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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 determifig'whether the
device conforms with the safety and performance criteria and/of o
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 reasens
for establishing the criteria must be documented in the rationale.

A recommended priacti€e providesguidelines fap the @seé care,
and/or processing of a medical, fleyice. or| systema A (recammiended
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 Adirectet- o’ Ate
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.

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
releyant 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
tilization .and, of gourse, cost-benefit considerations. Similarly, a
recommended practice should be analyzed in the context of the
spedificl heedy and/ reséurcescof-thélindividual institution or firm.
Again the - ratiofiale 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
usethlvonlyowiiénl i©isClised 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 Online monthly newsletter. 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 Standards
Monitor Online.
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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.

This is a preview edition of an AAMI guidance document and is
intended to allow potential purchasers to evaluate the content
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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

AAMI

Advancing Safety in Health Technology

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.
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Committee representation

Association for the Advancement of Medical Instrumentation
Software Work Group

The publication of ANSI/AAMI/IEC 62304:2006/A1 as a new American National Standard was initiated by
the AAMI Information Technology Networks Work Group, which also functions as a U.S. Technical Advisory
Group to the relevant work in the International Organization for Standardization (ISO) ISO/TC210 -
IEC/SC62A JWG2. U.S. representatives from the AAMI Software Work Group participate as US experts on
the ISO committee.

At the time this document was published, the AAMI Software Work Group had the following members:
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Background of ANSI/AAMI adoption of IEC 62304:2006

The International Electrotechnical Commission (IEC) is a worldwide organization for standardization
comprising all national electrotechnical committees (IEC National Committees). The United States is one of
the IEC members that took an active role in the development of this standard.

IEC 62304 is based on the American National Standard ANSI/AAMI SW68:2001 developed by AAMI. IEC
62304 was prepared by a Joint Working Group of Subcommittee (SC) 62A, Common aspects of electrical
equipment used in medical practice, of IEC Technical Committee (TC) 62, Electrical equipment in medical
practice, and ISO Technical Committee (TC) 210, Quality management and corresponding general aspects
for medical devices. Table C.5 was prepared by ISO/IEC JTC 1/SC 7, Software and system engineering.

There are a few major differences between IEC 62304 and ANSI/AAMI SW68. The concept of software
safety classification was added to IEC 62304. Three software safety classes are identified and
manufacturers are required to assign a software safety class to each software system. Specific processes
and tasks are required for each software safety class. A second difference is that there is no distinction in
IEC 62304 between primary and supporting processes as there was in ANSI/AAMI SW68. And two
processes that were included in ANSI/AAMI SW68 were removed from IEC 62304. These were the
documentation process and the verification process. Some requirements that were in these processes were
moved to other processes where they applied.

U.S. participation in IEC/SC 62A is organized through the U.S, Technical Advisory Group for IEC/SC 62A,
administered by the Advanced Medical Technalogy Association (AdvaMed) on behalf of the United States
National Committee, which is a committee of the American National Standards Institute (ANSI). AAMI
administers the International Secretariat for IEC/SC 62A on behalf of the United States. In addition, AAMI
also administers the U.S. Technical Advisory/Group and International Secretariat for ISO/TC 210.

AAMI encourages its committees to,harmopize their-wornk -withinternational documents as much as
possible. The AAMI Medical Device Software Committee, together with the U.S. Technical Advisory Groups
for IEC/SC 62A and ISO/TC 210, reviewed IEC 62304 to formulate the U.S. position and comments while
the document was being developed. As the U.S. Technical Advisory Group for IEC/SC 62A, the lead
committee, AdvaMed granted AAMI permission to consider adoption of IEC 62304, First Edition, as an
American National Standard. Following AAMI procedures, the AAMI Medical Device Software Committee
voted to adopt the IEC standard as written.

The concepts.incorporated in.this standard should not pbe considered inflexible or static. This standard, like
any other, must 'bé reviewed ‘and-' ‘updated'’ ‘periodically”'to“'assimilate’’ progressive '“technological
developmentsnTe memaint celevamty ithmostbeamodifiech asaechnoloegicall advanhces @pe)trade and as new
data come to light.

Suggestions for improving this standard are invited. Comments and suggested revisions should be sent to
Standards Depabtment DAAMIC4800ND Fainfax D, /Shite/I31OAingtont, VA022203E 16331

© 2018 Association for the Advancement of Medical Instrumentation m ANSI/AAMI/IEC 62304:2006 & A1:2016 Vii
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Background of ANSI/AAMI adoption of IEC 62304:2006 AMD1

As indicated in the foreword to the main body of this document (page x), 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 standard, which was developed by IEC
Technical Committee 62, Electrical equipment in medical practice, Subcommittee 62A, Common aspects of
electrical equipment used in medical devices, to specify a process for a manufacturer to analyze, specify,
develop and evaluate the usability of a medical device as it relates to safety.

U.S. participation in IEC/SC62A is organized through the U.S. Technical Advisory Group to IEC/SC62A,
administered by the Association for the Advancement of Medical Instrumentation. Experts from the United
States made a considerable contribution to this standard.

ANSI/AAMI/IEC 62304:2006 AMD1 was approved by the American National Standards Institute (ANSI) on 7
April 2016.

AAMI and ANSI procedures require that standards be reviewed every five years and, if necessary, revised
to reflect technological advances that may have occurred since publication.

AAMI (and ANSI) have adopted other IEC standards. See the Glossary of Equivalent Standards for a list of
IEC standards adopted by AAMI, which gives the corresponding U.S. designation and the level of
equivalency with the ISO standard.

As used within the context of this/document, “shall’l indicates requirements strictly to be followed to
conform to the recommended practice. “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 recommended
practice. “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 toTibis. is a preview edition of an AAMI guidance document and is

Suggestions oY proving thid| seafvamra (&8 ihdhddl Edniments i ¥ag yeatéaiaGisionatéialid be sent to
Standards Department[AAMI 480 N EdifehoDr, Suite 304, Anfingtoh 2MA122208¢16830).

For a complete copy of this AAMI document, contact AAMI at
+1-877-249-8226 or visit www.aami.org.
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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 wuniformity, IEC National Committees undertake to apply IEC
Publications transparently to the maximum extent possible in their national and regional publications.
Any divergence between any IECgPublication; 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 citéd in"this "publication. "Use of the referenced
publications is indispehsable fon tHelcorrectapplicationfcthis jgublication).

9) Attention is_drawn to the possibility that some of the elements of this IEC Publication may be the subject
of patent rights.4EC’shiall rotbe-held ‘Fesponsiblefor iderntifying-any orall 'stich patent'rights.

DISCLAIMER

This Consolidated version is not an official IEC Standard and has been prepared for user
convenience. Only the current versions of the standard and its amendment(s) are to be
considered the official documents.

This Consolidated version of IEC 62304 bears the edition number 1.1. It consists of the first edition
(2006-05) [documents 62A/523/FDIS and 62A/528/RVD] and its amendment 1 (2015-06) [documents
62A/1007/FDIS and 62A/1014/RVD]. The technical content is identical to the base edition and its
amendment.

In this Redline version, a vertical line in the margin shows where the technical content is modified
by amendment 1. Additions are in green text, deletions are in strikethrough red text.

International Standard IEC 62304 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

© 2018 Association for the Advancement of Medical Instrumentation m ANSI/AAMI/IEC 62304:2006 & A1:2016 iX
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corresponding general aspects for MEDICAL DEVICES. Table C.5 was prepared by ISO/IEC JTC 1/SC 7,
Software and system engineering.

It is published as a dual logo standard.
This publication has been drafted in accordance with the ISO/IEC Directives, Part 2.

In this standard the following print types are used:

e requirements and definitions: in roman type;

e 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;

e terms used throughout this standard that have been defined in Clause 3 and also given in the index: in
small capitals.

An asterisk (*) as the first character of a title or at the beginning of a paragraph indicates that there is
guidance related to that item in Annex B.

The committee has decided that the contents of the base publication and its amendment will remain

unchanged until the stability date in ted on IEC un r "http://webstore.iec.ch" in the data
related to the specific publication. At date, ublication

¢ reconfirmed,

e withdrawn,

o replaced by a revised edition, 6rlvancing Safety in Health Technology

e amended.

NOTE The attention of National CGommitteesu isy gdnawn to sthegfact=thatyegwipment MANUFACTURERS and testing
organizations may need a transitional periad following publication ©f a new, @mended or revised IEC or ISO 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 committee that the content of this publication be adopted for mandatory
implementation] oS PFexevwheddtiern odrane AR\ gritdaince document and Is

intended to allow potential purchasers to evaluate the content

of the document before making a purcnasmg decision. .
IMPORTANT — The 'colour inside’ Iogo on the cover page of this publication indicates that it

contains. colgyys 5 Mpd?ﬂpérée%ecea SBFHPs BEANIPUbIDMIBRLRBPRAUN BEANANdiPS of its
contents. Users should the °é‘7? A8 P I S
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Introduction

Software is often an integral part of MEDICAL DEVICE technology. Establishing the saFeTy and effectiveness
of a MEDICAL DEVICE containing software requires knowledge of what the software is intended to do and
demonstration that the use of the software fulfils those intentions without causing any unacceptable Risks.

This standard provides a framework of life cycle PROCESSES with ACTIVITIES and TAsks necessary for the
safe design and maintenance of MEDICAL DEVICE SOFTWARE. This standard provides requirements for each
life cycle PRoCESs. Each life cycle PrRocEss-isfurtherdivided-into consists of a set of AcTIvITIES, with most
ACTIVITIES-furtherdivided-nte consisting of a set of TASKs.

As a basic foundation it is assumed that MEDICAL DEVICE SOFTWARE is developed and maintained within a
guality management system (see 4.1) and a RISK MANAGEMENT system (see 4.2). The RISK MANAGEMENT
PROCESS is already very well addressed by the International Standard 1SO 14971. Therefore IEC 62304
makes use of this advantage simply by a normative reference to ISO 14971. Some minor additional RISk
MANAGEMENT requirements are needed for software, especially in the area of identification of contributing
software factors related to HAzZARDS. These requirements are summarized and captured in Clause 7 as the
software RISK MANAGEMENT PROCESS.

Whether software is a contributing fa¢tor to a-HAZARD HAZARDOUSEITUATION is determined during the HAZARD
identification AcTiviTy of the RISK MANAGEMENT PROCESS.-HAZARDS HAZARDOUS SITUATIONS that could be
indirectly caused by software (for example, by providing misleading information that could cause
inappropriate treatment to be administered) needto be considered when determining whether software is a
contributing factor. The decision to"use software to ‘control RISk is‘'made during the RISK CONTROL ACTIVITY of
the RISK MANAGEMENT PROCESS. The software RISK MANAGEMENT PROCESS required in this standard has to be
embedded in the device RISK MANAGEMENT PROCESS according to ISO 14971.

The software development PROCESS consists of a number of ACTIVITIES. These ACTIVITIES are shown in
Figure 1 and described in Clause 5. Because many incidents in the field are related to service or
maintenance of MEDICAL DEVICE SYSTEMS including inappropriate software updates and upgrades, the
software maintenance PROCESS is considered to be as important as the software development PROCESS.
The software maintenance PROCESS is very similar to the software development PROCESS. It is shown in

Figure 2 and deseriked in/€lalisefedition 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.
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Activities outside the scope of this standard Customer needs
satisfied

l ‘

SysTEM development ACTIVITIES (including RISK MANAGEMENT)

7 Software RISK MANAGEMENT

Customer needs

planning analysis design design VERIFICATION testing testing

51 52 53 54 55 5.6 5.7
Software Software Software Software Software uNIT Software integration . 5.8
" . . . . . Software SYSTEM
development requirements ARCHITECTURAL detailed implementation and and integration Software release

8 Software configuration management

9 'Software problem resolution

IEC 722/06
Figure 1 — Overview of software development PROCESSES and ACTIVITIES
Maintenance Activities outside the scope of this standard Request
request satisfied
A,
This is a preview editiSH" 8 ZAAMIGUTHEREE document and is
intended to allow potential pur ers to evaluate the content
of the document before making a purchasing decision.
For a complete copy of this’A®hi-domerment, contact AAMI at
+1-877-249-8226 or visit www.aami.org.
5.3 5.4 5.5 5.6
Estab ?].1 o Problse-ri and Software Sdoftwlarde Sloftware UNIT ’ Soﬂw;re integration SOfTWEl?EJSYSTEM Softw 5.8 |
stablish software oD . tail i tati int ti "
mamgle';‘ance modification anaIyS|s ARC?—;;E;‘:‘URAL deezilgen ImvaEF;iTci;?OI'\Nan an II(r;S(I%IgnI'ga on testlng oitware release
6.3 Modification implementation
8 Software configuration management
9 Software problem resolution
IEC 723/06

Figure 2 — Overview of software maintenance PROCESSES and ACTIVITIES

This standard identifies two additional PROCESSES considered essential for developing safe MEDICAL DEVICE
SOFTWARE. They are the software configuration management PrRocess (Clause 8) and the software problem
resolution PROCESs (Clause 9).
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Amendment 1 updates the standard to add requirements to deal with LEGACY SOFTWARE, where the software
design is prior to the existence of the current version, to assist manufacturers who must show compliance
to the standard to meet European Directives. Software safety classification changes include clarification of
requirements and updating of the software safety classification to include a risk-based approach.

This standard does not specify an organizational structure for the MANUFACTURER or which part of the
organization is to perform which PROCESS, ACTIVITY, or TASK. This standard requires only that the PROCESS,
ACTIVITY, Or TASK be completed to establish compliance with this standard.

This standard does not prescribe the name, format, or explicit content of the documentation to be
produced. This standard requires documentation of TAsks, but the decision of how to package this
documentation is left to the user of the standard.

This standard does not prescribe a specific life cycle model. The users of this standard are responsible for
selecting a life cycle model for the software project and for mapping the PROCESSES, ACTIVITIES, and TASKS
in this standard onto that model.

Annex A provides rationale for the clauses of this standard. Annex B provides guidance on the provisions
of this standard.

For the purposes of this standard:
e “shall” means that compliance equi ti for compliance with this standard;
e ‘“should” means that compli e mended but is not mandatory for

compliance with this standard

«  “may” is used to describe a petmisSiBiel way't6 dchieve d6mpliancé with a requirement:

o ‘“establish” means to define, document, and implement; and

e where this standard uses the term “as appropriate” in conjunction with a required PROCESS, ACTIVITY,
TASK or output, the intention is that the MANUFACTURER shall use the PROCESS, ACTIVITY, TASK or output
unless the MANUFACTURER can document a justification for not so doing.

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.
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INTRODUCTION to Amendment 1

The first edition of IEC 62304 was published in 2006. This amendment is intended to add requirements to
deal with LEGACY SOFTWARE, where the software design is prior to the existence of the current version, to
assist manufacturers who must show compliance to the standard to meet European Directives. Software
safety classification changes needed for this amendment include clarification of requirements and updating
of the software safety classification to include a risk-based approach. Work is continuing in parallel to
develop the second edition of IEC 62304.

AAMI

Advancing Safety in Health Technology

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.
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American National Standard ANSI/AAMI/IEC 62304:2006 & A1:2016

Medical device software—Software life cycle
processes

1 Scope

1.1 * Purpose
This standard defines the life cycle requirements for MEDICAL DEVICE SOFTWARE. The set of PROCESSES,

ACTIVITIES, and TAsks described in this standard establishes a common framework for MEDICAL DEVICE
SOFTWARE life cycle PROCESSES.

1.2 * Field of application

This standard applies to the developmen DICAL DEVICE SOFTWARE when software is
itself a MEDICAL DEVICE or when SOfM@éﬁdﬁg@gﬂ@@qﬁ%Qh integral part of the final MEDICAL DEVICE.

NOTE 1 This standard can be used in the development and maintenance of software that is itself a medical device.
However, additional development activities are needed at the system level before this type of software can be placed

into service. These system activities are not covered by this standard, but can be found in IEC 82304-11 [22].

This standard describes PROCESSES that are intended to'betappliedito software which executes on a
processor_or which is executed by other software (for example an interpreter) which executes on a

DIOCESSOL. - This is a preview edition of an AAMI guidance document and is

This standardnggp %gdret(%rﬁltleggvo tg%‘%!s en csrt]gr%(e)gs gé)vi%g s&ul?steed ttb) sgorgtt%e software (for

example: hard diskQbgital decUraenhb detonasmakivg @ purchasing decision.

This standard RRpREAUMPIRLE cPpY afthis AABMNAPsUMENt RO tRELAMMY: Atansmission by
network or email, optical digkl -BRER-ERY 26 ARSIV W Tevaeimad (of(software delivery itself is not
considered MEDICAL DEVICE SOFTWARE.

This standard does not cover validation and final release of the MEDICAL DEVICE, even when the MEDICAL
DEVICE consists entirely of software.

NOTE 2 If a medical device incorporates embedded software intended to be executed on a processor, the
requirements of this standard apply to the software, including the requirements concerning software of unknown
provenance (see 8.1.2).

NOTE 3 Validation and other development activities are needed at the system level before the software and medical
device can be placed into service. These system activities are not covered by this standard, but can be found in
related product standards (e.qg., IEC 60601-1, IEC 82304-1, etc.).

1 n preparation.
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