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INTERNATIONAL ELECTROTECHNICAL COMMISSION

MEDICAL ELECTRICAL EQUIPMENT -

Part 1-11: General requirements for basic safety
and essential performance —
Collateral Standard:
Requirements for medical electrical equipment
and medical electrical systems used
in the home healthcare environment

FOREWORD

The International Electrotechnical Commission (IEC) is a worldwide organization for standar.'ization comprising
all national electrotechnical committees (IEC National Committees). The object ¢.!E" is to promote
international co-operation on all questions concerning standardization in the electrical ©:nd eie stronic fields. To
this end and in addition to other activities, IEC publishes International Standard<. Tecnics: Specifications,
Technical Reports, Publicly Available Specifications (PAS) and Guides. (h~reat.>r referred to as “IEC
Publication(s)”). Their preparation is entrusted to technical committees; any I.'“. Na ‘'onal Committee interested
in the subject dealt with may participate in this preparatory work. Internawn2, governmental and non-
governmental organizations liaising with the IEC also participate in this oreparation. IEC collaborates closely
with the International Organization for Standardization (ISO) in accrcance with conditions determined by
agreement between the two organizations.

The formal decisions or agreements of IEC on technical matters ex| ress’ as nearly as possible, an international
consensus of opinion on the relevant subjects since eack technico!' committee has representation from all
interested IEC National Committees.

IEC Publications have the form of recommendations for/interna.ional use and are accepted by IEC National
Committees in that sense. While all reasonable efforts a = mide to ensure that the technical content of IEC
Publications is accurate, IEC cannot be held responsible ror the way in which they are used or for any
misinterpretation by any end user.

~

In order to promote international uniformity, =< 'atiornal Committees undertake to apply IEC Publications
transparently to the maximum extent possihle in .neir national and regional publications. Any divergence
between any IEC Publication and the corrzsg~nauis g national or regional publication shall be clearly indicated in
the latter.

IEC itself does not provide any attesta ‘on of conformity. Independent certification bodies provide conformity
assessment services and, in some ¢ -eas, access to IEC marks of conformity. IEC is not responsible for any
services carried out by independern. -« -tification bodies.

All users should ensure that t e, have the latest edition of this publication.

No liability shall attach t¢ 'EC or its directors, employees, servants or agents including individual experts and
members of its techni<_' coi xmittees and IEC National Committees for any personal injury, property damage or
other damage of ai'’ na.ire whatsoever, whether direct or indirect, or for costs (including legal fees) and
expenses arising out ~f- cthe publication, use of, or reliance upon, this IEC Publication or any other IEC
Publications.

Attentior is -awn ‘o the Normative references cited in this publication. Use of the referenced publications is
indispenschle 10r the correct application of this publication.

Attention is arawn 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.

\~ter.atior al standard IEC 60601-1-11 has been prepared by a joint working group of
IEC subcommittee 62A: Common aspects of electrical equipment used in medical practice of
I1-C technical committee 62: Electrical equipment in medical practice and 1ISO subcommittee
SC3: Lung ventilators and related devices, of ISO technical committee 121: Anaesthetic and
respiratory equipment.

It is published as a double logo standard.

This first edition constitutes a collateral standard to IEC 60601-1:2005 (third edition): Medical
electrical equipment — Part 1: General requirements for basic safety and essential
performance hereafter referred to as the general standard.
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The text of this collateral standard is based on the following documents of IEC:

FDIS Report on voting
62A/693/FDIS 62A/696/RVD

Full information on the voting for the approval of this collateral standard can be found in the
report on voting indicated in the above table. In ISO, the standard has been approved by
17 P-members out of 17 having cast a vote.

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

In the 60601 series of publications, collateral standards specify general requiremenw: for

safety applicable to:

— a subgroup of MEDICAL ELECTRICAL EQUIPMENT (e.g. radiological equipment); or

— a specific characteristic of all MEDICAL ELECTRICAL EQUIPMENT, not fully ai'dressed in the
general standard (e.g. ALARM SYSTEMS).

In this collateral 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, <..am\'es and references: in smaller type.
Normative text of tables is also in a smaller type.

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

In referring to the structure of this standard, the term
“clause” means one of the numbered uivitions within the table of contents, inclusive of all
subdivisions (e.g. Clause 7 includes citclauses 7.1, 7.2, etc.);

— “subclause” means a numbered subdivision of a clause (e.g. 7.1, 7.2 and 7.2.1 are all
subclauses of Clause 7).

References to clauses with’i1 ‘his standard are preceded by the term “Clause” followed by the
clause number. References ‘0 subclauses within this collateral standard are by number only.

In this standard, th~ co. iunctive “or” is used as an “inclusive or” so a statement is true if any
combination of the ccditions is true.

The verbai forins used in this standard conform to usage described in Annex H of the ISO/IEC
Directives, Fart 2. For the purposes of this standard, the auxiliary verb:

“chal.” means that compliance with a requirement or a test is mandatory for compliance
2ith v is standard;

— “should” means that compliance with a requirement or a test is recommended but is not
mandatory for compliance with this standard;

- “may” is used to describe a permissible way to achieve compliance with a requirement or
test.

Clauses, subclauses and definitions for which a rationale is provided in informative Annex A
are marked with an asterisk (*).

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 this amendment and the base publication will
remain unchanged until the stability date indicated on the I|IEC web site under
"http://webstore.iec.ch" in the data related to the specific publication. At this date, the
publication will be

e reconfirmed;
e withdrawn;
e replaced by a revised edition, or

e amended

NOTE The attention of Member Bodies and National Committees is drawn to the fact that equioment
manufacturers and testing organizations may need a transitional period following publication of a new, amenc d or
revised ISO or IEC publication in which to make products in accordance with the new requirements and .» eq ip
themselves for conducting new or revised tests. It is the recommendation of the committee that the contant € this
publication be adopted for implementation nationally not earlier than 3 years from the date of publication.
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INTRODUCTION

Medical practice is increasingly using MEDICAL ELECTRICAL EQUIPMENT and MEDICAL ELECTRICAL
SYSTEMS for monitoring, treatment or diagnosis of PATIENTS in the HOME HEALTHCARE
ENVIRONMENT (see 3.2). The safety of MEDICAL ELECTRICAL EQUIPMENT in this uncontrolled
environment with regard to the electrical installation and its related safety and protection
means is a cause for concern.

The potential lack of training of the LAY OPERATOR and possibly of those supervising the use of
the MEDICAL ELECTRICAL EQUIPMENT or MEDICAL ELECTRICAL SYSTEM and their level of education
need to be addressed in the development of the ACCOMPANYING DOCUMENTS and in the
relevant marking on the equipment itself so that this material can be understood. This
collateral standard gives special guidance on how this should be addressed in the instru-tions
for use.

This collateral standard was developed with contributions from clinicians, eng’neers and
regulators. The terminology, requirements, general recommendations and c¢uidance of this
collateral standard are intended to be useful for MANUFACTURERS of M=DICAL ELECTRICAL
EQUIPMENT and MEDICAL ELECTRICAL SYSTEMS and for technical committeec responsible for the
development of particular standards.
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MEDICAL ELECTRICAL EQUIPMENT -

Part 1-11: General requirements for basic safety
and essential performance —
Collateral Standard:
Requirements for medical electrical equipment
and medical electrical systems used
in the home healthcare environment

1 Scope, object and related standards

1.1 * Scope

This International Standard applies to the BASIC SAFETY and ESSENTIAL “2ERFORMANCE of
MEDICAL ELECTRICAL EQUIPMENT and MEDICAL ELECTRICAL SYSTEMS, herec‘ter r>ferred to as
ME EQUIPMENT and ME SYSTEMS, which are intended by their MANUFAC "URI:R for use in the
HOME HEALTHCARE ENVIRONMENT, as defined in 3.2, regardless of w:thor the ME EQUIPMENT or
ME SYSTEM is intended for use by a LAY OPERATOR or by trained healti ~a:e personnel.

NOTE 1 HOME HEALTHCARE ENVIRONMENT ME EQUIPMENT and ME SYSTEMS =~ u. wiso be intended for use in other
environments, for example, in a professional healthcare facility.

This International Standard does not apply to ME EC:IIPWENT and ME SYSTEMS intended solely
for use by emergency medical services or solely for.tisc.in professional healthcare facilities.

NOTE 2 HOME HEALTHCARE ENVIRONMENT ME EQUIPMENT and M. SYSTEMS can frequently be used in locations with
unreliable electrical sources and poor electrical grounding.

1.2 Object

The object of this collateral stan”arc is tc specify general requirements that are in addition to
those of the general standard and .~ scive as the basis for particular standards.

1.3 Related standards
1.3.1 IEC 60601-1

For ME EQUIPMENT &1d M= SYSTEMS, this collateral standard complements IEC 60601-1.

When referring ‘o IEC 60601-1 or to this collateral standard, either individually or in
combination, ti.= following conventions are used:

e "the jeneral standard" designates IEC 60601-1 alone;

e "this U»llateral standard" designates IEC 60601-1-11 alone;

e "this standard" designates the combination of the general standard and this collateral
standard.

1.3.2 Particular standards

A requirement in a particular standard takes priority over the corresponding requirement in
this collateral standard.
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