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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies
(ISO member bodies). The work of preparing International Standards is normally carried out through ISO
technical committees. Each member body interested in a subject for which a technical committee has been
established has the right to be represented on that committee. International organizations, governmental and
non-governmental, in liaison with ISO, also take part in the work. ISO collaborates closely with the
International Electrotechnical Commission (IEC) on all matters of electrotechnical standardization.

International Standards are drafted in accordance with the rules given in the ISONECDirestives, Part 2.

The main task of technical committees is to prepare International Standarads. QrafiNntexnatjpnal Standards

ISO 9919 (IEC 60601-2-54) was prepared jointly by jcalnCommittee ISO/TC 121, Anaesthetic and
respiratory equipment, Subcommittee SC 3 o ] ted equipment and Technical Committee
IEC/TC 62, Electrical equipment in medical pratti \ mittee | SC D, Electromedical equipment. The

© IS0 2005 — All rights reserved vii
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Introduction

The approximation of arterial haemoglobin saturation and pulse rate using pulse oximetry is common practice
in many areas of medicine. This International Standard covers basic safety and essential performance
requirements achievable within the limits of existing technology.

Annex AA contains a rationale for some of the requirements. It is included to provide additional insight into the
committee’s reasoning that led to a requirement and identifying the hazards that the requirement addresses.

between a pulse oximeter probe and a patient’s tissue.

Annex CC discusses both the formulae used to evaluate the SpO, accura e\ OXi or equipment
measurements, and the names that are assigned to those formulae.

This International Standard is a Par 3 ) S'60601-1:1988, including Amendments 1
(1991) and 2 (1995), hereafter re \ eral Standard. The General Standard is the basic
standard for the safety of all medica i 3 sed by or under the supervision of qualified

[ i also contains certain requirements for reliable

The General Standard ha Standards and Particular Standards. The Collateral
Standards include require ic techhologies and/or hazards and apply to all applicable equipment,
such as medical system ation_protection in diagnostic X-ray equipment, software, etc. The
Particular Standards pment types, such as medical electron accelerators, high frequency

NOTE Definition ¢ Stapdard and Particular Standard can be found in IEC 60601-1:1988, 1.5 and A.2,
respectively.
To facilitate the use of this Int&rnational Standard, the following drafting conventions have been applied.

The changes to the text of IEC 60601-1:1988, the General Standard, as supplemented by the Collateral
Standards, are specified by the use of the following words.

— “Replacement” means that the indicated clause or subclause of the General Standard is replaced
completely by the text of this Particular Standard.

— “Addition” means that the relevant text of this Particular Standard is a new element (e.g. subclause, list
element, note, table, figure) additional to the General Standard.

— “Amendment” means that existing text of the General Standard is partially modified by deletion and/or
addition as indicated by the text of this Particular Standard.

viii © ISO 2005 — All rights reserved
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To avoid confusion with any amendments to the General Standard itself, a particular numbering has been
employed for elements added by this International Standard: clauses, subclauses, tables and figures are
numbered starting from 101; additional list items are lettered aa), bb), etc. and additional annexes are lettered
AA, BB, etc.

In this International Standard, the following print types are used:

— requirements, compliance with which can be tested, and definitions: roman type;

— notes and examples: smaller roman type;

— description of type of document change, and test specifications: italic type;

— terms defined in Clause 2 of the General Standard IEC 60601-1:1988 or ja{ icular Standard: bold

type.

Throughout this Particular Standard, text for which a rationale is pr:

asterisk (*).

© IS0 2005 — All rights reserved iX
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Medical electrical equipment — Particular requirements for the
basic safety and essential performance of pulse oximeter
equipment for medical use

1 Scope

IEC 60601-1:1988, Clause 1 applies, except as follows.
Amendment (add at the end of 1.1):

This International Standard specifies particular requirements fothe bagic safety any essential performance of

The intended use of pulse oximeter eq
oxygen haemoglobin saturation and puls
home care.

2 Normative reférences

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.

ISO 7000/IEC 60417:2004, Graphical symbols for use on equipment — Index and synopsis

ISO 14155-1:2003, Clinical investigation of medical devices for human subjects — Part 1: General
requirements

ISO 14155-2:2003, Clinical investigation of medical devices for human subjects — Part 2: Clinical
investigation plans

© 1SO 2005 - All rights reserved 1
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ISO 14937:2000, Sterilization of health care products — General requirements for characterization of a
sterilizing agent and the development, validation and routine control of a sterilization process for medical
devices

ISO 15223:2000, Medical devices — Symbols to be used with medical device labels, labelling and information
to be supplied

Amendment 1:2002.

Amendment 2:2004.

IEC 60068-2-6:1995, Environmental testing — Part 2-6: Tests — Test Fc. Vibration (sinusoidal)
IEC 60068-2-27:1987, Environmental testing — Part 2-27: Tests — Test Ea and guidance. Shock

IEC 60068-2-32:1975, Environmental testing — Part 2-32: Tests — Test Ed. Free fall
Amendment 1:1982
Amendment 2:1990

random (digital control) and guidance

IEC 60079-4:1975, Electrical apparatus for explosive gas atmospheres
temperature
Amendment 1:1995

IEC 60529:2001, Degrees of protection provided by enclosure

IEC 60601-1:1988"), Medical electrical equipmefit
Amendment 1:1991
Amendment 2:1995

standard: E/ectroma:qnetic )
IEC 60601-1-4:1996, Meﬁ
Standard: Programmable elg

Amendment 1:1999

IEC 60601-1-6:2004,
standard: Usabilit

IEC 60601-1-8:200%<
standard: General req eme {s, tests and guidance for a/arm systems in medical electrical equipment and
medical electrical systems

IEC 60825-1:2001, Safety of laser products — Part 1: Equipment classification, requirements and user's guide

IEC 60825-2:2000, Safety of laser products — Part 2: Safety of optical fibre communication systems (OFCS)

1) Currently under revision as IEC/CDV 60601-1:2004.
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