American

National
Standard

ANSI/AAMI/
ISO 80369-1:
2018

Small-bore connectors

for liquids and gases in
healthcare applications—
Part 1: General requirements

Advancing Satety in Health Technalogy

This is a preview. Click here to purchase the full publication.



https://www.normsplash.com/AAMI/154244445/AAMI-80369-1?src=spdf

This is a preview. Click here to purchase the full publication.



https://www.normsplash.com/AAMI/154244445/AAMI-80369-1?src=spdf

American National Standard ANSI/AAMI/ISO 80369-1:2018

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

Approved 11 July 2019 by
AAMI

Approved 9 December 2019 by
American National Standards Institute

Abstract: Specifies general requirements for SMALL-BORE CONNECTORS, which convey liquids or gases in
healthcare APPLICATIONS. These SMALL-BORE CONNECTORS are used in MEDICAL DEVICES
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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CAUTION NOTICE: This AAMI standard may be revised or withdrawn at any time.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 5 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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Committee representation

Association for the Advancement of Medical Instrumentation

Small-bore Connectors Committee

The publication of AAMI/ISO 80369-1 as a revised 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, chaired by Scott Colburn of FDA. played an active
part in developing ISO 80369-1.
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