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Symbols

@ Note

Important information or advice.

A\ Caution (no harm)

Special care to be taken to ensure safety and effectiveness. Could
cause damage to equipment.

A\ Warning (harmful)

Potential safety hazards and serious adverse reactions. Could cause
harm to person.
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Introduction

This document contains important information that applies to the
Cochlear™ Nucleus® CI24REH cochlear implant system.

Read this document carefully to ensure you understand the care of your
system.

Discuss this information with your physician before undergoing any
major medical procedure.
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A\ Warnings

Medical treatments generating induced
currents

Some medical treatments generate induced currents that may cause
tissue damage or permanent damage to the cochlear implant. Warnings
for specific treatments are provided below.

Electrosurgery

Electrosurgical instruments are capable of inducing radio frequency
currents that could flow through the electrode array. Monopolar
electrosurgical instruments must not be used on the head or neck of

a cochlear implant patient as induced currents could cause damage

to cochlear tissues or permanent damage to the implant. Bipolar
electrosurgical instruments may be used on the head and neck of
patients; however, the cautery electrodes must not contact the implant
and should be kept more than 1 cm (¥ in.) from the extracochlear
electrodes.

Diathermy

Do not use therapeutic or medical diathermy (thermopenetration) using
electromagnetic radiation (magnetic induction coils or microwave). High
currents induced into the electrode lead can cause tissue damage to the
cochlea or permanent damage to the implant.

Medical diathermy using ultrasound may be used below the head and
neck.

Neurostimulation

Do not use neurostimulation directly over the cochlear implant. High
currents induced into the electrode lead can cause tissue damage to the
cochlea or permanent damage to the implant.

© Cochlear Limited 2017 Important Information - 5



Warnings

Electroconvulsive therapy

Do not use electroconvulsive therapy on a cochlear implant patient
under any circumstances. Electroconvulsive therapy may cause tissue
damage to the cochlear or damage to the cochlear implant.

lonising radiation therapy

Do not use this therapy directly over the implant. It may cause damage
to the implant.

Theft and metal detection systems

Devices such as airport metal detectors and commercial theft detection
systems produce strong electromagnetic fields. Some cochlear implant
recipients may experience a distorted sound sensation when passing
through or near one of these devices. To avoid this, turn off the sound
processor when in the vicinity of one of these devices.

The materials used in the cochlear implant may activate metal
detection systems. For this reason, recipients should carry the Cochlear
Implant Patient Identification Card with them at all times.

Electrostatic discharge

A discharge of static electricity can damage the electrical components
of the cochlear implant system or corrupt the program in the sound
processor.

If static electricity is present (e.g. when putting on or removing clothes
over your head or getting out of a vehicle), cochlear implant recipients
should touch something conductive (e.g. a metal door handle) before
the cochlear implant system contacts any object or person

Prior to engaging in activities that create extreme electrostatic discharge
such as playing on plastic slides, the sound processor and headset
should be removed. Clinicians should use an anti-static shield on the
computer monitor when programming a cochlear implant recipient.
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Warnings

Mobile telephones

Some types of digital mobile telephones (e.g. GSM as used in some
countries) may interfere with the operation of the external equipment.
As a result, cochlear implant recipients may perceive a distorted sound
sensation when in close proximity, 1-4 m or 3-12 ft, to a digital mobile
telephone in use.

Air travel

Some airlines request that passengers turn off electrical equipment,
such as laptop computers, during take-off and landing or whenever the
seat-belt light is illuminated. Your sound processor is a computer and
should be turned off when such a request is made. You should notify
airline personnel of your hearing impairment so they can alert you to
any safety measures.
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Warnings

MRI safety information

The Cochlear Nucleus Hybrid L24 (CI24REH) implant is
m MR Conditional. MRI examinations can be performed
safely on a person with this implanted device only under

very specific conditions. MRI examinations performed
under different conditions may result in severe injury or
device malfunction.

Full MRI safety information is available:
in the Cochlear Nucleus Implants MRI Guidelines
by visiting www.cochlear.com/warnings

by calling your regional Cochlear office — contact
numbers are available on the back cover of this
guide.

All external components of the Cochlear implant system
(e.g. sound processors, remote assistants and related
accessories) are MR Unsafe. The patient must remove all
external components of their Cochlear implant system
before entering a room where an MRI scanner is located.

What is an MRI?

Radiologists / MR technologists are medical specialists experienced in
diagnosing disease and injuries using a range of imaging techniques.
One of these imaging techniques is magnetic resonance imaging (MRI).

MRI'is a diagnostic tool to obtain images of organs and tissues using a
very powerful magnetic field measured in tesla (T). MR scans can range
in strength from 0.2 T to 7 T, with 1.5 T being the most common.

Safety concerns for medical device implants and MRI

Due to the powerful magnetic and radio-frequency fields, medical
device implants with metallic or ferromagnetic components such as
pacemakers, defibrillators, catheters, pumps and cochlear implants can
create problems for MR scans. The risks include the potential for device
repositioning, localised heating, unusual sounds or sensations, pain or
injury and distortion of the MR image.
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Warnings

Cochlear Nucleus implants and MRI compatibility

A Cochlear Nucleus implant is a medical treatment for moderate
to profound hearing loss. Inside each Cochlear Nucleus implant is a
magnet.

To ensure MRI compatibility, Cochlear Nucleus implants feature a
removable magnet. The magnet is easy to remove and replace if
needed. In the rare case that a recipient needs serial MR scans, a
non-magnetic plug is available to prevent fibrous tissue growing in the
implant magnet recess.

Cochlear Nucleus implants are also approved for MR scans under
specific conditions at 1.5 T with the magnet in place and at 3 T with the
magnet removed.
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Warnings

Meningitis

Prior to implantation, candidates should consult their primary care
physician and implanting surgeon regarding vaccination status against
organisms that cause meningitis. Meningitis is a known risk of inner ear
surgery and candidates should be appropriately counselled of this risk.
In addition, certain preoperative conditions may increase the risk of
meningitis with or without a cochlear implant. These conditions include
Mondini's syndrome and other congenital cochlear malformations,
concurrent CSF shunts or drains, recurrent episodes if bacterial
meningitis prior to implantation, perilymph fistulas and skull fracture/
defect with CSF communication.

Loss of residual hearing

The Nucleus Hybrid"™ implant with its shorter electrode, is designed

to minimise trauma during insertion into the cochlea. Retention of

a high degree of residual hearing is therfore likely when using the
Hybrid implant in combination with good surgical techniques. There is,
however, a possibility that the residual hearing could be lost.

Long-term effects of electrical stimulation
by the cochlear implant

Most patients can benefit from electrical stimulation levels that are
considered safe, based on animal experimental data. For some patients,
the levels needed to produce the loudest sounds exceed these levels.
The long-term effects of such stimulation in humans are unknown.
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Warnings

Small parts hazard

Parents and caregivers should be counselled that the external implant
system contains small parts that may be hazardous if swallowed or may
cause choking if inhaled.

Battery ingestion

Batteries can be harmful if swallowed. Ensure that batteries are kept out
of reach of young children. If swallowed, seek prompt medical attention
at the nearest emergency centre.

Head trauma

A blow to the head in the area of the cochlear implant may damage the
implant and result in its failure. Young children who are developing their
motor skills are at greater risk to receive an impact to the head from a
hard object (e.g. a table or chair).
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A\ Precautions

If you experience a significant change in performance or the
sound becomes uncomfortable, turn off your processor and
contact your implant centre.

Use the cochlear implant system only with the approved
devices and accessories listed in the manual

The sound processor and other parts of the system contain
complex electronic parts. These parts are durable but must be
treated with care. The sound processor must not be opened by
anyone other than Cochlear's qualified service personnel or the
warranty will be invalidated.

Each sound processor is programmed specifically for each
implant. Never wear another person’s sound processor or lend
yours to another user. If you have two processors (one for each
ear), always wear the processor programmed for your left ear
on the left, and the processor programmed for your right ear
on the right. Using the wrong processor could result in loud or
distorted sounds that, in some instances, may cause extreme
discomfort.

Do not operate the sound processor at temperatures above
40°C or 104°F or less than 5°C or 41°F.

Do not store the sound processor at above 55°C (131°F) or less
than -10°C (14°F).

The sound processor sound quality may be intermittently
distorted when you are within approximately 1.6km or 1
mile of a radio or television transmission tower. The effect is
temporary and will not damage the sound processor.
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Notes

© Cochlear Limited 2017 Important Information - 13



Notes

14 - Important Information © Cochlear Limited 2017






Cochlear™

M Cochlear Ltd (ABN 96 002 618 073) 1 University Avenue, Macquarie University, NSW 2109, Australia
Tel: +61 2 9428 6555 Fax: +612 9428 6352

Cochlear Ltd (ABN 96 002 618 073) 14 Mars Road, Lane Cove, NSW 2066, Australia

Tel: +61 2 9428 6555 Fax: +612 9428 6352

[ECREP| Cochlear Deutschland GmbH & Co. KG Karl-Wiechert-Allee 76A, 30625 Hannover, Germany

Tel: +49 511 542 770 Fax: +49 511 542 7770

Cochlear Americas 13059 E Peakview Avenue, Centennial, CO 80111, USA

Tel: +1 303 790 9010 Fax: +1 303 792 9025

Cochlear Canada Inc 2500-120 Adelaide Street West, Toronto, ON M5H 171, Canada

Tel: +1 416 972 5082 Fax: +1 416 972 5083

Cochlear AG EMEA Headquarters, Peter Merian-Weg 4, 4052 Basel, Switzerland

Tel: +41 61 205 8204 Fax: +41 61205 8205

Cochlear Europe Ltd 6 Dashwood Lang Road, Bourne Business Park, Addlestone, Surrey KT15 2H], United Kingdom
Tel: +44 1932 26 3400 Fax: +44 1932 26 3426

Cochlear Benelux NV Schaliénhoevedreef 20 i, B-2800 Mechelen, Belgium

Tel: 4321579 55 11 Fax: +32 15 79 55 70

Cochlear France S.A.S. 135 Route de Saint-Simon, 31035 Toulouse, France

Tel: +33 5 34 63 85 85 (International) or 0805 200 016 (National) Fax: +33 5 34 63 85 80

Cochlear Italia S.r.l. Via Larga 33, 40138 Bologna, Italy

Tel: 439 051 601 53 11 Fax: +39 051 39 20 62

Cochlear Nordic AB Konstruktionsvagen 14, 435 33 Molnlycke, Sweden

Tel +46 31335 14 61 Fax +46 31 335 14 60

Cochlear Tibbi Cihazlar ve Saglik Hizmetleri Ltd. Sti.

Gubuklu Mah. Bogazici Cad., Bogazici Plaza No: 6/1, Kavacik, TR-34805 Beykoz-Istanbul, Turkey

Tel: +90 216 538 5900 Fax: +90 216 538 5919

Cochlear (HK) Limited Room 1204, 12/F, CRE Building, No 303 Hennessy Road, Wanchai, Hong Kong SAR
Tel: +852 2530 5773 Fax: +852 2530 5183

Cochlear Korea Ltd 1st floor, Cheongwon Building 33, Teheran-ro 8 gil, Gangnam-gu, Seoul, Korea

Tel: 482 2 533 4450 Fax: +82 2 533 8408

Cochlear Medical Device (Beijing) Co., Ltd

Unit 2208-2212, Tower B, Gemdale Building, 91 Jianguo Road, Chaoyang District, Beijing 100022, P.R. China
Tel: +86 10 5909 7800 Fax: +86 10 5909 7900

Cochlear Medical Device Company India Pvt. Ltd.

Ground Floor, Platina Building, Plot No C-59, G-Block, Bandra Kurla Complex, Bandra (E), Mumbai — 400 051, India
Tel: 491 22 6112 1111 Fax: +91 22 6112 1100

H24BZATIY L7 (Nihon Cochlear Co Ltd) T113-0033 RREBSRXA2-3-7 BRDATTHT L)L
Tel: 4813 3817 0241 Fax: +81 3 3817 0245

Cochlear Middle East FZ-LLC

Dubai Healthcare City, Al Razi Building 64, Block A, Ground Floor, Offices IRT and IR2, Dubai, United Arab Emirates
Tel: 4971 4 818 4400 Fax: +971 4 361 8925

Cochlear Latinoamérica S.A.

International Business Park, Building 3835, Office 403, Panama Pacifico, Panama

Tel: 4507 830 6220 Fax: +507 830 6218

Cochlear NZ Limited

Level 4, Takapuna Towers, 19-21 Como St, Takapuna, Auckland 0622, New Zealand

Tel: + 64 9 914 1983 Fax: 0800 886 036

www.cochlear.com

Cochlear implant systems are protected by one or more international patents.
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subject to change without notice.

ACE, Advance Off-Stylet, AOS, AutoNRT, Autosensitivity, Beam, Button, Carina, Cochlear, 1% -7, Codacs, Contour,
Contour Advance, Custom Sound, ESPrit, Freedom, Hear now. And always, Hybrid, inHear, Invisible Hearing, MET, MP3000,
myCochlear, NRT, Nucleus, BFE, Off-Stylet, SmartSound, Softip, SPrint, True Wireless, the elliptical logo and Whisper
are either trademarks or registered trademarks of Cochlear Limited. Ardium, Baha, Baha SoftWear, BCDrive, Dermalock,
EveryWear, Vistafix and WindShield are either trademarks or registered trademarks of Cochlear Bone Anchored Solutions AB
© Cochlear Limited 2017

HW V\OW. Aﬂd/ a{h}a‘é’s D1130145 1SS1 JAN17



