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Summary of the reserch project
Progress and publication of Japanese proposals in 1ISO/TC249 and TC215

During the research period (2014-2017), three Japanese proposals have been published as ISO standards: 1)
TS 16843-1 Categorial structure for representation of acupuncture Part 1: Acupuncture points, 2) TS 18062
Categorial structure for representation of herbal medicaments in terminological systems, 3) IS 18746 Sterile
intradermal acupuncture needle for single use. Another two Japanese proposals, 19617 General requirements for
manufacturing process of natural products used in and as Traditional Chinese Medicine and Labelling

requirements of products intended for oral or topical use in and as TCM proceeded to DIS stage.

Current status of standard development in TC249 and the research project

Prof. Katai Shuichi and his group conducted research on 1) requirements necessary in development of
CD20487-Test method for acupuncture needle for single use in electrical stimulation and PWI 60601-1-82-
Particular requirements for the basic safety of electro acupuncture stimulator, 2) safety of smokeless moxibustion
produced in Japan, and 3) safety guidelines of acupuncture issued by WHO, USA, UK, Australia and Japan.
They pointed out there is a need to specify in CD20487 appropriate setting with test environment using simulated
body fluid and monitoring. In regard to safety of somokeless moxibustion, it was clarified that harmful
substances in exhaust somoke from Japanese pruducts of smokeless moxibustion were smaller than reference
value. Prof. Namiki Takao and his group revised Working draft of WD Abdominal physiological detector and
developed a prototype of color chart for tongue diagnosis device. Prof. Hirose Yasuyuki and his group succeeded
in publishing TS 16843-1 and TS 18062, both of which were developed as high level standard to provide
solutions to such problems as polysemy that is characteristic with diverse traditional medicines. Prof. Makino
Toshiaki and his group developed a database of efficacy descriptions of traditional medicines

(http://metabolomics.jp/wiki/Persist: CrudeDrugList), which covers texts published after Meiji resoration such as

Japanese pharmacopeias, their guidebook, textbook used in pharmaceutical education in Japan and guidebooks
of national pharmacist examination. Dr. Yasui Hiromichi conducted comparative research on pharmacopeias
between Japan and China, revealing there is considerable difference in descriptions of original plant source of
crude drug. Dr. Yasui also conducted research on the status of production of single herb extract in China and
Korea and revealed approximately eight hundred kinds of single herb extract are used in TCM hospitals in China

and they are expected to be exported internationally in future.


http://metabolomics.jp/wiki/Persist:CrudeDrugList

Standard development in ISO/TC249 and surrounding international situation
Prof. Togo Toshihiro and his group collected from website or published materials articles on China’s medical
policies and conducted analysis on China’s policies of international standardization of traditional medicine. Dr.
Ono Naoya invited specialists of international treaties, intellectual property, and traditional knowledge and they
conducted research on the current situation of discussion of traditional knowledge (WIPQO) and intellectual
property in relation to traditional medicine. They concluded it is important not only for practioners of traditional
medicine (Kampo medicine and acupuncture/moxibustion) but also for the users or patients in Japan, to deveop
a comprehensive database on traditional meidicine and make efforts to provide sufficient information to nation.
They also suggested the necessity of developing ‘Basic act for promotion of traditional medicine’, which
supports promotion of traditional medicine.
Towards an international strategy-Development of ‘Basic act on promotion of traditional medicine’
Standard development in ISO/TC249 is promoted under the strong influence of China’s economic strategy of
‘Belt and Road Initiative’ and the strategy has been strengthend by enactment of such domestic laws as
Zhongyiyaofa (H = #£7£). In Japan, though many stadanrds and regulation are prepared in the field of
traditional medicine (Kampo, acupuncture&moxibustion), there still lack important standard, which has resulted
in Japan’s defensive position in TC249. Thus, it will be necessary for all the Japan’s stakeholders in this field to
share the above recognition and move towards development of ‘Basic act on promotion of traditional medicine’,
of which the scope will include promotion of development of domestic standards regarding with traditional
medicine. Development of such domestic standard will also contribute to the promotion of the practice of Kampo

medicine and acupuncture as important wings of integrative medicne in Japan.
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