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American National Standard ANSI/AAMI EC12:2000/(R)2020
(Revision of ANSI/AAMI EC12:1991)

Disposable ECG electrodes

Developed by
Association for the Advancement of Medical Instrumentation

Approved 13 May 2000 and reaffirmed 24 August 2010 and 30 December 2015 and 9 October 2020 by
American National Standards Institute, Inc.

Abstract: This standard contains minimum labeling, safety, and performance requirements; test methods;
and terminology for disposable electrocardiographic (ECG) electrodes.

Keywo rds: disposable electrodes, ECG monitoring, pregelled, nonpolarizing, electrode system
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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CAUTION NOTICE: This AAMI standard may be revised or withdrawn at any time.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.
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Committee representation

Association for the Advancement of Medical Instrumentation
Electrocardiograph (ECG) Committee

This standard was developed by the ECG/Electrodes Working Group of the Electrocardiograph Committee of the
Association for the Advancement of Medical Instrumentation. Committee approval of the standard does not
necessarily imply that all committee members voted for its approval.

At the time this document was balloted, the AAMI Electrocardiograph Committee had the following members:

Cochairs: James J. Bailey, MD
David Mortara, PhD
Members: James J. Bailey, MD, National Institutes of Health

Alan S. Berson, PhD, National Heart, Lung, and Blood Institute
David L. Daly, U.S. Food and Drug Administration
Arthur R. Eddy, Jr., ConMed Corp.
Stacy Gehman, Quinton Instrument Co.
Paul Lander, Flow Metrix, Inc.
George Moody, Massachusetts Institute of Technology
David Mortara, PhD, Mortara Instrument, Inc.
Shankara Reddy, PhD, Marquette Medical Systems, Inc.
William Saltzstein, Medtronic-Physio Control
Jonathan Steinberg, MD, St. Luke’s Roosevelt Hospital
Roy D. Wallen, Optical Sensors, Inc.

Alternate: Robert J. Cangelosi, U.S. Food and Drug Administration

At the time this document was balloted, the ECG/Electrodes Working Group had the following members:

Cochairs: David L. Daly
Arthur R. Eddy, Jr.
Members: Alan S. Berson, PhD, National Heart, Lung, Blood Institute

Hatim M. Carim, PhD, 3M Healthcare

David L. Daly, U.S. Food and Drug Administration

Gail Darcey, Agilent Technologies

Arthur R. Eddy, Jr., ConMed Corporation

Melvin N. Fink, CBET, Service Master

Pradeep M. Gupte, MSBME, Westchester County Medical Center

Carl V. Hays, Batavia, IL

M. Richard Jacobs, Hines VA Hospital

Martin J. Kutik, PPD Consulting

Kay Rutishauser, RN, American Association of Critical Care Nurses

Louis P. Scheps, CAS Medical Systems Inc.

Wayne Shockloss, Kendall Healthcare

Alan J. Stankus, PE, John F. Kennedy Memorial Hospital

Mark Zimmerman, GE-Marquette Medical Systems, Inc.
Alternates: John Hughes, GE-Marquette Medical Systems, Inc.

Kevin Katzenmaier, 3M Healthcare

Carla Mond, Agilent Technologies

Michael Simon, ConMed Corporation

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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Foreword

This revised standard (third edition) was developed by the ECG Electrodes Working Group of the AAMI ECG
Committee. The objective of this standard is to provide minimum labeling, safety, and performance requirements that
will help ensure safety and efficacy in the clinical use of disposable electrocardiographic (ECG) electrodes.

One of the most significant changes in this edition is the inclusion of the adhesive performance section, which was
not included in earlier editions because of the lack of data. In the second edition of this standard, one of the most
significant changes made in revising this standard (which was first approved in August 1984) was the expansion of
the scope to cover all disposable electrodes in keeping with new products on the market. In addition, biocompatibility
and pre-attached leadwire safety requirements have been added to the performance requirements.

Many of the electrical performance requirements and methodologies set forth in this standard are based on studies
performed at the UBTL Division of the University of Utah Research Institute, under contract with the Food and Drug
Administration (FDA), Bureau of Medical Devices. The contributions of UBTL and FDA personnel to this standard’s
development effort are gratefully acknowledged.

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 advances are made in technology and as new data are collected.

This standard reflects the conscientious efforts of those substantially concerned with its scope and provisions to
develop a standard for those performance levels that could be reasonably achieved at the present time.

As used within the context of this standard, “shall” indicates requirements strictly to be followed in order to conform
to the standard; “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 is undesirable but not prohibited; “may” is used to
indicate that a course of action is permissible within the limits of the standard; and “can” is used as a statement of
possibility and capability. “Must” is used only to describe “unalterable” situations.

Suggestions for improving this standard are invited. Comments or suggested revisions should be sent to AAMI,
Vice President of Standards, 1110 N. Glebe Road, Suite 220, Arlington, VA 22201-4795.

NOTE—This foreword is not a part of the American National Standard, Disposable ECG electrodes (ANSI/AAMI
EC12:2000).
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