American
National
Standard

PREVIEW COPY
This is a preview edition of an AAMI guidance document and is
intended to allow potential purchasers to evaluate the content
of the document before making a purchasing decision.

ANSI/AAMI/
ISO 5364:
2008

For a complete copy of this AAMI document, contact AAMI at
+1-877-249-8226 or visit www.aami.org.

Anaesthetic and
respiratory equipment—
Oropharyngeal airways

This document was approved and published when the U.S.
TAG for TC 121 was held by ASTM, but it is now an AAMI
standard. The original formatting has been maintained, so
there are some variations from the typical AAMI style.

PREVIEW COPY

This is a preview edition of an AAMI guidance document and is
intended to allow potential purchasers to evaluate the content
of the document before making a purchasing decision.
For a complete copy of this AAMI document, contact AAMI at
+1-877-249-8226 or visit www.aami.org.

Published by
Association for the Advancement of Medical Instrumentation
4301 N. Fairfax Drive, Suite 301
Arlington, VA 22203-1633
www.aami.org
© 2014 by the Association for the Advancement of Medical Instrumentation
All Rights Reserved
This publication is subject to copyright claims of ISO, and AAMI. No part of this publication may be reproduced or
distributed in any form, including an electronic retrieval system, without the prior written permission of AAMI. All
requests pertaining to this document should be submitted to AAMI. It is illegal under federal law (17 U.S.C. § 101, et
seq.) to make copies of all or any part of this document (whether internally or externally) without the prior written
permission of the Association for the Advancement of Medical Instrumentation. Violators risk legal action, including
civil and criminal penalties, and damages of $100,000 per offense. For permission regarding the use of all or any part
of this document, complete the reprint request form at www.aami.org or contact AAMI, 4301 N. Fairfax Drive, Suite
301, Arlington, VA 22203-1633. Phone: 703-525-4890; Fax: 703-525-1067.
Printed in the United States of America
ISBN 1–57020–542–6

Approved as an American National Standard with deviations by ASTM International

INTERNATIONAL
STANDARD

ANSI/ISO
5364

Fourth edition
2008-07-15

Anaesthetic and respiratory equipment —
Oropharyngeal airways

PREVIEW COPY

Matériel d’anesthésie et de reanimation respiratoire — Canules
oropharyngées

This is a preview edition of an AAMI guidance document and is
intended to allow potential purchasers to evaluate the content
of the document before making a purchasing decision.
For a complete copy of this AAMI document, contact AAMI at
+1-877-249-8226 or visit www.aami.org.

© ASTM International

Approved as an American National Standard with deviations by ASTM International

ANSI/ISO 5364:2008(E)

MOD in ANSI/ISO 5364 means that ASTM International has approved the standard as an
American National Standard with deviations. The U.S. deviations are appended to the end of
ANSI/ISO 5364.

PREVIEW COPY
This is a preview edition of an AAMI guidance document and is
intended to allow potential purchasers to evaluate the content
of the document before making a purchasing decision.
For a complete copy of this AAMI document, contact AAMI at
+1-877-249-8226 or visit www.aami.org.

These materials are subject to copyright claims of ASTM International. Not for resale without the prior written permission of ASTM
International. No part of this publication may be reproduced in any form, including an electronic retrieval system, without the prior written
permission of ASTM International.

ii

© ASTM International

Approved as an American National Standard with deviations by ASTM International

ANSI/ISO 5364:2008(E)

Contents

Page

1

Scope .................................................................................................................................................

1

2

Normative references .......................................................................................................................

1

3

Terms and definitions .......................................................................................................................

1

4

Size designation and dimensions ...................................................................................................

2

5

Materials ............................................................................................................................................

3

6

Design ................................................................................................................................................

3

7

Performance requirements ...............................................................................................................

3

8

Sterility assurance ............................................................................................................................

4

9

Packaging of oropharyngeal airways supplied sterile .....................................................................

10

Marking ..............................................................................................................................................

4

11

Information to be supplied by the manufacturer .............................................................................

5

PREVIEW COPY

4

Annex A (normative) Test method for resistance to collapse of the buccal portion .............................

6

Annex B (normative) Test method for patency of lumen .........................................................................

8

Bibliography .............................................................................................................................................

11

This is a preview edition of an AAMI guidance document and is
intended to allow potential purchasers to evaluate the content
Annex C (informative) Guidance on materials and design .....................................................................
of the document before making a purchasing decision.

10

For a complete copy of this AAMI document, contact AAMI at
+1-877-249-8226 or visit www.aami.org.

© ASTM International

iii

Approved as an American National Standard with deviations by ASTM International

ANSI/ISO 5364:2008(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.
International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.
The main task of technical committees is to prepare International Standards. Draft International Standards
adopted by the technical committees are circulated to the member bodies for voting. Publication as an
International Standard requires approval by at least 75 % of the member bodies casting a vote.
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.
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Introduction
This International Standard specifies dimensions and other requirements for oropharyngeal airways.
Airway size is designated by length, which is important when selecting an oropharyngeal airway to hold forward the
base of the tongue to prevent obstruction of the airway by the soft tissues.
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Anaesthetic and respiratory equipment — Oropharyngeal
airways
1 Scope
This International Standard specifies requirements for oropharyngeal airways of plastics materials and/or
rubber, including those with a reinforcement insert made of plastics materials and/or metal.
This International Standard is not applicable to metal oropharyngeal airways, nor to requirements concerning
flammability of oropharyngeal airways.
Flammability of oropharyngeal airways, for example if flammable anaesthetics, electrosurgical units or lasers
are used, is a well-recognized hazard. It is addressed by appropriate clinical management, which is outside the
scope of this International Standard.
This International Standard is not applicable to supralaryngeal airways without an internal, integral sealing
mechanism.
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ISO 10993-1, Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk
management process
ISO 11607-1, Packaging for terminally sterilized medical devices — Part 1: Requirements for materials, sterile
barrier systems and packaging systems
EN 556-1:2001, Sterilization of medical devices — Requirements for medical devices to be designated
“STERILE” — Part 1: Requirements for terminally sterilized medical devices
EN 980, Graphical symbols for use in the labelling of medical devices
EN 1041, Information supplied by the manufacturer with medical devices

3 Terms and definitions
For the purposes of this document, the following terms and definitions apply.
3.1
oropharyngeal airway
device intended to maintain a gas pathway through the oral cavity and pharynx
[ISO 4135]
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