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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 SO
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 I1SO, 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.

Attentlon is drawn 1o the possibilily that some of the slements of this document may be the subject of patent
rights. 1SO shall not be held responsible for identifying any or all such patent rights.

150 18586 was prepared by Technical Committee ISO/TC 248, Traditional Chinese Medicine (Provisional).

© 180 2002 - All rights reserved ) N

- 205 -



&l

ISO/WD 18586

introduction

The minimum safety requirements specified in this standard are considered to provide for a practical degree of
safety in the operation of electroacupuncture stimulator.

In any medical domain, stimulations o body surface, such as manual, mechanical and thermal stimulus, have
existed as primitive remedies or therapies and used to alleviate various types of pain or symptoms. Among the
stimulation used in acupuncture practice are traditional hand operating stimulation and electrical stimulation In
the history of acupuncture, application of electrical stimulation to acupuncture needle was first attempted in
the first half on the 19th century by a French doctor, Salandiere. Though the boom of the use of the stimulator
did not last long in Europe, acupuncture stimulator came to attract attention of medical practitioners in 1970's,
after spread of the report of acupuncture anesthesia. Today, electroacupuncture stimulator is widely used in
acupuncture treatment especially in the field of pain control.

As for the standards for the safety of medical electrical equipment, such as Transcutaneous electrical nerve
stimulation (TENS), Silver spike point (SSP) stimulator, and massage chair, there have been already relevant
standards developed in IEC.

From the view of safety, the only and the most important difference between those equipment and
electroacupuncture stimulator is that needles inserted in acupuncture points are used as electrode. Thus, in
this standard, in order {o guarantee the safety of electroacupuncture stimulator, in addition to the requirements
specified in [EC 60801-2-10:2012 Particular requirements for the safety of nerve and muscle stimulator, safe
level of metal erosion of needle electrode and prevention of electrical burn is specified.

Vi © 180 2002 — All rights reserved
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Requirements for Basic Safety for Electroacupuncture
Stimulator

1 Scope

This International Standard specifies the requirements for the safety for electroacupuncture stimulators in use
of the practice of acupuncture treatment.

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.

IEC 60601-1:2012, Medical electrical equipment - Part 1. General requirements for basic safety and essential
performance

IEC 60601-1-2:2007, Medical electrical equipment Part 1-2: General requirements for basic safety and

essential performance — Collateral standard: Electromagnetic compatibility — Requirements and tests

IEC 60601-2-10:2012, Medical electrical equipment - Part 2-10: Particular requirements for the basic safety
and essential performance of nerve and muscle stimulators

1SO 14971:2007, Medical devices — Application of risk management to medical devices
1SO 13485:2003, Medical devices — Quality management systems — Requirements for regulatory purposes
ISO/IEC Guide 51:1999, Safety aspects — Guidelines for their inclusion in standards

ISO DIS 17218:2013, Sterilized Acupuncture needle for Single Use.

3 Terms and definitions

For the purposes of this document, the terms and definitions given in IEC 60601-2-10:2012 apply, except as
follows

© IS0 2002 — Al rights reserved 1
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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 1SO
technical commitiees. 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 [SO, 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 ISOAEC 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. 1ISO shall not be held responsible for ideniifving any or all such patent rights.

1SO 18663 was prepared by Technical Committee ISO/TC 248, Traditional Chinese Medicine {(Provisional)
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Introduction

This part of ISO/WD 18663 was developed in response to the worldwide demand for minimum specification of
an electroacupuncture stimulator which can be used to intensify the effect of manual acupuncture for the
treatment of disorders or diseases. Acupuncture is an ancient healing technique used in China for more than

2400 years, with{the Yellow Emperor's Classic)as the classical medical literature of traditional Chinese

Medicine. The technique has been constantly improved along with the development of science and
technology, for example, from sharp-edged tools made of silver and copper to filiform needles made of
stainless steel, from mechanical manipulation of the needles (manual needling) to electrical stimulation by
connecting needles with an electroacupuncture (EA) stimulator. Currently, EA is an alternative to manual
needling for the treatment of many symptoms and diseases. There was no previous international standard
prepared for the specification of the quality and safety of an electroacupucture device. The most relevant
international standard is the ISO/IEC 60601-2-10 edition 2.0: 2012 ™, which is the international standard of
particular requirements for the basic safety and essential performance of nerve and muscle stimulator. The
major difference between the two devices resides on how to deliver electricity to the body. A nerve and
muscle stimulator delivers electrical stimulation via skin pad of several square centimeters in size, while an
electraocuunture stimulator delivers electricity through fine needles inserted into the skin with diameter of 0.2-
0.5 mm. Hence the electrical current needed for electraocupunture can be 10 times less than that for nerve
and muscle stimulation. While 1ISO WD 18663 deals with the quality of electroacupuncture stimulator, there
was a parallel standard (ISO/WD 18586) dealing with the safety of the device. These two standards shall be
viewed together in order to have a full understanding of the international standard of quality and safety of an
electroacupuncture stimulator.

© 180 2002 — All rights reserved A
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The quality of electroacupuncture (EA) stimulators

1 Scope and objective
1.1 Scope

1.1.1 General consideration

This International Standard specifies the particular requirements for the minimum quality to secure the clinical
functionality and clinical effectiveness of electroacupuncture (EA) STIMULATORS, defined in subclause 3.205,
for use in the practice of electroacupuncture treatment, hereinafter referred to as EA STIMULATORS.

1.1.2 Specific considerations

In order to secure the clinical functionality and clinical effectiveness, the electrical parameters of the output
should be strictly specified, including the current intensity, the pulse duration (pulse width) and the frequency
of pulsatile electrical waves, that are strong enough to produce therapeutic effect, yet not too strong in order to
prevent the patient from physical and psychic damage.

1.1.3 Applicability

It is applicable in the condition where an electrical stimulation is delivered to the body via acupuncture needles
inserted through the skin to reach the nerve and muscle tissues. It is not applicable to the condition where the
needle is inserted into the internal organs, such as the heart, lung, liver, spleen or kidney. It is also not
applicable to the condition where the electrode is placed on the surface of the skin.

1.2 Objective

The objective of this particular standard is to establish minimum requirements for achieving clinical
functionality and therapeutic effectiveness of EA STIMULATORS.

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/IEC 60601-2-10 Edition 2.0: 2012 Medical electrical equipment — Particular requirements for the safety
and essential performance of nerve and muscle stimulators
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