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INTERNATIONAL ELECTROTECHNICAL COMMISSION

. SUMMARY OF REQUIREMENTS AND TESTS FOR

{S\ PRODUCTS IN THE SCOPE OF IEC 60601-2-66
Ox FOREWORD
The Interna Electrotechnical Commission (IEC) is a worldwide organization for standardization comprising
all national ptechnical committees (IEC National Committees). The object of IEC is to promote

this end and in additien to other activities, IEC publishes International Standards, Technical Specifications,
Technical Reports;
Publication(s)”). Thefr pse
in the subject dealt *with” may participate in this preparatory work. International, governmental and non-
governmental organiza jaising with the IEC also participate in this preparation. IEC collaborates closely
with the International O tion for Standardization (ISO) in accordance with conditions determined by
agreement between the twogdrgdnizations.

The formal decisions or agre
consensus of opinion on the rel
interested IEC National Committe

IEC Publications have the form O&Q)mmendations for international use and are accepted by IEC National
Committees in that sense. While all re@able efforts are made to ensure that the technical content of IEC

of IEC on technical matters express, as nearly as possible, an international
?ﬂ subjects since each technical committee has representation from all

Publications is accurate, IEC cannot eld responsible for the way in which they are used or for any
misinterpretation by any end user.

In order to promote international unifor C National Committees undertake to apply IEC Publications
transparently to the maximum extent poss rs their national and regional publications. Any divergence
between any IEC Publication and the correspo d@ational or regional publication shall be clearly indicated in
the latter.

IEC itself does not provide any attestation of conf ity.eIndependent certification bodies provide conformity
assessment services and, in some areas, access to marks of conformity. IEC is not responsible for any
services carried out by independent certification bodies@

All users should ensure that they have the latest edition o @Jblication.

No liability shall attach to IEC or its directors, employees, nts or agents including individual experts and
members of its technical committees and IEC National Committees,for any personal injury, property damage or
other damage of any nature whatsoever, whether direct or j t, or for costs (including legal fees) and
expenses arising out of the publication, use of, or reliance Ui this IEC Publication or any other IEC
Publications.

Attention is drawn to the Normative references cited in this publicat@se of the referenced publications is
indispensable for the correct application of this publication.

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

The main task of IEC technical committees is to prepare Internatio tandards. However, a
technical committee may propose the publication of a technical rep hen it has collected
data of a different kind from that which is normally published as an Int iopal Standard, for
example "state of the art".

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

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

Enquiry draft Report on voting 0

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.

- MS DEFINED IN CLAUSE 3 OF THE GENERAL STANDARD, IN THIS PARTICULAR STANDARD OR AS
ED: SMALL CAPITALS.

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

r

* reconfi @

* withdrawn}

* replaced byO ised edition, or
*+ amended.

A bilingual version of thi§_publication may be issued at a later date.
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INTRODUCTION

Duriqg 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 t C 60601 series. Members felt distracted from the technical content by this complexity
durin views of the document stages. There was also concern that groups in the hearing
instruﬁcommunity would have problems to understand and apply the standard and that
this co e an issue with its acceptability.

In order t% a broad consensus for the new standard it was agreed that the standard
should be rted 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, witho e,need to study the complete standard document and the documents that
are referenced in

IEC 60601-2-66 was ished to address the specific requirements for safety of hearing
instruments, and it is d “Particular requirements for the basic safety and essential
performance of hearing é ents and hearing instruments systems”. It was published
because IEC 60601-1 is a géﬁe

electrical equipment — includin

and thus has large sections
hearing instruments.

ral standard intended to address a wide range of medical
5rge scale facilities such as MRI machines, for example —
re not relevant to low-voltage, low power, subminiature

If IEC 60601-2-66 was not publishe@,te t and regulatory organizations would probably have
difficulty applying IEC 60601-1, becauSe)it does not contain specific guidance for hearing
instruments. This Technical Report contay’ all the requirements from IEC 60601-2-66 which
relate to hearing instruments, and reduces@:ussion with those that do not relate to hearing

instruments.
*

It includes specific references to the applicaﬂ@quirements within IEC 60601-1, and it is
suggested that hearing instrument designers manufacturers along with test and
regulatory organizations read this Technical Repor n 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 S@
This Tech@(Report provides an overview of the requirements and tests of IEC 60601-2-66

in combinati ith the applicable sections of IEC 60601-1, and the collateral standards of the
IEC 60601 series=

NOTE The IEC 606@(93 consists of three levels of standards: IEC 60601-1, known as the general standard,
several IEC 60601-1- @ants, known as the collateral standards and a series of particular standards covering

requirements for specific e$ of equipment (IEC 60601-2-X).

designers and suppliers get an overview of the basic requirements without studying all
involved standard docume yﬁ detail. The table includes not all but just the more common
requirements and tests. *

It is intended to assis@ ious groups involved in the product lifecycles process — like
10)

It is crucial to understand that ?rgsummary in this document cannot serve as an input for a
product requirement specification a test plan without consulting the standard document
itself. This Technical Report alone @nnot be used to establish or assess compliance to the

standard. /O
e

The summary in Table 1 below does no eclude the user from reading the referenced
standards in their entirety for a thorough k dge of the basic safety of hearing instruments
and hearing instrument systems. ¢

2 Normative references é

The following documents, in whole or in part, are norm ly referenced in this document and
are indispensable for its application. For dated refere nly the edition cited applies. For
ref

undated references, the Ilatest edition of the d document (including any
amendments) applies. 6

IEC 60601-1:2005, Medical electrical equipment — Part 1: (Q)&I requirements for basic
safety and essential performance @

IEC 60601-2-66:2012, Medical electrical equipment — Part 2-66: Par; ar requirements for
the basic safety and essential performance of hearing instruments earing instrument
systems

2

The reference column in Table 1 shows the clause number of IEC 60601-2-66:@and, if
applicable the reference to IEC 60601-1:2005, or other documents. Referencégs 4o the
particular standard, IEC 60601-2-66:2012 start with the number 201, while referenc he
general standard, IEC 60601-1:2005, start directly with the clause or subclause number.

3 Summary of requirements and tests

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.





