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Foreword

The text of document 62D/795/FDIS, future edition 1 of IEC 60601-2-52, prepared by SC 62D,
Electromedical equipment, of IEC TC 62, Electrical equipment in medical practice, was submitted to the
IEC-CENELEC parallel vote and was approved by CENELEC as EN 60601-2-52 on 2010-04-01.

This European Standard supersedes EN 60601-2-38:1996 + A1:2000 and EN 1970:2000.

Attention is drawn to the possibility that some of the elements of this document may be the subject of
patent rights. CEN and CENELEC shall not be held responsible for identifying any or all such patent
rights.

The following daléwere fixed:
7
— latest date by wrﬁ& e EN has to be implemented

at national level by ication of an identical

national standard or dorsement (dop) 2011-01-01
— latest date by which the al standards conflicting

with the EN have to be wit Wwn (dow) 2013-04-01

This European Standard has be@;epared under a mandate given to CENELEC by the European
Commission and the European €regs Trade Association and covers essential requirements of
EC Directive 93/42/EEC. See Annex Z%;

Annexes ZA and ZZ have been added by @NELEC.

Qo
Endors%‘ent notice
7k

The text of the International Standard IEC 60601-2-@ 009 was approved by CENELEC as a European
Standard without any modification.

In the official version, for Bibliography, the following note‘%: be added for the standards indicated:

IEC 60601-2-38 NOTE Harmonized as EN 60601-2-38 O

Q.
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Annex ZA
(normative)

Normative references to international publications
with their corresponding European publications

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.

*

7

NOTE When an intern al publication has been modified by common modifications, indicated by (mod), the relevant EN/HD

| %

Addition to Annex ZA of @ 0601-2:

Publication Year i EN/HD Year
IEC 60068-2-31 2008 nmental testing - EN 60068-2-31 2008
1: Tests - Test Ec: Rough handling

shock (M’imarily for equipment-type

specimegs»‘
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Annex ZZ
(informative)

Coverage of Essential Requirements of EC Directives

This European Standard has been prepared under a mandate given to CENELEC by the
European Commission and the European Free Trade Association and within its scope the
standard covers, all relevant essential requirements as given in Annex | of the EC Directive
93/42/EEC exeg€p} the following:

— Essential R tement 71

Compliance with thiQ’fandard provides one means of conformity with the specified essential
requirements of the D@tive concerned.

WARNING: Other requirl nts and other EC Directives may be applicable to the products
falling within the scope of thig*standard.
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INTRODUCTION

In 1996, the IEC published the first edition of the particular standard for electrically operated
hospital beds, IEC 60601-2-38. The publication was in response to demand in the field for a
universal standard addressing HAZARDS specific to the safety of the hospital bed. Used in
conjunction with a MANUFACTURER’S RISK ASSESSMENT, the standard was felt to be the current
thinking on establishing a basic safety benchmark for industry.

An amendment of IEC 60601-2-38 issued in 1999 recognized the need to mitigate against a
RISK of PATIENY, entrapment in the SIDE RAILS, again combined with the use of the
MANUFACTURERS RISK ASSESSMENT. Although this improved the particular standard, it still was
centered upon

operated hospita

trically operated hospital beds, and failed to take into account manually
Véﬁs and products in other medical environments.

In 2000, the EN 1979, ndard (Adjustable beds for DISABLED PERSONS — Requirements and
test methods) was pub d, which addressed beds used by DISABLED PERSONS to alleviate or
compensate for a disaby or handicap. This standard offered a broadened scope in
conjunction with I[EC 6060 8, but after the edition of Amendment 1 to IEC 60601-2-38, the
opportunity presented itse & combine the two standards to a common, international

standard. O
ol

As work began on the integration; tye‘IEC adjusted its stance on BASIC SAFETY and ESSENTIAL
PERFORMANCE, integrating them intqﬂhe third edition of IEC 60601-1. It therefore became
necessary to align the new standard wit§ the third edition. The particular standard was given
a new number, IEC 60601-2-52, and w ,5egan on alignment to third edition.

This particular standard, therefore, is the rg@jization of much work in alignment, and scope
adjustment between |EC 60601-2-38, EN ﬁ,‘ and the third edition of IEC 60601-1. It
represents the current thinking in BASIC SAFET¥and ESSENTIAL PERFORMANCE of the MEDICAL
BED as used to alleviate illness of PATIENTS ar&]isability of DISABLED PERSONS. This is the
effort of a joint working group of the IEC and the |

S

s,
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MEDICAL ELECTRICAL EQUIPMENT -

Part 2-52: Particular requirements for the basic safety
and essential performance of medical beds

201.1 Scope)\object and related standards

Clause 1 of the eral standard?) applies, except as follows:

§

201.1.1 * Scope O,

Replacement: OO

This International Standa;%?plies to the BASIC SAFETY and ESSENTIAL PERFORMANCE of

MEDICAL BEDS intended fo ults, hereafter referred to as MEDICAL BED as defined in

201.3.212.
i

If a clause or subclause is speci |cejé§" intended to be applicable to a MEDICAL BED only, or to
ME SYSTEMS only, the title and cont of that clause or subclause will say so. If that is not the
case, the clause or subclause applies @h to MEDICAL BED and to ME SYSTEMS, as relevant.

HAzARDS inherent in the intended physﬁ@gal function of MEDICAL BED or ME SYSTEMS within

the scope of this standard are not covere d pecific requirements in this standard except in
7.2.13 and 8.4.1 of the general standard. L R

’@5
NOTE See also 4.2 of the General Standard.

201.1.2 Object

%
Replacement: O

The object of this particular standard is to establish par r BASIC SAFETY and ESSENTIAL
PERFORMANCE requirements for MEDICAL BEDS as defined in 2 12.

201.1.3 Collateral standards QO/

Addition:

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

IEC 60601-1-3, IEC 60601-1-8 and IEC 60601-1-102) do not apply. All other published
collateral standards in the IEC 60601-1 series apply as published.

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

2) |EC 60601-1-10:2007, Medical electrical equipment — Part 1-10: General requirements for basic safety and
essential performance — Collateral Standard: Requirements for the development of physiologic closed-loop
controllers
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201.1.4 Particular standards

Replacement:

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

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

For brevity, IE®601-1 is referred to in this particular standard as the general standard.
Collateral standa @are referred to by their document number.

The numbering of cl s and subclauses of this particular standard corresponds to that of
the general standard he prefix “201” (e.g. 201.1 in this standard addresses the content
of Clause 1 of the gen standard) or applicable collateral standard with the prefix “20x”
where x is the final digit f the collateral standard document number (e.g. 202.4 in this
particular standard addres the content of Clause 4 of the IEC 60601-1-2 collateral
standard, 203.4 in this parl@ ar standard addresses the content of Clause 4 of the
IEC 60601-1-3 collateral standaﬂé tc.). The changes to the text of the general standard are

specified by the use of the followifig ywords:

§

"Replacement” means that the claus r subclause of the general standard or applicable
collateral standard is replaced complet y the text of this particular standard.

"Addition" means that the text of this part(g r standard is additional to the requirements of
the general standard or applicable collateral dard.

4

"Amendment" means that the clause or subc@ of the general standard or applicable
collateral standard is amended as indicated by the &%t of this particular standard.

Subclauses, figures or tables which are addition% hose of the general standard are
numbered starting from 201.101. However, due to th ct that definitions in the general
standard are numbered 3.1 through 3.139, additiona@ finitions in this standard are
numbered beginning from 201.3.201. Additional annexesée lettered AA, BB, etc., and
additional items aa), bb), etc. 6

Subclauses, figures or tables which are additional to those (@5 collateral standard are

numbered starting from 20x, where “x” is the number of the collat standard, e.g. 202 for
IEC 60601-1-2, 203 for IEC 60601-1-3, etc. ﬁ

The term "this standard" is used to make reference to the general sta@ﬁ any applicable
collateral standards and this particular standard taken together. 0

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
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.
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201.2 Normative references

NOTE Informative references are listed in the bibliography on page 81.

Clause 2 of the general standard applies except as follows:
Addition:

IEC 60068-2-31:2008, Environmental testing — Part 2-31: Tests — Test Ec: Rough handling
shocks, primarilg for equipment-type specimens

201.3 Termsé@ definitions

For the purposes o%s document, the terms and definitions given in IEC 60601-1:2005
apply, except as follo O

NOTE An index of defined terr%)und beginning on page 82.

201.3.8
APPLIED PART %
Addition: /;.

The APPLIED PART includes all partsgg'c e MEDICAL BED that are within reach of the PATIENT,
SUPPORT SURFACE (see Figure 201.101)

<

even if they are underneath the MATTR

1 <&
OERT

Key
1 Region of APPLIED PART including ACCESSORIES

Figure 201.101 — APPLIED PART

201.3.76
PATIENT

Replacement:

person undergoing a medical procedure or DISABLED PERSON





