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INTERNATIONAL ELECTROTECHNICAL COMMISSION

MEDICAL ELECTRICAL EQUIPMENT —

Part 2-22: Particular requirements for basic safety and essential
performance of surgical, cosmetic, therapeutic
and diagnostic laser equipment

FOREWORD

The International Electrotechnical Commission (IEC) is a worldwide organization for standardizc. on coiprising
all national electrotechnical committees (IEC National Committees). The object of IEC is ‘o promote
international co-operation on all questions concerning standardization in the electrical and  lectronic fields. To
this end and in addition to other activities, IEC publishes International Standards, Te-hni al Specifications,
Technical Reports, Publicly Available Specifications (PAS) and Guides (hereaft.r reic red to as “IEC
Publication(s)”). Their preparation is entrusted to technical committees; any IEC Netiona. Com nittee interested
in the subject dealt with may participate in this preparatory work. Internationai, gcvernmental and non-
governmental organizations liaising with the IEC also participate in this pre, araticn. 1EC collaborates closely
with the International Organization for Standardization (ISO) in accordance with conditions determined by
agreement between the two organizations.

The formal decisions or agreements of IEC on technical matters expres.. s nearly as possible, an international
consensus of opinion on the relevant subjects since each technis=! ccmmittee has representation from all
interested IEC National Committees.

IEC Publications have the form of recommendations for in.>rna iona: use and are accepted by IEC National
Committees in that sense. While all reasonable efforts are n.>de 92 ensure that the technical content of IEC
Publications is accurate, IEC cannot be held responsitie for *he way in which they are used or for any
misinterpretation by any end user.

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

IEC itself does not provide any attestatiun # i conformity. Independent certification bodies provide conformity
assessment services and, in some dreas ‘acc2ss to IEC marks of conformity. IEC is not responsible for any
services carried out by independent ze: ificauon bodies.

All users should ensure that they-hav. the latest edition of this publication.

No liability shall attach to IEf. o’ its airectors, employees, servants or agents including individual experts and
members of its technical com ~.tter s and IEC National Committees for any personal injury, property damage or
other damage of any naire w..atsoever, whether direct or indirect, or for costs (including legal fees) and
expenses arising ouf-~f ti.» publication, use of, or reliance upon, this IEC Publication or any other IEC
Publications.

Attention is drawn to 1. = Normative references cited in this publication. Use of the referenced publications is
indispensable ‘.- the cor >ct application of this publication.

Attention is a.awn (o the possibility that some of the elements of this IEC Publication may be the subject of
patent righ.>. IEZ shall not be held responsible for identifying any or all such patent rights.

Thic cor solidated version of IEC 60601-2-22 consists of the third edition (2007)
[Uocuments 76/359/FDIS and 76/363/RVD] and its amendment 1 (2012) [documents
76/244/CDV and 76/477/RVC]. It bears the edition number 3.1.

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 60601-2-22 has been prepared by IEC subcommittee 76: Optical
radiation safety and laser equipment.

This third edition takes account of the recently published new editions of the General
Standard IEC 60601-1 and Group safety publication IEC 60825-1. Additionally, it addresses
technical and safety issues which have arisen in the time following the previous second
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 and references: .. smc'<r type.
Normative text of tables is also in a smaller type.

— TERMS DEFINED IN CLAUSE 3 OF THE GENERAL STANDARD, IN THIS PARTICULAR ¢ TANDARD OR AS
NOTED: SMALL CAPITALS.

In referring to the structure of this standard, the term

“clause” means one of the seventeen numbered divisions with.>~he table of contents,
inclusive of all subdivisions (e.g. Clause 7 includes Subc'auses 7.1, 7.2, etc.);

— “subclause” means a numbered subdivision of a clavz2 (.g. 7.1, 7.2 and 7.2.1 are all
subclauses of Clause 7).

References to clauses within this standard are prez=de by the term “Clause” followed by the
clause number. References to subclauses within tis particular 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 standara conisrm to usage described in Annex H of the ISO/IEC
Directives, Part 2. For the purposes «fthis standard, the auxiliary verb:
“shall” means that complianc= with a requirement or a test is mandatory for compliance
with this standard;

— “should” means that co.pliance with a requirement or a test is recommended but is not
mandatory for compli.ance with this standard;

— “may” is used to des:ribe a permissible way to achieve compliance with a requirement or
test.

An asterisk ‘*) ¢s the first character of a title or at the beginning of a paragraph or table title
indicates that (here is guidance or rationale related to that item in Annex AA

The ~omn ittee has decided that the contents of the base publication and its amendments will
remail. unchanged until the stability date indicated on the IEC web site under
‘Wttp://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.
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NOTE The attention of National Committees is drawn to the fact that equipment manufacturers and testing
organizations may need a transitional period following publication of a new, amended or revised IEC publication in
which to make products in accordance with the new requirements and to equip themselves for conducting new or
revised tests.

It is the recommendation of the committee that the content of the amendment 1 be adopted for implementation
nationally not earlier than 12 months from the date of publication.

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 publication using a colour printer.
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INTRODUCTION

This particular standard amends and supplements IEC 60601-1 (third edition, 2005: Medical
Electrical Equipment — Part 1: General requirements for basic safety and essential
performance).

This standard also refers to IEC 60825-1 (2007).

The requirements of this standard are the minimum that need to be complied with, in order to
achieve a reasonable level of safety and reliability during operation and application of medical
laser equipment.

An asterisk (*) as the first character of a title or at the beginning of a paragraph or table titic
indicates that there is guidance or rationale related to that item in Annex AA. Understcnding
of the reasons for these requirements will not only facilitate the proper apph. aticy o1 the
standard but will, in due course, expedite any revisions necessitated by changes in clinical
practice or by developments in technology.
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MEDICAL ELECTRICAL EQUIPMENT —

Part 2-22: Particular requirements for basic safety and essential
performance of surgical, cosmetic, therapeutic
and diagnostic laser equipment

201.1 Scope, object and related standards
Clause 1 of the General Standard applies, except as follows:

201.1.1 Scope

Replacement:

This International Standard applies to the BASIC SAFETY and ESSENTIAL PE.>FORN ANCE of laser
equipment for either surgical, therapeutic, medical diagnostic, co.mei.c, ‘or veterinary
applications, intended for its use on humans or animals, classifie ! .as 2 CLASS 3B or CLASS 4
LASER PRODUCT as defined by 3.22 and 3.23 in IEC 60825-1, herecfte’ referred to as LASER
EQUIPMENT.

Throughout this International Standard, light emitting diod2s (J.ED) are included whenever the
word “laser” is used.

NOTE 1 Refer to Definition 3.49 in IEC 60825-1.

NOTE 2 Laser products for these applications classified as « cLA 3s 1, 1M, 2, 2M or CLASS 3R LASER PRODUCT, are
covered by IEC 60825-1 and IEC 60601-1.

If a clause or subclause is specifically in*2n'ed 0 be applicable to ME EQUIPMENT only, or to
ME SYSTEMS only, the title and content ¢ th.at clause or subclause will say so. If that is not the
case, the clause or subclause applies b..th \0 ME EQUIPMENT and to ME SYSTEMS, as relevant.

HAzZARDS inherent in the intenc=d nhysiological function of ME EQUIPMENT oOr ME SYSTEMS
within the scope of this stanucra are not covered by specific requirements in this standard
exceptin 7.2.13 and 8.4.1 /f f.ie General Standard.

NOTE See also 4.2 of the G neral Standard.

This standard can »lso be applied to surgical, cosmetic, therapeutic and diagnostic laser
equipment used for compensation or alleviation of disease, injury or disability.

201.1.2 “Dbjact

Replace ment:

e chjert of this particular standard is to establish particular BASIC SAFETY and ESSENTIAL
PERTORMANCE requirements for the safety of surgical, cosmetic, therapeutic and diagnostic
lacer equipment.

NOTE Laser classification (IEC 60825-1) must not be confused with electrical classification (IEC 60601-1).
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