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Foreword

The text of document 62A/519/CDV, future edition 2 of IEC 60601-1-8, prepared by SC 62A, Common
aspects of electrical equipment used in medical practice, of IEC TC 62, Electrical equipment in
medical practice, and ISO SC 3, Lung ventilators and related devices, of ISO TC 121, Anaesthetic and
respiratory equipment, was submitted to the IEC-CENELEC parallel Unique Acceptance Procedure
and was approved by CENELEC as EN 60601-1-8 on 2007-04-11.

The following date was fixed:

— latest date by which the EN has to be implemented
at national level by publication of an identical
national standard or by endorsement (dop) 2008-02-01

This European Standard supersedes EN 60601-1-8:2004 and its amendment A1:2006
(+ corrigendum October 2006). However, EN 60601-1-8:2004 remains valid until all the parts 2 that
are used in conjunction with it have been withdrawn. No date of withdrawal of conflicting national
standards (dow) has therefore been fixed. However, when Part 1-8 is used for appliances not covered
by a part 2, EN 60601-1-8:2004 is not to be used after 2009-09-12.

This European Standard has been prepared under a mandate given to CENELEC by the European
Commission and the European Free Trade Association and covers essential requirements of
EC Directive 93/42/EEC. See Annex ZZ.

This European Standard constitutes a collateral standard to EN 60601-1:2006, hereafter referred to as
the general standard.

This EN 60601-1-8 was revised to structurally align it with EN 60601-1:2006 and to implement the
decision of IEC SC 62A that the clause numbering structure of collateral standards written to
EN 60601-1:2006 would adhere to the form specified in ISO/IEC Directives, Part 2:2004. The principle
technical changes are in Clause 4, which now recognizes that there is a general requirement for a risk
management process in EN 60601-1:2006.

In the 60601 series of publications, collateral standards specify general requirements for safety
applicable to

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

a specific characteristic of all MEDICAL ELECTRICAL EQUIPMENT, not fully addressed in the general
standard (e.g. alarm systems).

In this collateral standard the following print types are used:
- requirements and definitions: in roman type;

-  test specifications: in italic type. In addition, in Annex A text in italics indicates guidance that
describes means to achieve the safety objectives of this collateral standard;

- informative material appearing outside of tables, such as notes, examples and references: in smaller type. Normative text
of tables is also in a smaller type;

- TERMS DEFINED IN CLAUSE 3 OF THE GENERAL STANDARD, IN THIS COLLATERAL STANDARD OR AS NOTES:
IN SMALL CAPITALS.

In referring to the structure of this standard, the term

— “clause” means one of the six numbered divisions within the table of contents, inclusive of all
subdivisions (e.g. Clause 6 includes Subclauses 6.1, 6.2, etc.);

“subclause” means a numbered subdivision of a clause (e.g. 6.1, 6.2 and 6.2.1 are all subclauses
of Clause 6).
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References to clauses within this standard are preceded by the term “Clause” followed by the clause
number. References to subclauses within this standard are by number only.

In this standard, the conjunctive “or” is used as an “inclusive or’” so a statement is true if any
combination of the conditions is true.

The verbal forms used in this standard conform to usage described in Annex H of the ISO/IEC
Directives, Part 2. For the purposes of this standard, the auxiliary verb

- “shall” means that compliance with a requirement or a test is mandatory for compliance with this
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 (*).

Annexes ZA and ZZ have been added by CENELEC.

Endorsement notice

The text of the International Standard IEC 60601-1-8:2006 was approved by CENELEC as a
European Standard without any modification.

In the official version, for Bibliography, the following note has to be added for the standard indicated:

ISO/IEC 14971 NOTE Harmonized as EN ISO 14971:2000 (not modified).
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Annex ZA
(normative)

Normative references to international publications
with their corresponding European publications

The following referenced documents are indispensable for the application of this document. For dated
references, only the edition cited applies. For undated references, the latest edition of the referenced
document (including any amendments) applies.

NOTE When an international publication has been modified by common modifications, indicated by (mod), the relevant EN/HD

applies.

Publication Year Title EN/HD Year
IEC 60417 Data  Graphical symbols for use on equipment - -
base
IEC 60601-1 2005 Medical electrical equipment - EN 60601-1 2006
Part 1: General requirements for basic
safety and essential performance
IEC 60601-1-2 2007 Medical electrical equipment - EN 60601-1-2 2007
(mod) Part 1-2: General requirements for basic
safety and essential performance -
Collateral standard: Electromagnetic
compatibility - Requirements and tests
IEC 60601-1-6 2006 Medical electrical equipment - EN 60601-1-6 2007
Part 1-6: General requirements for basic
safety and essential performance -
Collateral standard: Usability
IEC 60651 1979  Sound level meters EN 60651 " 1994
A1 1993 A1 1994
A2 2000 A2 2001
ISO 3744 1994  Acoustics - Determination of sound power EN ISO 3744 1995
levels of noise sources using sound
pressure - Engineering method in an
essentially free field over a reflecting plane
ISO 7000 1989 Graphical symbols for use on equipment - - -

Index and synopsis

Y EN60651 + A1 + A2 are superseded by EN 61672-1:2003 & EN 61672-2:2003, which are based on

IEC 61672-1:2002 & IEC 61672-2:2003.
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MEDICAL ELECTRICAL EQUIPMENT -

Part 1-8: General requirements for basic safety
and essential performance —
Collateral Standard: General requirements, tests and guidance for alarm
systems in medical electrical equipment and medical electrical systems

1 * Scope, object and related standards

1.1  Scope

This International Standard applies to the BASIC SAFETY and ESSENTIAL PERFORMANCE of
MEDICAL ELECTRICAL EQUIPMENT and MEDICAL ELECTRICAL SYSTEMS, hereafter referred to as
ME EQUIPMENT and ME SYSTEMS.

This collateral standard specifies requirements for ALARM SYSTEMS and ALARM SIGNALS in
ME EQUIPMENT and ME SYSTEMS.

It also provides guidance for the application of ALARM SYSTEMS.

1.2 Object

The object of this collateral standard is to specify basic safety and essential performance
requirements and tests for ALARM SYSTEMS in ME EQUIPMENT and ME SYSTEMS and to provide
guidance for their application. This is accomplished by defining alarm categories (priorities) by
degree of urgency, consistent ALARM SIGNALS and consistent control states and their marking
for all ALARM SYSTEMS.

This collateral standard does not specify:

— whether any particular ME EQUIPMENT or ME SYSTEM is required to be provided with ALARM
SYSTEMS;

— the particular circumstances which initiate an ALARM CONDITION;
— the allocation of priorities to a particular ALARM CONDITION; or
— the means of generating ALARM SIGNALS.

1.3 Related standards
1.3.1 IEC 60601-1

For ME EQUIPMENT and ME SYSTEMS, this collateral standard complements IEC 60601-1.

When referring to IEC 60601-1 or to this collateral standard, either individually or in
combination, the following conventions are used:

— "the general standard" designates IEC 60601-1 alone;
— "this collateral standard" designates IEC 60601-1-8 alone;

— "this standard" designates the combination of the general standard and this collateral
standard.
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1.3.2 Particular standards
A requirement in a particular standard takes priority over the corresponding requirement in
this collateral standard.

2 Normative references

The following referenced documents are indispensable for the application of this document.
For dated references, only the edition cited applies. For undated references, the latest edition
of the referenced document (including any amendments) applies.

IEC 60417, Graphical symbols for use on equipment

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

IEC 60601-1-2:----2), Medical electrical equipment — Part 1-2: General requirements for basic
safety and essential performance — Collateral Standard: Electromagnetic compatibility —
Requirements and tests

IEC 60601-1-6:---- 3), Medical electrical equipment — Part 1-6: General requirements for basic
safety and essential performance — Collateral standard: Usability

IEC 60651:19794), Sound level meters
Amendment 1 (1993)
Amendment 2 (2000)

ISO 3744:1994, Acoustics — Determination of sound power levels of noise sources using
sound pressure — Engineering method in an essentially free field over a reflecting plane

ISO 7000:1989, Graphical symbols for use on equipment — Index and synopsis






