American

National
Standard

ANSI/AAMI/
ISO 27185:
2012/(R)2017
Cardiac rhythm management
devices — Symbols to be
used with cardiac rhythm
management device

labels, and information to
be supplied — General
requirements

Ad inn Safety in Healthi Terh I Documents

Document Sharing Hub

Full document details: ANSI AAMI ISO 27185-2012 (2017)


http://www.avadocuments.com/doc/ansi-aami-iso-27185-2012-2017
http://www.avadocuments.com/doc/ansi-aami-iso-27185-2012-2017

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 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
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.
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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
relevant 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
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"
section of the AAMI News. 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 News.
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be used with cardiac rhythm management device
labels, and information to be supplied — General
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Abstract: Identifies requirements for the development and use of symbols that may be used to convey
information on the safe and effective use of cardiac rhythm management medical devices. The
document is limited to symbols applicable to cardiac rhythm management medical devices that may
be marketed globally. These symbols may be used on the device itself or its labels.
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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 5 years from the date of publication.
Interested parties may obtain current information on all AAMI standards by calling or writing AAMI, or by visiting the
AAMI website at www.aami.org.

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.
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seq.) to make copies of all or any part of this document (whether internally or externally) without the prior written
permission of the Association for the Advancement of Medical Instrumentation. Violators risk legal action, including
civil and criminal penalties, and damages of $100,000 per offense. For permission regarding the use of all or any part
of this document, complete the reprint request form at www.aami.org or contact AAMI at 4301 N. Fairfax Drive, Suite
301, Arlington, VA 22203-1633. Phone: +1-703-525-4890; Fax: +1-703-525-1067.
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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. The code in the U.S. column, “(R)20xx” indicates the year the document was officially
reaffirmed by AAMI. For example, ANSI/AAMI/ISO 10993-4:2002/(R)2009 indicates that 10993-4, originally approved
and published in 2002, was reaffirmed without change in 2009.

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 60601-1:2005 ANSI/AAMI ES60601-1:2005/(R)2012 and Major technical variations
Technical Corrigendum 1 and 2 ANSI/AAMI ES60601-1:2005/A2:2010/(R)2012
ANSI/AAMI ES60601-1:2005/C1:2009/(R)2012 (amdt)| C1 Identical to Corrigendum 1 & 2
IEC 60601-1-11:2010 ANSI/AAMI HA60601-1-11:2011 Major technical variations
IEC 60601-1-2:2007 ANSI/AAMI/IEC 60601-1-2:2007/(R)2012 Identical
IEC 60601-2-2:2009 ANSI/AAMI/IEC 60601-2-2:2009 Identical
IEC 60601-2-4:2010 ANSI/AAMI/IEC 60601-2-4:2010 Identical
IEC 60601-2-16:2008 ANSI/AAMI/IEC 60601-2-16:2008 Identical
IEC 60601-2-19:2009 ANSI/AAMI/IEC 60601-2-19:2009 Identical
IEC 60601-2-20:2009 ANSI/AAMI/IEC 60601-2-20:2009 Identical
IEC 60601-2-21:2009 ANSI/AAMI/IEC 60601-2-21:2009 Identical
IEC 60601-2-24:1998 ANSI/AAMI 1D26:2004/(R)2009 Major technical variations
IEC 60601-2-27:2011 ANSI/AAMI/IEC 60601-2-27:2011 Identical
IEC 60601-2-47:2001 ANSI/AAMI EC38:2007 Major technical variations
IEC 60601-2-50:2009 ANSI/AAMI/IEC 60601-2-50:2009 Identical
IEC 80001-1:2010 ANSI/AAMI/IEC 80001-1:2010 Identical
IEC 80601-2-30:2009 and Technical ANSI/AAMI/IEC 80601-2-30:2009 and Identical (with inclusion)
Corrigendum 1 ANSI/AAMI/IEC 80601-2-30:2009/C1:2009 C1 Identical to Corrigendum 1
(amdt) — consolidated text
IEC 80601-2-58:2008 ANSI/AAMI/IEC 80601-2-58:2008 Identical
IEC/TR 60878:2009 ANSI/AAMI/IEC TIR60878:2003 Identical
IEC/TR 61289:2011 ANSI/AAMI/IEC TIR61289:2011 Identical
IEC/TR 62296:2009 ANSI/AAMI/IEC TIR62296:2009 Identical
IEC 62304:2006 ANSI/AAMI/IEC 62304:2006 Identical
IEC/TR 62348:2006 ANSI/AAMI/IEC TIR62348:2006 Identical
IEC/TR 62354:2009 ANSI/AAMI/IEC TIR62354:2009 Identical
IEC 62366:2007 ANSI/AAMI/IEC 62366:2007 Identical
IEC/TR 80002-1:2009 ANSI/IEC/TR 80002-1:2009 Identical
1SO 5840:2005 ANSI/AAMI/ISO 5840:2005/(R)2010 Identical
ISO 7198:1998 ANSI/AAMI/ISO 7198:1998/2001/(R)2010 Identical
ISO 7199:2009 and Amendment 1:2012 ANSI/AAMINISO 7199:2009 and Amendment 1:2012 Identical
ISO 8637:2010 ANSI/AAMI/ISO 8637:2010 Identical
ISO 8638:2010 ANSI/AAMI/ISO 8638:2010 Identical
ISO 10993-1:2009 ANSI/AAMI/ISO 10993-1:2009 Identical
ISO 10993-2:2006 ANSI/AAMI/ISO 10993-2:2006/(R)2010 Identical
ISO 10993-3:2003 ANSI/AAMI/ISO 10993-3:2003/(R)2009 Identical
ISO 10993-4:2002 and ANSI/AAMI/ISO 10993-4:2002/(R)2009 and Identical
Amendment 1:2006 Amendment 1:2006/(R)2009
ISO 10993-5:2009 ANSI/AAMI/ISO 10993-5:2009 Identical
ISO 10993-6:2007 ANSI/AAMI/ISO 10993-6:2007/(R)2010 Identical
ISO 10993-7:2008 ANSI/AAMI/ISO 10993-7:2008 Identical
ISO 10993-9:2009 ANSI/AAMI/ISO 10993-9:2009 Identical
ISO 10993-10:2010 ANSI/AAMI/ISO 10993-10:2010 Identical
ISO 10993-11:2006 ANSI/AAMI/ISO 10993-11:2006/(R)2010 Identical
ISO 10993-12:2007 ANSI/AAMI/ISO 10993-12:2007 Identical
ISO 10993-13:2010 ANSI/AAMI/ISO 10993-13:2010 Identical
1ISO 10993-14:2001 ANSI/AAMI/ISO 10993-14:2001/(R)2006 Identical
ISO 10993-15:2000 ANSI/AAMI/ISO 10993-15:2000/(R)2006 Identical
ISO 10993-16:2010 ANSI/AAMI/ISO 10993-16:2010 Identical
ISO 10993-17:2002 ANSI/AAMI/ISO 10993-17:2002/(R)2008 Identical
1ISO 10993-18:2005 ANSI/AAMI BE83:2006/(R)2011 Maijor technical variations
ISO/TS 10993-19:2006 ANSI/AAMI/ISO TIR10993-19:2006 Identical
ISO/TS 10993-20:2006 ANSI/AAMI/ISO TIR10993-20:2006 Identical
ISO 11135-1:2007 ANSI/AAMI/ISO 11135-1:2007 Identical
ISO/TS 11135-2:2008 ANSI/AAMI/ISO TIR11135-2:2008 Identical
ISO 11137-1:2006 ANSI/AAMI/ISO 11137-1:2006/(R)2010 Identical
Documents
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International designation U.S. designation Equivalency
ISO 11137-2:2006 (2006-08-01 corrected) | ANSI/AAMI/ISO 11137-2:2006 Identical
1ISO 11137-3:2006 ANSI/AAMI/ISO 11137-3:2006/(R)2010 Identical
1ISO 11138-1:2006 ANSI/AAMI/ISO 11138-1:2006/(R)2010 Identical
1ISO 11138-2:2006 ANSI/AAMI/ISO 11138-2:2006/(R)2010 Identical
1ISO 11138-3:2006 ANSI/AAMI/ISO 11138-3:2006/(R)2010 Identical
1ISO 11138-4:2006 ANSI/AAMI/ISO 11138-4:2006/(R)2010 Identical
1ISO 11138-5:2006 ANSI/AAMI/ISO 11138-5:2006/(R)2010 Identical
ISO/TS 11139:2006 ANSI/AAMI/ISO 11139:2006 Identical
1ISO 11140-1:2005 ANSI/AAMI/ISO 11140-1:2005/(R)2010 Identical
1ISO 11140-3:2007 ANSI/AAMI/ISO 11140-3:2007 Identical
1ISO 11140-4:2007 ANSI/AAMI/ISO 11140-4:2007 Identical
1ISO 11140-5:2007 ANSI/AAMI/ISO 11140-5:2007 Identical
1ISO 11607-1:2006 ANSI/AAMI/ISO 11607-1:2006/(R)2010 Identical
1ISO 11607-2:2006 ANSI/AAMI/ISO 11607-2:2006/(R)2010 Identical
1ISO 11663:2009 ANSI/AAMI/ISO 11633:2009 Identical
1ISO 11737-1:2006 ANSI/AAMI/ISO 11737-1:2006 Identical
1ISO 11737-2:2009 ANSI/AAMI/ISO 11737-2:2009 Identical
ISO/TS 12417:2011 ANSI/AAMI/ISO TIR12417:2011 Identical
1ISO 13408-1:2008 ANSI/AAMI/ISO 13408-1:2008/(R)2011 Identical
1ISO 13408-2:2003 ANSI/AAMI/ISO 13408-2:2003 Identical
1ISO 13408-3:2006 ANSI/AAMI/ISO 13408-3:2006 Identical
1ISO 13408-4:2005 ANSI/AAMI/ISO 13408-4:2005 Identical
1ISO 13408-5:2006 ANSI/AAMI/ISO 13408-5:2006 Identical
1ISO 13408-6:2006 ANSI/AAMI/ISO 13408-6:2006 Identical
1ISO 13485:2003 ANSI/AAMI/ISO 13485:2003/(R)2009 Identical
1ISO 13958:2009 ANSI/AAMI/ISO 13958:2009 Identical
1ISO 13959:2009 ANSI/AAMI/ISO 13959:2009 Identical
1ISO 14155:2011 ANSI/AAMI/ISO 14155:2011 Identical
1ISO 14160:2011 ANSI/AAMI/ISO 14160:2011 Identical
1ISO 14161:2009 ANSI/AAMI/ISO 14161:2009 Identical
1ISO 14708-3:2008 ANSI/AAMI/ISO 14708-3:2008 Identical
1ISO 14708-4:2008 ANSI/AAMI/ISO 14708-4:2008 Identical
1ISO 14708-5:2010 ANSI/AAMI /1ISO 14708-5:2010 Identical
1ISO 14937:2009 ANSI/AAMI/ISO 14937:2009 Identical
ISO/TR 14969:2004 ANSI/AAMI/ISO TIR14969:2004 Identical
1ISO 14971:2007 ANSI/AAMI/ISO 14971:2007/(R)2010 Identical
1ISO 15223-1:2007 and A1:2008 ANSI/AAMI/ISO 15223-1:2007/(R)2012 and Identical
A1:2008/(R)2012
1ISO 15223-2:2010 ANSI/AAMI/ISO 15223-2:2010 Identical
1ISO 15225:2010 ANSI/AAMI/ISO 15225:2010 Identical
1ISO 15674:2009 ANSI/AAMI/ISO 15674:2009 Identical
1ISO 15675:2009 ANSI/AAMI/ISO 15675:2009 Identical
1ISO 15882:2008 ANSI/AAMI/ISO 15882:2008 Identical

1ISO 15883-1:2006

ANSI/AAMI ST15883-1:2009

Major technical variations

ISO/TR 16142:2006

ANSI/AAMI/ISO TIR16142:2005

Identical

1ISO 17664:2004

ANSI/AAMI ST81:2004

Major technical variations

I1ISO 17665-1:2006

ANSI/AAMI/ISO 17665-1:2006

Identical (with inclusions)

ISO/TS 17665-2:2009 ANSI/AAMI/ISO TIR17665-2:2009 Identical
1ISO 18472:2006 ANSI/AAMI/ISO 18472:2006/(R)2010 Identical
ISO/TS 19218-1:2011 ANSI/AAMI/ISO TIR19218:2011 Identical
1ISO 20857:2010 ANSI/AAMI/ISO 20857:2010 Identical
1ISO 22442-1:2007 ANSI/AAMI/ISO 22442-1:2007 Identical
1ISO 22442-2:2007 ANSI/AAMI/ISO 22442-2:2007 Identical
1ISO 22442-3:2007 ANSI/AAMI/ISO 22442-3:2007 Identical
ISO/TR 22442-4:2010 ANSI/AAMI/ISO TIR22442-4:2010 Identical
1ISO 23500:2011 ANSI/AAMI/ISO 23500:2011 Identical
1ISO/TS 238103201)(1 ANSI/AAMI/ISO TIR23810:201X Identical
1ISO 25539-1:2003 and A1:2005 ANSI/AAMI/ISO 25539-1:2003/(R)2009 and Identical
A1:2005/(R)2009
1ISO 25539-2:2008 ANSI/AAMI/ISO 25539-2:2008 Identical
1ISO 26722:2009 ANSI/AAMI/ISO 26722:2009 Identical
I1ISO 27185:2012 ANSI/AAMI/ISO 27185:2012 Identical
1ISO 27186:2010 ANSI/AAMI/ISO 27186:2010 Identical
1ISO 80369-1:2010 ANSI/AAMI/ISO 80369-1:2010 Identical
1ISO 81060-1:2007 ANSI/AAMI/ISO 81060-1:2007 Identical
1ISO 81060-2:2009 ANSI/AAMI/ISO 81060-2:2009 Identical
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Committee representation

Association for the Advancement of Medical Instrumentation

Cardiac Rhythm Management Device Committee

The adoption of ISO 27185 as an American National Standard was initiated by the AAMI Cardiac Rhythm
Management Device Committee. The AAMI Cardiac Rhythm Management Device Committee 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 Cardiac Rhythm Management Device Committee (U.S. Sub-TAG for ISO/TC 150/SC
6/JWG 1) played an active part in developing the ISO standard.

At the time this document was published, the AAMI Cardiac Rhythm Management Device Committee had the
following members:

Cochairs Roger G. Carrillo, MD
Robert A Stevenson

Members Roger G. Carrillo, MD, University of Miami Hospital (Independent Expert)
Luis Arabia Cortes, Instituto Oulton (Independent Expert)
Tushar Dharampal, St Jude Medical Inc.
Veronica lvans, IMD Standards LLC (Independent Expert)
Nimrod Kadim, BioControl Medical
Patricia Krantz, Medtronic Inc. WHQ Campus
Dongping Lin, PhD, (Independent Expert)
Hans Moore, Washington DC VA Medical Center (Independent Expert)
Ronald Reitan, Boston Scientific Corporation
Mitchell J. Shein, FDA/CDRH
Robert A Stevenson, Greatbatch Inc.
Lawrence J. Stotts, PhD, Micro Systems Engineering Inc.
William D. Toff, University of Leicester (Independent Expert)
Frank Tyers, MD FRCSC FACS FACC, University of British Columbia (Independent Expert)

Alternates Daniel Cooke, Boston Scientific Corporation
Soma Kalb, PhD, FDA/CDRH
Ashish Shah, PhD, Greatbatch Inc.
Charles B. Sidebottom, PE, Medtronic Inc. WHQ Campus

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 ANSI/AAMI adoption of ISO 27185:2012

As indicated in the foreword to the main body of this document (page x), 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, which was developed by ISO Technical
Committee 150, Implants for surgery, Subcommittee (SC) 6, Active implants, to fill a need for standardized symbols
that convey information on the safe and effective use of cardiac rhythm management medical devices.

U.S. participation in ISO/TC 150/SC 6 is organized through the U.S. Technical Advisory Group to ISO/TC 150/SC 6,
administered by the Association for the Advancement of Medical Instrumentation. Experts from the United States
made a considerable contribution to this standard.

ANSI/AAMI/ISO 27185:2012 was approved by the American National Standards Institute (ANSI) on 13 January 2012.

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 ISO standards. See the Glossary of Equivalent Standards for a list of 1ISO
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” 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 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.

NOTE—Beginning with the ISO foreword on page vii, this American National Standard is identical to ISO 27185:2012.
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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 2.
The main task of technical committees is to prepare International Standards. Draft International Standards
adopted by the technical committees are circulated to the member bodies for voting. Publication as an

International Standard requires approval by at least 75 % of the member bodies casting a vote.

Attention is drawn to the possibility that some of the elements of this document may be the subject of
patent rights. ISO shall not be held responsible for identifying any or all such patent rights.

ISO 27185 was prepared by Technical Committee ISO/TC 150, Implants for surgery, Subcommittee SC 6,
Active implants.
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Introduction

This International Standard addresses the presentation of certain items of information that are considered
by regulatory authorities to be essential for the safe and proper use of cardiac rhythm management
medical devices. As such, the items are required to be presented with the device in most regulatory
domains. The information can be required on the device itself, as part of the label, or provided with the
device.

Many countries require the use of their own language to present textual information with medical devices.
This presents problems to device manufacturers and users.

Manufacturers seek to take costs out of labeling by reducing or rationalizing variants. This presents a
major problem of translation, design and logistics when multiple languages are included on a single label
or piece of documentation.

Users, presented with devices labeled in a number of different languages, can experience confusion and
delay in locating the appropriate language.

This International Standard proposes solutions to these problems through the use of internationally
recognized symbols, with precisely defined meanings, that are independent of language.

This International Standard is primarily intended to be used by:

— manufacturers of cardiac rhythm management medical devices who market identical products in
countries having different language requirements for labeling;

— users of cardiac rhythm management medical devices who draw their supplies from a number of
sources and can have varied language capabilities.

This International Standard can also be of assistance to

— distributors of cardiac rhythm management medical devices or other representatives of
manufacturers;

— health care providers responsible for training as well as those being trained;
— those responsible for post-market vigilance;
— health care regulatory authorities, testing organizations, certification bodies and other organizations

responsible for implementing regulations affecting medical devices and having responsibility for
post-market surveillance.
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American National Standard ANSI/AAMI/ISO 27185:2012/(R)2017

Cardiac rhythm management devices — Symbols to be used
with cardiac rhythm management device labels, and
information to be supplied — General requirements

1 Scope

This International Standard specifies requirements for the use of symbols conveying information on the
safe and effective use of cardiac rhythm management medical devices. Table 1 gives a list of existing
symbols that comply with the requirements of this International Standard.

This International Standard is applicable to, and limited to, symbols for cardiac rhythm management
medical devices that can be marketed globally. These symbols can be used on the devices themselves or
their labeling.

NOTE Other standards specify additional symbols that are applicable to particular kinds or groups of devices or
to particular situations. Examples of such sources are identified in the Bibliography. This listing is not exhaustive.

2 Normative references

The following referenced documents are indispensable for the application of this document. For dated
references, only the edition cited applies. For undated references, the latest edition of the referenced
document (including any amendments) applies.

ISO 15223-2, Medical devices — Symbols to be used with medical device labels, labeling and information
to be supplied — Symbol development, selection and validation

ISO 80416-2, Basic principles for graphical symbols for use on equipment — Part 2: Form and use of
arrows

IEC 80416-1:2008, Basic principles for graphical symbols for use on equipment — Part 1: Creation of
graphical symbols for registration

3 Terms and definitions

For the purposes of this document, the following terms and definitions apply.

3.1
characteristic information
mental representation of a property or properties of an object or set of objects
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3.2

compound symbol

series of individual symbols linked together to form a piece of information that it is intended to read as a
single unit

3.3
description
normative text that defines the purpose, the application, and the use of the symbol

[IEC 80416-1:2008, 3.2]

3.4

graphical symbol

graphical object that communicates characteristic information (3.1) without relying on language to
communicate the information

35

graphical symbol element

graphical object that has a particular meaning and that is used in combination with other graphical symbol
elements to create a graphical symbol (3.4) which communicates more complete meaning

3.6
iconic presentation
pictorial or graphical representation using familiar objects including alphanumeric characters

3.7
non-programmable
device parameter that cannot be modified by the physician

3.8
programmable
device parameter that can be modified by the physician

3.9

symbol original

drawing of a symbol, prepared in accordance with IEC 80416-1, used for reference or reproduction
purposes

[IEC 80416-1:2008, 3.3]

3.10

symbol used in medical device labeling

object presented on the label and/or associated documentation of a medical device that communicates
characteristic information (3.1) without relying on knowledge of the language of a particular nation or
people by the supplier or receiver of the information

NOTE The symbol can utilize symbolic or iconic presentation.
3.11
title

unique name by which a symbol is identified and spoken of

[IEC 80416-1:2008, 3.5]
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4 Abbreviated terms

ATP Anti-tachycardia pacing

A-V Atrial-ventricular

CRT-D Cardiac resynchronization therapy — defibrillation
CRT-P Cardiac resynchronization therapy — pacing

ICD Implantable cardioverter defibrillator

IPG Implantable pulse generator

LV Left ventricular

PVARP Post-ventricular atrial refractory period

RA Right atrial

RV Right ventricular

NOTE The definitions for these terms are provided in the respective standards for the product. See the

Bibliography for a list of these standards.

5 General requirements

5.1 Proposal of symbols for adoption

Proposals for symbols for adoption into I1SO 27185 shall be submitted to the secretariat of
ISO/TC 150/SC 6.

Symbols being proposed shall be presented following the dimensional criteria and design principles set
out in IEC 80416-1 and ISO 80416-2. Where the presentation is symbolic, alphanumeric characters shall
not be part of the symbol. Alphanumeric characters may be used when appropriate and relevant in a
symbol with iconic presentation.

Symbols presented for advice on acceptability or procedural details may be presented as symbol
concepts. Symbols presented for formal adoption shall be symbol originals (see 3.9).

Any symbol proposed for adoption into this International Standard shall be applicable to cardiac rhythm
management devices and have global applicability.

5.2 Requirements for usage

When risk management shows that it is appropriate to use symbols to convey information essential for
proper use on the cardiac rhythm management medical device, on its package, or in associated
documentation, the symbols provided in Table 1 should be used.

NOTE 1 Other symbols can be used to convey different information. Many other standards specify symbols for
particular purposes and/or for particular kinds of devices. The Bibliography lists some of these standards.

In use, the graphical representation of symbols shall comply with that shown in this International Standard,

especially with respect to relative dimensions including line thickness, orientation and the absence or
presence of filled or shaded areas.
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