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INTERNATIONAL ELECTROTECHNICAL COMMISSION

SUMMARY OF REQUIREMENTS AND TESTS FOR
PRODUCTS IN THE SCOPE OF IEC 60601-2-66

FOREWORD

The International Electrotechnical Commission (IEC) is a worldwide organization for standardization comprising
all national electrotechnical committees (IEC National Committees). The object of IEC is to promote
international co-operation on all questions concerning standardization in the electrical electronic fields. To
this end and in addition to other activities, IEC publishes International Standards 2

Technical Reports, Publicly Available Specifications (PAS) and Guides (hers

Publication(s)”). Their preparation is entrusted to technical committees; any IEC interested
in the subject dealt with may participate in this preparatory work entalN\and non-
governmental organizations liaising with the IEC also participate in this prepa C collaborategs closely
with the International Organization for Standardization (ISO) in accorda sondifions\determined by
agreement between the two organizations

The formal decisions or agreements of IEC on technical matters exp as possible, an international
consensus of opinion on the relevant subjects since each technica as representation from all

IEC Publications have the form of recommendations for infern ¢ ccepted by IEC National
Commlttees |n that sense. While all reasonable efforts ate\made e technical content of IEC

transparently to the maximum extent possible in 3 egional publications. Any divergence
between any IEC Publication and the corre iona egional publication shall be clearly indicated in
the latter.

No liability shall 4
members of its te
other damage of ah

ational Committees for any personal injury, property damage or
her direct or indirect, or for costs (including legal fees) and

expenses arising o [ icafti ge of, or reliance upon, this IEC Publication or any other IEC
Publications.

Attention is dra e references cited in this publication. Use of the referenced publications is
indispensabi{e for ion of this publication

may propose the publication of a technical report when it has collected

data of a different kind from that which is normally published as an International Standard, for
example "state of the art".

IEC 62809, which is a technical report, has been prepared by IEC technical committee 29:
Electroacoustics.

The text of this technical report is based on the following documents:

Enquiry draft Report on voting
29/776/DTR 29/791/RVC

Full information on the voting for the approval of this technical report can be found in the
report on voting indicated in the above table.

This publication has been drafted in accordance with the ISO/IEC Directives, Part 2.
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In this standard, the following print types are used:

— requirements and definitions: roman type.

— TERMS DEFINED IN CLAUSE 3 OF THE GENERAL STANDARD, IN THIS PARTICULAR STANDARD OR AS
NOTED: SMALL CAPITALS.

The committee has decided that the contents of this publication will remain unchanged until
the stability date indicated on the IEC web site under "http://webstore.iec.ch" in the data
related to the specific publication. At this date, the publication will be

* reconfirmed,

* withdrawn,

* replaced by a revised edition, or
*+ amended.

A bilingual version of this publication may be issued at a later date.

@%
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INTRODUCTION

During the preparation of IEC 60601-2-66, members of the involved technical committee and
working group voiced concerns about the complexity of the document and its structure as part
of the IEC 60601 series. Members felt distracted from the technical content by this complexity
during reviews of the document stages. There was also concern that groups in the hearing
instrument community would have problems to understand and apply the standard and that
this could be an issue with its acceptability.

In order to have a broad consensus for the new standard it was agreed that the standard
should be supported by this Technical Report, which should enable members of the
community and the industry to have a basic understanding of the requirements of the
standard, without the need to study the complete standard document and dQcuments that
are referenced in it.

instruments, and it is entitled “Particular requirements for iC S and “essential
performance of hearing instruments and hearing instrumegnts ns™\ It \wa$ published
because IEC 60601-1 is a general standard intended to xwide \range of medical
electrical equipment — including large scale facilities suc achines, for example —
and thus has large sections that are not relevant G \_power, subminiature
hearing instruments.

izations would probably have
difficulty applying IEC 60601-1, specific guidance for hearing
instruments. This Technical Report con
relate to hearing instruments, and red

instruments.

suggested that hearing\ i and manufacturers along with test and
i eport as an overview of IEC 60601-2-66.
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SUMMARY OF REQUIREMENTS AND TESTS FOR
PRODUCTS IN THE SCOPE OF IEC 60601-2-66

1 Scope

This Technical Report provides an overview of the requirements and tests of IEC 60601-2-66
in combination with the applicable sections of IEC 60601-1, and the collateral standards of the
IEC 60601 series.

NOTE The IEC 60601 series consists of three levels of standards: IEC 60601-1, known
several IEC 60601-1-X documents, known as the collateral standards and a series of ¢4
requirements for specific types of equipment (IEC 60601-2-X).

involved standard documents in detail. The table include
requirements and tests.

standard.

The summary in Table 1 below doeg not preclude
standards in their entirety for a thorough kdg

and hearing instrument s

2 Normative refere

The following doc
are indispensable
undated reference
amendments) apph

dated references, only the edition cited applies. For
dition of the referenced document (including any

the basic safety and essential performance of hearing instruments and hearing instrument
systems

3 Summary of requirements and tests

The reference column in Table 1 shows the clause number of IEC 60601-2-66:2012 and, if
applicable the reference to IEC 60601-1:2005, or other documents. References to the
particular standard, IEC 60601-2-66:2012 start with the number 201, while references to the
general standard, IEC 60601-1:2005, start directly with the clause or subclause number.

Other documents will be referred to explicitly. Some detailed references, for example
describing tools, are placed in the text instead of in the reference column.
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Table 1 — Summary of requirements and tests

Reference

Subject

Requirements and tests

201.1.1
201.8

ACCESSORY

Requirements:

ACCESSORIES to HEARING INSTRUMENTS (e.g. remote control units,
audio streamers, battery chargers, power supplies) need to have
documented proof of compliance to IEC 60065, IEC 60950-1, the

IEC 60601-1 or other applicable IEC safety standards. They form a
HEARING INSTRUMENT SYSTEM when connected to the HEARING
INSTRUMENT. Wherever this connection has an influence on the
compliance to the requirements of IEC 60601-2-66 the HEARING
INSTRUMENT has to pass the requirements while being connected to
the ACCESSORY. If this connection results in additional requirements
to the ACCESSORY, these requirements have to be-fulfilled beyond the
applicable IEC standards.

Programming interfaces or ACCESSORIES
covered by IEC 60601.

201.4.1
201.4

TYPE TESTS

f\

Tests:
Inspection of ACCES OR(H)ocum ntati

iguse. Misuse and faults shall be the subject
ANALYSIS. The instructions for use have to be

4.2
4.5

ISO 14971

N

MA A MEN

S

wév@
ANAGEMENT complying with ISO 14971 shall be performed.

EC 60601-2-66 specifies requirements addressing particular
RIS S alternative means of addressing these RISKS are acceptable
vided that the MANUFACTURER can justify that the RESIDUAL
RISKS are the same or lower.

Tests:

Inspection of the RISK MANAGEMENT FILE

4.4

XP C\E/D

CE LIFE

Requirements:

The MANUFACTURER shall state the EXPECTED SERVICE LIFE of the
HEARING INSTRUMENT in the RISK MANAGEMENT FILE.

Tests:

Inspection of the RISK MANAGEMENT FILE

4.8
4.9

Components

Requirements:

Components, the failure of which could result in a HAZARDOUS
SITUATION shall be used in accordance with their specified ratings.
The reliability of components that are used as MEANS OF
PROTECTION shall be assessed. They shall comply with the applicable
safety requirements of a relevant IEC or ISO standard (options see
4.8).

Tests:

Inspection and, where necessary, test.
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Reference Subject Requirements and tests
7.1.3 Durability of Requirements:
markings . . .
Markings shall be removable only with a TOOL or by appreciable force
and shall be sufficiently durable to remain CLEARLY LEGIBLE during
EXPECTED SERVICE LIFE.
Tests:
Markings are rubbed by hand, without undue pressure, first for 15 s with
a cloth rag soaked with distilled water, then for 15 s with a cloth rag
soaked with methylated spirit and then for 15 s with a cloth rag soaked
with isopropyl alcohol.
201.7.1.2 Legibility of Requirements:
201.7.2.1 markings
¢ Markings shall be CLEARLY LEGIBLE when it is pfaced in the hand.
The serial number and other markings shall be
optical aid if necessary.
If the size of the HEARING INSTRUME
all required markings, the markings e
instructions.
Tests:
201.7.2.2 Markings
7.3.3
7.4.2
7.8.2
Q attery and the mode of insertion shall be marked on
INSTRUMENTS unless the design of the battery
ompariment prevents incorrect replacement of a battery
Différent positions of control devices and switches shall be indicated by
igures, letters or other visual means.
If the change of setting of a control could result in a RISK, such controls
shall be provided with an indicating device or an indication of the
direction in which the magnitude of the function changes.
N The colour red shall be used only for emergency controls.
Tests:
Inspection and verification of the applicable requirements.
201.7.2.17 Protective Requirements:
packaging

If special handling measures have to be taken during transport or
storage, the packaging shall be marked accordingly.

Tests:

Inspection and verification of the applicable requirements.
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