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INTERNATIONAL ELECTROTECHNICAL COMMISSION

MEDICAL ELECTRICAL EQUIPMENT -

Part 2-21: Particular requirements for the basic safety and
essential performance of infant radiant warmers

FOREWORD

1) The International Electrotechnical Commission (IEC) is a worldwide organization for s
all national electrotechnical committees (IEC National Committees). The obj is to promote

international co-operation on all questions concerning standardization in the ele

this end and in addition to other activities, IEC publishes International Stan i S ifications,
Technical Reports, Publicly Available Specifications (PAS) and Guides e d “IEC
Publication(s)”). Their preparation is entrusted to technical committees; a g nittee interested
in the subject dealt with may participate in this preparatory work. i g 9
governmental organizations liaising with the IEC also participate in thi . |E aborates closely

agreement between the two organizations.

2) The formal decisions or agreements of IEC on technical matte
consensus of opinion on the relevant subjects since eac
interested IEC National Committees.

possible, an international
s representation from all

mployees, servants or agents including individual experts and
atlonal Commlttees for any personal |nJury, property damage or

he puybli tlon use of, or reliance upon, th|s IEC Publication or any other IEC

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

IEC 60601-2-21 edition 2.1 contains the second edition (2009-02) [documents 62D/735/FDIS and
62D/762/RVD], its corrigendum 1 (2013-02) and its amendment 1 (2016-04) [documents
62D/1326/FDIS and 62D/1347/RVD].

In this Redline version, a vertical line in the margin shows where the technical content is
modified by amendment 1. Additions are in green text, deletions are in strikethrough red text.
A separate Final version with all changes accepted is available in this publication.
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International standard IEC 60601-2-21 has been prepared by subcommittee 62D:
Electromedical equipment, of IEC technical committee 62: Electrical equipment in medical
practice.

This second edition cancels and replaces the first edition published in 1994 and its
Amendment 1 (1996). This edition constitutes a technical revision. This edition of
IEC 60601-2-21 was revised to structurally align with the 2005 edition of IEC 60601-1.

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

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

In referring to the structure of this standard, the term

subclauses of Clause 7).
i this stand rd ed’by the term “Clause” followed by the
s€s withip this particular standard are by number only.

In this standard, the conj ' i d_asan “inclusive or” so a statement is true if any

combination of t@

References to clauses wit
clause number. Referencé

The verbal forms u onform to usage described in Annex H of the ISO/IEC
Directives, Part es oj/this standard, the auxiliary verb:
“shall” mgan e with a requirement or a test is mandatory for compliance
with thi

pliance with a requirement or a test is recommended but is not
ce with this standard;

- “may” is used
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 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

* reconfirmed,

* withdrawn,

* replaced by a revised edition, or
*+ amended.

IMPORTANT - The 'colour inside’' logo on the cover page of this puplication indicates

that it contains colours which are considered to be use for the correct
do% using a

colour printer.

understanding of its contents. Users should therefore print<h\

O
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INTRODUCTION

The minimum safety requirements specified in this particular standard are considered to
provide for a practical degree of safety in the operation of INFANT RADIANT WARMER equipment.

This particular standard amends and supplements IEC 60601-1:2005, Medical electrical
equipment — Part 1: General requirements for basic safety and essential performance,
hereinafter referred to as the general standard.

The requirements are followed by specifications for the relevant tests.

A general guidance and rationale for the requirements of this particular stz
Annex AA.

ard are given in

It is considered that knowledge of the reasons for these require
the proper application of this particular standard but will, in due
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MEDICAL ELECTRICAL EQUIPMENT -

Part 2-21: Particular requirements for the basic safety and
essential performance of infant radiant warmers

201.1 Scope, object and related standards
Clause 1 of the general standard?) applies, except as follows:

201.1.1 Scope

Replacement:

e MANUFACTURER has demonstrated in his RISK
bed by the HAZARD has been found to be of an
e benefit of treatment from the device.

alternate methods~\of
will not be jud
MANAGEMENT FILE “h&
acceptable level 3

— INFANT INCUE ; for information see IEC 60601-2-19;
— INFANT TRANSPORT INCUBATORS, for information see IEC 60601-2-20;

— INFANT PHOTOTHERAPY EQUIPMENT, for information see IEC 60601-2-50.
201.1.2 Object

Replacement:

The object of this particular standard is to establish particular BASIC SAFETY and ESSENTIAL
PERFORMANCE requirements for INFANT RADIANT WARMERS as defined in 201.3.204, which
minimize HAZARDS to PATIENT and OPERATOR, and to specify tests by which compliance with
the requirements can be verified.

) The general standard is IEC 60601-1:2005, Medical electrical equipment — Part 1: General requirements for
basic safety and essential performance.
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201.1.3 * Collateral standards

Addition:

This particular standard refers to those applicable collateral standards that are listed in
Clause 2 of the general standard and Clause 2 of this particular standard.

IEC 60601-1-2-andHEC-60601-1-10 applies as modified in Clauses 202-and-210-respesctively.
IEC 60601-1-3 and IEC 60601-1-10 do not apply. All other published collateral standards in
the IEC 60601-1 series apply as published.

201.1.4 * Particular standards

Replacement:

contained in the general standard and collateral standards as
EQUIPMENT under consideration, and may add other BASIC SAFE

The numbering of clauses and subclay
the general standard with the prefix “2
of Clause 1 of the geners
where x is the final digit{
particular standard add
203.4 in this particular

standard, etc.). f
the following wo

"Amendment" means Yhat the clause or subclause of the general standard or applicable
collateral standard i5"amended as indicated by the text of this particular standard.

Subclauses, figures or tables which are additional to those of the general standard are
numbered starting from 201.101. However, due to the fact that definitions in the general
standard are numbered 3.1 through 3.139, additional definitions in this standard are
numbered beginning from 201.3.201. Additional annexes are lettered AA, BB, etc., and
additional items aa), bb), etc.

Subclauses, figures or tables which are additional to those of a collateral standard are
numbered starting from 20x, where “x” is the number of the collateral standard, e.g. 202 for
IEC 60601-1-2, 203 for IEC 60601-1- 3 etc.

The term "this standard" is used to make reference to the general standard, any applicable
collateral standards and this particular standard taken together.

Where there is no corresponding clause or subclause in this particular standard, the clause or
subclause of the general standard or applicable collateral standard, although possibly not
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relevant, applies without modification; where it is intended that any part of the general
standard or applicable collateral standard, although possibly relevant, is not to be applied, a
statement to that effect is given in this particular standard.

SKIN TEMPERATURE SENSORS which are applied to operate a BABY CONTROLLED RADIANT WARMER
including the displayed value are considered to be not a CLINICAL THERMOMETER in the sense
of the particular standard ISO 80601-2-56.

201.2 Normative references
Clause 2 of the general standard applies, except as follows:

Amendment:

IEC 60601-1-2:2007, Medical electrical equipment — Part 1-2: Gene
safety and essential performance — Collateral standard: EJ€ 9
Requirements and tests

Addition:
AAINA 0-200 AMed: ala 1 =¥a =.._3.A-'

NOTE Informative references are listed in the bibliograpt

201.3 Terms and defi
For the purposes of t
apply, except as f:llo
NOTE An index of d

Addition:

201.3.201

201.3.202
CONTROL TEMPERATURE
temperature selected at the temperature control

201.3.203
INFANT
PATIENT up to 3 months and with a weight of less than 10 kg

201.3.204

INFANT RADIANT WARMER

electrically powered device with a radiant heating source intended to maintain the thermal
balance of an INFANT by direct radiation of energy in the infrared region of the electromagnetic
spectrum
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201.3.205

MANUAL MODE

mode of operation in which the heater output is either at a fixed level or a proportion of its
maximum output set by the OPERATOR

201.3.206

MID-POINT AVERAGE TEMPERATURE

Ty

TEST DEVICE AVERAGE TEMPERATURE of the TEST DEVICE positioned at the mid-point of the
INFANT RADIANT WARMER mattress (See Figure 201.101)

Key

1 = Mattress

201.3.207
PREWARM MODE
mode of operati
MANUFACTURER) for 4

the level of warmy
device

201.3.209
STEADY TEMPERATURE CONDITION

condition which is reached when the temperature, measured at the centre of the TEST DEVICE
positioned on the mid-point of the INFANT RADIANT WARMER mattress, does not vary by more
than 1 °C over a period of 1 h

201.3.210

TEST DEVICE

totally matt blackened disc used as a reproducible receiver of radiant energy during testing of
the INFANT RADIANT WARMER (see Figure 201.102)
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