AAMI
Standard AAMI NS4:1986/(R)2009

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 (877) 249-8226
or visit www.aami.org.

Transcutaneous electrical
nerve stimulators

Association for the
Advancement of Medical
Instrumentation




Association for the Advancement

of Medical Instrumentation
1110 N. Glebe Rd., Suite 220
Arlington, VA 22201-4795

© 2000 by the Assaciation for the Advancement of Medical Instrumentation

AllRights Resenved

Copyright and Permissions

Publication, reproduction, photocopying, storage, or transmission, electronically or otherwise, of all or any part of
these documents without the prior written permission of the Association for the Advancement of Medical
Instrumentation or the copyright holder (if not AAMI) is prohibited by law. It is illegal under federal law (17 U.S.C.
§ 101, et seq.) to make copies of all or any part of these documents (whether internally or externally) without the
prior written permission of the copyright holder. 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 these documents,
contact AAMI, 1110 N. Glebe Road, Suite 220, Arlington, VA 22201-4795. Phone: (703) 525-4890; Fax: (703)
525-1067.

Violators of this copyright policy should be reported to AAMI's legal counsel:

McKenna & Cuneo, L.L.P.
1900 K Street, N.W.
Washington, DC 20006
Attn: Jacqueline A. Henson, Esq.
Phone: (202) 496-7500



N4 Transcutaneous Electrical Nerve Stimulators
|
AAMI Standard for Transcutaneous Electrical Nerve Stimulators

Developed by
Association for the Advancement of Medical Instrumentation

Approved 1986; reaffirmed 10 August 2009

Abstract:

This standard establishes labeling, safety, and performance requirements and referee tests for transcutaneous
electrical nerve stimulators intended for use in the treatment of pain syndrome; also covered are labeling
requirements for patient leads and electrodes. The standard includes an appendix providing labeling/user
guidelines for TENS devices and an appendix providing the rationale for the provisions of the
standard.
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AAMI
* This Foreword does not contain provisions of the American National Standard for Transcutaneous Electrical Nerve Stimulators (ANSI/AAMI NS4 — 1985), but does provide important information about its development and intended use.

AAMI
* This Foreword does not contain provisions of the AAMI Standard for Transcutaneous Electrical Nerve Stimulators (AAMI NS4 — 1985), but does provide important information about its development and intended use.


This standard was developed by the TENS Subcommittee of the AAMI Neurosurgery Committee.

The objective of this standard is to provide labeling requirements, certain performance requirements, test
methods, terminology, and guidelines that will help establish a reasonable level of safety and effectiveness
for transcutaneous electrical nerve stimulators used in the treatment of pain syndromes,

The concepts incorporated in this document should not be considered inflexible or static. This standard, like
any other, must be reviewed and updated periodically to assimilate progressive technological advancements.
To remain relevant, it must be modified as advances are made in technology and new data are brought
forward.

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

Suggestions for improving this standard are invited.-Comments:should be sent to AAMI, 3330 Washington
Boulevard, Suite 400, Arlington, VA 22201-4598.

AAMI"Standard for
Transcutaneous Electrical Nerve Stimulators

1. Scope
1.1 General

This standard establishes certain requirements for 'portable, battery-powered, transcutaneous electrical nerve
stimulators (TENS devices) that are used in the treatment of pain syndromes, that are intended for use on
intact skin and mucous menibranes, and that do’ not require surgical ' intervention or violation of the skin
surface.

1.2 Inclusions

1.2.1 Labeling requirements for the stimulus generator and for patient leads and el ectrodes are within the scope
of the standard.

1.2.2 Minimum safety and performance requirements for the stimulus generator, including limits on output
characteristics, are also within the scope of this standard.

1.3 Exclusions

1.3.1 This standard does not cover requirements for the electroconductive medium (gel) used to establish
electrical contact between the patient electrodes and the skin, nor doesit cover performance requirements for
TENS leads/electrodes.

1.3.2 This standard does not cover requirements for line-powered TENS devices, diagnostic stimulators,
stimulators for muscle exercise, electrostatic stimulators, electromagnetically coupled stimulators, or
electrosleep devices.

Note: For an explanation of the need for this standard, and the rationale for its provisions, see Appendix B.
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