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National Foreword

This European Standard EN ISO 21856:2022 was adopted as Luxembourgish Standard
ILNAS-EN ISO 21856:2022.

Every interested party, which is member of an organization based in Luxembourg, can
participate for FREE in the development of Luxembourgish (ILNAS), European (CEN,
CENELEC) and International (ISO, IEC) standards:

- Participate in the design of standards

- Foresee future developments
- Participate in technical committee meetings

https://portail-qualite.public.lu/fr/normes-normalisation/participer-normalisation.html

THIS PUBLICATION IS COPYRIGHT PROTECTED

Nothing from this publication may be reproduced or utilized in
any form or by any mean - electronic, mechanical, photocopying
or any other data carries without prior permission!
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European foreword

This document (EN ISO 21856:2022) has been prepared by Technical Committee ISO/TC 173 "Assistive
products” in collaboration with Technical Committee CEN/TC 293 “Assistive products and accessibility”
the secretariat of which is held by SIS.

This European Standard shall be given the status of a national standard, either by publication of an
identical text or by endorsement, at the latest by January 2023, and conflicting national standards shall
be withdrawn at the latest by January 2023.

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

This document supersedes EN ISO 16201:2006 and EN 12182:2012.

Any feedback and questions on this document should be directed to the users’ national standards
body/national committee. A complete listing of these bodies can be found on the CEN website.

According to the CEN-CENELEC Internal Regulations, the national standards organizations of the
following countries are bound to implement this European Standard: Austria, Belgium, Bulgaria,
Croatia, Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland,
Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Republic of
North Macedonia, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, Tiirkiye and the
United Kingdom.

Endorsement notice

The text of ISO 21856:2022 has been approved by CEN as EN ISO 21856:2022 without any modification.



ILNAS-EN ISO 21856:2022 - Preview only Copy via ILNAS e-Shop

"TNTERNATIONAL ISO
STANDARD 21856

First edition
2022-07

Assistive products — General
requirements and test methods

Produits d’assistance — Exigences générales et méthodes d’essai

Reference number
1SO 21856:2022(E)

© IS0 2022



ILNAS-EN ISO 21856:2022 - Preview only Copy via ILNAS e-Shop

ISO 21856:2022(E) ILNAS-EN ISO 21856:2022

COPYRIGHT PROTECTED DOCUMENT

© IS0 2022
All rights reserved. Unless otherwise specified, or required in the context of its implementation, no part of this publication may
be reproduced or utilized otherwise in any form or by any means, electronic or mechanical, including photocopying, or posting on
the internet or an intranet, without prior written permission. Permission can be requested from either ISO at the address below
or ISO’s member body in the country of the requester.

ISO copyright office

CP 401  Ch. de Blandonnet 8

CH-1214 Vernier, Geneva

Phone: +41 22 749 01 11

Email: copyright@iso.org

Website: www.iso.org
Published in Switzerland

ii © 1S0 2022 - All rights reserved



ILNAS-EN ISO 21856:2022 - Preview only Copy via ILNAS e-Shop

ILNAS-EN ISO 21856:2022 ISO 21856:2022(E)

Contents Page
FFOT@WOIM.........oooooooeeeeee oo 5 vi
IIETOQUCTION .......ooooo e85 88885 vii
1 SCOPIC ... 1
2 NOTIMATIVE FEEEI@IICES ............oooooooe st 1
3 Terms and definitions

4 General requirements

41 Risk analysis and management............ccocsee

4.2 Intended performance and technical documentation....
4.3 Clinical evaluation and INVeSTIZatioN ...
44  Assistive products that can be dismantled.........

4.5 Fasteners
4.6 Load limits

4.7 IMMODIIISINE TMEANS ..ot e
4.8 US@DTIIEY e
49 Design requirements in relation to persons with sensory and cognitive
TIMIP@ITTIIEIIES ..otk 9
410 Considerations for aCCEeSSIDIIITY ... 9
1T FEEADACK oo 9
IVLAEETHALS ...t
51 General.............
5.2 Flammability.....

5.2.1 General
5.2.2 Upholstered parts, mattresses, bed bases, bedding and textiles
5.2.3  POLYIMETIC PATTS oottt
5.2.4  Electrical COMPONEITS ...t
5.2.5 Wiring
5.3 Biocompatibility and toxicity

5.4 Contaminants and FESIAUES ...
54T GENETAL oo
5.4.2 Substances that can leak from an assistive product in intended use and in
FAULE COMAITIONS ... 12
5.5  Infection and microbiological contamination ... 12
5.5.1 Introduction
5.5.2  Cleaning and diSinfeCTION ... 12
5.5.3 Machine washable assistive Products........... e 13
5.54 Animal tiSSUE ...
5.6 Resistance to corrosion
Emitted sound and VIDIation ... 14
6.1 INOISE AN VIDTATIOT ..ottt 14
6.2  Sound levels and frequencies of audible warning devices............e 14

Electromagnetic compatibility

Electrical safety

8.1 GEIIET AL
8.2 Battery powered assistive products - Charge level indicator
8.3  Electrically heated blankets, pads and similar flexible heating appliances...........c.cc..... 15
8.4 Ingress of liquids or particulate matter
8.4.1 Ingress of liquids ...
8.4.2 Ingress of particulate matter
8.5  Pendant controls........:
Overflow, spillage, leakage and ingress of HQUidS...............coeieeinsins 16
9.1 OVETELOW ...t 16

© 1S0 2022 - All rights reserved iii



ISO 21856:2022(E) ILNAS-EN ISO 21856:2022

10
11

[uy
N

[y
w

[
o

15

[y
=)}

ILNAS-EN ISO 21856:2022 - Preview only Copy via ILNAS e-Shop
=
N

18

19
20
21
22
23
24

9.1.1 Requirements

9.1.2 Testmethod...
9.2 Spillage......ccoiis

9.2.1 Requirements

0.2.2  TeSEMELROM ... s
9.3 Leakage ...
9.4 Ingress of liquids..........

9.4.1 Requirements

.42 TESTIMNEEROM ..o
SUTTACE TEIMP@IATUT @ ... 17
SBOILIEY .

11.1  Sterility requirements
11.2  Sterilization processes
11.3 Maintenance of sterility in transit

Safety Of MOVINE PATTS ..ot
T2.1 SQUEEZITIG oo
12.2 Mechanical wear
12.3  Emergency StOPPING fUNCEIONS ..o

Means to prevent falling out
13.1 General
13.2 Protection against inadvertent user falls in relation to side rails

Prevention of traps for parts of the human body ..., 22
14.1 Holes and clearances

14.2  V-ShaP@A OPEIUIIES ....ooocoiieieiieie it
Folding and 10cKing MeChanISIIS ... 23
L5.1  GIETAL e 23
15.2  LOCKING MECRANISINIS ..ot 23
15.3  Prevention of trap and SQUEEZE NAZards ... 24
CarTYiNG MANALES ...t
16.1  General...

16.2 Requirement

16.3  TESTIMETIOM. et
Assistive products that SUPPOIt OF SUSPENA USET'S ... 25
171  General

2 N - 1 (ol (0] o o1

17.2.1 Assistive products that SUPPOTT USET'S ...
17.2.2 Assistive products that suspend users....
17.3  Dynamic fOrCes. ...
174  Requirements and test method for tips.....
1741 General ...
17.4.2 Friction of tips
17.4.3  DUTADIIEY Of TIPS e
Portable and mobile assistive products
18.1 Portable assistive products............c.....
18.2  MODile aSSISTIVE PIOAUCES ....oooiioriieiieieeie et
Surfaces, corners, edges and Protruding PaArts. ... 28
Hand-held assSiStivVe PIrOAUCES ...t

Assistive products for children
SBADALIEY ..

Forces in soft tissues of the human body ... 30

Ergonomic PIAICIPLES ... et 30

© IS0 2022 - All rights reserved



