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The 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 overal mission: the advancement of medica
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 attentionito these A ™

objectives and provided that arbitrary and restrictive uses argfaviided/

A voluntary standard for a medical device recommendssto thes :-"'-_',:\__

manufacturer the information that should be provided with or on‘the
product, basic safety and performance criteria that should be con-
sidered in qualifying the device for clinical use, and the measurement
techniques that can be used to determine whether the device conforms

. Standard
\ \responisibl € decision-making, but it should never replace responsible
| deci§ionmaking.

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 internationaly). 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
recommended practice is an important reference in

D'apit'e 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

with the safety and performance criteria and/or to compare the per- nitially developed and the specific rationale for each of its
formance characteristics, orfnﬂnrf’l’éel'ﬁ &d{]ﬂ&!'%@ﬁ{@dﬂ@@#n AAMLr&H&é@Qﬁéﬁ?Wﬁ“ﬂ%@ﬂ Whether the document remains
phasize the informationl & NG (e pHsVted Qg tha | delice Nasersrdevai el tha tpedifie reais te thie adeithe

including performance characteristics, ihstuetions fobestovernimaking a purdiagisiigpcaiediaiigipe taken in applying a product standard to
and precautions, and other data considered important in ensuring the existing devices and equipment, and in applying a recommended
safe and effective use of the device irL:]the clinical etiuvi onment. f h.praté‘iéw urrent procedures and practices. While observed or
Recommending the disclosure of perfor Ho LRSS Gy O t |§b IWEQ equipment typically form the basis for the
necessitates the development of specializedGe FfHodsAd\EciBtal$00) 333 el 24pd pericimadcd criteria defined in a standard, professional
uniformity in reporting; reaching consensus on these)ptegissitan/ . adbdd! must be used in applying these criteria to existing equip-

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 manufac-
turer, it may also be of value to the potentia purchaser or user of the
device as a fume of reference for device evaluation. Similarly, even
though a recommended practice is usualy oriented towards health
care 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 recom-
mended practice is solely within the discretion and professional
iudament of the user of the document.

ment. 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 ingtitution or firm. Again, the rationae
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 Manager for Technical
Development. An officia interpretation must be approved by |etter
ballot of the originating committee and subsequently reviewed and
approved by the AAMI Standards Board. The interpretation will
become officia and representation of the Association only upon
exhaustion of any appeals and upon publication of notice of interpre-
tation in the "Standards Monitor" section of the AAMI News. The
Association for the Advancement of Medica Instrumentation
disclaims responsibility for any characterization or explanation of a
standard or recommended practice which has not been devel oped 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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Glossary of equivalent standards

International standards adopted in the United States may include normative references to other international
standards. For each international standard that has been adopted by AAMI (and ANSI), the table below gives the
corresponding U.S. designation and level of equivalency to the international standard. (Note: Documents are sorted
by International designation.)

Other normatively referenced international standards may be under consideration for U.S. adoption by AAMI,
therefore this list should not be considered exhaustive.

International designation U.S. designation Equivalency

IEC 60601-2-21:1994 and ANSI/AAMITEC-60601-2-21 : Identical

Amendment 1:1996 Amendment l’%(;%(\cmsoh ted texts)

IEC 60601-2-24:1998 ANSJ/AAMI 1D26:1998 "\, §i1 i Major technical variations
ISO 5840:1996 ANSIAANINISO 5840:1996 | | Identical

1ISO 7198:1998 ANSI/AAMI VP20:1994 Major technical variations
1ISO 7199:1996 ANSIHAAMI/ISO 7199:1996 Identical

1ISO 10993-1:1997 ANSI/AAMI/ISO 10993-1:1997 Identical

ISO 10993-2:1992his i 5 pre: iew e 998 docy isgld i

ISO 10993-3:1992 - 1~ +4 allavs ndhANSIAAM 339935 1uate-the of tha

|SO 10993_45}9 Lgkél |\® A3V | t: [CL1AWAAY lJLILEI ILI(AIAJM /|$O 10993 4 19&3 I.LJ(J.L\.;I |9} Ik.- i ialéﬁ‘ﬁééj JT 1o

ISO 10993-5:1999 HHRHTET Kﬁéf/AAM SR GEGEE =Y OECISIQ L ical

1ISO 10993-6:1994 ANSI/AAMI/ISO 10993-6:1995 Identical

ISO 10993-7:1995 FOr a CATARSHEA IR @bdo3s, Age/|| dOCUMEN|gentical

ISO 10993-8:2000 contagt NSRS 993820864, ext. 211 identical

ISO 10993-9:1999 ANSIAAMI/ISOVATRBHIILIVT) . Identical

1ISO 10993-10:1995 ANSI/AAMI/ISO 10993-10:1995 Identical

1ISO 10993-11:1993 ANSI/AAMI 10993-11:1993 Minor technical variations
1ISO 10993-12:1996 ANSI/AAMI/ISO/CEN 10993-12:1996 Identical

1ISO 10993-13:1998 ANSI/AAMI/ISO 10993-13:1999 Identical

1ISO 10993-15:2000 ANSI/AAMI/ISO 10993-15:2000 Identical

1ISO 10993-16:1997 ANSI/AAMI/ISO 10993-16:1997 Identical

1ISO 11134:1994 ANSI/AAMI/ISO 11134:1993 Identical

1SO 11135:1994 ANSI/AAMI/ISO 11135:1994 Identical

1ISO 11137:1995 ANSI/AAMI/ISO 11137:1994 Identical

1ISO 11138-1:1994 ANSI/AAMI ST59:1999 Major technical variations
1ISO 11138-2:1994 ANSI/AAMI ST21:1999 Major technical variations
1ISO 11138-3:1995 ANSI/AAMI ST19:1999 Major technical variations
1ISO 11140-1:1995 and ANSI/AAMI ST60:1996 Major technical variations
Technical Corrigendum 1:1998

ISO 11607:200x V) ANSI/AAMI/ISO 11607:2000 Identical

1SO 11737-1:1995 ANSI/AAMI/ISO 11737-1:1995 Identical

1SO 11737-2:1998 ANSI/AAMI/ISO 11737-2:1998 Identical

1ISO TR 13409:1996 AAMI/ISO TIR 13409:1996 Identical

1ISO 13485:1996 ANSI/AAMI/ISO 13485:1996 Identical

1ISO 13488:1996 ANSI/AAMI/ISO 13488:1996 Identical

1ISO 14155:1996 ANSI/AAMI/ISO 14155:1996 Identical

1ISO 14160:1998 ANSI/AAMI/ISO 14160:1998 Identical

1ISO 14161:2000 ANSI/AAMI/ISO 14161:2000 Identical

1SO 14937:2000 ANSI/AAMI/ISO 14937:2000 Identical

Y EDIS approved; being prepared for publication.
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International designation U.S. designation Equivalency
1ISO 14969:1999 ANSI/AAMI/ISO 14969:1999 Identical
ISO 14937:2000 ANSI/AAMI/ISO 14937:2000 Identical
ISO 14971:2000 ANSI/AAMI/ISO 14971:2000 Identical
ISO 15223:2000 ANSI/AAMI/ISO 15223:2000 Identical
ISO 15225:2000 ANSI/AAMI/ISO 15225:2000 Identical
ISO TS 15843:2000 AAMI/ISO TIR15843:2000 Identical
ISO TR 15844:1998 AAMI/ISO TIR15844:1998 Identical
ISO TR 16142:1999 ANSI/AAMI/ISO TIR16142:2000 Identical

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 (800) 332-2264, ext. 217
or visit www.aami.org.
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Committee representation
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Background of AAMI adoption of ISO 15225:2000

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.

ISO 15225:2000 was developed jointly by ISO Technical Committee 210, Quality management and corresponding
general aspects for medical devices, and CEN Technical Committee 257/SC 1, Identification, coding, nomenclature
and regulatory data sets for medical devices, to fill a need for an international document on the construction of a
nomenclature for medical devices. U.S. participation in ISO/TC 210 is organized through the U.S. Technical Advisory
Group for ISO/TC 210, administered by the Association for the Advancement of Medical Instrumentation on behalf of
the American National Standards Institute. The United States made a considerable contribution to this standard.

AAMI encourages its committees to harmonize, their workwith internatignal documents as much as possible. Upon
review of 1ISO 15225, the AAMI Committee on/Quality Management g’rjd borresponding General Aspects for Medical
Devices and the AAMI Symbols and Nomenclature fof"l\/l'edicﬁl‘@\ey" es Working Group decided to adopt 1ISO 15225
verbatim as a new American National Standard-= /4 = ‘\\: i 'L

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

The concepts infthparited prissignoalitiohpod an ABMISsE Aottt gt andard, ke any
other, mus Vi i ogressive fechnalo s. To remain
relovant, 1t BB etk A e B B e B A R o Tve
_ _ ~ document before making a purchasing decision.
Suggestions for improving this report are invited. Comments and suggested revisions should be sent to Standards
Department, AAMI, 1110 N. Glebe Road, Suite 220, Arlington, VA 22201-4795.
For a complete copy of this AAMI document,

coact-AAMEA(800)332-2264 ext—217/
NOTE—Beginning with the foreword on page ix, this Aﬁ]enca“h Natlonzﬂ:’é:t“aﬁdar is [dentical to 1SO 15225:2000.

AP v Sk \ananas oA
Ul VISIU WWWiv. dalTin. ury.
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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies (ISO
member bodies). The work of preparing International Standards is normally carried out through ISO technical
committees. Each member body interested in a subject for which a technical committee has been established has
the right to be represented on that committee. International organizations, governmental and non-governmental, in
liaison with ISO, also take part in the work. ISO collaborates closely with the International Electrotechnical
Commission (IEC) on all matters of electrotechnical standardization.

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 3.

Draft International Standards adopted by the technical committees are circulated to the member bodies for voting.
Publication as an International Standard requires appr_c“))”(alatlxat least 75% of the member bodies casting a vote.

A AN\ 41
Attention is drawn to the possibility that some d{-.ﬁthe{ffe'lé@eri %of this International Standard may be the subject of
patent rights. ISO shall not be held responsjble-fm}{qgamwm\g‘; nyc‘\gi' aql_i slch patent rights.

International Standard ISO 15225 was prepared by the European Committee for Standardization (CEN) in
collaboration with 1SO Technical Committee-TC-210, Quality management and corresponding general aspects for
medical devices, in accordance with the Agreement on technical cooperation between ISO and CEN (Vienna
Agreement).

Thi; IS a_preview editign |9f an AAtMI ngida,nce dopunLe t and is
text of this st d, d*. ..t Stand L.t t t | Standard . . .".
Tiahded t6 AlToW potertial purehasers (o evaliate the Content of the ="
Annex A forms a normativw&%@ﬁtnww?hggnq@r% /;\junﬁfﬁﬁ%iﬁﬁ* Gé\{ﬁg%ﬁ]formaﬁon only.

For the purposes of this International Standard, the CEN annexes regarding fulfillment of European Council
Directives have been removefior 3 complete copy of this AAMI document,

contact AAMI at (800) 332-2264, ext. 217

or visit www.aami.org.

Throughout th
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Introduction

This European Standard gives rules and guidelines for the construction of a nomenclature system for medical
devices in order to enable Competent Authorities, Notified Bodies and manufacturers to meet the requirements of
Council Directives on medical devices. It is also intended to assist in the implementation of community sectoral
legislation and to facilitate cooperation and exchange of information within the European Community and at
international level. It is intended that this assistance and facilitation could be extended to other relevant parties such
as Regulatory Bodies and Health Care Providers.

This European Standard also gives the requirements for a minimum data set and relating to this data system its
structure. These requirements are provided for system designers setting up databases utilizing the nomenclature
system described herein. It is intended that the |nformat|on covered by this standard should be available in the public
domain.

N F o \\

The requirements contained in this standard are appucabrp\{o}hsj development and updating of a European
Nomenclature for medical devices. | A w-' :

\;

This European Standard provides rules and. guidelines, for nomenclature design, which will ensure that
nomenclatures built upon this standard will lbe 'simple 1o use, rational,”applicable by all grades and professions of
users and suitable for both computerized systems and printed matter.

In order to avoifffie rgoafe%amewmmwfeammm eyericthoush dashumayrieainchonformity with this

Systen. This LGOS BLEH erEB AL Hoges o Sa b c?ﬂ%? et B Belice case o

management at reasonablélesstiment before making a purchasing decision.

It is anticipated that the European Gatekeeper will liaise with other bodies responsible for maintaining nomenclatures
in other regulatory environmen3[ vatit & kil & @ ppapylaty ititd &bl Indainxaaon,
contact AAMI at (800) 332-2264, ext. 217

or visit www.aami.org.

X © 2000 Association for the Advancement of Medical Instrumentation B ANSI/AAMI/ISO 15225:2000



	Nomenclature—Specification for a nomenclature system for medical devices for the purpose of regulatory data exchange
	The Objectives and Uses of AAMI Standards and Recommended Practices
	ANSI/AAMI/ISO 15225:2000 Approved 16 October 2000
	Copyright page
	Contents
	Glossary of equivalent standards
	Committee representation
	Background of AAMI adoption of ISO 15225:2000
	Foreword
	Introduction
	1	Scope
	2	Normative references
	3	Definitions
	4	Principle of structure
	4.1	General
	4.2	Device category
	4.3	Generic device group
	4.4	Device type

	5	Requirements
	5.1	Device category
	5.2	Generic device group
	5.2.1	General
	5.2.2	Abbreviations and acronyms
	5.2.3	Preferred terms
	5.2.4	Template terms
	5.2.5	Synonyms

	5.3	Device type

	6	Data file dictionary
	6.1	General
	6.2	Device category data file
	6.3	Generic device group data file
	6.4	Device type data file

	Annex A, Device categories description
	Annex B, Examples for generation of generic device group terms and synonyms
	B.1	Structure of generic device group terms
	B.2	Examples of generic device group terms
	B.3	Abbreviations
	B.4	Example of style

	Annex C, Examples of generic device group records
	C.1	Preferred term
	C.2	Template term
	C.3	Synonym term

	Bibliography




