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INTERNATIONAL ELECTROTECHNICAL COMMISSION

MEDICAL ELECTRICAL EQUIPMENT -

Part 2-37: Particular requirements for the basic safety
and essential performance of ultrasonic medical
diagnostic and monitoring equipment

FOREWORD

1) The International Electrotechnical Commission (IEC) is a worldwide organization for standardiz itior com.rising
all national electrotechnical committees (IEC National Committees). The object of IEC is to prom: < in. r.ational
co-operation on all questions concerning standardization in the electrical and electronic fields. To ‘his end and
in addition to other activities, IEC publishes International Standards, Technical Specifications' Technical Reports,
Publicly Available Specifications (PAS) and Guides (hereafter referred to as "IEC _.Pub ication(s)"). Their
preparation is entrusted to technical committees; any IEC National Committee intereste< in u.2 subject dealt with
may participate in this preparatory work. International, governmental and non-governmeni. ! orge rizations liaising
with the IEC also participate in this preparation. IEC collaborates closely with the Inicrna‘ionai Organization for
Standardization (ISO) in accordance with conditions determined by agreemei.* bztw ~en wne two organizations.

2) The formal decisions or agreements of IEC on technical matters express, as nea.'v.7s possible, an international
consensus of opinion on the relevant subjects since each technical ccmmittee has representation from all
interested IEC National Committees.

3) IEC Publications have the form of recommendations for internaticiial us.. and are accepted by IEC National
Committees in that sense. While all reasonable efforts are niade ‘o er sure that the technical content of IEC
Publications is accurate, IEC cannot be held responsible for *the =ay in which they are used or for any
misinterpretation by any end user.

4) In order to promote international uniformity, IEC Natioral Comnittees undertake to apply IEC Publications
transparently to the maximum extent possible in their natioi 2l a8 id regional publications. Any divergence between
any IEC Publication and the corresponding national or regional publication shall be clearly indicated in the latter.

5) IEC itself does not provide any attestation of cori"ormi*v. Independent certification bodies provide conformity
assessment services and, in some areas, accesa.l) IEC marks of conformity. IEC is not responsible for any
services carried out by independent certificaiicn L odies.

6) All users should ensure that they have th' Iz est edition of this publication.

7) No liability shall attach to IEC or its. 0\ 2ctu.5, employees, servants or agents including individual experts and
members of its technical committees ana 'EC National Committees for any personal injury, property damage or
other damage of any nature whc*so. ver, whether direct or indirect, or for costs (including legal fees) and
expenses arising out of the pu>licauon, use of, or reliance upon, this IEC Publication or any other IEC
Publications.

8) Attention is drawn to the .'ormative references cited in this publication. Use of the referenced publications is
indispensable for the _c.-ecu application of this publication.

9) IEC draws attention 0 tk2 possibility that the implementation of this document may involve the use of (a)
patent(s). IEC takes no osition concerning the evidence, validity or applicability of any claimed patent rights in
respect therecr. . s of the date of publication of this document, IEC had not received notice of (a) patent(s), which
may be iequi. 2d to implement this document. However, implementers are cautioned that this may not represent
the latest .>forr. ation, which may be obtained from the patent database available at https://patents.iec.ch. IEC
shall not be 1.~2Id responsible for identifying any or all such patent rights.

IET bC?(1-2-37 has been prepared by subcommittee 62B: Medical imaging equipment,
ooftware, and systems, of IEC technical committee 62: Medical equipment, software, and
sy.tems. It is an International Standard.

This third edition cancels and replaces the second edition published in 2007 and
Amendment 1:2015. This edition constitutes a technical revision.

This edition includes the following significant technical changes with respect to the previous
edition:

a) technical and editorial changes resulting from the amended general standard
IEC 60601-1:2005, IEC 60601-1:2005/AMD1:2012 and IEC 60601-1:2005/AMD2:2020 and
its collateral standards IEC 60601-1-xx,
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b) technical and editorial changes as a result of maintenance to normative references;

c) technical and editorial changes resulting from relevant developments in TC 87 Ultrasonics
standards. In particular, Clause 201.11 about protection against excessive temperatures
and other hazards has been fully revised.

The text of this International Standard is based on the following documents:

Draft Report on voting

62B/1318/CDV 62B/1348/RVC

Full information on the voting for its approval can be found in the report on voting indicatud in
the above table.

The language used for the development of this International Standard is English.

This document was drafted in accordance with ISO/IEC Directives, Part 2, ai. d developed in
accordance with ISO/IEC Directives, Part 1 and ISO/IEC Directives, IEC Supy'2inent, available
at www.iec.ch/members_experts/refdocs. The main document types devolope ! by IEC are
described in greater detail at www.iec.ch/publications.

In this document, the following print types are used:
— requirements and definitions: roman type.
— test specifications: italic type.

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

— TERMS DEFINED IN CLAUSE 3 OF |IEC 60601-':2005, IEC 60601-1:2005/AMD1:2012 and
IEC 60601-1:2005/AMD2:2020, IN THIS DOCUMEN "UR AS NOTED: SMALL CAPITALS.

In referring to the structure of this document, the ierm

— "clause" means one of the seve:cern aumbered divisions within the table of contents,
inclusive of all subdivisions (€.9. ~ause 7 includes subclauses 7.1, 7.2, etc.);

— "subclause" means a numbe-ea subdivision of a clause (e.g. 7.1, 7.2 and 7.2.1 are all
subclauses of Clause 7).

References to clauses with. th's document are preceded by the term "Clause" followed by the
clause number. Referenc=s to subclauses within this document are by number only.

In this document, the ~znjunctive "or" is used as an "inclusive or" so a statement is true if any
combination of\~e conditions is true.

The verbal fcrms used in this document conform to usage described in Clause 7 of the ISO/IEC
Directiv »s, Part 2. For the purposes of this document, the auxiliary verb:

—. =hali means that compliance with a requirement or a test is mandatory for compliance with
thic document;

- "should" means that compliance with a requirement or a test is recommended but is not
mandatory for compliance with this document;

— "may" is used to describe a permissible way to achieve compliance with a requirement or
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 this document will remain unchanged until the
stability date indicated on the IEC website under webstore.iec.ch in the data related to the
specific document. At this date, the document will be

e reconfirmed,
e withdrawn, or

e revised.

IMPORTANT - The "colour inside” logo on the cover page of this document indicates
that it contains colours which are considered to be useful for the correct understandi. g
of its contents. Users should therefore print this document using a colour printer.
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INTRODUCTION

In this document, safety requirements additional to those in I|EC 60601-1:2005,
IEC 60601-1:2005/AMD1:2012, and IEC 60601-1:2005/AMD2:2020 are specified for
ULTRASONIC DIAGNOSTIC EQUIPMENT.

A general guidance and rationale for the requirements of this document are given in Annex AA.

Knowledge of the reasons for these requirements will not only facilitate the proper application
of this document but will, in due course, expedite any revision necessitated by changes in
clinical practice or as a result of developments in technology.

The approach and philosophy used in drafting this document for safety of ULTRALONIC
DIAGNOSTIC EQUIPMENT are consistent with those in standards of the IEC 60601-2 serics tnat
apply to other diagnostic modalities, such as X-ray equipment and magnetic resonc ice svistems.

In each case, the safety standard is intended to require increasing sophistication of output
display indicators and controls with increasing energy levels in the intei.~rating field of
diagnosis. Thus, for all such diagnostic modalities, it is the responsibility «f the OPERATOR to
understand the risk of the output of the ULTRASONIC DIAGNOSTIC EQU!PVENT, and to act
appropriately in order to obtain the needed diagnostic information v.'th t. e minimum risk to the
PATIENT.
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MEDICAL ELECTRICAL EQUIPMENT -

Part 2-37: Particular requirements for the basic safety
and essential performance of ultrasonic medical
diagnostic and monitoring equipment

201.1 Scope, object and related standards

Clause 1 of IEC 60601-1:2005, IEC 60601-1:2005/AMD1:2012, and
IEC 60601-1:2005/AMD2:2020 applies, except as follows:

201.1.1 *Scope

Replacement:

This document applies to the BASIC SAFETY and ESSENTIAL PERFOR.MANUS ¢i ULTRASONIC
DIAGNOSTIC EQUIPMENT as defined in 201.3.217, hereinafter referred *o 2s wiZ EQUIPMENT.

If a clause or subclause is specifically intended to be applicatle to ME EQUIPMENT only, or to
ME SYSTEMS only, the title and content of that clause or subclciz~will say so. If that is not the
case, the clause or subclause applies both to ME EQUIPMENT ancu to ME SYSTEMS, as relevant.

HAzARDS inherent in the intended physiological functicn 0/ ME EQUIPMENT or ME SYSTEMS within
the scope of this document are not covered by spzcific "equirements in this document except
in 201.7.2.13.

This document does not cover ultrasonic ‘herupneutic equipment. Equipment used for the
imaging or diagnosis of body structures u; ultrasound in conjunction with other medical
procedures is covered.

201.1.2 Object

Replacement:

The object of this documunt is to establish particular BASIC SAFETY and ESSENTIAL PERFORMANCE
requirements for ULTRA.ONIC DIAGNOSTIC EQUIPMENT as defined in 201.3.217.

201.1.3 Colluwral standards
Addition:

lis“Unc.iment refers to those applicable collateral standards that are listed in Clause 2 of
'FC 060 -1:2005, IEC 60601-1:2005/AMD1:2012 and IEC 60601-1:2005/AMD2:2020 and
Ciause 201.2 of this document.

IEC 60601-1-2:2014, IEC 60601-1-2:2014/AMD1:2020, IEC 60601-1-12:2014 and
IEC 60601-1-12:2014/AMD1:2020 apply as modified in Clause 202 and Clause 212 respectively.
All other published collateral standards in the IEC 60601-1 series apply as published.
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