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FOREWORD

This amendment has been prepared by subcommittee 62A: Common aspects of electrical
equipment used in medical practice, of IEC technical committee 62: Electrical equipment in
medical practice.

The text of this amendment is based on the following documents:

FDIS Report on voting
62A/805/FDIS 62A/820/RVD

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

The committee has decided that the contents of this amendment and the basc 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 publicatiori.. At his date, the
publication will be

* reconfirmed,

* withdrawn,

* replaced by a revised edition, or
+ amended.

IMPORTANT - The 'colour inside’' logo on the v~ er page of this publication indicates
that it contains colours which are .considered to be useful for the correct
understanding of its contents. Users. sl oui. therefore print this document using a
colour printer.
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INTRODUCTION TO THE AMENDMENT

The third edition of IEC 60601-1 was published in 2005. At the time of publication, there were
94 National Committee comments on the 2" CDV and the FDIS that were deferred to a future
amendment/revision. Each of their deferred comments was captured in an Issue Sheet by the
SC 62A secretariat. By the time of the Auckland meeting in April 2008, the Subcommittees
had developed two Interpretation Sheets and the SC 62A secretariat has received an
additional 15 issues from National Committees and other interested parties.

At the Auckland meeting, IEC/TC 62 approved a project to develop the 1°' amendment to
IEC 60601-1:2005 based on the issues outstanding at the time. The TC approved developing
the 1°' amendment with a view to addressing outstanding issues, including but not limitea *o:
— those listed in 62A/593/DC and 62A/602/INF;

— the way in which risk management has been introduced into IEC 60601-1:20(5: a~d

— the way the concept of essential performance is used in IEC 60601-1:2005.

Since the Auckland meeting, the secretariat has received 73 additional issces from National

Committees or other interested parties for a total of 182 Issues Sheets. This ¢ mendment is
intended to address those issues.
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FOREWORD
Replace the paragraph beginning "This third edition cancels..." with the following:

This third edition cancels and replaces the second edition published in 1988, its Amendment 1
(1991) and Amendment 2 (1995), the second edition of IEC 60601-1-1 published in 2000 and
the first edition of IEC 60601-1-4 published in 1996 and its Amendment 1 (1999). This edition
constitutes a technical revision. This edition has been significantly restructured. Requirements
in the electrical section have been further aligned with those for information technology
equipment covered by IEC 60950-1 and a requirement for including a RISK MANAGEMENT
PROCESS has been added. For an expanded description of this revision, see Annex A.3.

Add the following note at the end of the Foreword:

NOTE The attention of National Committees is drawn to the fact that equipment manufacturer. anu testing
organizations may need a transitional period following publication of a new, amended or revised .=C or ISO
publication in which to make products in accordance with the new requirements and to eq'ip themselves for
conducting new or revised tests. It is the recommendation of the committee that the conteri. ~f \his publication be
adopted for mandatory implementation nationally not earlier than 3 years from the date of p 'blicaun.

INTRODUCTION
In the second dash of the existing ninth paragraph, replace v>e ‘inal sentence with:

Compliance with this edition of IEC 60601-1 requires‘thai. the MANUFACTURER have in place a
RISK MANAGEMENT PROCESS complying with parts of IO 119/ 1 (see 4.2).

After the last paragraph of the introduction, insert ‘he i>llowing new paragraph:

Amendment 1 to this standard is intended to add-ess:

— issues identified by National Committees «nd other interested parties since the publication
of IEC 60601-1:2005;

— the way in which RISK MANAGEN.=N *4s been introduced into IEC 60601-1:2005; and
— the way the concept of ESSENIAL PERFORMANCE is used in IEC 60601-1:2005.

1 Scope, object and re’at..d standards

1.1 * Scope

Renumber the ., ~te as 1'ote 1.
Delete the fo 'rth paragraph.
Replace he fifth paragraph with:

The '£C 60601 series does not apply to:

- in vitro diagnostic equipment that does not fall within the definition of ME EQUIPMENT, which
is covered by the IEC 61010 series [61];

— implantable parts of active implantable medical devices covered by the ISO 14708
series [69]; or

— medical gas pipeline systems covered by ISO 7396-1 [68].

NOTE 2 1SO 7396-1 applies the requirement of IEC 60601-1-8 to certain monitoring and ALARM SIGNALS.
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