Editor: LMHI and ECH Secretary for Research Dr Michel Van Wassenhoven

SCIENTIFIC FRAMEWORK
OF HOMEOPATHY

Evidence Based Homeopathy 2012

Revised edition after 66" LMHI Congress, December 2011 (New Delhi, India)

P

()

E.C.H. - European Committee for Homeopathy LMHI - Liga Medicorum Homoeopathica Internationalis
info@homeopathyeurope.org research@Imhint.net
www.homeopathyeurope.org www.Imhi.net




EVIDENCE BASED HOMEOPATHY 2012

SUMMARY

This booklet is aimed at considering all important aspects of the scientific
framework of homeopathic practice including ethical questions and
evaluation of daily practice, looking at the level of scientific evidence of
each of these aspects. The conclusions are that homeopathy has to stay
in the framework of medical practice and it is even a necessity for public
health. Of course, more research is always necessary.

This booklet is a joint production of the Liga Medicorum Homoeopathica
Internationalis and of the European Committee for Homeopathy.
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CHAPTERI

INTRODUCTION

The aim of this booklet is the study of the current frame-
work of the practice of homeopathy in the world. The
scientific adequacy will be considered regarding the
level of positive evidence currently available for each
considered aspect.

The comparable Oxford university scale is divided
into five levels instead of four.

Level of evidence :

| = the existence of meta-analyses and/or
systematic positive « reviews » of the literature.

lla = controlled multiplied experiments,
randomised, positive results.

llb = some controlled experiments, randomised,
positive results.
llla = study with multiple cohorts, positive results.

lllb = study with some cohorts, positive results.
IV = opinion of experts (clinical and daily cases)
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The use of homeopathic medicines is widely spread
throughout the world population.

In Europe and some other countries in the world, these
medicines are submitted to a registration procedure (1)
that guarantees an optimal pharmaceutical quality and
safety for users.

A potential risk may exist when these medicines are
used without having already made a medical diagnosis.
To minimize this risk it is essential to keep homeopathy
within the framework of medical practice.

In several countries, a law on patients’ rights has come
into force. This means that the patients have the right to
choose or to refuse a proposed treatment. Medical doc-
tors cannot inform the patient correctly if they do not
know all possible medical approaches. As such, an ethical
dilemma is created when the use of homeopathic medi-
cines would warrant consideration and Medical Doctors
are not aware of the possible efficiency of homeopathic
treatments.

It is essential for public health to formulate concrete
answers to all of these questions. This booklet is also
aimed to help in the formulation of pragmatic solutions
to these problems.



CHAPTERII
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GENERAL FRAMEWORK AND ETHICAL POINT OF VIEW (2)

First part of chapter II

A. The place of the non-conventional
medicine in our public health system

The World Health Organisation (WHO) concludes, in a
report of May 2005, concerning the politics surrounding
traditional medicine in different countries (3), that tra-
ditional medicine (TM), all over the world, maintains its
popularity. In addition, during the last ten years the use
of CAM (Complementary and Alternative Medicine) has
increased in several countries. The safety of the use of
these products and their quality control and evaluationin
term of efficacy are priorities for the political authorities
as well as for the population.

The WHO questioned their 191 members. Of those 141
countries (74 %) responded.

Of these countries who responded, 32 % have developed
apolicy of healthincluding TM/CAM and 56 % stated that
a policy concerning TM/CAM is in “construction”.

Only 5 countries developed this regularization prior to
1990.

Of those responders, 28 % have an adapted national
program specific to TM/CAM and 58 % have put in place
a national committee responsible for TM/CAM. In most
cases this committee is part of the Health Department.
Of these responding countries 43 % have established a
committee of experts for TM/CAM.

A problem of harmonization exists among the different
countries. This may be attributed to major difficulties such
as the absence of a standardized educational program for
TM/CAM and a lack of experts on this matter. Countries
are asking the supportand advice of the WHO to develop a
national policy concerning the regularization of TM/CAM.



Beijing Declaration
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Adopted by the WHO Congress on Traditional Medicine, Beijing, China, 8 November 2008

Participants at the World Health Organization Congress
on Traditional Medicine, meeting in Beijing this eighth day
of November in the year two thousand and eight:

Recalling the International Conference on Primary
Health Care at Alma Ata thirty years ago and noting that
people have theright and duty to participate individually
and collectively in the planning and implementation of
their health care, which may include access to tradi-
tional medicine;

Recalling World Health Assembly resolutions promoting
traditional medicine, including WHA56.31 on Traditional
Medicine of May 2003;

Noting that the term "traditional medicine" covers
a wide variety of therapies and practices which may

Development Goals;

Recognizing that Member States have different domes-
tic legislation, approaches, regulatory responsibilities
and delivery models;

Noting that progress in the field of traditional medicine
has been obtained in a number of Member States
through implementation of the WHO Traditional Medi-
cine Strategy 2002-2005;

Expressing the need for action and cooperation by the
international community, governments, and health
professionals and workers, to ensure proper use of
traditional medicine as an important component con-
tributing to the health of all people, in accordance with
national capacity, priorities and relevant legislation;

vary greatly from country to country and from region
to region, and that traditional medicine may also be
referred to as alternative or complementary medicine;
Recognizing traditional medicine as one of the resourc-
es of primary health care services to increase availability
and affordability and to contribute to improve health
outcomes including those mentioned in the Millennium

Inaccordance with national capacities, priorities, relevant
legislation and circumstances hereby make the following
Declaration:

I. The knowledge of traditional medicine, treatments and practices should be respected, preserved, promoted
and communicated widely and appropriately based on the circumstances in each country.

Il. Governments have aresponsibility for the health of their people and should formulate national policies, regula-
tions and standards, as part of comprehensive national health systems to ensure appropriate, safe and effective
use of traditional medicine.

IIl. Recognizing the progress of many governments to date in integrating traditional medicine into their national
health systems, we call on those who have not yet done so to take action.

IV. Traditional medicine should be further developed based on research and innovation in line with the "Global
strategy and plan of action on public health, innovation and intellectual property" adopted at the Sixty-first
World Health Assembly in resolution WHAG1.21 in 2008. Governments, international organizations and other
stakeholders should collaborate in implementing the global strategy and plan of action.

V. Governments should establish systems for the qualification, accreditation or licensing of traditional medicine
practitioners. Traditional medicine practitioners should upgrade their knowledge and skills based on national
requirements.

VI. The communication between conventional and traditional medicine providers should be strengthened and ap-
propriate training programs be established for health professionals, medical students and relevant researchers.




At the sixty-second World Health Assembly of
22 May 2009 (WHAG62.13 — Agenda item 12.4 about
Traditional medicine) the WHO concluded as follow:

Having considered the report on primary health care, in-
cluding health system strengthening (Document A62/8);
Recalling resolutions WHA22.54, WHA29.72, WHA30.49,
WHA31.33, WHA40.33, WHA41.19, WHA42.43, WHA54.11,
WHA56.31 and WHAG61.21; Recalling the Declaration
on Alma-Alta which states, inter alia, that “The people
have the right and duty to participate individually and
collectively in the planning and implementation of their
health care” and “Primary health care relies, at local and
referral levels, on health workers, including physicians,
nurses, midwives, auxiliaries and community workers as
applicable, as well as traditional practitioners as needed,
suitably trained socially and technically to work as a health
team and to respond to the expressed health needs of
the community”;

Noting that the term “traditional medicine” covers a wide
variety of therapies and practices which may vary from
country to country and from region to region;
Recognizing “traditional medicine” as one of the resources
of primary health care services that could contribute to
improved health outcomes, including those in the Millen-
nium Development Goals;

Recognizing that Member States have different domestic
legislation, approaches, regulatory responsibilities and
delivery models related to primary health care;

Noting the progress that many governments have made
toinclude “traditional medicine” into their national health
care;

Noting that progress in the field of “traditional medicine”
has been achieved by anumber of Member States through
implementation of the WHO traditional medicine strategy
2002-2005 (Document WHO/EDM/TRM/2002);
Expressing the need for action and cooperation by the
international community, governments and health profes-
sionals and workers, to ensure proper use of “traditional
medicine” as animportant component contributing to the
health of all people, in accordance with national capacity,
priorities and relevant legislation;

Noting that the WHO Congress on “Traditional Medicine”
took place from 7 to 9 November 2008, in Beijing, China,
and adopted the Beijing Declaration on “Traditional Medi-
cine”;

Noting that African Traditional Medicine Day is commem-
orated annually on 31 August in order to raise awareness
and the profile of “traditional medicine” in the African
region, as well as to promote its integration into national
health systems,
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1. URGES Member States, in accordance with national

capacities, priorities, relevant legislation and circum-

stance:
(1) to consider adopting and implementing the Beijing
Declaration on Traditional Medicine in accordance with
national capacities, priorities, relevant legislation and
circumstances;
(2) to respect, preserve and widely communicate, as
appropriate, the knowledge of traditional medicine,
treatments and practices, appropriately based on the
circumstances in each country, and on evidence of
safety, efficacy and quality;
(3) to formulate national policies, regulations and
standards, as part of comprehensive national health
systems, to promote appropriate, safe and effective
use of traditional medicine;
(4)to consider, where appropriate, including traditional
medicine into their national health systems based on
national capacities, priorities, relevant legislation and
circumstances, and on evidence of safety, efficacy and
quality;
(5) to further develop traditional medicine based on
research and innovation, giving due consideration to
the specific actions related to traditional medicine in
the implementation of the Global strategy and plan
of action on public health, innovation and intellectual
property;
(6) to consider, where appropriate, establishing sys-
tems for the qualification, accreditation or licensing
of traditional medicine practitioners and to assist
traditional medicine practitioners to upgrade their
knowledge and skill in collaboration with relevant health
providers, on the basis of traditions and customs of
indigenous peoples and communities;
(7)to consider strengthening communication between
conventional and traditional medicine providers and,
where appropriate, establishing appropriate train-
ing programmes with content related to traditional
medicine for health professionals, medical students
and relevant researchers;
(8) to cooperate with other in sharing knowledge and
practices of traditional medicine and exchanging train-
ing programmes on traditional medicine, consistent
with national legislation and relevant international
obligations;



2. REQUESTS the Director-General:

(1) to provide support to Member States, as appropriate
and upon request, inimplementing the Beijing Declara-
tion on Traditional Medicine;

(2) to update the WHO traditional medicine strategy
2002-2005, based on countries’ progress and current
challenges in the field of traditional medicine;

(3) to give due consideration to the specific actions
related to traditional medicine in the implementation
of the Global strategy and plan of action on public
health, innovation and intellectual property and the
WHO global strategy for prevention and control of non
communicable diseases;

(4) to continue providing policy guidance to countries
on how to integrate traditional medicine into health
systems, especially to promote, where appropriate,
the use of traditional/indigenous medicine for primary
health care, including disease prevention and health
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promotion, in line with evidence of safety, efficacy and
quality taking into account the traditions and customs
of indigenous peoples and communities;

(5) to continue providing technical guidance to support
countries in ensuring the safety, efficacy and quality of
traditional medicine; considering the participation of
peoples and communities and taking into account their
traditions and customs;

(6) to strengthen cooperation with WHO collaborating
centres, research institutions and non governmental
organizations in order to share evidence-based infor-
mation taking into account the traditions and customs
of indigenous peoples and communities; and to support
training programmes for national capacity building in
the field of traditional medicine.

Eighth plenary meeting, 22 May 2009
A62/VR/8
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WHO Safety Issues in the Preparation

of Homeopathic Medicines 2010

This official WHO booklet is considering the challenges
of quality control and regulation of homeopathic medi-
cines in the world. It can be requested at bookorder@
who.int under ISBN number 978 92 4 159884 2 (NLM
classification: WB 930). It may be downloaded at www.
who.int/medicines/areas/traditional/prephomeopathic/
en/index.html.

It defines homeopathy as one of the most commonly used
form of herbal medicines (even if plants are not the only
stocks used in homeopathy). There is a large market for
homeopathic products around the world. For example, in
2008, Australia spent 7.3 million US dollars on homeo-
pathic medicines, France spent more than 408 million,
Germany 346 million and the United Kingdom more than
62 million US dollars. In the United States, adults spent
2.9 billion US dollars on homeopathic products in 2007.

The use of homeopathic medicines has spread more and
more, and now it is widespread, not only in the European
region, but also in south Asian countries and North and
South American countries. With the worldwide increase
in the use of homeopathic medicines and the rapid ex-
pansion of the global market, the safety and the quality
of homeopathic medicines has become a major concern
for health authorities, pharmaceutical industries and con-
sumers. The safety of the homeopathic medicines largely
depends on their quality. Requirements and methods for
the quality control of finished homeopathic medicines
are far more complex than for chemical drugs, particu-
larly for the combined or mixed homeopathic medicines.
Furthermore, the quality of the homeopathic medicines
is influenced both by the quality of the procedure used

during their production and the quality of the raw material.
Products that meet high quality standards are needed to
allow the patient to make safe use of the homeopathic
medicines. Now, this is more and more important be-
cause, as a consequence of market globalization, many of
the raw materials and medicines used in the homeopathic
systems come from different countries.

Adverse events occurring during homeopathic treatment
are rarely attributed to the homeopathic medicine itself.
However, safety assessment should also consider pos-
sible impurities of the source material or contamination
in production and failures of good manufacturing practice.
Furthermore, because many homeopathic medicines can
be purchased as non-prescription medicines in commu-
nity pharmacies and health stores, without consultation
with a healthcare provider, it has become increasingly
important to provide sufficient and accessible informa-
tion regarding such medicines. Although homeopathic
medicines are generally assumed to be benign, the level
of authorization, appropriate labelling and quality assur-
ance should take into consideration their extensive use,
including that within vulnerable populations such as the
elderly, pregnant women and children.

In Europe the report “Concerted Action for Complemen-
tary and Alternative Medicine (CAM) Assessment in the
Cancer Field” (4) observed the same tendency concerning
an increase in the use of CAM. This evolution goes on in
different countries within different scientific frameworks.
CAM would be understood as Non Conventional Medicine
meaning thatitis not yet part of a Conventionin Medicine.
This situation could evolve in the future.
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Diagram 1: Regulation in European countries (CAM-CANCER report).

« fully controlled systems » n=19

« partial controlled systems » n=10

Countries Austria, Belgium, Cyprus, Czech
Republic, Estonia, France, Germany,
Greece, Hungary, Latvia, Lithuania,
Luxembourg, Italy, Poland, Portugal

Spain, Slovenia, Slovakia, Switzerland,

Denmark, Finland, Iceland, Liechtenstein,
Irland, Malta, The Netherlands, Norway,
Sweden, UK

Who is allowed to treat? | Statutorily regulated individuals.

Statutorily regulated individuals. | Everybody

Authorized « "risky” medical procedures
Medical « treating serious diseases
Activities: « safe medical procedures

« preventive/prophylaxis

« “risky” medical procedures
« treating serious diseases

« safe medical procedures

« preventive/prophylaxis

« safe medical procedures
« preventive/prophylaxis

Regulation systems in Europe

In 19 of the 29 European countries (Central and South
Europe) only the statutorily regulated individuals have the
legal authorization to treat patients. In the ten remaining
countries (Northern Europe) non-statutorily regulated
individuals can offer care. In these countries several
responsibilities remain in hands of medical doctors. The
authorities control CAM practices by a “permit to prac-
tice” alicence, a protected title or voluntary registration.
A supervising commission is installed in these countries.
This commission determines which type of CAM can be
considered as “sound professional practice” when deliv-
ered by statutorily regulated individuals. The practice by
statutorily regulated individuals is strictly limited in some
countries whereas in other countries these statutorily
regulated individuals can have a free, unlimited practice.

Regulation system
I All-regulated system
Semi-regulated system

[ Notincluded

“Plants” and homeopathic medicines authorized on the
market are controlled by specific European directives and
these directives are implemented in national legislation.

How can we protect patients from treatmentinadequacy?
The best way would be the recognition of CAM treatments
in an adequate and legal way, but questions remain: is
it better to limit the practice of CAM to accredited per-
sons (Central and South Europe) versus non-accredited
persons (Northern Europe)? Is the efficacy and quality
of the CAM sufficiently verified in order to consider its
introduction in the healthcare systems?
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Table 2: regulated CAM in different European countries.
X: year of legalisation unknown.

Y: new law in preparations.

Countries Regulating CAM praviders by law License | CAM

Register
No Yes
Chiro- Osteo- Napra- Homeo- | Acu- Naturo | Phyto-
practics pathy pathy Pathy puncture | -pathy therapy

Austria no

Belgium 1999 1999 1999 1999

Bulgaria 2005

Cyprus X y y

Czech Republic 2002

Estonia no

France no

Denmark 1992 2004

Finland 1994 1993 1994

France 2002

Germany 1939

Greece 2010

Hungary 1997

Iceland 1990 2005 2005

Ireland no y

Italy y

Latvia (physicians) X X

Liechtenstein 1985

Lithuania (physicians) X

Luxembourg no

Malta X X X

The Netherlands no

Norway 1988 2004

Poland no

Portugal 2003 2003 2003 2003 2003 X

Spain 2009

Slovakia no

Slovenia 2007 2007 2007 y

Sweden 1989 1994 y

Switzerland X X X

UK 1994 1993 1950 y y X

Number 11 13 8 2 7 4 1 1 3 4
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No possibility of homeopathic care in hospitals.

Denmark:

Education in private schools open for everybody (no
formal medical education required)

No possibility of homeopathic care in hospitals.

Finland :

Education in private schools, open for everybody (no
foregoing medical education required)

No possibility of homeopathic care in hospitals.

France :

Officially recognized diploma as an additional qualifica-
tion (medical doctor /veterinary doctor qualified in ho-
meopathy). Post-graduate education at the universities
in Aix-Marseille, Besangon, Lille, Paris-Bobigny, Bordeaux
II, Limoges, Poitiers and Lyon. Private schools also exist.
Optional introductory course of CAM during the basis
education at some universities

In 2 hospitals patients can come for a homeopathic
consultation: Hopital St. Jacques en Hopital St. Luc Paris.

possibility of homeopathic care in hospitals.

ngary :

stgraduate diploma in private schools recognized by
‘medical chamber.

possibility for homeopathic care in hospitals.

land :

stgraduate diplomain private schools, open for every-
1y (no foregoing medical education required).
possibility for homeopathic care in hospitals.

ly:

icially recognized diploma as an additional qualifica-

1 (medical doctor /veterinary doctor qualified in ho-
meopathy). Post-graduate courses for medical doctors
in Bologna, Roma, Siena (also dentists and pharmacists)
Universities.
Postgraduate diplomain private schools for medical doc-
tors, dentists, veterinarians, pharmacists. Postgraduate
diploma organized by the Provincial Medical College in
Reggio Calabria.
No possibility for homeopathic care in hospitals at this
moment but announced.

Luxembourg :
Postgraduate diploma in private schools.
No possibility for homeopathic care in hospitals.

Netherlands:

Postgraduate diploma in private schools.

Optional introductory course of CAM during the basis
education at some universities

No possibility for homeopathic care in hospitals.

Norway :

Education in private schools, open to everybody (no
foregoing medical education required).

No possibility for homeopathic care in hospitals.




























































































































































