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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 reasc:s
for establishing the criteria must be documented in the rational~

A recommended practice provides guidelines for the vzc, -are,
and/or processing of a medical device or system. A <ecor rencad
practice does not address device performance per se, buu ucher
procedures and practices that will help ensure that a \'evic. is used
safely and effectively and that its performance wili .~ 1. aintained.

Although a device standard is primarilv directed to the
manufacturer, it may also be of value to t'ie | ten.al purchaser or
user of the device as a frame of referen.> for device evaluation.
Similarly, even though a recommenc'eu rac. ce is usually oriented
towards healthcare professionals, it riay be useful to the
manufacturer in better understanding e environment in which a
medical device will be usec. ~.'so, some recommended practices,
while not addressing . de fice performance criteria, provide
guidelines to industrial pcrson.el on such subjects as sterilization
processing, methocs of co.iecting data to establish safety and
efficacy, human. engneering, and other processing or evaluation
techniques; .i'ch 'y ‘delines may be useful to health care
profession. ‘s in . nders anding industrial practices.

In_deter,nining whether an AAMI standard or recommended
practi<e is elevant to the specific needs of a potential user of the
de~nment, several important concepts must be recognized:

Al AAMI standards and recommended practices are voluntary
(uitess, of course, they are adopted by government regulatory or
orocurement 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 reviewsz?
nationally (and sometimes internationally). As such, the conse si:5
recommendations embodied in a standard or recommended [ ‘acu >
are intended to respond to clinical needs and, ultimate:- tc help
ensure patient safety. A standard or recomme.ded practice is
limited, however, in the sense that it respands generally to
perceived risks and conditions that may not alwa, = be relevant to
specific situations. A standard or recommenu~d :actice is an
important reference in responsible dec sion-maki'g, but it should
never replace responsible decision-makiny,

Despite periodic review and revision (a. least once every five
years), a standard or recommended ractice is necessarily a static
document applied to a dynamic tec::n2logy. Therefore, a standards
user must carefully review the reasois why the document was
initially developed and thc spocific rationale for each of its
provisions. This rev.2v wi'! reveal whether the document remains
relevant to the specific .»eed', of the user.

Particular cire should be taken in applying a product standard
to existing de ‘ic>s and equipment, and in applying a recommended
practice te-sun nt procedures and practices. While observed or
potential “isks tvith existing equipment typically form the basis for
th2 scfety nid performance criteria defined in a standard,
proissioaal judgment must be used in applying these criteria to
ealisting equipment. No single source of information will serve to
iden ify 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 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 dc-uni>nts
developed by AAMI are voluntary, and their application is solely within the discretion and professional judg.nen. of the
user of the document. Occasionally, voluntary technical documents are adopted by government regiiatc v ag. ncies or
procurement authorities, in which case the adopting agency is responsible for enforcement of its rule:. ana =ulations.

Published by

AAMI
4301 N. Fairfax Drive, Suite, 301
Arlington, VA 22203-1633

www.aami.org
© 2018 by the Association “or 'ie Advancement of Medical Instrumentation

All Rights Reserv=d

Publication, repr. ducidon, photocopying, storage, or transmission, electronically or otherwise, of all or any part of this
document 2vithout ne prior written permission of the Association for the Advancement of Medical Instrumentation is
strictly proh hited by law. It is illegal under federal law (17 U.S.C. § 101, et seq.) to make copies of all or any part of
this locu.n<at (whether internally or externally) without the prior written permission of the Association for the
Advanc2meni of Medical Instrumentation. Violators risk legal action, including civil and criminal penalties, and
dar ages of $100,000 per offense. For permission regarding the use of all or any part of this document, contact
~AMI ~24301 N. Fairfax Dr., Suite 301, Arlington, VA 22203-1633. Phone: (703) 525-4890; Fax: (703) 525-1067.

Zrinted in the United States of America

ISBN 978-1-57020-707-5


http://www.aami.org/
https://www.stdhive.com/standards/aami-sw912018-pdf/

Contents Page

ComMMItEEE FEPIESENTALION ...ttt e bt e e et e e s et e e st e e e san et e e s e e e e anreeenans iv
oL (=N o] o ST PP EPPPP RO PPPRRPP v
LIS Tele) oSSR 1
2 NOIMALIVE FEIEIEINCES ... ettt et e et e e ea et e e et e e e e e e e e e s et e e aabn e e e nnreeesnaneeeean 1
3 Terms @nd DEfiNItIONS .......coouiiiiiiii ettt et e ettt ettt s 1
4 DEFECE COUES ...ttt ettt ettt b e bt h e e bt ek e e b etk e b et e b et e bt ket e he e e b et e be e be e e ann e et enaee e z
ESTRN 1= V(o T 1 21V S S 4
Annex A (informative) Uses of defect data.............oooiiiiiiiiiiiiie e e e e 39
Annex B (informative) FDA Evaluation result code to SW91 defect code mapping .........ccccooiiiiis it s 41
Annex C (informative) IEC/TR 80002-1 to SW91 Defect code mapping ..........ccceeieeiiiiiiiiiiieei e e e e 44
Annex D (informative) Common weakness enumeration (CWE) to SW91 defect code mapping ... ....cccoieieeeiiiinins 54
Annex E (informative) Examples using SW91 during root cause analysis ..........cccccooiiiiiiieerias iiiiies ceniiieeee e 58
Annex F (informative) SW91 Defect category and code table.............ooouiiiiiiiii s 2000 e 63
Annex G (informative) Defect inclusion Criteria ..............ccovvviiiiiiiiiiiiiiee e e eeeee e a e e e aeas 68

=1 o] oo [ic=T o] V20 USRS 69


https://www.stdhive.com/standards/aami-sw912018-pdf/



