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Introduction

Introduction

The Declaration of Alma-Ata, which was adopted at the International Conference
on Primary Health Care (Alma-Ata, 6-12 September 1978) conceived the goal of
“health for all” by the year 2000. The Declaration was particularly significant for
traditional medicine practitioners and users since, despite the long history of
traditional medicine, it was the first time that countries and governments had
been urged to include it as an important component of primary health care in
order to achieve the goal. As a result of this new commitment to traditional
medicine, the WHO traditional medicine programme was established. The
principles set forth in the Declaration continue to be relevant for WHO and its
Member States.

Since the Declaration of Alma-Ata was adopted, 30 years ago, the use of
traditional medicine has greatly evolved. A major component of this evolution
has been the relatively new and growing trend for populations in high-income
countries to use traditional medicine and complementary and alternative
medicine to supplement existing allopathic health care. However, in many low-
and middle-income countries, traditional medicine often represents the only
affordable, accessible and available form of care, and therefore represents an
essential part of the primary health care system. It has been reported that up to
80% of the population in some developing countries still continue to rely on
traditional medicine for their primary health care needs.! Widespread use of
traditional medicine often stems also from its association with a wider belief
system that is culturally accepted and practised.

The year 2008 will be significant for WHO, as it is the 60th anniversary of WHO
and the 30th anniversary of the Declaration of Alma-Ata. Dr Margaret Chan, the
Director-General of WHO, has set up six priorities for the WHO agenda for the
next five years: Health and Development; Health and Security; Health Systems;
Information and Knowledge; Partnerships; Performance. Increased access to
primary health care is an objective that inspires work on health systems. Besides
this, it also includes integrated service delivery, including self-care. In order to
celebrate the two anniversaries and emphasize primary health care needs, the
World Health Report in 2008 will focus on primary health care.

To mark the occasion, WHO organized an Interregional Workshop on the Use of
Traditional Medicine in Primary Health Care on 23-26 August 2007 in Ulaanbaatar,
Mongolia, with the support of The Nippon Foundation.

This meeting report will share the countries' experiences which were presented
during the workshop. Some communities, particularly in remote areas, benefit
from using traditional medicine through self-care to meet primary health care
needs, and some communities have developed different forms of implementation
e.g. using a "medikit" in Mongolia and "your medicine in your garden" booklets

'WHO Traditional Medicine Strategy 2002-2005. Geneva, World Health Organization,
2002 (document WHO/EDM/TRM/2002.1).
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in south Asian countries. These experiences are significant in making health
services accessible, available and affordable.

This document will focus on a successful model for the use of traditional
medicine products to achieve a systematic increase in access to primary health
care through the distribution of “medikits” in Mongolia. The objective of this
project, which distributes pharmacy kits containing traditional medicines and
related educational materials, is to improve access to primary health care in
Mongolia. The project receives financial and technical support from The Nippon
Foundation and operates in collaboration with the Ministry of Health of
Mongolia.

We hope the valuable models and experiences included in this report will allow
Member States that were unable to attend the WHO Interregional Workshop to
benefit from the exchange of information on the use of traditional medicine in
primary health care.

There is a great deal of potential for using traditional medicine in primary health
care. However, Member States must be cautious about the quality, safety and
efficacy of traditional medicine therapies and products. This is of particular
concern since traditional medicine is often used for self-care. Therefore, during
the workshop, the issues of safety, efficacy and quality of traditional medicine
were discussed.

We expect that these projects or programmes in the use of traditional medicine
will not only meet primary health care needs, but will also enhance the
knowledge of both providers and patients in order to ensure the safe and
effective use of traditional medicine.

Dr Xiaorui Zhang
Coordinator, Traditional Medicine
Department of Essential Medicines and Pharmaceutical Policies
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1.1

1. Opening and overview of the WHO
Interregional Workshop

Opening of the workshop

The WHO Interregional Workshop on the Use of Traditional Medicine in Primary
Health Care was co-organized by WHO and The Nippon Foundation, financially
supported by The Nippon Foundation, and hosted by the Government of
Mongolia. The WHO Interregional Workshop was held at the Chinggis Khaan
Hotel in Ulaanbaatar, Mongolia from 23 to 26 August 2007.

Dr Margaret Chan, Director-General of WHO, although not present at the
meeting, sent written remarks that were read by Mr Robert Hagan, the WHO
Representative in Mongolia (see Annex 1). Dr Chan emphasized that primary
health care is essential for an effective health care system, and that traditional
medicine plays a key role in meeting basic health-care needs.

The WHO Interregional Workshop was opened by Dr Shigeru Omi, WHO
Regional Director for the Western Pacific, who reiterated the importance of
primary health care and traditional medicine, as outlined in the Declaration of
Alma-Ata. He offered his sincere congratulations to the Government of Mongolia
and The Nippon Foundation for their successful collaboration to achieve a model
which would increase access to primary health care. Finally, Dr Omi outlined the
objectives of the meeting (see Annex 2).

Mr Yohei Sasakawa, Chairman of The Nippon Foundation, contributed to the
opening of the WHO Interregional Workshop with comments (see Annex 3) that
emphasized how traditional medicine could be effective for primary health care
by bringing relief and acting as the first line of treatment and prevention,
especially for the initial stages of colds, diarrhoea, stomach pains, low-grade
fevers, etc. Mr Sasakawa also informed participants that the model of
distributing pharmacy kits containing traditional medicines in Mongolia had
arisen from the desire to expand access to medicines. Mr Sasakawa ended his
remarks by highlighting the importance of good evaluation and continual
improvement of the Nippon Model that has worked in Mongolia, so that a
successful model may be disseminated to other countries in the future.

The welcome address was given by Her Excellency Dr D. Tuya, Minister of
Health, Mongolia, who stated (see Annex 4) that the use of traditional medicine
was a key component of the Mongolian primary health care system, and that the
prominence of traditional medicine has increased over the past 20 years. Dr Tuya
also stated that increased national and international prominence has made the
guality and safety of traditional medicine a critical issue. She expressed the hope
that the project will continue to highlight Mongolian traditional medicine
internationally.
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1.2

His Excellency Mr Ichihashi, Japanese Ambassador to Mongolia, also addressed
the audience. Mr Ichihashi stated that the successful Mongolian model was based
upon knowledge accumulated through more than 300 years of traditional
medicine distribution in the Toyama prefecture of Japan. He added that
traditional medicine is particularly useful in filling gaps in the health-care needs
of rural areas.

The WHO Interregional Workshop was attended by 40 participants and 13
observers from a total of 14 Member States in four WHO regions. The meeting
elected Dr Bujin Tserensodnom (Mongolia) and Mr Asoka Malimage (Sri Lanka)
as Co-Chairpersons for the meeting, and Dr Tin Nyunt (Myanmar) and Dr Ta
Thu Thuy (Viet Nam) as Co-Rapporteurs. The agenda was adopted and the
programme of work confirmed.

Objectives of the workshop

The objectives of the workshop were as follows.

1. To introduce a model for increasing access and availability of primary
health care in rural Mongolia that disseminated traditional medicines
through a “use first — pay later” family pharmacy kit model, which
was achieved through a project supported by The Nippon Foundation
and implemented by the nongovernmental organization
Vansemberuu-Mongolia in collaboration with the Ministry of Health
of Mongolia and WHO.

2. To exchange and share national experiences and information on the
use of traditional medicines in PHC.

3. To deepen the understanding of key issues related to the quality,
safety and efficacy of traditional medicines.

4. To develop the criteria for selecting traditional medicine products for

use in primary health care.

The expected outcomes of the workshop were as follows.

1. The sharing by Member States of lessons learned from the successful
family pharmacy kit model supported by The Nippon Foundation in
Mongolia.

2. The provision of technical guidance for Member States, especially on

the selection of traditional medicines for use in a primary health care
system, with particular emphasis on ensuring safety, quality and
efficacy.

3. The publication, translation into all WHO official languages, and
distribution of the Interregional Workshop report to WHO Member
States, policy-makers, national health authorities, nongovernmental
organizations working in related fields, researchers, manufacturers of
traditional medicines and the general public.

4. Evidence and case-studies for the use of traditional medicines in
primary health care settings as a contribution to the events celebrating
the 30th anniversary of the Declaration of Alma-Ata and/or those
celebrating the 60th anniversary of the creation of WHO.
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1.3

Programme of the workshop

The workshop took place over four days. The first two days consisted of
presentations to facilitate information-sharing. The representatives of
participating Member States gave presentations about their national experiences
of the use of traditional medicines in primary health care and in their respective
health systems (see Annex 5). In addition, several specific models of using
traditional medicine for primary health care were presented (see Annex 6 and
Annex 7), as was the family pharmacy kit model that was being implemented in
Mongolia.

The third day was particularly useful for learning about the Mongolian family
pharmacy kit model. The day was devoted to a site visit to one of the project sites
to observe the programme at first hand. Participants left the hotel very early in
the morning and travelled a few hours to Khentii Province, which is the province
immediately to the east of Tuv Province, where the workshop was being held in
Ulaanbaatar. The landscape of Khentii Province was observed to be incredibly
lush, and it became apparent how providing comprehensive primary health care
could be a challenge because of the sparse population and the difficulty of travel
through the region. Specifically, the participants visited Umnudelger soum
(village), where the local economy relies mostly on animal husbandry. For
instance, in 2006 the domestic animal population was estimated at 186 500,
consisting of 0.2% camels, 8.1% horses, 9.7% cattle, 42.0% sheep, and 40.0% goats.
At Umnudelger soum, participants visited a soum hospital and spoke with local
people who had benefited from the programme.

On the last day, a conclusive review and discussion occurred, including guidance
on key technical issues related to the use of traditional medicine for primary
health care.

The list of participants, agenda and programme of work of the WHO
Interregional Workshop are attached as Annexes 8, 9 and 10.
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Experiences of using traditional medicines in primary health care

2. Experiences of using traditional
medicines in primary health care

Twelve countries from four of the six WHO regions gave presentations to share
their respective experiences in using traditional medicine for primary health care.
These countries were Madagascar from the African Region, Kyrgyzstan from the
European Region, India, Indonesia, Myanmar, Sri Lanka and Thailand from the
South-East Asia Region, and Cambodia, China, Lao People’s Democratic
Republic, Mongolia and Viet Nam from the Western Pacific Region. Basic
summaries are presented in the table on the next page, with more information on
each country situation available in Annex 5. A summary case-study of the
Nippon Method is also presented, with the full report available in Annex 6.
Finally, four other unique models related to using traditional medicine for
primary health care are also summarized in table format, with more detailed
summaries available in Annex 7.
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2.1

Summary of country presentations!

Country

Madagascar

Kyrgyzstan

India

Widely

used as

PHC by
population?

Yes

No

Yes

Types of TM treatments or systems
that are widely used

Malagasy herbal medicines
Foreign CAM

N/A

Ayurveda
Yoga
Naturopathy
Unani
Siddha
Homeopathy

Are TM
providers
officially
registered or
trained?

No

No

Yes

Research
on local
™

Yes, but
more is
needed

No

Yes

National policy on
™

African Region

Yes: priorities are
increased access and
collaboration

European Region

No

South-East Asia Region

Yes, with the
priority being
standardization and
quality control of
TM drugs

Indonesia

Yes

Jamu

TM based on physical skill
TM based on herbal, animal or
mineral materials

TM based on supernatural
practices

TM based on religion

Yes

Yes

Yes

Myanmar

Yes

Bhesijjanaya (which includes
Ayurveda)

Desananaya

Netkhattanaya
Vijjadharanaya

Yes, with
formal
education
since 1976

Yes

Yes

Sri Lanka

Yes

Desheeya Chikitsa (enriched by
Ayurveda, Siddha and Unani)

Yes

Planned
for future

In preparation

Thailand

Yes

Thai traditional medicine
including herbal medicines,
Thai traditional massage and
midwifery

Yes

Yes

Yes

Western Pacific Region

Vietnamese influence
Various ethnic medicines

Cambodia Yes TCM No Yes Yes
Herbal medicine

China Yes TCM including acupuncture, Yes Yes Yes
manual therapies and medicines
Various ethnic medicine

Lao People’s Yes Herbal medicines No Yes Yes

Democratic

Republic

Mongolia Yes Herbal medicines Yes Yes Yes
Mongolian medicine

Viet Nam Yes Oriental medicine with Yes Yes Yes

PHC = primary health ca

medicine; TCM = Traditional Chinese Medicine.

'More detailed summaries of country presentations can be found in Annex 5.
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2.2

Mongolian model: using traditional medicine to expand access to
primary health care in rural Mongolia (the Nippon Method)*

Overview of project?

In January 2004, after three years of planning, The Nippon Foundation began to
support a project in Mongolia in which traditional medicines for personal home
use were provided through a “family pharmacy kit” to rural, nomadic families
through a pay-as-you-use system made popular in Japan. A professional council
of Mongolian medicine decided on the 12 medicines that would be supplied in
the kit; all medicines were described in detail in an enclosed instruction manual.
As of August 2007, 9 615 family pharmacy kits had been distributed covering
approximately 50 000 people, over 8 000 people had received mobile traditional
medicine services, and over 540 rural physicians had been trained to assist in
implementing the model.

The cost of the first three years of the project was just over US$ 1 million. The
total fee for the kit requested of families was US$ 8, but this will increase to
US$ 12 to cover more of the cost. The percentage of households that paid at least
some of the fee was 98%.

The programme has been very popular amongst families and providers. The
challenge is to increase usage and set prices appropriately. Future plans include
efforts:

e to enhance economic viability

e to increase the number of kits distributed within the programme area

(five provinces/15 villages)

e to expand the training programme

e to support the traditional medicine industry

¢ to introduce the Nippon Method to other countries

¢ to hand the project on to the Mongolian Government.

Implementation background and results®

The project is in two parts: (1) the Nippon family pharmacy kit; (2)
accompanying health education, including the practical usage of traditional
medicine. Combined, these two elements enhance primary health care. To initiate
the project, 15 villages were selected and village doctors were recruited to
implement the Nippon Method. Families to receive the pharmacy kit were
selected based upon: (1) interest; (2) willingness to pay; (3) presence of extended
family (children, parents and grandparents); (4) ability to follow instructions.

Traditional medicines to be included in the kits had to meet two basic
requirements: (1) they had to be recognized by the Mongolian Ministry of Health

A more detailed report on the project can be found in Annex 6.

2Adapted from the presentation by Mr Shuichi Ohno, Executive Director of The Nippon
Foundation.

*Adapted from the presentation by Dr Sharav Bold, Member of the Professional
Committee of Vansemberuu-Mongolia.
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and be in compliance with national policies; (2) they had to have enough
background material to develop proper consumer information to guide people in
proper self-care. After meeting the basic criteria, individual traditional medicines
were selected based on:

e assured quality and effectiveness

e absence of any known side-effects

e over-the-counter status

e |ocal origin (sourced in Mongolia)

e low cost

e intended for primary health care use.

Village doctors made monthly visits to families, but collected payment only twice
a year. The other visits were to assess health status, answer questions, provide
health education and basic necessary services and replenish the kits as needed.

Project monitoring was targeted at usage, quality and satisfaction. Notable
results include the following.

e the payment collection rate exceeded expectations.

e there was an increased understanding and use of traditional medicine.

e training in traditional medicine has boosted the self-confidence of medical
practitioners.

e among 386 herders who participated in a user satisfaction survey, 64%
stated that their health generally improved, while 22% said their health
improved noticeably. In addition, 75% felt the kit was useful in
emergencies, and nearly 60% felt the fee was cheap or adequate. Overall,
87% said they would use the family pharmacy kit in the future.

Opportunities for synergy with other public health issues!

Owing to the high cost of getting a doctor to a rural household, the opportunities
for synergy between the Nippon Method and other public health issues are
significant. The dissemination of health education in rural areas can be expanded
to include other important topics such as water, sanitation, hygiene, nutrition,
anti-smoking messages, etc. The kit could also be used to distribute other items
that can improve public health that may not be considered as traditional
medicines in the strict sense. Finally, the visits provide opportunities to collect
data about these areas that can be used to make informed policy decisions that
could have a positive impact on health.

Other issues related to the project??

Financial sustainability: The primary objective of the project was to supply Kits
to the very poor, the elderly and families with many children. In order to reach
these populations effectively, families were not pressured to join the project and
participated of their own free will. Fees were also not mandatory: however, most
people paid since they had the means, and it was contrary to the local culture to
avoid obligations.

!Adapted from the presentation by Mr Robert Hagan, WHO Representative in Mongolia.
2Adapted from site visits, discussion, questions and answers during the WHO
Interregional Workshop.

*Adapted from the presentation by Dr Sharav Bold, Member of the Professional
Committee of Vansemberuu-Mongolia.
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However, the cost of the project exceeds the mere materials in the Kit, since it also
includes the mobile teams, who were paid by the day. Financial support was
provided entirely by The Nippon Foundation, while the Mongolian Government,
through the Ministry of Health, supported any legal and operational issues. The
Mongolian Government has expressed willingness to continue supporting the
programme, as well as mandating traditional medicine as part of the medical
education curriculum.

It is important not to consider the cost of this project in isolation, since the Kits
and mobile teams supplement primary health care, and therefore should be
considered as part of the cost of maintaining a functioning health system. In
addition, the use of local traditional medicine products keeps costs down and
helps the local economy.

Quality assurance: The quality of the products distributed in the Kit is controlled
by national policy, such as the Mongolian Good Manufacturing Practices (GMP)
standards, to ensure quality and safety. Only over-the-counter medicines (i.e.
those available without prescription) were included in the kit.

Quality assurance of medicines is particularly critical because, if people
experience or observe negative health consequences due to quality problems in
the medicines used, it may affect the credibility of the project and of traditional
medicine as a whole. A similar negative impact may also be created if people
misuse, abuse or misunderstand traditional medicine with adverse health
consequences.

Effect on primary health care: The provision of Kkits supported efforts to increase
access to primary health care. Doctors who visited the families, besides
supporting the logistics of distribution and education for the kits, also provided
treatment, prescribed additional treatments, discussed health issues, etc. Mobile
services were used to provide primary health care, as well as encouraging the use
of the kits, which increased synergy between the two systems.

The project also emphasized the importance of referring families to allopathic
medicine when needed.

Challenges faced during the pilot: One challenge was that the Mongolian people
and physicians had forgotten the use and application of local traditional
medicines, a problem which had to be overcome first with professionals and then
with families. One strategy to address this challenge was the broadcast of
information on Mongolian traditional medicine on national television every
Saturday, which is a very effective health promotion technique. The topography,
scattered population of Mongolia, and nomadic lifestyle provided difficulties for
logistics and communication. Finally, a unique challenge for patient education
occurs when people are illiterate. The lessons learned are being incorporated to
improve the project.

Unexpected benefits: It was found that families were using traditional medicines

from the Kits to treat their animals. The development of a veterinary version of
the kit is currently under consideration.

11
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2.3 Other models using traditional medicine in primary health care!

Project name Area impacted Goal of project dl\i/‘l,frtihboudtigz Benefits in fg'::aegio n
- |
New project Five Mekong - Promote TM - Four countries - Documentation | Challenges
on promoting | countries: Integrate TM published of local herbal include a lack of
the use of Cambodia into PHC patient education medicines and technical
medicinal Lao People’s Collaborate materiz_ils incre_ased knowledge. From
plants for Democratic and exchange regarding local public 30 July to 1
primary Republic information medicinal plants awareness A yt 2007 with
health care in Myanmar within the Myanmar 150 kits were ugus wi
five Mekong Thailand Mekong distributed Kits formally th? support of The
countries Viet Nam subregion with TM for distributed in Nippon
Promote emergency use Myanmar to Foundation, the
national 150 villages in countries
capacity- three townships | assembled for a
building WHO working
group meeting
Strengthening | Aba Zang and Improve Developed a Stronger A challenge was
the primary Qiang Minority access to PHC supply network infrastructure the sparse
health care Autonomous in rural areas to meet rural (constructed population in a
system and Regions located Distribute TM needs, including 151 new sites) lar ith
-y . K g€ area wi
providing in the north- to remote horseback bags Promotion of difficult terrain
safe, west part of regions or medical ™ .
convenient, Sichuan counters (small Decrease in for .travelhng,
effective and Province in outlets) difficulty and which also makes
economical China Used supervision expense of it difficult to visit
basic health network to visiting a doctor | doctors, buy
care service ensure quality, medicines, etc.
for local safety, low cost
people and effectiveness
Promoting Ningxia Hui Ensure Principle of the The distribution | Project was
affordable Autonomous distribution of “three price of the overseen by a
and Region, China the medicines un?forms"_: medicines was committee of
access!ble to meet un!form blc_i, reduced by 40% experts that
medicines demand uniform price The total .
i . included doctors,
Ensure safety, and uniform reduction in .
efficacy and distribution and cost reached pharmacists and
quality delivery to 259 million managers from
Ensure hospitals, clinics Chinese yuan. | both TM and
medicines are and village allopathic
cheap, health stations. medicine
accessible and
affordable
“HAICHI” Japan Increase the HAICHI Boosted The HAICHI
medicine health of the medicine pharmaceutical | medicine sales
sales system nation in both ve_ndors visit industry system works in
rural and clients’ 52.3% of t_hg alignment with
urban areas households and total medicine :
. L : national
Sustain a leave a medicine produced is for .
relationship of box use through the | regulations on
trust with HAICHI vendors HAICHI sales medicine vendors,
clients revisit every 4-6 system as well as the local
Offer high- months to throughout administrative
quality replenish Japan system of the
medicines medicines and Toyama
Understand charge for Prefecture, where
market needs medicines used, the operation is
Collect and as well as based
provide providing health
information education

TM = traditional medicine; PHC = primary health care.

! More detailed summaries of each model can be found in Annex 7.
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3.1

3. Key technical issues for selection and
use of traditional medicines for
primary health care

WHO supports Member States in promoting the use of traditional medicines in
primary health care with three core principles: (1) ensuring the safety and quality
of medicines; (2) educating the public and consumers so they understand how to
use traditional medicines properly, particularly for self-care; (3) devising
sustainable mechanisms and systems for delivery. During the workshop, these
issues were discussed. The participants agreed that Member States should
establish regulations and registration systems to control the safety and quality of
traditional medicines and their raw materials. In addition, national
pharmacovigilance systems need to cover traditional medicines. Consumer
information should also be provided about the proper use of traditional medicine
products in self-care. During the workshop, WHO representatives introduced
WHO technical guidelines related to the above-mentioned issues.

Quality assurance and control of medicinal plants and herbal
materials: good agricultural and collection practices (GACP) for
medicinal plants!

Medicinal plants are a common source of medication products in various
traditional medicines. The first issue surrounding quality assurance and control
of herbal medicines is to ensure good quality of medicinal plant and raw herbal
materials, for which guidelines on good agricultural and collection practices
(GACP) for medicinal plants are directly relevant. The main elements of GACP
include: (1) selection of medicinal plants for collection or cultivation; (2) selection
of propagation materials; (3) selection of cultivation and/or collection sites; (4)
cultivation and/or collection methods; (5) harvesting methods; (6) personnel
management; (7) post-harvesting processing including detoxification and
storage, and (8) recording. Conservation of medicinal plants and ecofriendly
processes are important considerations as well. The quality of medicinal plants
and herbal materials, as the source materials for traditional medicines derived
from medicinal plant materials, has a major impact on safety and efficacy.

More information about GACP is contained in the WHO guidelines on good
agricultural and collection practices (GACP) for medicinal plants.?

! Adapted from the presentation by Professor Motoyoshi Satake of the Institute of
Environmental Science for Human Life at Ochanomizu University.

2 WHO guidelines on good agricultural and collection practices (GACP) for medicinal plants.
Geneva, World Health Organization, 2003.
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3.2

3.3

Quality assurance and control of traditional/herbal medicine
products: good manufacturing practices (GMP) for herbal
medicines and experience in China!

Good manufacturing practices have been established to achieve quality and
safety in traditional and herbal medicinal products through the basic principles
of minimizing human error, reducing contamination and designing high-quality
assurance systems. Good manufacturing practices are important because poor
guality can be dangerous to the consumer, thereby destroying consumer
confidence. In contrast, a reliably effective and safe product increases
opportunities for export. Good quality cannot, however, be inspected or reliably
tested after manufacturing; it must be incorporated during the manufacturing
process. The role of good manufacturing practices goes beyond the process of
manufacture itself. It should also be employed in a comprehensive classification
system for herbs, herbal materials, herbal preparations and finished herbal
products (both oral and topical). In summary, good manufacturing practices
cover: (1) defined manufacturing processes; (2) validated critical manufacturing
steps, including protocols; (3) qualified and trained production and quality
control personnel; (4) adequate laboratory facilities; (5) approved written
procedures and instructions; (6) records to ensure all steps of defined procedures
have been taken; (7) full traceability of a product through batch records and
distribution records; (8) systems for recall and investigation of complaints.

More information about good manufacturing practices is contained in the WHO
publication WHO guidelines on good manufacturing practices (GMP) for herbal
medicines.?

Safety monitoring of traditional medicines and experience in
China!

Despite the large number of herbal medicine users, there is still a general lack of
reliable information regarding the safety of traditional medicines. In addition,
consumers tend to use traditional medicines for self-medication, sometimes
concurrently with other medicines, because they perceive them to be safe.
Because of these risk factors for unsafe use of traditional medicines,
pharmacovigilance systems are needed to detect previously unknown safety
problems, identify risks and prevent consumers from being affected
unnecessarily. Components of a pharmacovigilance system include identifying
and reporting adverse drug reactions, assessing drug safety and managing risk.
Ideally, there should be a standard protocol for reporting adverse drug reactions,
consistent with national laws.

! Adapted from the presentation by Dr Zhang Li of the Center for Drug Re-Evaluation,
National Centre for ADR Monitoring, State Food and Drug Administration, People’s
Republic of China.

2 WHO guidelines on good manufacturing practices (GMP) for herbal medicines. Geneva, World
Health Organization, 2007.
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3.4

More information about safety monitoring of herbal medicines can be found in
the WHO guidelines on safety monitoring of herbal medicines in pharmacovigilance
systems.!

Developing consumer information

Traditional medicines are often used as self-medication in primary health care by
patients and consumers. Therefore, it is both important and necessary to provide
guidance for patients and consumers on the proper use of traditional medicines.
The information should include: how and when to use traditional medicines;
how to store them; when not to use them; when to consult a doctor; basic health
education.

More information can be obtained from the WHO guidelines on developing
consumer information on proper use of traditional, complementary and alternative
medicine.”

! WHO guidelines on safety monitoring of herbal medicines in pharmacovigilance systems.
Geneva, World Health Organization, 2004.

2 WHO guidelines on developing consumer information on proper use of traditional,
complementary and alternative medicine. Geneva, World Health Organization, 2004.
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Meeting recommendations

4.1

4. Meeting recommendations

WHO Member States

Policy

Increase commitment of national governments in providing traditional
medicine services for meeting primary health care needs, including
drafting of a policy on the use of traditional medicine within primary
health care.

Integrate traditional medicine into the existing national primary health-
care system.

Develop the infrastructure for integrated (i.e. both traditional and
modern) health services delivery at all levels.

Work with other Government departments and sectors e.g. trade,
environment, forestry, etc., which have activities that may be related to
traditional medicine.

Develop national lists of essential traditional medicines.

Access

Use

Formulate a mechanism for delivery of traditional medicine services for
primary health care.

Identify gaps in primary health care that could be met by traditional
medicine therapies within the community.

Ensure adequate training of health professionals in the practice of
traditional medicine (including modifying job descriptions of basic health
staff to include the provision of traditional medicine services).

Develop training programmes and materials on traditional medicine for
health professionals in order to ensure that they understand the
indications and contraindications of traditional medicine therapies and
products.

Encourage cultivation of household medicinal plants for primary health
care use.

Educate consumers about the appropriate use of traditional medicines
(including references to the potential side-effects associated with their
use).

Develop a guidebook for consumers using home remedies derived from
traditional medicine.
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Quality, efficacy, and safety

4.2 WHO

Ensure that traditional medicines are manufactured in accordance with
good manufacturing practices.

Ensure that traditional medicines are labelled appropriately — including
details of the contents, storage requirements and expiry date.

Ensure distribution of traditional medicines by appropriately trained
fieldworkers.

Develop indicators for monitoring, supervision and evaluation of the
provision of traditional medicine within primary health care.

Develop a model list of traditional medicines that are safe and effective
and respond to clearly defined health needs.

Develop training modules for fieldworkers in provision of traditional
medicine services.

Support Member States in developing systems for supply, distribution
and monitoring of traditional medicines.

Provide opportunities for Member States to share experiences and
information related to traditional medicine.

Develop a guidebook for government ministries on the use of traditional
medicine pharmacy Kits.

4.3 The Nippon Foundation

18

Support further expansion of the Nippon Method in Mongolia (including
integration with other primary health care activities).

Expand activity to different settings in other countries.

Assess the effectiveness and efficiency of the Nippon Method, with the
aim of improving access to and rational use of medicines.
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Annex 1. Message to the Interregional
Workshop from the Director-General,
WHO*

The year 2008 will be significant for the World Health Organization (WHO) as it
will mark its 60th anniversary and the 30th anniversary of the Declaration of
Alma-Ata. As Director-General of WHO, | have set six priority activities for the
next five years: Health and Development, Health and Security, Health Systems,
Information, Knowledge, and Partnerships and Performance. Primary health care
is an inspiration for work on health systems. Besides this, it also includes
integrated service delivery, including self-care. In order to celebrate these two
above-mentioned events and emphasize primary health-care needs, the 2008
World Health Report will focus on primary health care.

I am very pleased to hear that the WHO Interregional Workshop on the use of
Traditional Medicine in Primary Health Care will be held in Ulaanbaatar,
Mongolia, from 23 to 26 August 2007, co-organized with The Nippon
Foundation. This will be a means for countries to share experiences. Some
communities, particularly those in remote areas, benefit from using traditional
medicine through self-care to meet primary health needs, for example, by means
of a “medikit” in Mongolia (with support from the Nippon Foundation) and
“Your Medicine in Your Garden” in south Asian countries. These methods are
significant in making health services accessible, available and affordable.

I look forward to receiving the report of the workshop and | hope that these
valuable models and experiences will be included in the 2008 World Health
Report, which will enable the further sharing of information with other countries
who are unable to attend this workshop. | expect that through these projects or
programmes in the use of traditional medicine, primary health care needs will be
met and also both providers’ and patients’ knowledge of traditional medicine
will be improved therefore ensuring the safe and effective use of traditional
medicine.

| take this opportunity to wish the event every success.
Yours sincerely,

Dr Margaret Chan
Director-General

! The written address to participants was originally a letter addressed to Dr Yohei
Sasakawa, Chairman of The Nippon Foundation, dated 10 August 2007.
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Annex 2: Inaugural address by
Dr Shigeru Omi, Regional Director for the
Western Pacific, WHO

Honourable D. Tuya, Minister of Health, Mongolia,
Distinguished participants, ladies and gentlemen,

I am very pleased to have been invited to address the WHO Interregional
Workshop on the Use of Traditional Medicine in Primary Health Care.

My sincere congratulations to the Government of Mongolia and to The Nippon
Foundation for organizing this workshop, in collaboration with WHO.

In 2008, we will celebrate the 60th anniversary of the establishment of WHO, and
the 30th year since the Declaration of Alma-Ata of 1978, during which countries
and governments were urged for the first time to include traditional medicine in
their primary health systems, and to recognize traditional medicine practitioners
as health workers, particularly for primary health care at the community level.
Since then, WHO has paid attention to traditional medicine. Especially for
primary health care, there has been close collaboration between Member States
and WHO, with support by many partners, including The Nippon Foundation.
The World Health Organization recognizes that traditional medicine and its
practitioners have a significant role to play if we are to attain the highest possible
level of health for all people.

During the next four days, participants in this workshop will be introduced to
the model of using “med kits”, which was developed by the Nippon Foundation
with support from the Government of Mongolia. These kits will increase access
to traditional medicine at a primary-health-care level. | also understand that the
workshop will be a venue for the exchange and sharing of national experiences
and information on the use of traditional medicine in primary health care. This
will give participants a deeper understanding of the key issues related to the
guality, safety and efficacy of traditional medicine, as well as develop criteria for
selecting traditional medicine products for use in primary health care.

Again, | would like to express my sincere congratulations to the Mongolian
Government and The Nippon Foundation for the success of your collaborative
efforts, as well as my gratitude for sharing your precious experience with other
Member States. | wish you all a fruitful workshop and an enjoyable stay in
Ulaanbaatar. Thank you.
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Annex 3: Opening remarks by
Mr Yohei Sasakawa, Chairman,
The Nippon Foundation

Your Excellency Madame Tuya, the Minister of Health,

His Excellency Mr Ichihashi, the Ambassador from the Embassy of Japan in
Mongolia,

Dr Omi, the WHO Regional Director for the Western Pacific,

Distinguished guests,

Ladies and gentlemen, a very good morning to you.

It is said that, out of the world’s population of approximately six billion people,
two billion people have to live on less than one dollar a day. That is a truly
enormous number of people suffering under great poverty, day in and day out.

What do these people really need to help them survive?

| feel that there are three things that take top priority for poor individuals
throughout the world: food, medicine, and education.

The organization of which | am the chairman, The Nippon Foundation, provides
welfare on a global level, and we have taken three major paths in our attempt to
improve living conditions for poor people worldwide.

The first route we have taken is to increase food production. The second is to
provide medicine and medical care. And the third is to develop human
resources, in other words, education.

Today’s theme is medicine, so | would like to focus my speech today on the
medical side of our activities.

As you may know, leprosy is a disease that has existed for a very long time, and
is found all over the world. | have given my utmost for the past 30 years to fight
this disease, and it is my goal to achieve worldwide elimination. Thirty years is a
long time for a battle, but it seems now that we really have success within our
sights. | feel, and | really hope, that within two to three years we will be able to
eliminate leprosy completely. This will be made possible due to the current
collaboration of WHO and The Nippon Foundation; a collaboration that has been
going on for a great many years and that spans several countries.

I spend four months every year travelling to various different developing
countries, and | feel truly privileged to have been able to visit local areas and
investigate the different approaches we must use in order to battle this disease.
To eliminate leprosy is really a very difficult issue, however what we have
focused on is delivering leprosy medicine to people who previously had no
access to it.
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If I may just add at this point, for the record, that leprosy today is 100% curable.

From a global point of view, | believe that there is no medicine that is as readily
available as the medicine for leprosy. For example, if you go deep into the
mountains of India, or the deserts of Africa, you will see that, even there, people
who need this medicine have access to it.

In order to fight leprosy, health centres, or health posts, as they are sometimes
known, have been established in several countries. When | visit these countries, |
see that the only medicine they have is medicine for leprosy. In other words, in
the remotest locations in the world, the only truly accessible medicine is that for
treating leprosy.

Therefore, for many years, | wondered how it would be possible to deliver other
medicines to needy people. Between 1993 and 1996, there was what was known
as the Bamako Initiative. This initiative involved The Nippon Foundation
donating medicines, which were then used to set up an experimental revolving
system whereby the financial resources obtained from people buying the
medicine were then used to buy more medicine. This initiative was implemented
in 22 countries, and 27 million dollars was spent. As | said, this was an
experiment, and the revolving system did bring about a certain amount of
sustainability.

And just to tell you about the conclusion to this initiative — it was not as
magnificent as we expected, however it was a starting point for thinking about
ways to deliver medicine to those that so urgently require it.

Fortunately, 1 had an opportunity to talk about the problem of delivering
medicine with Dr Omi, the WHO Regional Director for the Western Pacific. Dr
Omi suggested that the traditional medicine that already exists in many countries
could be very effective if used for primary health care. In other words, you could
use traditional medicine in the initial stages of, for example, a cold, or diarrhoea,
or you could use it to stop pain from stomach-ache, or to lower fever. Basic
medicine can often be used as an initial treatment, and Dr Omi’s suggestion that
traditional medicine might be something worth looking at was extremely valid
and helpful.

The President of Mongolia, Mr Enkhbayar, announced a very important policy
this morning. The aim of this policy is to re-evaluate and reassess the traditional
Mongolian culture. Within this large framework of re-evaluation, there will be an
initiative to include the traditional medicine that once used to be a very prevalent
and a very successful means of treatment here in Mongolia.

This brings us back once again to the old question of how to deliver medicine. In
Japan, there was a traditional system for delivering medicine that was used for
300 years. A group of people in a prefecture called Toyama delivered medicine to
different households around the country using small medicine boxes. We
focused on this system as a possible solution to the delivery problem, hoping that
it may give us the system that we had been searching for desperately for so many
years.

We have with us today Mr Mori, the mayor of Toyama. Mr Mori, would you
please stand and come forward.
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As | said, Mr Mori is the mayor of Toyama — home of the 300-year-old system
that we now use to deliver medicine in Mongolia.

Generally speaking, especially in developing countries, it is held that medicine
should be free of charge. This system, however, is different. In this system,
people who are poor also have to pay a certain amount towards their medicine.
The payment is not high, but is enough to bring about a certain level of
sustainability.

During the experimental stage of this system, | thought that it was vital that we
collect very detailed and precise data in order to convince the participants of this
workshop and other people to implement this project. And therefore | have
collected, through my people, through various research and investigations
carried out by The Nippon Foundation staff, very valid data which I’'m sure will
be important later on during this workshop.

And, furthermore, I'm sure that we will hear later about the report on the
frequency of doctors’ visits, for example, time-consuming doctors’ visits have
been reduced by approximately 30%. There should be a detailed report on the
payment situation of this medical system later on, however | can say that | have a
report that 100% of the people who used this medicine have paid for what they
have used.

We have already received requests to implement the Mongolian method from a
number of countries, but of course we have to focus on a number of very
important points, including strict quality controls.

We are now using this system, however | feel that everything is not yet perfect,
and we would of course very much appreciate any suggestions or advice that
you may have. There is still a lot of work to be done, however the method being
used now in Mongolia may well prove successful for delivering medicine in
other locations, and for bringing medicine to every single person who needs it.

Next year, 2008, will be the 30th anniversary of the WHO Declaration of Alma-
Ata, and | have no doubt that today’s workshop will be a major theme during the
WHO-sponsored conference in 2008.

On a final note, let me say that | would like to ask the delegates at this workshop
to put forward their very honest and frank criticism and comments. Based on
these criticisms and comments, the WHO, the Government of Mongolia and The
Nippon Foundation can better evaluate the method used in Mongolia, and we
can obtain clues as to how to disseminate the system throughout the world. It is
through your kind contributions that this system will become complete. Thank
you very much.
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Annex 4: Welcome address by
Dr Danzandarjaa Tuya, Minister of Health,
Mongolia®

Your Excellency,
Honourable Dr Omi,
Mr Sasakawa Yohei,
Dear Participants,
Ladies and Gentlemen,

First of all, let me extend my best regards to all of you for coming to share your
experiences and views about traditional medicine development and its tendency
on the wide steppes of sunny Mongolia.

In Mongolia, Eastern medicine is considered already as substantial part of the
health sector, and the State policy on development of traditional medicine has
been implemented since 1999 on the principles to increase the scope of
preventive and curative care in parallel with Western medicine. It has been
playing a pivotal role to bring the development of Mongolian traditional
medicine at new stage while ensuring consistency with the overall development
of medicine around in the world.

For the last 20 years, the role of traditional medicine has been increasing at all
levels of health care due to setting up legal environment and streamlining
diagnosis and treatment practice for common diseases, like Western medicine.

Therefore Mongolia has officially been described as a country with an
“integrated system” of Eastern medicine, according to the WHO classification in
the WHO Traditional Medicine Strategy 2002-2005.2

Each country is asked to make several critical decisions in order to mobilize
Eastern medicine as additional resource to the health sector. For instance,
development of national policy, safety and quality assurance of herbal medicine,
supply and rational use of drugs and introduction of new preparations and
drugs.

We have been undertaking interventions including registration and safety for
traditional medicine, introduction of GMP? standards and increasing capacity of
drug manufacturing, standardization of raw materials and improving the drug
packaging.

! Welcome address was originally given in Mongolian and subsequently translated into
English by the Ministry of Health, Mongolia.

2 WHO Traditional Medicine Strategy 2002-2005. Geneva, World Health Organization, 2002
(document WHO/EDM/TRM/2002.1).

® GMP: good manufacturing practices.
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Mongolian scientists and doctors have produced new drug products to improve
liver and digestive organs function, drugs for neurological disorders, medicines
with anti-ageing, anti-carcinogenic, tonifying and immunostimulating effects and
introduced these to the world market. As a result of a research project on "musk
deer and musk study", the methodology of cultivation and reproduction of musk
deer has been discovered and chemical and pharmacological studies are
underway.

Today, the increased use of traditional medicinal products inevitably requires
greater efforts to ensure safety, quality and effectiveness of those products.

Efforts and studies by professionals and researchers of Mongolian traditional
medicine are not only recognized nationally but also have reached the
international level, greatly contributing to meeting various expectations from the
citizens in health care and drug supply, among others.

Mongolia already has its own education system for under- and postgraduate
training in traditional medicine, and the Government of Mongolia has been
working in close cooperation with international partners such as KOICA,' The
Nippon Foundation and JICA? to provide quality health services in accordance
with WHO guidelines. Moreover, bilateral collaboration extends to other
countries such as China, Korea, India, Russian Federation, Poland, Great Britain,
Japan, Austria and the USA.

I would like to congratulate the project team of the "Extending Traditional
Medicine in Mongolia" project that has being implemented with support from
The Nippon Foundation, on successful implementation of the project. At the
same time, | want to emphasize that there many lessons we should learn
together, and express our support for future collaboration and extension of the
project activities for the remaining period.

Today's interregional workshop actually gives us a unique opportunity to share
knowledge and experience and to extend cooperation for health policy and
decision-makers, professionals and doctors that eventually would contribute to
the development of traditional medicine in your respective countries. Finally, |
hope that workshop recommendations will be important for development of
Mongolian traditional medicine as well as introducing it to the world and
strengthening interregional cooperation.

Thank you for your attention.

! KOICA: [Republic of] Korea International Cooperation Agency.
2JICA: Japan International Cooperation Agency.
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Annex 5: Summary of country
presentations’

African Region

Madagascar

The Republic of Madagascar is an island nation in the Indian Ocean, located on
the eastern side of Africa towards the south. It has a total area of 587 041 km2 and
a total population of 18 606 000 (2005 estimate). The gross domestic product per
capita is US$ 90.5 (2006 estimate). Sixty-five percent of the rural population live
more than five kilometres away from basic health centres. Infectious diseases
such as malaria, the main cause of mortality, represent the biggest health threat,
while noninfectious diseases such as hypertension, diabetes and heart disease are
increasingly prevalent.

As a consequence of its geographical location, traditional medicine in
Madagascar is linked with the origins of the human population (mainly Asian,
Arabic and African). Malagasy traditional medicine has a social and cultural
history predating recorded history, and still remains very popular. From the
patients’ viewpoint, when in need they first use what is accessible at home. If
unsuccessful, they consult the nearest healer. If still unsuccessful, they then go to
health centres, hospitals and/or pharmacies.

The training of practitioners of traditional medicine is still largely informal, but it
is continuous and well established enough to ensure a constant supply of
practitioners. Interested and motivated individuals move into the field and work
full-time but, owing to economic pressures, some also learn other skills. For
census purposes, a practitioner of traditional medicine is defined as a native
healer recognized by his/her community, since practitioners do not hold any
formal certificate or diploma awarded by the State. A partial census of traditional
healers has been carried out, from which the total number may be estimated at
about 10 000. This is equivalent to one practitioner per 1 800 inhabitants. In-kind
payments for traditional medicine services (goats, chickens, palm wine, services,
specially-valued token gifts, prestige and precedence, etc.) are considered
acceptable. In urbanizing communities, practitioners of Malagasy traditional
medicine exists alongside other practitioners who hold foreign certificates in
homeopathy, naturopathy, nutritional medicine, palmistry and other systems,
including traditional Chinese medicine.

! Adapted from presentations made during the workshop. More information about
national policies can also be found in: National policy on traditional medicine and regulation
of herbal medicines: Report of a WHO global survey. Geneva, World Health Organization,
2005.
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