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BRITISH STANDARD

National foreword

This British Standard is the UK implementation of EN ISO 21917:2022. It
is identical to ISO 21917:2021. It supersedes BS ISO 21917:2021, which
is withdrawn.

The UK participation in its preparation was entrusted to Technical
Committee CH/121/5, Airways and related equipment.

Alist of organizations represented on this committee can be obtained on
request to its committee manager.

Contractual and legal considerations

This publication has been prepared in good faith, however no
representation, warranty, assurance or undertaking (express or
implied) is or will be made, and no responsibility or liability is or will be
accepted by BSI in relation to the adequacy, accuracy, completeness or
reasonableness of this publication. All and any such responsibility and
liability is expressly disclaimed to the full extent permitted by the law.

This publication is provided as is, and is to be used at the
recipient’s own risk.

The recipient is advised to consider seeking professional guidance with
respect to its use of this publication.

This publication is not intended to constitute a contract. Users are
responsible for its correct application.

© The British Standards Institution 2023
Published by BSI Standards Limited 2023

ISBN 978 0 539 22945 5
ICS 11.040.10; 11.040.40

Compliance with a British Standard cannot confer immunity from
legal obligations.

This British Standard was published under the authority of the
Standards Policy and Strategy Committee on 31 August 2021.

Amendments/corrigenda issued since publication

Date Text affected

31 March 2023 This corrigendum renumbers BS ISO 21917:2021
as BSEN ISO 21917:2022

Documents

Document Sharing Hub


http://www.avadocuments.com/doc/bs-en-iso-21917-2022
http://www.avadocuments.com/doc/bs-en-iso-21917-2022

EUROPEAN STANDARD ENISO 21917
NORME EUROPEENNE
EUROPAISCHE NORM December 2022

1CS 11.040.10; 11.040.40

English Version

Anaesthetic and respiratory equipment - Voice prostheses
(ISO 21917:2021)

Matériel d'anesthésie et de réanimation respiratoire - Anasthesie- und Beatmungsgerate - Stimmprothesen
Implants phonatoires (ISO 21917:2021) (IS0 21917:2021)

This European Standard was approved by CEN on 18 December 2022.

CEN members are bound to comply with the CEN/CENELEC Internal Regulations which stipulate the conditions for giving this
European Standard the status of a national standard without any alteration. Up-to-date lists and bibliographical references
concerning such national standards may be obtained on application to the CEN-CENELEC Management Centre or to any CEN
member.

This European Standard exists in three official versions (English, French, German). A version in any other language made by
translation under the responsibility of a CEN member into its own language and notified to the CEN-CENELEC Management
Centre has the same status as the official versions.

CEN members are the national standards bodies of 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, Ttirkiye and
United Kingdom.
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EUROPEAN COMMITTEE FOR STANDARDIZATION
COMITE EUROPEEN DE NORMALISATION
EUROPAISCHES KOMITEE FUR NORMUNG

CEN-CENELEC Management Centre: Rue de la Science 23, B-1040 Brussels

© 2022 CEN  All rights of exploitation in any form and by any means reserved Ref. No. EN ISO 21917:2022 E
worldwide for CEN national Members.
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EN IS0 21917:2022 (E)

European foreword

The text of ISO 21917:2021 has been prepared by Technical Committee ISO/TC 121 "Anaesthetic and
respiratory equipment” of the International Organization for Standardization (ISO) and has been taken
over as ENISO21917:2022 by Technical Committee CEN/TC 215 “Respiratory and anaesthetic
equipment” the secretariat of which is held by BSI.

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 June 2023, and conflicting national standards shall be
withdrawn at the latest by June 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.

Any feedback and questions on this document should be directed to the users’ national standards body.
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 21917:2021 has been approved by CEN as EN ISO 21917:2022 without any modification.
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IS0 21917:2021(E)

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 conformity 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 121, Anaesthetic and respiratory
equipment, Subcommittee SC 2, Airways and related equipment and is written following the format of
ISO 18190 General standard for airways and related equipment. The requirements in this device-specific
standard take precedence over any conflicting requirements in the general standard.

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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IS0 21917:2021(E)

Introduction

Voice prostheses are used to restore voice in patients after total laryngectomy. They are placed into
a surgically created tracheoesophageal puncture (TEP). The placement can be performed during
the laryngectomy (primary placement), later after healing as an endoscopic procedure (secondary
placement) or in order to replace a voice prosthesis (replacement procedure). There exist different
prosthesis specific placement tools to insert a voice prosthesis into the TEP. Placement of the voice
prosthesis can be performed via the tracheostoma (anterograde), via the mouth (retrograde) and via the
surgical wound (intraoperative).

Voice prostheses have three essential functions:

— they prevent spontaneous closure of the TEP;

— they allow airflow into the pharynx for the creation of speech;
— they seal the TEP during swallowing.

Safe retention of the voice prosthesis is achieved by the oesophageal and tracheal flanges. The
oesophageal flange is placed into the oesophagus, the tracheal flange is placed in the trachea. In order
to prevent leakage of food and saliva into the trachea voice prostheses have a one-way valve that opens
in the direction of the oesophagus.

Voice prostheses have a limited service life and have to be replaced if they start leaking or if they are
overgrown with a biofilm.

There are two groups of voice prostheses:
— indwelling voice prostheses, and
— non-indwelling voice prostheses.

Indwelling voice prostheses are placed by a professional (e.g., speech-language pathologist, physician)
and left in the TEP until they fail. They are then replaced.

Non-indwelling voice prostheses are replaced by the patient himself after a certain training period.
The following three most common test methods have been included to determine:
a) Leakage, which provides information about the basic one-way function of the voice prosthesis valve.

b) The valve opening pressure, which evaluates the ability of the valve to withstand phenomena that
can cause leaking/aspiration during swallowing and inspiration.

c) Characteristic curve, which allows an assessment of the air flow resistance of the voice prosthesis
during speech.

Annex A contains rationale statements for some of the requirements of this document and
recommendations that have been incorporated into this document. It is considered that knowledge of
the reasons for the requirements and recommendations will not only facilitate the proper application of
this document but will expedite any subsequent revisions.

Throughout this document the following print types are used:
— Requirements and definitions: roman type.

— Informative material appearing outside of tables, such as notes, examples and references: smaller
type.

— Terms defined in Clause 3: italic type.

Documents

] Document SharingVHub
© IS0 2021 - All rights reserved

Full document details: BS EN ISO 21917:2022


http://www.avadocuments.com/doc/bs-en-iso-21917-2022
http://www.avadocuments.com/doc/bs-en-iso-21917-2022

Documents

Document Sharing Hub

Full document details: BS EN I1SO 21917:2022


http://www.avadocuments.com/doc/bs-en-iso-21917-2022
http://www.avadocuments.com/doc/bs-en-iso-21917-2022

