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‘... the existing Directives ... need to be amended in such
a way that, firstly, application of the statutory and
administrative provisions ensure the free movement of
homeopathic medicinal products and, secondly, that when
the additional rules are drawn up they take account of the
peculiar nature of homeopathic medicinal products.’

A4-0378/98 European Parliament Report on the Commission

report to the European Parliament and the Council on the application
of Directives 92/73/EEC and 982/74/EEC on homeopathic medicinal
products (COM(97)0362 - C4-0484/97)

Table of Contents

Introduction

The Characteristics of Homeopathic and Anthroposophic Medicinal Products

Urgent Requests

The Need for an Improved Legal and Regulatory Framework

Annex I: ECHAMP's Specific Recommendations for Changes to the
Current Legislation 10

Annex II: References 18

N B~ W -

Introduction

Homeopathic and anthroposophic medicinal products are part of a long-standing
European therapeutic tradition with a positive safety record established over
many decades. The extensive range of products enjoys continuous growth in
popularity with patients, doctors and practitioners. These medicinal products are
used by over 100 million European citizens and represent about 7% of sales of
non-prescription pharmaceutical products.

However, the current European regulatory framework, rather than leading
towards free trade and European harmonisation, is inhibiting industry growth
and development.

The future of the industry for homeopathic and anthroposophic medicinal
products is under threat. The industry is severely restricted by overregulation,
lack of capacity in the medicines agencies and lack of specific rules and
harmonisation in the regulatory affairs environment. Patients, doctors and
practitioners are being denied access to the medicines of their choice.

Homeopathic and anthroposophic medicinal products are inherently low-risk
products. They are mostly derived from natural substances and differ from
conventional pharmaceuticals in a number of ways. Fifteen years of experience
show that the legal framework is not adequately tailored to the particular
characteristics of these medicinal products.

There is an urgent need for better requlation of these medicinal products to
preserve this important European industry and to foster development. A new
initiative in this field would be in line with the EU Commission’s declared
intention to ‘deregulate’ in order to make Europe more competitive.

ECHAMPs vision is for all European citizens to have easy and equal access to
safe, high quality and effective homeopathic and anthroposophic medicinal
products. We call on the European Parliament to take political action to allow
the 100 million European users of homeopathic and anthroposophic medicinal
products harmonised, easy and safe access to the medicines of their choice.



100 million users

Three out of four Europeans know about homeopathy,
and of these 29% use it for their health care.

An established European industry
with large growth potential:

Turnover (2005): € 1 771 million (consumer prices)
Average consumption per head of the population: € 4
% of European pharmaceutical market: 1%

% of European non-prescription market: 7%

" Commission Report to the European Parliament and Council
on the Application of Directives 92/73/EC and 92/74/EC,
Brussels Com(97) 362 final

? Homeopathic and Anthroposophic Medicine in Europe:
Facts and Figures Second Edition, 2007, ECHAMP

The Characteristics of Homeopathic and

Anthroposophic Medicinal Products

Homeopathy and anthroposophic medicine work with the body’s own
forces to stimulate the healing process. They can be individually prescribed by
a doctor or practitioner or in many cases selected for self-medication.

Unlike conventional pharmaceutical medicines which interact at a physical
level, these medicines are prescribed based on the study of the whole person,
taking into account basic temperament and responses.

Treatment is generally individualised and different people receive different
treatments even if they suffer from the same disease. This individual and
holistic approach meets a growing need for a more personalised way of
healing.

Homeopathic and anthroposophic medicinal products cover a broad portfolio
of effective, safe and high quality medicines generally derived from natural
substances.

Unlike new chemical entities, homeopathic and anthroposophic medicinal
products usually stem from well-known natural substances, which are then
diluted. The concentration of the active principle(s) is very low compared to
most conventional medicines.

The individual therapeutic approach means that a large range of products
is required, in particular by doctors and practitioners, mostly manufactured in
small batches.

These products are predominantly low cost, generic and not patentable, so
registration or authorisation is regularly inhibited by disproportionate costs for
application dossiers.

Homeopathic and anthroposophic medical treatments are relatively
inexpensive. These therapies have the potential to generate savings on
health care costs.



URGENT REQUESTS

ECHAMP asks the European Parliament

to support the development of a harmonised and

workable regulatory environment for homeopathic

and anthroposophic medicinal products across the
European Union;

to pass a Resolution that recognises

» the need to create a more appropriate regulation to allow market
access for and free circulation of homeopathic and anthroposophic
medicinal products in the EU

 the importance of homeopathy and anthroposophic medicine as
therapeutic traditions and their role in improving healthcare in Europe

 the need to give priority to the demands of the European citizens who
still have no access to the registered or authorised homeopathic or
anthroposophic medicinal products of their choice

 the need to support the growth of this traditional and established
EU-based industry so that homeopathy and anthroposophic medicine
can continue to develop to the benefit of all citizens of Europe;

to call on the European Commission to

carry out an in-depth assessment of the regulatory framework for
homeopathic and anthroposophic medicinal products including a consultation
of all the stakeholders, especially focussing on the issues mentioned in the
Commission report of July 1997' and already included in the Report of the
European Parliament dated 4 November 1998 on that Commission Report?

make a proposal to the European Parliament and the Council to revise
Directive 2001/83/EC in accordance with the conclusions of the Commission
report and based on the experience of the competent authorities and
stakeholders in the Member States

enlarge the chapter on homeopathic medicinal products in Directive
2003/63/EC (Annex I) with requirements specific to the nature of these
products avoiding the application of general rules for new chemical entities
to homeopathic medicinal products

create a Chapter 2b, ‘Specific provisions applicable to anthroposophic medicinal
products’ in Directive 2001/83/EC, providing for an adequate authorisation or
registration system for all anthroposophic medicinal products, making reference
to the specific therapeutic approach in anthroposophic medicine

urge the Member States to set up a common and affordable programme to
bring all the homeopathic and anthroposophic medicinal products which
were already on the market before December 1993 into an appropriate and
harmonised regulatory framework

urge the Member States to handle applications for homeopathic and
anthroposophic medicinal products in a way that is proportionate to the low
risk of these well-known and well-established products.

1

Homeopathic Medicinal Products, Commission Report to the European Parliament and Council
on the Application of Directives 92/73/EC and 92/74/EC, Brussels Com(97)362 final - C4-0484/97

2 A4-0378/98 European Parliament Report on the Commission report to the European Parliament

and the Council on the application of Directives 92/73/EEC and 982/74/EEC on homeopathic
medicinal products (COM(97)0362 - C4-0484/97)



The Need for an Improved Legal and

Regulatory Framework

Homeopathic and anthroposophic medicinal products differ from conventional

pharmaceuticals in a number of ways of relevance to an efficient and adequate
regulation. European legislators have already recognised this by creating specific
regulations for homeopathic medicinal products, as they subsequently did for

traditional herbal medicinal products. However fifteen years of experience show
that the legal framework for homeopathic and anthroposophic medicinal prod-
ucts is not adequately tailored to the particular characteristics of these products.

Lack of adequate European legislation has led to a significant reduction in the number
of homeopathic and anthroposophic medicinal products on the market. The current
regulatory framework functions successfully in only a minority of EU Member States.
Rather than encouraging harmonisation, it is restricting trade and industry
development. Doctors, practitioners, patients and consumers are being deprived
of access to the medication of their choice in many Member States.

Homeopathic and anthroposophic medicinal products are intrinsically safe,
low-concentration medicinal products and their characteristics are well-known.
Failure to differentiate between the risks associated with conventional medicinal
products, which are mostly of chemical origin, and the relative low risk
potential of these products leads to excessive regulatory requirements that
are inappropriate and to unnecessary work and cost for all parties involved.'

Nor does the regulation add significant value in terms of safeguarding public
health. The tendency to overregulation favours the development of illegal parallel
trade of low quality products from outside the European Union via e-commerce.
The harmonisation process has been further undermined by strong
differences of interpretation between the Member States.

" For this reason, the application of Article 16(1) of Directive 2001/83/EC is not adequate.
On the other hand, the optional nature of Article 16(2) leads to great differentiation in legal
approaches by the Member States that is not in line with the EU goals of harmonisation and free
trade for industrial products.

Examples from the Member States

In 20 Member States, there are no published data on the
number of registrations. In a large number of these Member
States no products have so far been registered.

In the Netherlands, out of 11 000 notified products, less
than 4 000 have been authorised or registered. The remaining
products are no longer available for prescribers and users.

In Belgium, Italy and Spain no products have yet been
registered or authorised, even though more than 15 000
products have been officially notified for registration or
authorisation in each of these countries.

In the UK, of over 2700 products granted a license in 1973,
less than 50 have been authorised. Out of more than 20 000
single remedies on the market, only 200 have been granted a
simplified registration so far.

More than four years after it was introduced in Directive
2001/83/EC, only one product has been registered under the
mutual recognition procedure, and that in only 3 Member
States at once.



Products that are not accepted for registration or authorisation in one Member
State may have market access in neighbour countries, leading to increasing
disharmony and confusion for patients, prescribers and users.

Legal reform is urgently required to optimise the regime for these medicinal
products. An adequate legal and regulatory framework should take account of
their specific nature and low-risk profile. There is sufficient common ground in
respect of the practice of homeopathy in the Member States to implement
unified standards.

Simpler registration or authorisation requirements could be balanced with more
consistent and appropriate post-marketing controls (pharmacovigilance), allowing
the industry to document and standardise safety data and to confirm the positive
safety profile of these products over a period of time. This approach would
provide better protection for public health and be significantly more efficient.

Better regulation should ensure the availability of the full range of products pre-
scribed by doctors and practitioners and demanded by patients, preserving homeo-
pathy and anthroposophic medicine as important European medical traditions.

The European industry that provides good quality medicinal products for these
therapies in accordance with the rules of Good Manufacturing Practice (GMP)
should be fostered in its development, so that the positive health benefits of
these therapies can spread. A better balance must be found between
safeguarding public health and meeting the demands of the 100 million
European citizens who choose to use these products.

Annex | provides ECHAMP's detailed recommendations for a more appropriate
legal framework.

Four actions for an improved
regulatory framework

ECHAMP strongly recommends four main actions for an
improved EU regulatory framework for homeopathic and
anthroposophic medicinal products:

» Develop more appropriate legislation based on the
specific characteristics of the products

« Improve the efficiency of the regulatory environment by
actively involving the stakeholders and experts in the field

o Simplify and harmonise the assessment environment;
instigate work-sharing and accept some national agencies
as specialised assessment centres for these products

« Balance a simpler system of registration or authorisation
with an appropriate tailored pharmacovigilance system
for all products, allowing the industry to generate and
document safety data.
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ECHAMP, the European Coalition on Homeopathic and Anthroposophic
Medicinal Products, represents the vast majority of the industry for these
products in Europe. ECHAMP believes that homeopathy and anthroposophic
medicine should be fully integrated into health care provision in Europe.

It works towards an appropriate European legal and regulatory framework to
ensure the availability of the full range of these medicinal products, essential
for the successful practice and development of these long-standing traditional
therapies.

ECHAMP has over 50 full (company) members. Its associated and corresponding

members include national industry organisations and European associations of
health care professionals, patients and consumers.
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