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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.

The procedures used to develop this document and those intended for its further maintenance are
described in the ISO/IEC Directives, Part 1. In particular the different approval criteria needed for the
different types of ISO documents should be noted. This document was drafted in accordance with the
editorial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

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. Details of
any patent rights identified during the development of the document will be in the Introduction and/or
on the ISO list of patent declarations received (see www.iso.org/patents).

Any trade name used in this document is information given for the convenience of users and does not
constitute an endorsement.

For an explanation on the meaning of ISO specific terms and expressions related to conformity assessment,
as well as information about ISO’s adherence to the World Trade Organization (WTO) principles in the
Technical Barriers to Trade (TBT) see the following URL: www.iso.org/iso/foreword.html.

The committee responsible for this document is ISO/TC 249, Traditional Chinese medicine.
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Introduction

As one of several different needling approaches, intradermal acupuncture needles are recognized as
an effective treatment for various disorders. Intradermal acupuncture needles are easy to use and
especially effective when relatively long-lasting stimulation to a needling site is needed. Therefore,
safety and sanitation considerations of intradermal acupuncture needles should be more carefully
reviewed as well as their compatibility to human body.

As a biomaterial, acupuncture needles can be corrosive and have potential to lose some of their
mechanical characteristics. Furthermore, leachable substances can affect human tissue in any
unintended, yet potentially harmful way. To address this problem, biomaterials should have no toxicity
or produce any adverse effects, and should have appropriate mechanical characteristics such as tensile
strength, elasticity, durability of abrasion and fatigue strength. In addition, the material should have a
strong corrosion resistantability:.

This International Standard establishes an international standard for intradermal acupuncture needles.
The characteristics of intradermal acupuncture needles include size, material, quality, tests, packing
and identification through regulating marking methods. The standardization of the characteristics of
intradermal acupuncture needles has potential to enhance the efficacy and improve the quality and
safety of acupuncture treatments using intradermal acupuncture needles especially in regard to the
biocompatibility for human body.
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