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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards 
bodies (ISO member bodies). The work of preparing International Standards is normally carried out 
through ISO technical committees. Each member body interested in a subject for which a technical 
committee has been established has the right to be represented on that committee. International 
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work. 
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of 
electrotechnical standardization.

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main task of technical committees is to prepare International Standards. Draft International 
Standards adopted by the technical committees are circulated to the member bodies for voting. 
Publication as an International Standard requires approval by at least 75 % of the member bodies 
casting a vote.

Attention is drawn to the possibility that some of the elements of this document may be the subject of 
patent rights. ISO shall not be held responsible for identifying any or all such patent rights.

ISO 14708-7 was prepared by Technical Committee ISO/TC 150, Implants for surgery, Subcommittee 
SC 6, Active implants.

ISO 14708 consists of the following parts, under the general title Implants for surgery — Active implantable 
medical devices:

— Part 1: General requirements for safety, marking and for information to be provided by the manufacturer

— Part 2: Cardiac pacemakers

— Part 3: Implantable neurostimulators

— Part 4: Implantable infusion pumps

— Part 5: Circulatory support devices

— Part 6: Particular requirements for active implantable medical devices intended to treat tachyarrhythmia 
(including implantable defibrillators)

— Part 7: Particular requirements for cochlear implant systems
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Introduction

This International Standard specifies particular requirements for active implantable medical devices 
used to treat hearing impairment via electrical stimulation (for example cochlear implant systems or 
auditory brainstem implant systems), to provide basic assurance of safety for both patients and users.

A cochlear implant system or auditory brainstem implant system is an active implantable 
medical device comprising implantable and non-implantable parts (external parts). The power 
source may be externally derived or from an internal battery. The implant system is designed to 
restore hearing via electrical stimulation of the auditory pathways. Externally or internally processed 
acoustic information is converted to electrical stimulation signals which are delivered via one or more 
electrodes. The working parameters of the device may be adjusted via a non-implantable accessory.

This International Standard is relevant to all parts of implant systems, including accessories.

The requirements of this International Standard supplement or modify those of ISO 14708-1, Implants 
for surgery — Active implantable medical devices — Part 1: General requirements for safety, marking and 
for information to be provided by the manufacturer.

Figures or tables that are additional to those of Part 1 are numbered starting from 101; additional 
annexes are lettered AA, BB, etc.

In this part of ISO 14708, terms printed in small capital letters are used as defined in Clause 3. Where 
a defined term is used as a qualifier in another term, it is not printed in small capital letters unless the 
concept thus qualified is also defined.
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