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The First Day, November 17, 2010

SESSION I.
International Collaborative Development of
an Integrated Eastern and Western Medical Model

BAR BFR mlks owass
BT TR BOKREAEI 75— SRR

History and Present Situation of KAMPO Medicine in Japan

850~ 9:00 | A&&RE

9:00
~0: ISH 2
9:35 WLk ESE R RE
The Effectiveness of Herbal Medicine
9:35 and Acupuncture on Stroke: A Clinical Study
~10:10 Ki-Ho Cho
Dep of Cardi &N gic Diseases (Strokie Center) , Hospital of
Onsnlal Medicine, College of Oriental Medicine, Kyung Hee University, Republic of Korea
10:10 Ponder on the Integration of TCM and Western Medicine
~10:45 Wang Shao Li

Department of Diagnosis of TCM, Changchun University of Chinese Medicine, China

10:45~11:00 | Coffee Break

Overview of Research on the Integration of Traditional
Chinese and Western Medicine in Nanjing University

1}101?35 of Traditional Chinese Medicine
Xiao Yun Mei
0 Institute of Basic Medicine, Nanjing University of Traditional Chinese Medicine, China
¥ Challenges for the Integration of Traditional East
11:35 Asian Medicine into Modern Medicine in Germany
~12:10 Heidrun Reissenweber

Research Unit for Japanese Phytotherapy (Kampo) , Department of Intemal
" Medicine-Campus City Center, University of Munich, Germany

12:10~13:10 | Lunch Break

International Symposium

on Standardization of Traditional Medicine

The Second Day, November 18, 2010

SESSION II.

Global Standards Reflecting GACP (Good Agricultural and
Collection Practices) for the Sustainable Production and Supply
of Medicinal Plants Used in KAMPO and Herbal Medicines

BIE MF
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850~ 9:00 | PRikiY

WHO's Policy and Activities Relating to Sustainable Use
9:00 of Medicinal Plants and Quality of Herbal Medicines
~9:35 LIl ERRF

AR EHESSD, 212

European Situation: Overview of Regulatory Framework
9:35 of Herbal Medicines and GACP Implementation
~10:10 Werner Kniss

Federal Institute for Drugs and Medical Devices, Germany

Quality Control of Brazilian Phytoremedies: the Large
10:10 Biomed Diversity and the High Demand Require Urgent
~10:45 and Effective Standardization of Plant Derived Products

Antonio Jose Lapa
Federal University of Sao Paulo, Brazil

10:45~11:00 | Coffee Break

11:00 Herbal Medicine Projects in Latin America and Peru

~11:35] % Diana Flores
[ Sclentific University of South, Peru

13:10 Standardization for Traditonal Medicines in Japan

~i3 Al £k
L EIERS RS A LR LR

13:45~14:15 | Total Discussion

14:15~14:30 | Coffee Break

" Research on Construction of Integrated Information
14:30 | = Database of Medicinal Plants Using for KAMPO Medicines
~15:05 R 5%
2 (R ERXEMRA RAEHETRHAR L 2—
. | Database Records Diversity of Ilerbal Medicines
15:05
~15:40 IR HOF
EILAY MSERFBATRT £ RIFNYLT

15:40 Standardization of Herbal Medicines in Korea
~16:15 Yeong Shik Kim

. College of Phannacy//Natural Products Research Institute, Seoul National University, Republic of Korea

16:15~16:30 | Coffee Break

The Direction of Standardization of Chinese
) Medicines in Chinese Pharmacopoeia 2010

' Shao Qing Cai
Division of P)

School of Ph,

¢ Cultivation Studies and Breeding for Sustainable
‘11 Supply of Crude Drugs with Stable Quality

| SSE SHER
| () EREMTRF BAMMEERELS 2— B ERRES

17:40~18:10 | Total Discussion

stical Scinces, Peking University, China

18:10~18:20 | FARIRIS Pl X =rzaskx

O s SWATHOMMII TREL L&,

, BILAS MRERS R SHER iﬁﬂ:ﬁiﬂﬁé}!? P % (076-434-7641)
Bl FRERFRETRA FERFIFIREBEY #HEF BL(076-434-7605)

URL http://www.inm.u-toyéina.ac.jp/jp/news_etc/1 01117-18symposium.html
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% National Policy and Regulatory Situation of Herbal
& Medicines in Cuba

Maritza C. Gonzilez Ramirez
State Center for the Control of the Quality of Drugs, Cuba

12:10~13:30 | Lunch Break

Ideas and Methods of Modern Research on
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The Second Day, November 18, 2010

SESSION II. Global Standards Reflecting GACP (Good Agricultural and Collection

Practices) for the Sustainable Production and Supply of Medicinal
Plants Used in KAMPO and Herbal Medicines

8:50-9:00 Opening Remarks
Setsuko Sekita (Vlce-Pre51dent of the organizing committee for the symposium,
Tokushima Bunri University)

9:00-9:35
1. WHO's Policy and Activities Relating to Sustainable Use of Medicinal Plants
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Yukiko Maruyama
Traditional Medicine, Department for Health System Governance and Service Delivery,
World Health Organization, Switzerland
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and GACP Implementation 25
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Federal Institute for Drugs and Medical Devices, Germany
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State Center for the Control of the Quality of Drugs, Cuba
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WHO'S POLICY AND ACTIVITIES RELATING TO THE SUSTAINABLE
USE OF MEDICINAL PLANTS AND QUALITY OF HERBAL MEDICINES

Yukiko Maruyama

Traditional Medicine, Department for Health System Governance and Service Delivery
World Health Organization, 20 Avenue Appia, Geneva 27, Switzerland

Abstract: ‘

The use of medicinal plants is considered the most common medication tool in traditional medicine and
complementary medicine worldwide. Medicinal plants are supplied through collection from wild populations
and cultivation. While some species are cultivated commercially, the majority continue to be collected from
the wild. International actions to address concerns regarding unsustainable harvests of medicinal plants
were initiated in the mid-1980s. In 1988, the International Consultation on Conservation of Medicinal Plants
was held in Chiang Mai, Thailand, where the ‘Chiang Mai Declaration’, calling for action to “Save the
Plants that Save Lives”, was adopted. Subsequently, the World Health Assembly (WHA) resolution on
medicinal plants, adopted in 1988, referred to the Chaing Mai Declaration and the joint WHO/IUCN/WWF
'Guidelines on the Conservation of Medicinal Plants' was published in 1993.

Over the last decade, the Guidelines have provided an agenda for national level approaches to increase the
knowledge and conservation of medicinal plant species. While recognising the important guidance provided
by the 1993 Guidelines, these guidelines are being updated in order to reflect the knowledge that has been
gained in the past decade through international frameworks and conventions such as the United Nations
Conference on Environment and Development (UNCED)and the United Nations Convention on Biological
Diversity (CBD).

In the context of the implementation of the "Global Strategy and plan of action on public health, innovation
and intellectual property”, the updated edition of the guidelines on conservation of medicinal plants will be
seen as one of the major global guidelines to support promotion of policies on innovation in the field of
traditional medicine.

As part of implementation of the WHO traditiaon] medicine strategy lanunched in 2002, WHO has been
working on the protection of medicinal plants, aiming to promote sustainable use and cultivation of
medicinal plants. The WHA resolution on traditional medicine (WHA56.31; 2003) requested WHO to
collaborate with other relevant organizations in protection of traditional medicine knowledge and
conservation of medicinal plants resources.

WHO developed guidelines on good agricultural and collection practices (GACP) for medicinal plants
(2003). Although these guidelines were developed under the overall context of quality assurance and control
of herbal medicines, they provide general technical guidance on obtaining medicinal plant materials of good
quality for the sustainable production of herbal medicines. These practices also play an important role in
protecting natural sources of medicinal plants for sustainable use.

The WHO interregional workshop on the use of traditional medicine in primary health care, held in August
2007, highlighted the importance of conservation of medicinal plants as one of the key technical issues for
selection and sustainable use of traditonal medicines in primary health care. ‘
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EUROPEAN SITUATION: OVERVIEW OF REGULATORY
FRAMEWORK OF HERBAL MEDICINES AND GACP
IMPLEMENTATION

Knéss Werner

Federal Institute for Drugs and Medical Devices
Kurt-Georg-Kiesinger-Allee 3, 53175 Bonn, Germany
werner.knoess@bfarm.de

‘The Federal Institute for Drugs and Medical Devices (Bundesinstitut fiir Arzneimittel und Medizinprodukte,
BfArM) is an independent higher federal authority within the portfolio of the Federal Ministry of Health.
One of the main tasks of the BfArM is the authorisation or registration of finished medicinal products on the
basis of the German Medicines Act. A specific division of BfArM is responsible for evaluation of herbal and

traditional medicines.

A clear regulatory framework for herbal medicinal products and traditional herbal medicinal products has
been established in the European Union during the last years. The access to the market is controlled by
evaluation of quality, safety and efficacy and a post-marketing-surveillance system is running. The basic
definitions and requirements are laid down in Directive 2001/83 EC as amended. The European Medicines
Agency (EMA) at London has a major coordinating task within the network of national competent
authorities. The Committee on Herbal Medicinal Products (HMPC) has been established in order to
harmonise regulatory and scientific issues at the European levels and to provide guidance to the regulatory
authorities as well as to the applicants. The HMPC developed and published a set of guidelines which are
covering specific issues linked to the quality, safety and efficacy of herbal medicinal products and traditional
herbal medicinal products.

Examples of guidance documents addressing specifically traditional/herbal medicinal products:

Guideline on Quality of Herbal Medicinal Products/ Traditional Herbal Medicinal Products
(CPMP/QWP/2819/00 Rev. 1);

Guideline on Specifications: Test procedures and Acceptance Criteria for Herbal Drugs, Herbal Drug
Preparations and Herbal Medicinal Products/Traditional Herbal Medicinal Products (CPMP/QWP/2820/00
Rev. 1);

Guideline on Quality of Combination Herbal Medicinal Products/Traditional Herbal Medicinal Products
(EMEA/HMPC/CHMP/CVMP/214869/2006);

Guideline on Declaration of Herbal Substances and Herbal Preparations in Herbal Medicinal Products/
Traditional Herbal Medicinal Products in the SPC (EMEA/HMPC/287539/2005);

Guideline on the Assessment of Clinical Safety and Efficacy in the Preparation of Monographs for Well-
established and of Monographs/lists for Traditional Herbal Medicinal Products/Substances/Preparations
(EMEA/HMPC/104613/05)).

With respect to quality the requirements for marketing authorisation of herbal medicinal products and for
registration of traditional herbal medicinal products are identical. Due to their complex natures the quality
control of these particular type of medicinal products is guaranteed by definition of the production process,
its control and decumentation by means of a set of appropriate specifications. This quality control includes
all steps of the production process starting with cultivation or collection of the medicinal plants, continuing
with the manufacture of herbal substance, herbal preparation and finally the finished products. The legal
base for consideration of Good Agrcultural and Collection Practice is laid down in Annex 7 “Manufacture of
Herbal Medicinal Products” (Eudralex: The Rules Governing Medicinal Products in the European Union,
Volume 4 “EU Guidelines to Good Manufacturing Practice, Medicinal Products for Human and Veterinary
Use”). Especially the Guideline on Good Agricultural and Collection Practice (GACP) for Starting Materials
of Herbal Origin (EMEA/HMPC/246816/2005) issued by the HMPC is addressing in detail those parameters
and provisions which ensure a suitable quality of the starting material either when harvesting the material
from cultivations or when collected in the wild. During assessment of quality of traditional herbal medicinal
products and herbal medicinal products it is evaluated whether the principles of good agricultural and
collection practice are following a reasonable approach complying with the regulatory framework.
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