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INTERNATIONAL ELECTROTECHNICAL COMMISSION

ASSESSMENT OF THE IMPACT OF THE MOST SIGNIFICANT CHANGES
IN AMENDMENT 1 TO IEC 60601-1:2005 AND MAPPING OF THE
CLAUSES OF IEC 60601-1:2005 TO THE PREVIOUS EDITION

FOREWORD

1) 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 and electronic fields. To
this end and in addition to other activities, IEC publishes International Standards, Technical Specifications,
Technical Reports, Publicly Available Specifications (PAS) and Guides (hereafter referred to as “IEC
Publication(s)”). Their preparation is entrusted to technical committees; any IEC National Committee interested
in the subject dealt with may participate in this preparatory work. International, governmental and non-
governmental organizations liaising with the IEC also participate in this preparation. IEC collaborates closely
with the International Organization for Standardization (ISO) in accordance with conditions determined by
agreement between the two organizations.

2) The formal decisions or agreements of IEC on technical matters express, as nearly as possible, an international
consensus of opinion on the relevant subjects since each technical committee has representation from all
interested IEC National Committees.

3) IEC Publications have the form of recommendations for international use and are accepted by IEC National
Committees in that sense. While all reasonable efforts are made to ensure that the technical content of IEC
Publications is accurate, IEC cannot be held responsible for the way in which they are used or for any
misinterpretation by any end user.

4) In order to promote international uniformity, IEC National Committees undertake to apply IEC Publications
transparently to the maximum extent possible in their national and regional publications. Any divergence
between any IEC Publication and the corresponding national or regional publication shall be clearly indicated in
the latter.

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

6) All users should ensure that they have the latest edition of this publication.

7) No liability shall attach to IEC or its directors, employees, servants 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 indirect, or for costs (including legal fees) and
expenses arising out of the publication, use of, or reliance upon, this IEC Publication or any other IEC
Publications.

8) Attention is drawn to the Normative references cited in this publication. Use of the referenced publications is
indispensable for the correct application of this publication.

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

The main task of IEC technical committees is to prepare International Standards. However, a
technical committee 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 62348, which is a technical report, 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.

This second edition cancels and replaces the first edition published in 2006. The second
edition retains the mapping that traces the requirements of IEC 60601-1:2005 and its
Amendment A1:2012 (Edition 3.1) from their source in the documents that relate to
IEC 60601-1:1998 and its amendments (Edition 2.2). See Clause 7. The second edition adds
an assessment of the impact of the most significant changes in Amendment 1:2012 (Clauses
4,5 and 6).
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The text of this technical report is based on the following documents:

Enquiry draft Report on voting
62A/831/DTR 62A/841/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.

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,

e withdrawn,

* replaced by a revised edition, or
+ amended.

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

IMPORTANT - The 'colour inside’' logo on the cover page of this publication indicates
that it contains colours which are considered to be useful for the correct
understanding of its contents. Users should therefore print this document using a
colour printer.
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INTRODUCTION

The first edition of this technical report was created by the Secretariat of SC 62A to assist
users of IEC 60601-1 by providing a tool to trace requirements between IEC 60601-1:2005
and their source in the documents that form the basis of the third edition; principally the
second edition as amended.

At the Auckland meeting in 2008, IEC Technical Committee (TC) 62 approved a project to
develop the 1st amendment to IEC 60601-1:2005 based on the issues outstanding at the time.
The TC approved developing the 1st amendment with a view to addressing outstanding
issues, including but not limited to:

— those issues reported to the Secretariat of IEC Subcommittee (SC) 62A since the
publication of IEC 60601-1:2005;

— the way in which risk management has been introduced into IEC 60601-1:2005; and

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

Since the Auckland meeting, the Secretariat of SC 62A has received 73 additional issues from
National Committees or other interested parties for a total of 182 identified issues with the
2005 edition. Amendment 1 to IEC 60601-1:2005 is intended to address those issues.

The amendment process has resulted in 496 separate changes. Each change was assessed
by the experts developing the amendment for its potential impact on users of the standard.
Most of the changes are editorial corrections or clarifications and were assessed as having
minimal or no impact on the application of the standard. Others were assessed as having
moderate or significant impact because they represent a technical change, or they impact a
wide range of users, or both.

The second edition of this technical report was prepared by the Secretariat of IEC/SC 62A to
summarize those changes that were assessed during the development process as having a
moderate to significant impact on users of IEC 60601-1.

The tables from the first edition of this technical report were retained in the second edition
because there are counties that have not fully transitioned to the third edition of IEC 60601-1.
Therefore, the original contents of IEC/TR 62348 remain useful in those countries.

Table 6 has been updated to include new subclauses added in Amendment 1:2012
(highlighted in blue).
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ASSESSMENT OF THE IMPACT OF THE MOST SIGNIFICANT CHANGES
IN AMENDMENT 1 TO IEC 60601-1:2005 AND MAPPING OF THE
CLAUSES OF IEC 60601-1:2005 TO THE PREVIOUS EDITION

1 Scope

This technical report provides a tool to assist users of IEC 60601-1:2005 to assess the impact
of the most significant changes in Amendment 1:2012.

This technical report also provides a tool to assist users of IEC 60601-1 to trace requirements
between the third edition and their source in the documents that form the basis of the third
edition; principally the second edition as amended.

This report is intended to be used by:

— those who must align standards based on the second edition of IEC 60601-1 with the third
edition as amended;

— manufacturers of medical electrical equipment or medical electrical systems;

— health care regulatory authorities, test houses and other organizations responsible for
implementing standards for medical electrical equipment and medical electrical systems.

2 Normative references

The following documents, in whole or in part, are normatively referenced in this document and
are indispensable for its application. For dated references, only the edition cited applies. For
undated references, the Ilatest edition of the referenced document (including any
amendments) applies.

IEC 60601-1:2005, Medical electrical equipment — Part 1: General requirements for basic
safety and essential performance
Amendment 1:2012

3 Terms and definitions

For the purposes of this document, the terms and definitions given in IEC 60601-1:2005 +
A1:2012 apply.

4 Assessment of the changes in Amendment 1:2012

Amendment 1 contains 496 separate changes. During the development of the amendment,
each change was assessed by the experts involved for its potential impact on users of the
standard. Most of the changes are editorial corrections or clarifications and were assessed
and having minimal or no impact on the application of the standard.

However, 83 of the changes were assessed as having a moderate to significant impact on the
users of the standard. This assessment is based on the likelihood that some alterations to the
design documentation, testing, the product itself or its accompanying documents will be
required because of the change to a requirement in the amendment.

The changes have been divided into two groups:

— those assessed as having a significant impact (Table 1), and
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