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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out
through ISO technical committees. Each member body interested in a subject for which a technical
committee has been established has the right to be represented on that committee. International
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenance are
described in the ISO/IEC Directives, Part 1. In particular, the different approval criteria needed for the
different types of ISO documents should be noted. This document was drafted in accordance with the
editorial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

Attention is drawn to the possibility that some of the elements of this document may be the subject of
patent rights. ISO shall not be held responsible for identifying any or all such patent rights. Details of
any patent rights identified during the development of the document will be in the Introduction and/or
on the ISO list of patent declarations received (see www.iso.org/patents).

Any trade name used in this document is information given for the convenience of users and does not
constitute an endorsement.

For an explanation of the voluntary nature of standards, the meaning of ISO specific terms and
expressions related to éonformity 'assessment,’as' well as information about ISO's adherence to the
World Trade Organization (WTO) principles in the Technical Barriers to Trade (TBT), see www.iso.org/
iso/foreword.html.

This document was prepared by Technical Committee ISO/TC 173, Assistive products for tissue integrity.
Alist of all parts in the:1S020342:5eries can'be!/found on‘the SO Website,

Any feedback or questions on this document should be directed to the user’s national standards body. A
complete listing of these bodies can be found at www.iso.org/members.html.
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Assistive products for tissue integrity when lying down —

Part 1:
General requirements

AMENDMENT 1

Foreword
Add the following sentence after 7th paragraph:

Alist of all parts in the ISO 20342 series can be found on the ISO website.

1 Scope
Replace 2"d paragraph with the following paragraphs:

This document covers a range of different lying support surfaces intended to be used in combination
with the appropriate support platform(adjustable in¢luded),orjas a whole integrated system.

This document does not apply to medical beds.
Replace 4" and 5th paragraphsby:theifollowing:

This document does not apply to lying support surfaces used in combination with incubators or
operating/surgical tables.

It also covers safety and performance test methods to ensure protection against injuries to the user.

2 Normative references
Add the following normative references to the list:
ISO 14971, Medical devices — Application of risk management to medical devices

IEC 62366, Medical devices — Part 1: Application of usability engineering to medical devices

3 Terms and definitions
Replace the term and definition in 3.9 by the following:

3.9

clinical investigation

systematic investigation in one or more human subjects, undertaken to assess the clinical performance,
effectiveness or safety of a medical device

[SOURCE: ISO 14155:2020, 3.8, modified - Note 1 to entry was removed]

© IS0 2021 - All rights reserved 1



	‰ŒoÐ¼�g+·ﬂs�øłð||Í−¿·ﬁ�«˜ãí»sﬂê) ËZ¨ÜÜëŽZï§�Ò©pŽqü¤pq?Ó�#“qôA¾ü”-�`�Û+9iaàÿA‡cª™g|
˙Ùm×ú�Q�#¤o(ac�‰ù“Ã|5&2ÎŁˇ©©�7�À�$
ŽÓO±ìo[èèC_ﬁ”‘ﬁ$;fM# A”òÑW‡8ýT

