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Objectives and uses of AAMI standards and

recommended practices

It is most important that the objectives and potential uses of an
AAMI product standard or recommended practice are clearly
understood. The objectives of AAMI's technical development
program derive from AAMI's overall mission: the advancement of
medical instrumentation. Essential to such advancement are (1) a
continued increase in the safe and effective application of current
technologies to patient care, and (2) the encouragement of new
technologies. It is AAMI's view that standards and recommended
practices can contribute significantly to the advancement of
medical instrumentation, provided that they are drafted with
attention to these objectives and provided that arbitrary and
restrictive uses are avoided.

A voluntary standard for a medical device recommends to the
manufacturer the information that should be provided with or on
the product, basic safety and performance criteria that should be
considered in qualifying the device for clinical use, and the
measurement techniques that can be used to determine whether the
device conforms with the safety and performance criteria and/or to
compare the performance characteristics of different products.
Some standards emphasize the information that should be provided
with the device, including performance characteristics, instructions
for use, warnings and precautions, and other data considered
important in ensuring the safe and effective use of the device in the
clinical environment. Recommending the disclosure of
performance characteristics often necessitates the development of
specialized test methods to facilitate uniformity in reporting;
reaching consensus on these tests can represent a considerable part
of committee work. When a drafting committee determines that
clinical concerns warrant the establishment of minimum safety and
performance criteria, referee tests must be provided and the reasons
for establishing the criteria must be documented in the rationale.

A recommended practice provides guidelines for the use, care,
and/or processing of a medical device or system. A recommended
practice does not address device performance per se, but rather
procedures and practices that will help ensure that a device is used
safely and effectively and that its performance will be maintained.

Although a device standard is primarily directed to the
manufacturer, it may also be of value to the potential purchaser or
user of the device as a frame of reference for device evaluation.
Similarly, even though a recommended practice is usually oriented
towards healthcare professionals, it may be useful to the
manufacturer in better understanding the environment in which a
medical device will be used. Also, some recommended practices,
while not addressing device performance criteria, provide
guidelines to industrial personnel on such subjects as sterilization
processing, methods of collecting data to establish safety and
efficacy, human engineering, and other processing or evaluation
techniques; such guidelines may be useful to health care
professionals in understanding industrial practices.

In determining whether an AAMI standard or recommended
practice is relevant to the specific needs of a potential user of the
document, several important concepts must be recognized:

All AAMI standards and recommended practices are voluntary
(unless, of course, they are adopted by government regulatory or
procurement authorities). The application of a standard or
recommended practice is solely within the discretion and
professional judgment of the user of the document.
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Each AAMI standard or recommended practice reflects the
collective expertise of a committee of health care professionals and
industrial representatives, whose work has been reviewed
nationally (and sometimes internationally). As such, the consensus
recommendations embodied in a standard or recommended practice
are intended to respond to clinical needs and, ultimately, to help
ensure patient safety. A standard or recommended practice is
limited, however, in the sense that it responds generally to
perceived risks and conditions that may not always be relevant to
specific situations. A standard or recommended practice is an
important reference in responsible decision-making, but it should
never replace responsible decision-making.

Despite periodic review and revision (at least once every five
years), a standard or recommended practice is necessarily a static
document applied to a dynamic technology. Therefore, a standards
user must carefully review the reasons why the document was
initially developed and the specific rationale for each of its
provisions. This review will reveal whether the document remains
relevant to the specific needs of the user.

Particular care should be taken in applying a product standard
to existing devices and equipment, and in applying a recommended
practice to current procedures and practices. While observed or
potential risks with existing equipment typically form the basis for
the safety and performance criteria defined in a standard,
professional judgment must be used in applying these criteria to
existing equipment. No single source of information will serve to
identify a particular product as "unsafe". A voluntary standard can
be used as one resource, but the ultimate decision as to product
safety and efficacy must take into account the specifics of its
utilization and, of course, cost-benefit considerations. Similarly, a
recommended practice should be analyzed in the context of the
specific needs and resources of the individual institution or firm.
Again, the rationale accompanying each AAMI standard and
recommended practice is an excellent guide to the reasoning and
data underlying its provision.

In summary, a standard or recommended practice is truly
useful only when it is used in conjunction with other sources of
information and policy guidance and in the context of professional
experience and judgment.

INTERPRETATIONS OF AAMI STANDARDS
AND RECOMMENDED PRACTICES

Requests for interpretations of AAMI standards and recommended
practices must be made in writing, to the AAMI Vice President,
Standards Policy and Programs. An official interpretation must be
approved by letter ballot of the originating committee and
subsequently reviewed and approved by the AAMI Standards
Board. The interpretation will become official and representation of
the Association only upon exhaustion of any appeals and upon
publication of notice of interpretation in the "Standards Monitor"
section of the AAMI News. The Association for the Advancement
of Medical Instrumentation disclaims responsibility for any
characterization or explanation of a standard or recommended
practice which has not been developed and communicated in
accordance with this procedure and which is not published, by
appropriate notice, as an official interpretation in the AAMI News.
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American National Standard ANSI/AAMI/ISO 80369-5:2016

Small-bore connectors for liquids and gases in
healthcare applications—Part 5: Connectors for limb
cuff inflation applications

Approved 5 June 2016 by
Association for the Advancement of Medical Instrumentation

Approved 1 July 2016 by
American National Standards Institute

Abstract: Specifies dimensions and requirements for the design and functional performance of small-bore
connectors intended to be used for connections in limb cuff inflation applications of medical devices and
accessories. Limb cuff inflation applications include connections between a sphygmomanometer and its
cuff.
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AAMI Standard

This Association for the Advancement of Medical Instrumentation (AAMI) standard implies a consensus of those
substantially concerned with its scope and provisions. The existence of an AAMI standard does not in any respect
preclude anyone, whether they have approved the standard or not, from manufacturing, marketing, purchasing, or
using products, processes, or procedures not conforming to the standard. AAMI standards are subject to periodic
review, and users are cautioned to obtain the latest editions.

CAUTION NOTICE: This AAMI standard may be revised or withdrawn at any time. AAMI procedures require that
action be taken to reaffirm, revise, or withdraw this standard no later than five years from the date of publication.
Interested parties may obtain current information on all AAMI standards by calling or writing AAMI.

All AAMI standards, recommended practices, technical information reports, and other types of technical documents
developed by AAMI are voluntary, and their application is solely within the discretion and professional judgment of the
user of the document. Occasionally, voluntary technical documents are adopted by government regulatory agencies
or procurement authorities, in which case the adopting agency is responsible for enforcement of its rules and
regulations.
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Glossary of equivalent standards

International Standards adopted in the United States may include normative references to other International
Standards. AAMI maintains a current list of each International Standard that has been adopted by AAMI (and ANSI).
Available on the AAMI website at the address below, this list gives the corresponding U.S. designation and level of
equivalency to the International Standard.

www.aami.org/standards/glossary.pdf

Documents
iv © 2016 Association for the Advancement of Medical Instrumentation m ANSUAAMIASO BO36%9:2018haring Hub

Full document details: ANSI AAMI ISO 80369-5-2016


http://www.avadocuments.com/doc/ansi-aami-iso-80369-5-2016
http://www.avadocuments.com/doc/ansi-aami-iso-80369-5-2016

Committee representation

Association for the Advancement of Medical Instrumentation

Quality Management and Corresponding General Aspects for Medical Devices Committee

The publication of AAMI/ISO 80369-5 as a new American National Standard was initiated by the AAMI Quality
Management and Corresponding General Aspects for Medical Devices Committee, which also functions as a U.S.
Technical Advisory Group to the relevant work in the International Organization for Standardization (ISO). U.S.
representatives from the AAMI Small Bore Connectors Committee (U.S. Sub-TAG for ISO/TC 210/JWG 04), chaired
by Scott Colburn of FDA and Brad Noe of Becton Dickinson & Co. played an active part in developing ISO 80369-5.

At the time this document was published, the AAMI Quality Management and Corresponding General Aspects
for Medical Devices Committee had the following members:

Cochairs: Scott A. Colburn, MS, BSN, RN, FDA/CDRH
Charles B. Sidebottom, PE, PPO Standards LLC

Members: Jon Cammack, AstraZeneca/MedImmune
Jeffrey L. Eggleston, MS PE, Covidien
Sunny Gill, Combination Product Partners
Laila Gurney, MS RAC, GE Healthcare
Rajeswari R. Itharaju, Covidien
Mizanu Kebede, Halyard Health
Ed R. Kimmelman, BME JD, Kimmelman Consultancy
Kristi M. Kistner, RAC ASQ CBA, Amgen Inc
Dan Laelle, Nonin Medical Inc
David G. Osborn, Philips Electronics North America
Christine Park, Christine Park & Associates
Brodie Pedersen, Logic PD
Luann M. Pendy, Medtronic Inc WHQ Campus
Dan Reid, Omnex Engineering and Management
Mike Silvestri, Terumo Americas Corporate
Chandresh Thakur, CareFusion
Al Van Houdt, Spacelabs Medical Inc
John Williams, Baxter Healthcare Corporation
Dadi Zhong, Chongging University

Alternates: Ujjal Chakravartty, Halyard Health
David J. Geraghty, Spacelabs Medical Inc
Robert Rabeh Hijazi, MS MHA CBET, St Louis VA Medical Center - John Cochran Division
Mike Hudon, Philips Electronics North America
Chad Kymal, Omnex Engineering Management
Robert Sestrick, GE Healthcare
Kimberly A. Trautman, FDA/CDRH

Small-bore Connectors Committee

At the time this document was published, the AAMI Small-bore Connectors Committee had the following members:

Cochairs: Scott A. Colburn, MS, BSN, RN, FDA/CDRH
Brad Noe, Becton Dickinson & Company

Members: Mark S. Adams, MBA PMP, Boston Scientific Corporation
Steve J. Bernard, Nestle HealthCare Nutrition Inc
Jim Brown, Colder Products Company
James Brugger, BSME MEEM, NxStage Medical Inc
Edwin L. Burnard, B Braun of America Inc
David Carr, ASQ CQA CMI, Teleflex Medical

Documents
© 2016 Association for the Advancement of Medical Instrumentation m ANS/AAMI/ISO 803€5-52G15  Document haring Hub

Full document details: ANSI AAMI ISO 80369-5-2016


http://www.avadocuments.com/doc/ansi-aami-iso-80369-5-2016
http://www.avadocuments.com/doc/ansi-aami-iso-80369-5-2016

Conor Curtin, Fresenius Medical Care

Michael Dennis, Abbvie

Loretta Dorn, Baxter Healthcare Corporation

Cindy Engelhardt, Smiths Medical

Bruce A Friedman, D.Eng, GE Healthcare

Jason Glithero, CR Bard

Cathie Gosnell, RN MS MBA, Premier Healthcare Alliance
Krisanne Graves

Stephanne Hale, RN BSN MBA MHA, Novation LLC

Tom Hancock, Global Enteral Device Supplier Association
Trevor C. Huang, PhD MBA, Medtronic Inc WHQ Campus
Michael B. Jaffe, PhD, Cardiorespiratory Consulting LLC
Rory Jaffe, MD, California Hospital Patient Safety Organization (CHPSO)
David W. Johnson, Halyard Health

Crystal Koelper, Corpak MedSystems

Tony Lair, NeoMed Inc

Michael W. Maryan, Cook Inc

Ravi Narayanan, Value Plastics Inc

David G. Osborn, Philips Electronics North America

Tricia Leilani Otstot, RN

Shailendra Parihar, Ph.D., Johnson & Johnson

James H. Philip, CCE, Brigham & Womens Hospital
David Quinn, Welch Allyn Inc

Ben Rush, Hospira Worldwide Inc

Wayne Schuessler, Covidien

Paul R. Smith, Terumo BCT

Michael Turturro, PhD, Medline Industries Inc

Olliver Wallnewitz, Draeger Medical Systems Inc

Alternates: Brian Cassidy, Terumo BCT
Jean E. Daavettila, Nestle HealthCare Nutrition Inc
Rick Dodd, GE Healthcare
Doug Garrity, Boston Scientific Corporation
Weston Harding, Becton Dickinson & Company
Eric R. Hudson, Medline Industries Inc
Lynn E. Jensen, Fresenius Medical Care
Steven C. Jepson, Baxter Healthcare Corporation
Kent Lurvey, Baxter Healthcare Corporation
John R. Miskovic, Hospira Worldwide Inc
Charles C. Monroe, Philips Electronics North America
Golfredo Murillo, Halyard Health
Tony Sacchetti, Covidien
Pamela D. Scott, FDA/CDRH
Nityanand Shetty, Spacelabs Medical Inc
Charles B. Sidebottom, PE, PPO Standards LLC
Roxanne M. Smarszcz, RN MSN, Abbott Laboratories
Kyle Steele, Nordson Medical

NOTE—Participation by federal agency representatives in the development of this document does not
constitute endorsement by the federal government or any of its agencies.

Acknowledgments

The committee gratefully acknowledges Nathan Griffith, Halyard Health; John Miskovic, Hospira; Kyle Steele,
Nordson Medical; Robert Virag, TRIFID Medical Medical Group LLC and especially Weston Harding, Becton
Dickinson, for their contributions as CAD (computer-aided design) experts to the development of this standard. Their
extraordinary commitment of time and effort attests to their dedication to patient safety and is greatly appreciated.

Documents
Vi © 2016 Association for the Advancement of Medical Instrumentation m ANSUAAIIASO BO36%9:2018haring Hub

Full document details: ANSI AAMI ISO 80369-5-2016


http://www.avadocuments.com/doc/ansi-aami-iso-80369-5-2016
http://www.avadocuments.com/doc/ansi-aami-iso-80369-5-2016

Background of ANSI/AAMI/ISO 80369-5:2016

As indicated in the foreword to the main body of this document (page viii), the International Organization for
Standardization (ISO) is a worldwide federation of national standards bodies. The United States is one of the ISO
members that took an active role in the development of this standard, which was developed by a joint ISO and
International Electrotechnical Commission (IEC) working group, ISO/TC 210-IEC/SC 62D/JWG4, Small-bore
connectors.

U.S. participation in ISO/TC 210-IEC/SC 62D/JWG4 is organized through the U.S. sub-Technical Advisory Group to
ISO/TC 210-IEC/SC 62D/JWG4, administered by the Association for the Advancement of Medical Instrumentation.
Experts from the United States made a considerable contribution to this standard.

As used within the context of this document, “shall” indicates requirements strictly to be followed to conform to the
standard. “Should” indicates that among several possibilities, one is recommended as particularly suitable, without
mentioning or excluding others, or that a certain course of action is preferred but not necessarily required, or that (in
the negative form) a certain possibility or course of action should be avoided but is not prohibited. “May” is used to
indicate that a course of action is permissible within the limits of the standard. “Can” is used as a statement of
possibility and capability. Finally, “must” is used only to describe “unavoidable” situations, including those mandated
by government regulation.

The concepts incorporated in this standard should not be considered inflexible or static. This standard, like any other,
must be reviewed and updated periodically to assimilate progressive technological developments. To remain

relevant, it must be modified as technological advances are made and as new data come to light.

Suggestions for improving this standard are invited. Comments and suggested revisions should be sent to Standards
Department, AAMI, 4301 N. Fairfax Dr, Suite 301, Arlington, VA 22203-1633.
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Foreword

1) The International Electrotechnical Commission (IEC) is a worldwide organization for standardization
comprising all national electrotechnical committees (IEC National Committees). The object of IEC is to
promote international co-operation on all questions concerning standardization in the electrical and
electronic fields. To this end and in addition to other activities, IEC publishes International Standards,
Technical Specifications, Technical Reports, Publicly Available Specifications (PAS) and Guides
(hereafter referred to as “IEC Publication(s)”). Their preparation is entrusted to technical committees;
any IEC National Committee interested in the subject dealt with may participate in this preparatory
work. International, governmental and non-governmental organizations liaising with the IEC also
participate in this preparation. IEC collaborates closely with the International Organization for
Standardization (ISO) in accordance with conditions determined by agreement between the two
organizations.

2) The formal decisions or agreements of IEC on technical matters express, as nearly as possible, an
international consensus of opinion on the relevant subjects since each technical committee has
representation from all interested IEC National Committees.

3) IEC Publications have the form of recommendations for international use and are accepted by IEC
National Committees in that sense. While all reasonable efforts are made to ensure that the technical
content of IEC Publications is accurate, IEC cannot be held responsible for the way in which they are
used or for any misinterpretation by any end user.

4) In order to promote international uniformity, IEC National Committees undertake to apply IEC
Publications transparently to the maximum extent possible in their national and regional publications.
Any divergence between any IEC Publication and the corresponding national or regional publication
shall be clearly indicated in the latter.

5) IEC itself does not provide any attestation of conformity. Independent certification bodies provide
conformity assessment services and, in some areas, access to IEC marks of conformity. IEC is not
responsible for any services carried out by independent certification bodies.

6) All users should ensure that they have the latest edition of this publication.

7) No liability shall attach to IEC or its directors, employees, servants or agents including individual
experts and members of its technical committees and IEC National Committees for any personal injury,
property damage or other damage of any nature whatsoever, whether direct or indirect, or for costs
(including legal fees) and expenses arising out of the publication, use of, or reliance upon, this IEC
Publication or any other IEC Publications.

8) Attention is drawn to the Normative references cited in this publication. Use of the referenced
publications is indispensable for the correct application of this publication.

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

International Standard IEC 80369-5 has been prepared by a Joint Working Group of subcommittee 62D:
Electromedical equipment of IEC technical committee 62: Electrical equipment in medical practice, ISO
technical committee 210, Quality management and corresponding general aspects for medical devices and
CEN/CENELEC TC3/WG 2, Small-bore connectors.

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

FDIS Report on voting

62D/1306/FDIS 62D/1329/RVD

Full information on the voting for the approval of this standard can be found in the report on voting
indicated in the above table. In ISO, the standard has been approved by 23 P members out of 23 having
cast a vote.

This publication has been drafted in accordance with the ISO/IEC Directives, Part 2.
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A list of all parts in the International Standard 80369 series, published under the general title Small-bore
connectors for liquids and gases in healthcare applications, can be found on the IEC and ISO websites.

In this standard, the following print types are used:

— Requirements and definitions: roman type.

— Informative material appearing outside of tables, such as notes, examples and references: in smaller
type. Normative text of tables is also in a smaller type.

— TERMS DEFINED IN CLAUSE 3 OF THIS STANDARD OR AS NOTED IN THE INDEX OF DEFINED TERMS: SMALL
CAPITALS.

In this standard, the conjunctive “or” is used as an “inclusive or” so a statement is true if any combination
of the conditions is true.

The verbal forms used in this standard conform to usage described in Annex H of the ISO/IEC Directives,
Part 2. For the purposes of this standard, the auxiliary verb:

— “shall” means that compliance with a requirement or a test is mandatory for compliance with this
standard;

— “should” means that compliance with a requirement or a test is recommended but is not mandatory for
compliance with this standard;

—  “may” is used to describe a permissible way to achieve compliance with a requirement or test.
An asterisk (*) as the first character of a title or at the beginning of a paragraph or table title indicates that
there is guidance or rationale related to that item in Annex A.

NOTE The attention of Member Bodies and National Committees is drawn to the fact that equipment
manufacturers and testing organizations may need a transitional period following publication of a new,
amended or revised ISO or |IEC publication in which to make products in accordance with the new
requirements and to equip themselves for conducting new or revised tests. It is the recommendation of the
committees that the content of this publication be adopted for implementation nationally not earlier than 3
years from the date of publication.

The committee has decided that the contents of this publication will remain unchanged until the stability
date indicated on the IEC website under "http://webstore.iec.ch” in the data related to the specific
publication. At this date, the publication will be

e reconfirmed,
e withdrawn,
e replaced by a revised edition, or

e amended.
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Introduction

This International Standard was developed because of several incidents, with catastrophic consequences,
resultant from inappropriate medication, liquid nutritional formula or air being administered intravenously.
Many incidents have been reported, leading to international recognition of the importance of these issues,
and a need has been identified to develop specific CONNECTORS for MEDICAL DEVICES and their ACCESSORIES
used to deliver fluids in other APPLICATIONS.

The International Standard 80369 series was developed to prevent misconnection between SMALL-BORE
CONNECTORS used in different APPLICATIONS. Part 1 specifies the requirements necessary to verify the
designs and dimensions of SMALL-BORE CONNECTORS to ensure that:

a) they do not misconnect with other SMALL-BORE CONNECTORS; and
b) they safely and securely connect with their mating half.

Part 20 contains the common TEST METHODS to support the performance requirements for SMALL-BORE
CONNECTORS. The other parts specify the designs of SMALL-BORE CONNECTORS for the various APPLICATIONS.

This part of International Standard 80369 specifies the design and the dimensions and drawings of SMALL-
BORE CONNECTORS intended for use in limb cuff inflation APPLICATIONS. The informative Annex D through
Annex G describe the methods by which this design has been assessed. Other parts of International
Standard 80369 include requirements for SMALL-BORE CONNECTORS used in different APPLICATION categories.

CONNECTORS manufactured to the dimensions set out within this International Standard are therefore
dimensionally incompatible with the SMALL-BORE CONNECTORS used in other APPLICATIONS specified by the
standards in this series, unless otherwise indicated. If fitted to the relevant MEDICAL DEVICES and
ACCESSORIES, these CONNECTORS should be able to prevent air being delivered intravenously. CONNECTORS
manufactured to the dimensions specified in this standard are also NON-INTERCONNECTABLE with any of the
other CONNECTORS identified in the International Standard 80369 series of standards for SMALL-BORE
CONNECTORS, unless otherwise indicated.
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American National Standard ANSI/AAMI/ISO 80369-5:2016

Small-bore connectors for liquids and gases in
healthcare applications — Part 5: Connectors for
limb cuff inflation applications

1 *Scope

This part of International Standard 80369 specifies dimensions and requirements for the design and
functional performance of SMALL-BORE CONNECTORS intended to be used for CONNECTIONS in limb cuff
inflation APPLICATIONS of MEDICAL DEVICES and ACCESSORIES. Limb cuff inflation APPLICATIONS include

CONNECTIONS between a sphygmomanometer and its cuff. [3] [7] 1

This part of International Standard 80369 does not specify requirements for the MEDICAL DEVICES or
ACCESSORIES that use these CONNECTORS. Such requirements are given in particular International
Standards for specific MEDICAL DEVICES Or ACCESSORIES.

This part of International Standard 80369 does not specify requirements for pressurizing and
depressurizing the retention mechanism (e.g. balloon) used to hold invasive MEDICAL DEVICES in place.

NOTE 1 MANUFACTURERS are encouraged to incorporate the SMALL-BORE CONNECTORS specified in this part
of International Standard 80369 into MEDICAL DEVICES, medical systems or ACCESSORIES, even if currently
not required by the relevant particular MEDICAL DEVICE standards. It is expected that when the relevant
particular MEDICAL DEVICE standards are revised, requirements for SMALL-BORE CONNECTORS, as specified in
this part of International Standard 80369, will be included.

NOTE 2 The requirements for SMALL-BORE CONNECTORS intended to be used with neonatal PATIENTS to
connect a cuff to a sphygmomanometer are intended to be added to this standard by an amendment or
new edition. IEC 80601-2-30 [7] defines the age range for neonatal mode usage of sphygmomanometers.

NOTE 3 The requirements for SMALL-BORE CONNECTORS intended to be used to connect a tourniquet to its
inflating equipment are intended to be added to this standard by an amendment or new edition.

NOTE 4 1SO 80369-1:2010, 5.8, specifies alternative methods of compliance with 1ISO 80369-1:2010, for
SMALL-BORE CONNECTORS intended for limb cuff inflation APPLICATIONS of MEDICAL DEVICES Or ACCESSORIES
which do not comply with this part of ISO 80369.

2 Normative references

The following documents, in whole or in part, are normatively referenced in this document and are
indispensable for its application. For dated references, only the edition cited applies. For undated
references, the latest edition of the referenced document (including any amendments) applies.

NOTE 1 The way in which these referenced documents are cited in normative requirements determines
the extent (in whole or in part) to which they apply.
NOTE 2 Informative references are listed in the bibliography on page 35.

ISO 5356-1:2004, Anaesthetic and respiratory equipment — Conical connectors — Part 1: Cones and
sockets

1 Figures in square brackets refer to the Bibliography.
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1ISO 5356-1:20152, Anaesthetic and respiratory equipment — Conical connectors — Part 1: Cones and
sockets

ISO 5356-2:20063, Anaesthetic and respiratory equipment — Conical connectors — Part 2: Screw-threaded
weight-bearing connectors

ISO 5356-2:2012, Anaesthetic and respiratory equipment — Conical connectors — Part 2: Screw-threaded
weight-bearing connectors

ISO 8185:2007, Respiratory tract humidifiers for medical use — Particular requirements for respiratory
humidification systems

1ISO 14971:2007, Medical devices — Application of risk management to medical devices

1ISO 80369-1:2010, Small-bore connectors for liquids and gases in healthcare applications — Part 1:
General requirements

EN 13544-2:2002, Respiratory therapy equipment — Part 2: Tubing and connectors
EN 13544-2:2002:AMD 1:2009

ASTM D638-14, Standard test method for tensile properties of plastics

ASTM D790-10, Standard test methods for flexural properties of unreinforced and reinforced plastics and
electrical insulating materials

3 Terms and definitions

For the purposes of this document, the terms and definitions specified in [SO 80369-1:2010,
1ISO 14971:2007 and the following apply.

NOTE For convenience, the sources of all defined terms used in this document are given in the Index of
defined terms.

3.1

NORMAL USE

operation, including routine inspection and adjustments by any USER, and stand-by, according to the
instructions for use

Note 1 to entry: NORMAL USE should not be confused with INTENDED USE. While both include the concept of
use as intended by the MANUFACTURER, INTENDED USE focuses on the medical purpose while NORMAL USE
incorporates not only the medical purpose, but maintenance, transport, etc. as well.

[SOURCE: IEC 60601-1:2005+IEC 60601-1:2005/AMD1:2012, definition 3.71, modified, replaced
‘OPERATOR’ with ‘USER’.]

3.2
RATED <VALUE>
term referring to a value assigned by the MANUFACTURER for a specified operating condition

[SOURCE: IEC 60601-1:2005, definition 3.97]
3.3
TEST METHOD

definitive PROCEDURE for evaluating CONNECTORS that produces a test result

[SOURCE: ISO 80369-20:2015, definition 3.1]

2 Both the current and previous versions of this standard are normatively referenced.

3 Both the current and previous versions of this standard are normatively referenced.
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3.4

TYPE TEST

test on a representative sample with the objective of determining if the CONNECTOR, as designed and
manufactured, can meet the requirements of this standard

[SOURCE: IEC 60601-1:2005, definition 3.135, modified: replaced ‘equipment’ with ‘CONNECTOR’.]

3.5
USER
person interacting with (i.e. operating or handling) the MEDICAL DEVICE

Note 1 to entry: There can be more than one USER of a MEDICAL DEVICE.

Note 2 to entry: Common USERS include clinicians, PATIENTS, cleaners and maintenance and service
personnel.

[SOURCE: IEC 62366-1:2015, definition 3.24]

3.6

USER PROFILE

summary of the mental, physical and demographic traits of an intended USER group, as well as any special
characteristics, such as occupational skills, job requirements and working conditions, which can have a
bearing on design decisions

[SOURCE: IEC 62366-1:2015, definition 3.29]

4 General requirements

41 General requirements for the limb cuff inflation APPLICATION

SMALL-BORE CONNECTORS of MEDICAL DEVICES or ACCESSORIES intended for use in limb cuff inflation
APPLICATIONS made in compliance with this standard shall comply with ISO 80369-1:2010 unless otherwise
indicated in this standard.

Because the following CONNECTORS are inadequately specified, SMALL-BORE CONNECTORS for use in limb cuff
inflation APPLICATIONS should not, but may connect with:

— the cones and sockets of ISO 5356-1:2004, ISO 5356-1:2015, ISO 5356-2:2006 and I1SO 5356-2:2012;

— the temperature sensor CONNECTOR and mating ports made in compliance with Annex DD of
ISO 8185:2007; and

— the nipples of EN 13544-2:2002 and EN 13544-2:2002+EN 13544-2:2002/AMD1:2009.

The reference CONNECTORS for evaluation of the NON-INTERCONNECTABLE characteristics are described in
Annex C.

Where the design of the SMALL-BORE CONNECTOR of this standard relies on dimensions or features of the
MEDICAL DEVICE Oor ACCESSORY to ensure NON-INTERCONNECTABLE characteristics, the NON-INTERCONNECTABLE
characteristics shall be VERIFIED.

Check compliance by applying the tests of ISO 80369-1:2010, 5.1, and ISO 80369-1:2010, Annex B.
Compliance also may be shown by applying a computer aided design (CAD) analysis of the dimensions of
all of the International Standard 80369 series SMALL-BORE CONNECTORS and the SMALL-BORE CONNECTOR
under test, in conjunction with physical testing of the SMALL-BORE CONNECTOR per Annex B of ISO 80369-
1:2010, where the CAD analysis does not demonstrate the NON-INTERCONNECTABLE characteristics. When
necessary, the SMALL-BORE CONNECTOR may be installed on the MEDICAL DEVICE oOr ACCESSORY to
demonstrate compliance with the NON-INTERCONNECTABLE characteristics test requirements of ISO 80369-
1:2010, Annex B.

NOTE 1 MEDICAL DEVICES using the SMALL-BORE CONNECTORS of this standard that do not rely on the
dimensions or features of the MEDICAL DEVICE or ACCESSORY to ensure NON-INTERCONNECTABLE
characteristics are presumed to comply with the NON-INTERCONNECTABLE characteristics test requirements
of this standard.
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