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FOREWORD

This amendment has been prepared by subcommittee 62D: Electromedical equipment, of IEC
technical committee 62: Electrical equipment in medical practice.

The text of this standard is based on the following documents:

[ mYKad Ranakt PSNR VP T2V
== Repor-or-voting
62D/336/FDIS 62D/346/RVD
Full information on the voting for the approval of this amendment can be fg in the report on

voting indicated in the above table.

Page 3

CONTENTS

Add the title of clause 23, as follows:
23 Surface, corners and edges &

Page 13

2.1.109 SQUEEZING \ INTS

Modify the_tithe , { v to read:

Add, after 2,1.109 ¢ following new definition:
*2.1.170\> PATIENT ENTRAPMENT

The ability for a PATIENT to insert his/her head, neck or chest cavity into a permanent opening
in_the BED and/or its ACCESSORIES or into a temporary opening created during NORMAL USE,

frommwhichthe PATENT Canmotremove-that portionof hisfheranmatomy:

*2.2.101 ELECTRICALLY OPERATED HOSPITAL BED (hereinafter referred to as BED)
Replace the text of the definition by the following text and note:

Beo and its accessories intended for use in the diagnosis, treatment or monitoring of an adult
PATIENT whilst under medical supervision.

NOTE For an explanation of the basis for the definition of “adult”, see Rationale in annex AA.
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Add, after 2.2.101, the following new definition:
*2.2.102  LIFTING POLE

Device suspended above the BED and intended to allow the PATIENT to change position by
gripping it.

3 General requirements

3.101

Add, on page 15, the following new text at the end of this subclause:

Compliance with this requirement is checked by the following test:

If alternative means of construction have been employed or if a re
Standard has not been met, in order to provide benefit to the PA

has not been compromised.

Page 15
6.1 Marking on the outside of

*u) Mechanical stability

Page 17 Q

6.8.2 Instruction

a) General |
Replace/the sex dashed item by the following:

— The instrustions for usé shall indicate the SAFE WORKING LOAD of the BED and its ACCESSORIES
intended te-stpporp masses and which can be removed during NORMAL USE.

Add theffotfowing new dashed items:

— ~The instructions for use for the BED shall include a list of all ACCESSORIES which may be
attached to or used with the BED.

=T e mstructions for usestathmdicate any restrictiomwithr regard-to the characteristics of the
PATIENT (such as clinical condition, weight or size, etc.) necessary to insure safe operation
of the BED.

— The instructions for use shall provide a warning that the BED should be left in its lowest
position when unattended in order to reduce the risk of injury due to falls whilst getting into
or out of the BED, or whilst lying on the BED.
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— When the requirements of dimensions D and/or E of figure 114 of this Particular Standard
are met only when the MATTRESS SUPPORT PLATFORM is in the flat position, the instructions
for use shall include a warning that, when a PATIENT’s condition (such as disorientation due
to medication or clinical condition) could lead to PATIENT ENTRAPMENT, the MATTRESS
SUPPORT PLATFORM should be left in the flat position whilst unattended (except when
required otherwise by medical staff for special or particular circumstances).

— The instructions for use for ACCESSORIES shall list the BED type or model with which the
ACCESSORIES may be used (except when required otherwise by medical staff for special or

particular circumstances).

Page 19

18 Protective earthing, functional earthing and potential equali

*e) Addition:
Replace the first dashed item by the following:

— The ACCESSIBLE METAL PARTS of APPLIED PARTS with co
might become LIVE and which are intended for
EQUIPMENT connected intravascularly or intracard
a means for potential equalization connection

1S to parts which
DICAL ELECTRICAL
shall be provided with

21  Mechanical strength

isation of the PATIENT or for the support of
be designed and manufactured so as to

ACCESSORIES shall be [so™des| isk of incorrect attachment which could create a

sed.

SIDE RAILS shall be~egtipped with a means to lock or latch them into the raised/closed position.
The operation of the lock or latch mechanism shall be so designed that accidental unlocking or
unlatching cannot occur in NORMAL USE and that SIDE RAILS will not remain raised/closed when
they=are not locked/latched.

*21.6.102 Threshold test

Replace, on page 21, the text of the third paragraph of this subclause by the following:

The BED, with the SIDE RAILS in the closed/raised and locked/latched position, with all other
ACCESSORIES intended for NORMAL USE during transport attached and with the SAFE WORKING
LOAD in place, shall be moved ten times in the forward direction as in NORMAL USE. All castors
shall impact a solid vertical plane obstruction which is fixed flat on the floor, with a rectangular
cross-section, 20 mm high and 80 mm deep, at a speed of 0,4 m/s + 0,1 m/s, without loss of
function, and without unlocking/unlatching of the SIDE RAILS.
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Page 21

22 Moving parts

22.2.101 Replace the text of this subclause by the following:

22.2.101 Exposed SQUEEZING and SHEARING POINTS which could constitute a SAFETY HAZARD
are permissible for moveable parts below the MATTRESS SUPPORT PLATFORM if their distance

from the outermost rigid edge of the MATTRESS SUPPORT PLATFORM (towards the inside) is
200 mm or greater. The 200 mm distance shall be measured around any barrier which
separates the PATIENT from a SAFETY HAZARD. (See figures 109 and 110.)

perpendicular
clearances to the floor of at least 120 mm unless their distance from tie out ostkrigid edge
Add, after clause 22, the following text:
23 Surfaces, corners and edges

This clause of the General Standard applies except g
Addition:

*23.101 Protection against PATIENT ENTRAR

After completion g
F of figure 114 .4®~ k
at the points indicated\j

24 Stability'in  NORMAL USE

24.3-"Addition:

Add the following new item:

*bb) The BED shall not become unstable when the LIFTING POLE is loaded as in NORMAL USE.

Compliance is checked by the following test:

Without the SAFE WORKING LOAD of the BED in place, the LIFTING POLE in its worst case position
of NORMAL USE shall be loaded with its SAFE WORKING LOAD. The BED and LIFTING POLE shall not
overbalance.
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Page 23

28 Suspended masses
Add the following three new subclauses:

*28.4.101 ACCESSORIES, and their attachment points and fixings shall be designed with the
following SAFETY FACTORS:

— two times the SAFE WORKING LOAD for all ACCESSORIES.

Compliance is checked by the following test:

With the ACCESSORY in its worst case NORMAL USE position, attach a &8
times its SAFE WORKING LOAD for 1 h. There shall be no SAFETY HA
For LIFTING POLES, a sudden movement of the POLE or its handle sha
HAZARD.

28.4.102 sIDE RAIL latches/locks shall remain secure
NORMAL USE.

Compliance is checked by the following test:

A force (as specified in figure 113) &
latching of the SIDE RAIL in the directio

case position for locking/
ithout the SIDE RAIL becoming

Static forces arie
to” eq

worst case point,
figure 113. The dj

The Collateral Standard IEC 60601-1-2 applies except as follows:

36.202 Immunity

Replace the text of the fourth paragraph by the following:

Failure conditions for all immunity tests for BEDS shall be the failure to comply with any
requirement established in this Collateral Standard, or the creation of any hazard.
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Page 27
52 Abnormal operation and fault conditions

Add, after 52.5.102, the following new subclause:

*52.5.103 Failure of PROGRAMMABLE SYSTEMS or subsystems which control the motion of the

BED dlll W[IiL[I COUId Cause dall unimenueu rmovertrnert Or tre beD O TeSUll i[l e (JEd.liUH Ol any
hazard identified in this standard.

Compliance is checked by the following test:

The requirements of IEC 60601-1-4 shall be applied to the relevan
PROGRAMMABLE SYSTEMS.

ibed above)

Page 49

Add the following new figures:

A
-
4
v &0
O
e
& ”
NP
D
e |
v IEC 1767/99
A: 500 N
=} (OU N
C: 500 N
D: 500 N
E: 500 N
F: 500 N

Figure 113 — Application of forces for test of SIDE RAILS
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NEIR

IEC 1768/99

IEC 1769/99

DESIGNATOR DIMENSION
*A <120 mm
positions or perimeters created between the
| &IBE RAMand\fixe the BED
B Th SS O NWE mattress Specified by the
manufacturer
*C } \e\)(fp edge of the SIDE RAIL above the mattress (see B) 2220 mm
/\ N{thout mpression
*D Di Wetween HEAD PANEL Or FOOT PANEL and SIDE RAIL <60 mm
or
2235 mm
*E Distance between segmented SIDE RAIL with the MATTRESS SUPPORT <60 mm
PLATFORM in the flat position or
2235 mm
*F Smallest dimension of any accessible opening between the SIDE RAIL If D or If b or
and the MATTRESS SUPPORT PLATFORM E 2235 mm E <40 mm
then then
F <60 mm F <120 mm
*G Total length of the SIDE RAIL or sum of the length of segmented SIDE | ¥ Gx > half the length of the

RAILS on one side of the BED

MATTRESS SUPPORT
PLATFORM

Figure 114 — Examples (only) of

BEDS with segmented SIDE RAILS and single-piece SIDE RAILS
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Dimension for test
(60 mm or 120 mm) 30°

Figure 115 - Tes

2
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Page 51
Appendix L — References — Publications mentioned in this standard

Add, to the existing list of IEC Standards, the title of the following standard:

IEC 60601-1-4:1996, Medical electrical equipment — Part 1: General requirements for safety —

4. Collateral Standard. Frogrammable electrical medical systems

Add, to the existing list of ISO Publications, the title of the following publication:

ISO 14971-1:1998, Medical devices — Risk management — Application of Ranagement to

&
N
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Page 53

Annex AA — Guidance and rationale for particular subclauses

Add the following new subclauses:

2.1.110 Incidents have been reported in several countries where PATIENTS have been injuted
by having their heads, necks or chests caught in BED SIDE RAILS, causing contusions
or, in the most severe conditions, partial or complete restrictio

2.2.101

flve names of which may vary

20 _in/their own homes. It must be
he conventional hospital or clinic
medical supervision. The key in

according to their geographi
remembered that even Pa

For this rea c k ions where a BED may be used should not be used
in det 1 i ity of this Particular Standard. NORMAL USE (as defined in
the in i ! s _oHhly factor which should be considered. If a BED is
intended i ery’'to be used as a tool for diagnosis (determining the

d recording physiological parameters), it falls within the
RICALLY OPERATED HOSPITAL BED given in this standard.

orderto ensure that an equivalent level of safety is provided when the equipment is
transported; stored, installed, operated in NORMAL USE, and maintained according to
the instructions of the manufacturer, as required in clause 3 of the General
Standard. Any BED which is intended in NORMAL USE to be used outside the
conventional hospital environment should be evaluated to determine any risks which
might be created.

Examples of these modifications include the following:

« BEDS intended to be used in locations where a reliable connection to PROTECTIVE
EARTH may not be available should have cLASS 11 protection against electrical
shock.

e Where BEDS are intended for use in private homes, manufacturers should take
into account the need to transport and assemble them easily in confined spaces.



https://iecnorm.com/api/?name=4d0fc520bf69c373065e997281fe7bdd

-12 - 60601-2-38 Amend. 1 © IEC:1999(E)

¢ Due to the limited maintenance and service that are available in private homes,
increased durability and reliability should be a primary consideration when
designing BEDS for use in such locations. Provision should be made to guarantee
the level of maintenance throughout the life of the BED. The design of BEDS which
are likely to be “knocked down” or disassembled for transport should incorporate
additional provision to ensure that disassembly and reassembly do not create
potential hazards because of ‘weak’ linkages or parts.

« BREDS intended for use in private homes will typically he subject to maore severe

conditions with regard to stability and strength. This is due to the fact that the BED
is likely to be treated as a piece of household furniture and therefore exposed:-to
higher loads (both distributed and eccentric).

* When designing BEDS intended for use in private homes, sighificant_cansideration
should be given to the fact that the USER is unlikely to bg”a\trained™professional

use inside hospitals). This means that increased at yldN\oe given to
modes of operation, ergonomics and performance gharacten l tion, the

beds) should also be consulted
icable to BEDS used outside the hospital

in the instrUct 3 - appropriate ACCOMPANYING DOCUMENTS, as
required_in &6 enera Standard and of this Particular Standard.

tion not only the physical, psychological and medical needs of
t also the PATIENT's preference. The dimensional requirements of
tandard are based on anthropometric data based on PATIENTS
ranging in physical size from a 146 cm tall female to a 185 cm tall male. For BEDS
intended™of use with PATIENTS outside that range, all dimensional characteristics in
this Particular Standard should be adjusted accordingly.

2.27102 LIFTING POLES are not designed to support the entire weight of a PATIENT’S body, but
only that portion which the PATIENT himself/herself can lift using his/her arms.

6.1 wu) Itis important that USERS clearly understand the SAFE WORKING LOAD of the BED, and
of each of its ACCESSORIES which is intended to support potentially hazardous
masses, so that the BED and its accessories are not used in ways which could create
SAFETY HAZARDS.
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