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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 medica
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 con-
sidered in qualifying the device for clinical use, and the measurement
techniques that can be used to determine whether the device conforms

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
standard or recommended practice is an important reference in
responsible decision-making, but it should never replace responsible
decisionmaking.

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

with the safety and performance criteria and/or to compare the per- nitially developed and the specific rationae for each of its
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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 60601-1-2:2001

ANSI/AAMI/IEC 60601-1-2:2001

Identical

IEC 60601-2-04:2002

ANSI/AAMI'DE80:2003

Major technical variations

IEC 60601-2-21:1994 and
Amendment 1:1996

ANSI/AAMI/IEC 60601-2-21 &
Amendment 1:2000 (consolidated
texts)

Identical

IEC 60601-2-2411998;

Major-teghnical variations

is a preview|FYAU HRZRARRE quidance docu
IEC TR 60878:2003¢ed (0 allow pOtaNSPAAMITEC TIRE0878:2003a e the Lrskticalof the
IEC TR 62206:2003 00 CUeT R e e T ike 2586 56059 CeC S ik ntical
1ISO 5840:1996 For a cqriNSHAANIASQ,B840:1896\|| documenptdentical
ISO 7198:1998 contagt ANSiAANINES)7 18849987200 %1 211 1dentical
ISO 7199:1996 AN%'l/X'/fl\'ﬁl/vl\glc\ﬁv%ob%”fgé)e R)2002 Identical
ISO 10993-1:2003 ANSI/AAMI/ISO 10993-1:2003 Identical
ISO 10993-2:1992 ANSI/AAMI/ISO 10993-2:1993/(R)2001 | Identical
ISO 10993-3:2003 ANSI/AAMI/ISO 10993-3:2003 Identical
ISO 10993-4:2002 ANSI/AAMI/ISO 10993-4:2002 Identical
ISO 10993-5:1999 ANSI/AAMI/ISO 10993-5:1999 Identical
ISO 10993-6:1994 ANSI/AAMI/ISO 10993-6:1995/(R)2001 | Identical
ISO 10993-7:1995 ANSI/AAMI/ISO 10993-7:1995/(R)2001 | Identical
ISO 10993-8:2000 ANSI/AAMI/ISO 10993-8:2000 Identical
ISO 10993-9:1999 ANSI/AAMI/ISO 10993-9:1999 Identical

1ISO 10993-10:2002

ANSI/AAMI BE78:2002

Minor technical variations

1ISO 10993-11:1993

ANSI/AAMI 10993-11:1993

Minor technical variations

1ISO 10993-12:2002 ANSI/AAMI/ISO 10993-12:2002 Identical
1ISO 10993-13:1998 ANSI/AAMI/ISO 10993-13:1999 Identical
1ISO 10993-14:2001 ANSI/AAMI/ISO 10993-14:2001 Identical
1ISO 10993-15:2000 ANSI/AAMI/ISO 10993-15:2000 Identical
1ISO 10993-16:1997 ANSI/AAMI/ISO 10993- Identical

16:1997/(R)2003
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International designation

U.S. designation

Equivalency

1ISO 10993-17:2002 ANSI/AAMI/ISO 10993-17:2002 Identical
1ISO 11134:1994 ANSI/AAMI/ISO 11134:1993 Identical
1ISO 11135:1994 ANSI/AAMI/ISO 11135:1994 Identical
ISO 11137:1995 and Amdt 1:2001 | ANSI/AAMI/ISO 11137:1994 and Identical

A1:2002

1ISO 11138-1:1994

ANSI/AAMI 8T59:1999

Major technical variations

1ISO 11138-2:1994

ANSI/AAMI-ST21:1999

Major technical variations

ISO 11138-3:1995

ANSI/AAMI §T19:1999

Major technical variations

ISO TS 11139:2001

ANSI/AAMI/ISO 11139:2002

Identical

ISO 11140-1:1995 and
Technical Corrigendum 1:1998

ANSI/AAMI ST60:1996

Major technical variations

ANSI/AAMI/ISO, 116

Identical

1SO 11607:2003I'hiq Is a previewledifion af an AAl\ﬁ%zl(lll(r)ioan(‘p document and is
ISO 11737-1i1898ded to allow pQtANSHAAMIHSO JAT371 d995ate the [ldenticalof the
ISO 11737-2:1998 document ARSITRARIHS O f78715: 1598 N0 deCiS|Gdentical
ISO TR 13409:1996 For a cafipf{EHB 5% RAMI documenddentica!
ISO 13485:2003 contagtANSIVAAMI(S0))3485:20084, ext. 217 Identical
ISO 13488:1996 ANSTKANEE N 548811646 - Identical
ISO 14155-1:2003 ANSI/AAMI/ISO 14155-1:2003 Identical
ISO 14155-2:2003 ANSI/AAMI/ISO 14155-2:2003 Identical
ISO 14160:1998 ANSI/AAMI/ISO 14160:1998 Identical
ISO 14161: 2000 ANSI/AAMI/ISO 14161:2000 Identical
ISO 14937:2000 ANSI/AAMI/ISO 14937:2000 Identical
ISO 14969:1999 ANSI/AAMI/ISO 14969:1999 Identical
ISO 14971:2000 and A1:2003 ANSI/AAMI/ISO 14971:2000 and Identical
A1:2003

ISO 15223:2000 ANSI/AAMI/ISO 15223:2000 Identical
ISO 15223/A1:2002 ANSI/AAMI/ISO 15223:2000/A1:2001 Identical
ISO 15225:2000 ANSI/AAMI/ISO 15225:2000 Identical
ISO 15674:2001 ANSI/AAMI/ISO 15674:2001 Identical
ISO 15675:2001 ANSI/AAMI/ISO 15675:2001 Identical
ISO TS 15843:2000 ANSI/AAMI/ISO TIR15843:2000 Identical
ISO TR 15844:1998 AAMI/ISO TIR15844:1998 Identical
ISO TR 16142:1999 ANSI/AAMI/ISO TIR16142:2000 Identical
ISO 25539-1:2003 ANSI/AAMI/ISO 25539-1:2003 Identical
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Association for the Advancement of Medical Instrumentation
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NOTE—Participation by federal agency representatives in the development of this standard does not constitute
endorsement by the federal government or any of its agencies.
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Background

This standard was developed by the AAMI Defibrillator Committee. The objective of this standard is to specify
requirements for the safety of medical electrical equipment intended to defibrillate the heart by an electrical pulse via
electrodes applied either to the patient’s skin or to the exposed heart.

This is a combined revision of ANSI/AAMI DF2:1996, Cardiac defibrillator devices and ANSI/AAMI DF39:1993,
Automatic external defibrillators and remote-control defibrillators. During the course of putting this document together,
the AAMI Defibrillator Committee considered identical adoption of IEC 60601-2-4:2002, Medical electrical
equipment—Part 2-4: Particular requirements for the safety of cardiac defibrillator devices, which was based in large
part on the previous editions of the AAMI standards noted above. In the course of reviewing the IEC standard for U.S.
adoption, the committee decided that although the IEC document addressed most of the issues which the committee
members felt were important, there were a few areas coveredin DF2 and DF39 that had been omitted by IEC. This
AAMI standard, therefore, includes all of the requirements from IEC 60601-2-4:2002 as well as some additional
requirements and informative text that apply only to the AAMI standard.

The additional requirements and other informative materials that relate/ only to the American National Standard
consist of sections 107 and 108, and informative annexes CC, DD, and EE. The remaining parts of this document are
also part of the American National Standard and are identical to IEC 60601-2-4.

This is a preview edition of an AAMI guidance document and is

IEC 60601-2t4 IEﬁILIl é/ Iﬁ%oggﬁ ipment, which is
administered [)y% I ont) ﬁ%ﬁgg‘?ﬁgq%ﬁé@?o B%rg'ote"eﬁemgglg gﬁ%ﬁ% 52-{ & a%or dW|de organization for
standardization. As previo WQ—\ @/ﬂwe ifidnofthe IEC document) served as
the basis of the international standard In addition, the AAMI Defibrillator Committee, working as the U.S. Technical

Advisory sub-Group for IECS¢ was ttlﬁlg)wﬁmpalag:meﬁ@nsensus on the international
standard and otherwise part|C|pate e R?\[ ﬁg ?%% 30%? 9264,
ext. 217

The concepts incorporated in this standard mbMtSmbWWWr&ﬂmd)ﬁf]emble 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 comes to light.

This standard reflects the conscientious efforts of concerned health care professionals and medical device
manufacturers to develop a standard for those performance levels that can be reasonably achieved at this time.

Suggestions for improving this standard are invited. Comments and suggested revisions should be sent to Technical
Programs, AAMI, 1110 N. Glebe Road, Suite 220, Arlington, VA 22201-4795.

NOTE—This background does not contain provisions of the American National Standard Medical electrical
equipment—Part 2-4: Particular requirements for the safety of cardiac defibrillators (including automated external
defibrillators) (ANSI/AAMI DF80:2003), but it does provide important information about the development and intended
use of the document.
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