light Sound is muted

Your clinician can enable and disable the program and mute visual indications.

Your clinician can configure the visual program and mute indications to be repeated
continuously.
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Volume indications
While the antenna is connected to the implant:

+J

One short green light + One beep

Volume is adjusted (up or down)

+ DD

One short orange light + Three beeps

Minimum or maximum volume reached

+ DD

Green light + Two beeps

Starting volume level reached

Your clinician can enable and disable the visual and auditory volume indications.

Battery low indication

+00 D)

Continuous short orange lights Low battery warning.
+Two beeps at moderate intervals Change the battery.

Your clinician can enable and disable the visual and auditory low battery indications.

Battery run out indication

)ﬁﬁﬁ Four consecutive beeps

The battery has run out. Change the battery.




Streaming indications (with Oticon Medical Streamer XM):
When the antenna is connected on the implant and the blink indication is enabled:

+J

Long green followed by a short one + One beep Audio streaming has started

Your clinician can enable and disable the streaming visual indications.
Your clinician can configure the streaming visual indications to be repeated continuously.

When you mute or unmute the sound processor microphone during streaming:

i)

One beep

Microphone is muted/unmuted

When you receive a phone call:

RPN

Three beeps

Incoming phone call from phone with the ringtone
type A

NP

Three beeps

Incoming phone call from phone with the ringtone
type B
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Achieving a secure and comfortable sound
processor fit

Warning: Only use Oticon Medical-compatible retention options.

Several options can enhance your comfort as well as the hold of the
sound processor on the ear. You can also use these options if you
experience redness, skin irritation or general discomfort.

Hook
The sound processor comes with a hook to ensure that it is held on
the ear. Different hook sizes (small, large) are available to fit your ear.

The hook can be changed as follows:

e Take the pin tool (provided in the packaging), and push the pin
fully in — as deep as the tool allows - to release the hook (1).
The pin will stay attached to the shell.

e Remove the used hook and replace with a new one (2).

e Push the pin back into place using the back end of the pin tool (3).




Safety Line
The Safety Line is used to prevent the loss of the sound processor
if it falls off your ear.

The Safety Line can hold 1 or 2 Neuro 2 sound processors or
compatible hearing aids.

The cords of the Safety Line are easily removable from the clip
so different cord lengths can be attached. It is recommended to
lock the battery (and Zinc Air cartridge sleeve) using the tamper-
proof systems.

To use the Safety Line place the elastic ring around the lower
part of the sound processor (1).

Attach the clip to your clothes (2).

If you only use one sound processor, you can remove the
secondary cord by simply pulling it out.

To remove the Safety Line: Undo the clip and take off the
elastic ring from the sound processor.
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Thin Safety Line

The Thin Safety Line is designed to help you avoid dropping your sound processor during
physical activity or in other situations where there is a risk that the device may fall off.

It is recommended to lock the battery (and Zinc Air cartridge sleeve) using the tamper-proof
systems.

e To use the Thin Safety Line: Place the elastic ring around the lower
part of the sound processor, and attach the clip to your clothing.

e To remove the Thin Safety Line: Release the clip and take off the
elastic ring from the sound processor.




Ear Plug Retention Kit

Users seeking better retention of their Neuro 2 sound processor when worn on the ear are
advised to use the Ear Plug Retention Kit. This is an instant fitting solution, and it may be
replaced by a custom fitting solution (custom ear mold).

The Ear Plug Retention Kit is used to prevent the sound processor from falling off the ear. It can
be used during sports, lively activities or simply everyday use. It fits both right and left ears.

To fit the Ear Plug Retention Kit to your ear:

Select and mount an earpiece on the adaptor (2) by first placing the pointed end of the
earpiece over the rim of the adaptor opposite the tube adaptor part and then by pulling the
other end (loop).

There are four earpiece sizes, recognizable with the following markings on the ear molds:
Very Small:“-”; Small:“S”; Medium: “M” (1) and Large:“L”.

Push the tube firmly onto the adaptor (3).

Place the Ear Plug Retention Kit inside the ear with the loop of the earpiece pointing towards
the back of the head (4).

Remove the Ear Plug Retention Kit and change the earpiece if the selected one does not fit well.
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e With the Ear Plug Retention Kit placed in the ear, rotate the tube part to its vertical up
position (5).

e Place the sound processor on your ear. Check the length of the tube and cut it if needed.
The tube should cover 5-6 mm of the hook (6). If needed, request assistance to determine
the appropriate tube length.

e Firmly push the tube over the hook (5 mm) to finalize the setup (7).

Left ear configuration:

Q)




Right ear configuration:

(4]

To remove the Ear Plug Retention Kit from your ear:
e Pull the earpiece out of the ear and remove it together with the sound processor.
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Alternative wearing option for the sound processor

Clip — wearing the sound processor on clothes

The Clip accessory offers an alternative to wearing the Neuro 2 sound processor behind the ear
for patients who:

e feel uncomfortable wearing the sound processor on the ear or

e have skin irritation and redness.

The Clip accessory allows you to secure the sound processor. It offers an alternative attachment
solution to patients while practicing sports.

It is recommended to lock the battery (and Zinc Air cartridge sleeve) using the tamper-proof
systems.

Warning: Small parts may present a choking hazard if swallowed.
In this case, immediately contact emergency medical services.

Note: Clip may present a skin pinching hazard.

Note: Use a long antenna cable when using the Clip.






