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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

this end and in addltlon to other activities, IEC publishes International
Technical Reports, Publicly Available Specifications (PAS) and Guides

governmental organizations liaising with the IEC also partlmpate i
with the International Organization for Standardization (ISO
agreement between the two organizations.

and are accepted by IEC National
Committees in that sense. While all reasonable effqrts \ t re that the technical content of IEC
Publications is accurate, IEC cannot be ) the way in which they are used or for any
misinterpretation by any end user.

the latter.

IEC itself does nof _provide
assessment serw i
services carried out by i

AttentionN ¥ to ative references cited in this publication. Use of the referenced publications is
indispensabte_forthe sorreef application of this publication.

Attention is draw possibility that some of the elements of this IEC Publication may be the subject of
patent rights. IEC shalil not be held responsible for identifying any or all such patent rights.

This consolidated version of the official IEC Standard and its amendment has been prepared
for user convenience.

IEC 60601-2-37 edition 2.1 contains the second edition (2007-08) [documents 62B/624/CDV and

'62B/657/RVC] and its amendment 1 (2015-06) [documents 62B/978/FDIS and 62B/988/RVD].

In this Redline version, a vertical line in the margin shows where the technical content
is modified by amendment 1. Additions and deletions are displayed in red, with
deletions being struck through. A separate Final version with all changes accepted is
available in this publication.
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International standard IEC 60601-2-37 has been prepared by IEC subcommittee 62B:
Diagnostic imaging equipment, of IEC technical committee 62: Electrical equipment in medical
practice.

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: in smaller type.
Normative text of tables is also in a smaller type.

— TERMS DEFINED IN CLAUSE 3 OF THE GENERAL STANDARD, IN THIS PARTIC
NOTED: SMALL CAPITALS.

ANDARD OR AS

In referring to the structure of this standard, the term

In this standard, the conjunctive “or” i
combination of the conditions is true.

“shall” mea
with this stan X

a requirement or a test is recommended but is not

mandatory foAcoipliance ig standard;
— “may” is yseth\{o permissible way to achieve compliance with a requirement or
test.

indicates that ere 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 the base publication and its amendment will
remain unchanged until the stability date indicated on the 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.

n indicates
correct
sing a

IMPORTANT - The 'colour inside’' logo on the cover page of this puplica
that it contains colours which are considered to be usefu
understanding of its contents. Users should therefore print{'\

colour printer.

©
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INTRODUCTION

In this particular standard, safety requirements additional to those in the general standard are
specified for ULTRASONIC DIAGNOSTIC EQUIPMENT.

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

Knowledge of the reasons for these requirements will not only facilitate the proper application
of this particular standard 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 particular s
ULTRASONIC DIAGNOSTIC EQUIPMENT are consistent with those,
IEC 60601-2-xx series that apply to other diagnostic modalities, su¢h a equipment and
magnetic resonance systems.

ndard fer safety of

display indicators and/or controls with increasing energy s N rogating field of

diagnosis. Thus, for all such diagnostic modalities, it/i§ th ibMi the OPERATOR to
understand the risk of the output of the ULTRASONI EQUIPMENT, and to act
appropriately in order to obtain the needed diagnost e minimum risk to the
PATIENT.

The second edition of | blished” in 2007. Since that publication, the
parent standard, IEC 60604-1:2Q| S 5 , which an amendment
(IEC 60601-1:2005/AMDY: ida iti .1 (IEC 60601-1:2005 and
IEC 60601-1:2005/AMD i . This amendment to IEC 60601-2-37:2007

addresses threed
1) technical change atiphal Committees as a result of 4 years of practical
usage,

2) technical o= resulting from the amended general standard
IEC 606031-1: © 60601-1:2005/AMD1:2012 and its collateral standards
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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

The clauses and subclauses of the general standard apply except as follows:

201.1 Scope, object and related standards

Clause 1 of the general standard applies, except as follows:

201.1.1 *Scope

Additien Replacement:

This International Standard applies to the BASIC SAFETY and IAL PERFORMANCE of
ULTRASONIC DIAGNOSTIC EQUIPMENT as defined j hereinafter referred to as ME
EQUIPMENT.

If a clause or subclause is specifically
ME SYSTEMS only, the title and content o

e to ME EQUIPMENT only, or to
ubclause will say so. If that is not the
NT and to ME SYSTEMS, as relevant.

HAZARDS inherent in the 'nteed physi sction of ME EQUIPMENT or ME SYSTEMS
within the scope of th ; 1 by specific requirements in this standard
exceptin 7.2.13 and 8

NOTE See also subc

201.1.2<Qbje

N\

Replacement:

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

201.1.4 Particular standards

Replacement:

In the IEC 60601 series, particular standards may modify, replace or delete requirements
contained in the general standard as appropriate for the particular ME EQUIPMENT under
consideration, and may add other BASIC SAFETY and ESSENTIAL PERFORMANCE requirements.

A requirement of a particular standard takes priority over the general standard.

For brevity, IEC 60601-1 is referred to in this particular standard as the general standard.
Collateral standards are referred to by their document number.
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The numbering of sections, clauses and subclauses of this particular standard corresponds to
that of the general standard with the prefix “201” (e.g. 201.1 in this particular standard
addresses the content of Clause 1 of the general standard) or applicable collateral standard
with the prefix “20x” where x is the final digit(s) of the collateral standard document number
(e.g. 202.6 in this particular standard addresses the content of Clause 6 of the 60601-1-2
collateral standard, 203.4 in this particular standard addresses the content of Clause 4 of the
60601-1-3 collateral standard, etc.). The changes to the text of the general standard are
specified by the use of the following words:

"Replacement" means that the clause or subclause of the general standard or applicable
collateral standard is replaced completely by the text of this particular standard.

"Addition" means that the text of this particular standard is additional to/the
the general standard or applicable collateral standard.

equirements of

Subclauses, figures or tables which are additional to
numbered starting from 201.101, additional annexes are
items aa), bb), etc.

Subclauses or figures which are additi
starting from 20x, where “x” is the nuthbe
1-2, 203 for IEC 60601-1- 3 etc.

The term "this standard" is used to

collateral standards and thjs\particular stand tak

althoug7h possibl
of the general st
be applied, a state

Addition:

IEC 60601-1:2005, Medical electrical equipment — Part 1: General requirements for basic
safety and essential performance
IEC 60601-1:2005/AMD1:20121

IEC 60601-2-18:2009, Medical electrical equipment — Part 2-18: Particular requirements for
the basic safety and essential performance of endoscopic equipment

IEC 62127-1:2007, Ultrasonics — Hydrophones — Part 1: Measurement and characterization of
medical ultrasonic fields up to 40 MHz
IEC 62127-1:2007/AMD1:20132

1 There exists a consolidated edition (3.1) including IEC 60601-1:2005 and its Amendment 1 (2012).
2 There exists a consolidated edition (1.1) including IEC 62127-1:2007 and its Amendment 1 (2013).
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| IEC 62359:2010, Ultrasonics — Field characterization — Test methods for the determination of
thermal and mechanical indices related to medical diagnostic ultrasonic fields

‘ 201.3 TFerminology Terms and definitions

For the purposes of this document, the terms and definitions given in the general standard
and in IEC 62359, as well as the following additions apply:

NOTE 1 An index of defined terms is given after the Bibliography.

NOTE 2 A list of symbols used in this particular standard is found in Table 201.101.

201.3.201

BONE THERMAL INDEX
TIB

THERMAL INDEX for applications such as foetal (second and thj

eeph&%éﬂ#e&gh#}eﬁfemaneue)ﬁappheaﬂens |n WhICh the uItr 80

[SOURCE: IEC 62359:2010, 3.17, modified — 0 longer refers to neonatal

cephalic applications, and the original

201.3.202
COMBINED-OPERATING MODE
mode of operation of ULTRASONIC D(AG BNT that combines more than one
DISCRETE-OPERATING MODE

201.3.203
CRANIAL-BONE THERMA
TiC <>
THERMAL INDEX for appli
| beam entrance in
applications

Unit: None

0, 3.21, modified — The definition now includes a reference to

neonatal cephalls hcations, and the original notes have been deleted.]

201.3.204

DEFAULT SETTING

specific state of control the ULTRASONIC DIAGNOSTIC EQUIPMENT will enter upon power-up, new
PATIENT select, or change from non-foetal to foetal applications

201.3.205

DISCRETE-OPERATING MODE

mode of operation of ULTRASONIC DIAGNOSTIC EQUIPMENT in which the purpose of the excitation
of the ULTRASONIC TRANSDUCER oOr ULTRASONIC TRANSDUCER element group is to utilise only
one diagnostic methodology

201.3.206

FULL SOFTWARE CONTROL OF ACOUSTIC OUTPUT

means by which the ULTRASONIC DIAGNOSTIC EQUIPMENT manages the acoustic output
independent of direct OPERATOR control
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