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INTERNATIONAL ELECTROTECHNICAL COMMISSION

MEDICAL ELECTRICAL EQUIPMENT -

Part 2-31: Particular requirements for the basic safety and essential
performance of external cardiac pacemakers with
internal power source

FOREWORD
The International Electrotechnical Commission (IEC) is a worldwide organizati standardization™comprising
all national electrotechnical committees (IEC National Committees). & E § to promote
international co-operation on all questions concerning standardization in these i i€ fields. To
this end and in addition to other activities, IEC publishes Internationak Standards, A specifications,
Technical Reports, Publicly Available Specifications (PAS) and /GQuids ) £d to as “IEC
Publication(s)”). Their preparation is entrusted to technical committges; an N atlonal Commlttee interested

governmental organizations liaising with the IEC also participate i iS™§ oS ign. collaborates closely
with the International Organization for Standardization (I i onditions determined by
agreement between the two organizations.

Publications is accurate, IEC cannot be
misinterpretation by any end

SI e Yor the way in which they are used or for any
In order to promote intern C N= al Lommittees undertake to apply IEC Publications
transparently to the maxi i i i i i . i
between any IEC Public
the latter.
IEC itself does vie any ati ¢ s ity. Independent certification bodies provide conformity
assessment services and, N ¢ss to IEC marks of conformity. IEC is not responsible for any

services carried out B

All users should €nhsuxe ve the Jatest edition of this publication
No liability sha C or\its directors, employees, servants or agents including individual experts and
members ofts technical itteed and IEC National Committees for any personal injury, property damage or

other dan age of any~Ng e whatsoever, whether direct or indirect, or for costs (including legal fees) and
expenges a islg Qut of the publication, use of, or reliance upon, this IEC Publication or any other IEC

Attention is drawn to the Normative references cited in this publication. Use of the referenced publications is
indispensable forthe cotrect application of this publication.

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.

This consolidated version of IEC 60601-2-31 consists of the second edition (2008)
[documents 62D/603/CDV and 62D/667/RVC] and its amendment 1 (2011) [documents
62D/918/FDIS and 62D/931/RVD]. It bears the edition number 2.1.

The technical content is therefore identical to the base edition and its amendment and
has been prepared for user convenience. A vertical line in the margin shows where the
base publication has been modified by amendment 1. Additions and deletions are
displayed in red, with deletions being struck through.
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International standard IEC 60601-2-31 has been prepared by IEC subcommittee 62D:
Electromedical equipment, of IEC technical committee 62: Electrical equipment in medical
practice.

This second edition of IEC 60601-2-31 is aligned with IEC 60601-1:2005, and contains
minimal technical revisions from the first edition.

This publication has been drafted in accordance with the ISO/IEC Directives, Part 2.

In this standard, the following print types are used:

— Requirements and definitions: roman type.

— Test specifications: italic type.

— Informative material appearing outside of tables, such as notes, examples 2
Normative text of tables is also in a smaller type.

— TERMS DEFINED IN CLAUSE 3 OF THE GENERAL STANDARD, IN TH
NOTED: SMALL CAPITALS.

In referring to the structure of this standard, the term

combination of t,h congd
The verbal forms ;;

Directives, Part 2_Ff0

‘shall
with this Standard
— “shouy
mandatary
- “may” is use
test.

An asterisk (*) as the first character of a title or at the beginning of a paragraph or table title
indicates that there is guidance or rationale related to that item in Annex AA.

A list of all parts of the IEC 60601 series, published under the general title Medical electrical
equipment, can be found on the IEC website.
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The committee has decided that the contents of the base publication and its amendments 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

e amended.

AN

indicates
derstanding
inter.

IMPORTANT - The “colour inside” logo on the cover page of thi bli
that it contains colours which are considered to be useful for t rrect
of its contents. Users should therefore print this publication using olour

RS Y%

@C@
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INTRODUCTION

The minimum safety requirements specified in this particular standard are considered to
provide for a practical degree of safety in the operation of external cardiac pacemakers with
an internal power source.

Basically, CARDIAC PACEMAKERS treat cardiac arrhythmias. Such arrhythmias reduce cardiac
output and can lead to confusion, dizziness, loss of consciousness and death. The objective
of pacing is to restore cardiac rhythm and output appropriate to the PATIENT's physiological
needs.

rtable PACEMAKERS
temporarily

There are two distinct families of CARDIAC PACEMAKERS,-HMPLANTABLE impl
and EXTERNAL PACEMAKERS. EXTERNAL PACEMAKERS are used to pace p

This particular stand
EXTERNAL PACEM
to the PATIENT.

This particular std
electrical equip

onsideration the specific safety aspects of
SUPPLY MAINS while simultaneously connected

~General requirements for basic safety and essential
d to as the general standard (see 1.4).

"General guidance ahd rationale" section giving some explanatory notes, where appropriate,
about the more important requirements is included in Annex AA.

Clauses or subclauses for which there are explanatory notes in Annex AA are marked with an
asterisk (*).

An inventory of the PATIENT's safety posed by EXTERNAL PACEMAKERS and a rationale for the
safety requirements contained in this particular standard are given in Annex AA. It is
considered that knowledge of the reasons for these requirements will not only facilitate the
proper application of the standard but will, in due course, expedite any revision necessitated
by changes in clinical practice or as a result of developments in technology. However, this
annex does not form part of the requirements of this standard.



	English

	CONTENTS
	FOREWORD
	INTRODUCTION


