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Abstract: Provides the description of software life cycle processes for medical devices. The medical device
software life cycle processes are derived from IEC 62304:2006, with corresponding safety classes.
They have been aligned with the software development life cycle processes of ISO/IEC 12207:2008
and are presented herein in full compliance with ISO/IEC 24774:2010.
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AAMI Technical Information Report

A technical information report (TIR) is a publication of the Association for the Advancement of Medical
Instrumentation (AAMI) Standards Board that addresses a particular aspect of medical technology.

Although the material presented in a TIR may need further evaluation by experts, releasing the information is
valuable because the industry and the professions have an immediate need for it.

A TIR differs markedly from a standard or recommended practice, and readers should understand the differences
between these documents.

Standards and recommended practices are subject to a formal process of committee approval, public review, and
resolution of all comments. This process of consensus is supervised by the AAMI Standards Board and, in the case
of American National Standards, by the American National Standards Institute.

A TIR is not subject to the same formal approval process as a standard. However, a TIR is approved for distribution
by a technical committee and the AAMI Standards Board.

Another difference is that, although both standards and TIRs are periodically reviewed, a standard must be acted
on—reaffirmed, revised, or withdrawn—and the action formally approved usually every five years but at least every
10 years. For a TIR, AAMI consults with a technical committee about five years after the publication date (and
periodically thereafter) for guidance on whether the document is still useful—that is, to check that the information is
relevant or of historical value. If the information is not useful, the TIR is removed from circulation.

A TIR may be developed because it is more responsive to underlying safety or performance issues than a standard
or recommended practice, or because achieving consensus is extremely difficult or unlikely. Unlike a standard, a TIR
permits the inclusion of differing viewpoints on technical issues.

CAUTION NOTICE: This AAMI TIR may be revised or withdrawn at any time. Because it addresses a rapidly
evolving field or technology, readers are cautioned to ensure that they have also considered information that may be
more recent than this document.

All 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.

Comments on this technical information report are invited and should be sent to AAMI, Attn: Standards Department,
4301 N. Fairfax Drive, Suite 301, Arlington, VA 22203-1633.

ANSI Registration

Publication of this Technical Report that has been registered with ANSI has been approved by the Accredited
Standards Developer (AAMI, 4301 N. Fairfax Drive, Suite 301, Arlington, VA 22203-1633). This document is
registered as a Technical Report according to the Procedures for the Registration of Technical Reports with ANSI.
This document is not an American National Standard and the material contained herein is not normative in nature.

Comments on this technical information report are invited and should be sent to AAMI, Attn: Standards Department,
4301 N. Fairfax Drive, Suite 301, Arlington, VA 22203-1633.
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Glossary of equivalent standards

International Standards or Technical Reports 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
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Committee representation

Association for the Advancement of Medical Instrumentation

Software Working Group

The publication of AAMI/IEC TIR80002-3:2016 as a new American Technical Report was initiated by the AAMI
Software Working Group, 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 Software Working Group
(U.S. Sub-TAG for ISO/TC 210/JWG 02), chaired by Sherman Eagles of SoftwareCPR and John Murray of
FDA/CDRH. played an active part in developing IEC 80002-3.

At the time this document was published, the AAMI Software Working Group had the following members:

Cochairs: Sherman Eagles, SoftwareCPR
John Murray, FDA/CDRH

Members: Michael Attili, Amaxo Inc
Frank Clay, Clay, Frank
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Geoff Pascoe, Pascoe, Geoff
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Jon Platt, 3M Healthcare
Bryan Pourciau, LivaNova PLC
Inhel Rekik, University of Maryland Medical System
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AAMI
Single user license. Further copying, networking, and distribution prohibited. Documents
Vi © 2016 Association for the Advancement of Medical Instrumentation m AAWI/IZC T'W@haring Hub

Full document details: AAMI IEC TIR80002-3-2016


http://www.avadocuments.com/doc/aami-iec-tir80002-3-2016
http://www.avadocuments.com/doc/aami-iec-tir80002-3-2016

Alternates: Wei Bao, Becton Dickinson & Company
Cheryl Carey, Medical Imaging & Technology Alliance a Division of NEMA
Kimberly Colasanti, Hill-Rom Holdings
Kevin Crowe, Cochlear Ltd
Jean Desire, Hospira Worldwide Inc
David Lammi, Spacelabs Healthcare
Don Lin, Lin, Don
Don McAndrews, Philips Electronics North America
Mark Miller, Medtronic Inc Campus
Andrew Northup, Medical Imaging & Technology Alliance a Division of NEMA
John Schmidt, Boston Scientific Corporation
Xianyu Shea, Stryker Medical Division
Diane Sheffer, Steris Corporation
Robert Smith, St Jude Medical Inc
Ferry Tamtoro, Amgen Inc
Ann Vu, Johnson & Johnson
Fei Wang, Fresenius Medical Care
J.S. Wiley, Draeger Medical Systems Inc
Michael Attili, Amaxo Inc

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.
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Background of AAMI/IEC TIR80002-3:2016

As indicated in the foreword to the main body of this document (page ix), the International Electrotechnical
Commission (IEC) is a worldwide federation of national standards bodies. The United States is one of the
IEC members that took an active role in the development of this technical report, which was developed by a joint
ISO and International Electrotechnical Commission (IEC) working group, ISO/TC 210-IEC/SC 62A/JWG2,
Medical Device Software.

U.S. participation in ISO/TC 210-IEC/SC 62A/JWG2 is organized through the U.S. sub-Technical Advisory Group to
ISO/TC 210-IEC/SC 62A/JWG2, 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
technical report. “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 technical report. “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 technical report should not be considered inflexible or static. This technical report,
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.

The main task of IEC technical committees is to prepare International Standards. However, a technical
committee may propose the publication of a technical report when it has collected data of a different kind
from that which is normally published as an International Standard, for example "state of the art".

IEC TR 80002-3, which is a technical report, has been prepared by a Joint Working Group of subcommittee
62A: Common aspects of electrical equipment used in medical practice, of IEC technical committee 62:
Electrical equipment in medical practice, and ISO technical committee 210: Quality management and
corresponding general aspects for medical devices. It is published as a double logo standard.

The text of this technical report is based on the following documents:

Enquiry draft Report on voting

62A/918/DTR 62A/928/RVC

Full information on the voting for the approval of this technical report can be found in the report on voting
indicated in the above table. In ISO, the technical report has been approved by 14 P members out of 16
having cast a vote.

This publication has been drafted in accordance with the ISO/IEC Directives, Part 2 and in accordance
with ISO/IEC 24774, Systems and software engineering — Life cycle management — Guidelines for process
description.
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