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Whythe European Unionds Traditional Herbal Mec

Registration Scheme is not Fit for purpose

Robert Verkerk BSc MSc DIC PhD

Abstract

The European Unionbés Traditional Her bal Medi ci n
fully into force on 1 April 2011, was conceived as a fastrack licensing (registration)

regime for products from traditional medicinal cultures, including non -European ones



such as Traditional Chinese Medicine and Ayurveda. However, todate, not a single
classical medicine from any non-European traditional medicinal culture has been
registered. In this paper, the key reasons for this are outlined with specific focus on the
technical and economic limitations of the EU regulatory model. The paper also
demonstrates how other European laws, including medicinal and food supplements laws,
as well as the recently established Nutrition and Health Claims Regulation, act as
additional obstacles to the adoption and practice of TCM and other traditional systems of
healthcare. The paper concludes by conglering some of the regulatory changes that
would be needed to allow the legal infrastructure in Europe to meet its intended purpose,

as well as ensure it was both proportionate and nondiscriminatory.

Background

The Traditional Herbal Medicinal Products Directive (THMPD) (EC Directive
2004/24/EC) passed into European Union (EU) law in 2004. The Directive applies only
to herbal products that conform with the very broad European definition of a medicine
(under amending EC Directive 2004/27/EC). Herbal produ cts that are not regarded as
medicinal do not have to be registered under THMPD and may continue to be sold in the

EU as botanicals under the food supplements category, subject to national rules.

The key stated purposes of the THMPD are threefold:

1 Harmonisation of requirements on quality, safety and efficacy for herbal
medicinal products

1 Improvement of pharmacovigilance for herbal medicinal products

9 Facilitation of free movement of safe herbal medicinal products within the

European Union

The THMPD maintains a transition phase through to 31 March 2011. Prior to this date,
herbal medicinal products that were already on the market at the time the law was passed,
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and approved by national competent authorities, may continue to be sold freely. Such
products will however become illegal if not registered by 1 April 2011, either under the
THMPD itself or under a conventional medicinal product market authorization. One type

of market authorization, distinct from the THMPD, involves products containing

ingredients wi t h -edswead bl i shed used, as demonstrated

Extensive data is required for such authorizations and it is likely that this type of

authorization will only be applicable to a small number of products.

The THMPD exists as a sib- Directive of the Human Medicinal Products Directive
(2001/83/EC, amended by 2004/27/EC). This Directive essentially offers a simplified
(6fF-agstackd) medicinal registration scheme
to demonstrate, using bibliogr aphic evidence, together with an expert report, 30 years
continuous safe usage, of which at least 15 are within the EU (Article 16c1(c)). Only

limited claims for minor conditions are allowed under the scheme.

The simplified scheme avoids the need to demastrate efficacy by way of conventional
clinical and animal data, these typically being the most costly aspects of applying for a full
medicinal license (market authorization). However, the scheme as specific requirements
for safety and quality, needing the support of physico-chemical and (micro)-biological

tests, pharmacological and toxicological studies.

Applications for a THMPD registration are made via particular Member States from
which guidance can be obtained. Applications are then evaluated centrdly by the
Committee on Herbal Medicinal Products (HMPC) of the European Medicines Agency
(EMEA), which has also been given responsibility to establish monographs for herbal

substances. At the time of writing, 46 monographs are complete 2.

As of March 2009, only 50 registrations had been granted, the majority being initiated
through the UK (Table 1). Owing to the challenges posed by the technical requirements,
not more than a 200 to 300 applications are expected prior to the end of the transition
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phase ofthe Directive in April 2011.

Some Member States, such as the UK, have instigated a simplified transfer system for
herbal medicinal products that were already licensed under national schemes or formally
exempted from such licenses. The purpose of the tranger scheme is to assist products

that have well-established science or traditional use to be registered more easily.

Registered traditional herbal medicinal products (THMPs) are intended for use by the
end consumer without the supervision of a medical practitioner for diagnostic purposes

or for prescription or monitoring of treatment (Article 16al(a)). This creates a major
constraint since many traditional medicinal products are typically used in conjunction
with advice by a practitioner, for minor but al so for more serious ailments, including
cancer, psychiatric diseases, infectious diseases (e.g., hepatitis, influenza), cardiovascular
diseases or metabolic diseases such as diabetes, none of which would be acceptable by the

registration authority.



Table 1. THMP registrations granted by March 2009.

Member

(number Product

registrations) Date

United Kingdom (n=26) Arnica Gel (Arnica) November 2006
FlexiHerb® (Devik Claw) January 2007
MigraHerb® (Feverfew) April 2007
MenoHerb® (Black C ohosh) June 2007
Prostasan (Saw Palmetto) September 2007
PremHerb® (Agnus -castus) October 2007

NiteHerb® (Valerian root)

Atrosan® (Devik Claw)

Venaforce® (Horse Chestnut)

HyperiCalm® (St Johns Wo rt, high dosage)
NiteHerb® Plus (Passionflower + Valerian
root)

Kaloba (Pelargonium root)

Botanova (Passionflower + Valerian +
Hypericum)

Hyperiforce (St Johns Wort)

2 x Echinaflu / EchinEe ze (Echinacea root)

Valdrian (Valerian root)
Vitano (Rhodiola rosea root)
Duchy Hyperi-lift (Tincture)
Duchy EchinaRelief (Tincture)

DiaSleep / DiaNight (Valerian root)
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December 2007
January 2008
February 2008

March 2008

March 2008

April 2008

May 2008
May 2008
June / Sept.
2008

July 2008
August 2008
August 2008
August 2008

Decembea 2008



DiaSleep / DiaNight Plus (Passionflower +

Valerian root) January 2009
DigestHerb® (Artichoke, high dosage) February 2009
RelaxHerb® (Passionflower, one -a-day) March 2009
Germany (n=7) Klosterfrau Melissengeist December 2005
Weildlorntee (Hawthorn Tea) February 2007
Canephron® (Tablets + Liquid) March 2007
Pumpkin Seed Capsules October 2007
Urophyton liquidum January 2008
Abtei Baldrian -Perlen December 2008
2 x Passionflower Tablets (Passiflora extract) June 2007
Austria (n = 12) 4 Pelargonium Liquids + Tablets (Pelargonium
extract) 2007 / 2009

Neurapas® (St. Johrs Wort, Valerian,

Passionflower) 2008
Arnica Cream 2008
Capsicum + Arnica Plaster 2008
Rhodiola Tablets 2008
Kalmine Tablets (Valerian + Passionflower) 2008
Dr. Btim Teufelskralle 600 2009
Passionflower 425 mg (Passiflora extract) June 2007

Spain n = 2) Neurapas® (St. Johrs Wort, Valerian,
Passiflora) July 2007
Netherlands (n = 2) 2 x Pelargonium Liquids (Pelargonium extract) June 2007
Slovenia (n = 2) 2 x Herbal Teas 2007
Poland (n =1) Doppelherz Tonikum 2008
Slovakia (n = 1) Doppelherz Tonikum (Referral) 2008

Key challenges posed by the EU THMP registration scheme
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The provisions of THMPD, which come fully into force in April 2011 , provide particular
obstacles for many small to medium-sized enterprises (SMES) in the natural health sector
which are manufacturing and/or retailing traditional herbal products. Major exporters of

finished herbal products, such as those from China and India, are similarly impacted.

Out of the 50 registrations successfully granted, none relate to traditional medicines from

any of the non-European traditions (Table 1).

There are a number of main reasons for this:

1. Eligibility. Thesoc al | eydarml®@0, whi ch requires evidence
safe use of products for 30 years, including at least 15 years within the EU, acts as
a major barrier to products from non -European traditions. It also acts as a barrier
to innovation, as the addition of new botanic al ingredients, or alteration of the
amounts of existing ingredients, based on recent or emerging science, bar such

formulations from the traditional use stipulation.

2. Cost of registration. The total cost of registration can amount to well over
050,000 (euros) per product. These costs are
including costs of compiling the registration dossier, costs of undertaking any
additional scientific works (e.g., genotoxicity tests [see below]), costs of
implementing pharmaceutical good manufacturing practices (GMPs) and costs of
additional personnel. Overseas sites of production or manufacture need to be
licensed separately (following approval of Site Master File) by competent
authorities in the EU, as do wholesale dealers. The high upfront and ongoing
costs of registration impact SMEs in the herbal sector disproportionately. They
generally manufacture or distribute diverse product ranges, each product
supporting only a relatively small turnover. Lar ge companies, by comparison, are
typically reliant on fewer products, each with high sales volumes.

12



High quality genotoxicity data. For many herbal substances used in
traditional cultures, these data are not available. For others, they are viewed as
being of insufficient quality by HMPC/EMEA. This requirement has been one of
the major reasons for the small number of applications to the registration

scheme.

Pharmaceutical Good Manufacturing Practices (GMPs). These
requirements considerably exceed the stardards for food manufacture and may
be difficult to meet given the fluctuating chemical composition of natural

products. Additionally manufacturers are required to retain the services of a

6Qualified Personb6 to ensure cospfii ance with

adding an additional cost burden.

Technical difficulties in compliance. There are many technical challenges in

meeting the pharmaceutical criteria required for registration. This includes the
provision of stability data for which identification of marker compounds are
required (see separate section below). While these criteria can be met in the case
of single or limited herb combinations, they are considerably more challenging in
the case of poly herbal products which are typical of non-European traditional

medicinal cultures (e.g. Traditional Chinese Medicine, Ayurveda).

Non-herbal ingredients. Many traditional cultures utilise non - herbal
products, including ingredients of animal origin and minerals. These are
presently disallowed by the Directive. Vitamins and minerals are allowed in
regi stered product s, but only if the

botanical ingredients.

Limited claims environment. Given that the only claims allowed for
registered products are for the support of minor ailments, this precludes many

13
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traditional medicines from non -European traditions that have long been used for

more serious conditions.

The European Commi ssionbs view

On 29th September 2008, the European Commission published an important report
entited 6 Report on the experience acquired as a resul
of Chapter 2a of Directive 2001/83/EC, as amended by Directive 2004/24/EC, on

specific provisions applicable 3t o0 traditional he

The report recognises some of the difficulties that companies have experienced tedate
with the registration scheme, but also indicates there is likely to be little future

flexibility with regard to altering the provisions. One primary exception to this is the
likely expansion of the scope to include non- herbal substances. More hopeful, however,
is the conclusion by the Commission that a new legal framework may be considered for
particular traditional medical systems, e.g., Traditional Chinese Medicine, Ayyurveda,

anthroposophic medicine.

Technical challenges relating to stability tests

T h e E M&hdnse Note on the Quality of Herbal Medicinal Product 4 calls for tests to

demonstrate that the known constituents of any herbal medicines in the product are

present in the finis hed product. This Guidance Note states that if an herbal medical

product contains a combination of several herbs,
jointly for several active substances. 0

The Note advises that such identification tests havetobe carriedout fAby di ff er ent
appropriate chromatographic methods. 06 There are
robust identification system for complex botanical products. While such quality control

measures are routine for orthodox drugs which contain single or a limited number of

discrete, usually synthetic, highly purity, chemical entities, they pose numerous
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difficulties for the evaluation of complex herbal mixture containing several herbs, each
one containing a multiplicity of chemical signatures.

In practice, when using the relatively inexpensive thin-layer chromatography (TLC), the
chromatographic fingerprint of one herb often obscures that of other herbs with which it

is combined in a product so that no determination of the individual marker compounds of
all the herbs can be made. It appears that the only way that these data might be provided
for combinations of several herbs is by the use of high pressure liquid chromatography
(HPLC). But even with such equipment, the task of identifying markers of several herbs
blended together in one formulation might well prove impossible. The cost of a basic
HPLC machine is about 460, 000, but the true cost
development of techniques to demonstrate the chemical markers of each herb in
combination. This is likely to be expensive in terms of time and personnel involved and
beyond the financial resources of the many very small, small and medium companies in
the European herbal sector.

A well-known German Laboratory recently gave a written cost estimate to an American
applicant, for quality assurance and stability testing sufficient to qualify an herbal tea
with two active ingredients for THMPD licensing at approximately a minimum of

06100, 000 per product (personal communication, Se

Development of more proportionate, technically feasible and effective

methodologies for stability testing

It is apparent that the prime purpose of the THMPD is to ensure quality, safety and
efficacy of the registered herbal medicinal products. Clearly, the issue of efficacy is dealt
with indirectly through the verification of traditional use (although there is no scientific
rationale for the exclusion of products wi th less than 15 years usage in the EU). The issues
of both quality and safety are catered for through the imposition of pharmaceutical
criteria, most of which are taken directly or adapted from conventional medicinal

products, under Directive 2001/83/EC. T he key questions that then need to be asked are:

15



|l
il

Are the stability data as determined according to the methods proposed in the
Guidance Note on the Quality of Herbal Medicinal Products including the
requirements for stability data, necessary to achieve quality and safety?

Are stability data necessary for pre-market authorisation, or could responsibility
for stability (shelf -life) be placed on manufacturer as per existing requirements of
food law (under EC Regulation 178/2002) in relation to foods and food
supplements? [Note: Herbal products, particularly complex combination

products, are, from a compositional point of view, more akin to foods than they
are to conventional pharmaceuticals, the latter being generally based on very well
characterised, synthetically produced chemicals within an inert matrix]

Are the existing methods applicable and relevant to the full array of traditional
herbal products, or are they less applicable to particular product types, notably
poly-herbal products with large numbers of herbal components or particular
formulation types e.g. certain water-based/low alcohol products such as
Ayurvedic tonics?

Are there ways of simplifying the existing required procedures?

Could alternative methods be both suitable and more feasible?

While the reflection paper asserts t hat fadequate

establishedo, this view may be conteste

could readily lend themselves to quality determinations that could be considerably more

proportionat e in effect largely owing to their technical feasibility and the reduced cost of

the methods.

1.

Development of selective chromatographic techniques that dramatically reduce
the requirement for production of stability data as a requirement of pre -market
authorisation. Such a system is tried and tested in Australia and is overseen by
the Australian medicines regulator, the Therapeutic Goods Administration
(TGA)>. Such systems may involve developing systems appropriate to specific
products which are justified by t he manufacturer. Cilt
website: Al't may not be possible to
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multi -ingredient complementary medicine. In such cases, studies which force the

sample to degrade, for example, with heat, to allow identification of changes

taking place that may then be used as stability indicators for the product. With

adequate experience of product formulations and their stability, it may be

possible to group ingredients and to selectively monitor for a smaller number of

i ngredientso. The key el ements of the success

1 It is the responsibility of the manufacturer to develop a stability testing
protocol specific to each registered product that allows the stated shelf life
to be met and justified. The manufacturer must have available a scientific
justification of the methods used;

1 Since the TGA recognises the technical difficulties that may be associated
with stability testing of complex polyherbal and multi -ingredient
medicin es, the shelf life of a licensed product may be determined by
reference to stability studies performed on a similar (corresponding)
product. However, should a manufacturer use this option, it must hold
evidence to justify the applicability of the data from the corresponding
product.

1 If complete stability data are not available, the manufacturer may make a
judgment on an interim or abbreviated shelf life. Such a judgment must
be supported by evidence and may be used until the results of stability
testing are available.

2. Chemometric methods for analysis of the chromatographic fingerprint, using
Fisher components (e.g., Cheng et alJ Chem Inf Comput Sci. 2003; 43(3):
1068-76).

3. Surface Plasmon Resonance (SPR); as used by Lu et aiochim Biophys Acta.
2001; 152(2): 308 -16).

4. Biological assays. Rather than evaluating active constituents or surrogate
biomarkers, assays which evaluate biological activity could be suitable. Examples

are given below:
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1 antioxidant activity; tests evaluating activity of reactive oxygen species,
using for example peroxynitrite, hydroxyl radicals or superoxide
dismutase

1 assays of activity against inflammatory cytokines (e.g. TNF) and adhesion
molecules (e.g. integrins, immunoglobulins)

1 microbial activity; activity against yeasts, bacteria, fungi or protozoa

1 activity against other organisms; e.g. brine shrimp assay (e.g. Wanyoike et

al, Ethnopharmacol. 2004; 90(1): 129-33).

EU regimes for botanicals other than the THMP registration scheme

The European legislative environment differs mark edly from that of many other countries

in that it effectewmelnggdproegdestaryréemgi ronment
(see Figure 1). This contrasts, for example, with the dietary supplement regime of the

United States where, under the Dietary Supplement Health and Education Act (DSHEA)

of 1994, one regime exists for all products whi
including botanical products. Other schemes, such as that of Australia, requires that all

6compl ementary nding iTaditionals Ghinesei Mexlitines, Ayurvedic

medicines and Australian indigenous medicines, are regulated under the Therapeutics

Goods Act 1989. The primary risk for botanical products under the EU regulatory scheme

is the difficulty of gaining or retaini ng eligibility and approval under an appropriate

regime. Products falling outside any of the regimes (Figure 1) are deemed illegal.

18



FOOD LAW MEDICINES LAW

EU market
authorisations
(including
6 w eestdblished

Foods
including
functional foods
containing

| AP I DN 1

Food
supplements

containing
botanicals

Registered
Traditional
herbal
medicinal

Novel
foods

Figure 1. European legal context of traditional herbal medicinal products (THMPS) in
relation to other categories of products containing botanical ingredients. Foods are
regulated under EU General Food Law (Regulation (EC) No 178/2002); novel foods
under the Novel Foods Regulation (Regulation (EC) No 258/97, as amended); food
supplements under the Food Supplements Directive (Directive 2002/46/EC, as
amended), medicinal product market authorisations under the Human Medicinal
Products Directive (Directive 2001/83/EC, as amended) and THMPs under the amending
directive (Directive 2004/24/EC) of the HMPD. Some botanical -containing food
supplements may be regarded as medicinal products in some EU Member States, hence

the overlap between food and medicinal classification.

While the European Commission originally considered the option of harmonising laws
for botanicals in food supplements, under an extension of Directive 2002/46/EC (see

recital 6 and Article 4.8 of Directive), it has more recently decided ¢ that botanicals in food
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supplements will, for the time being, continue to be regulated under national (EU

Member State) rules.

This process is being guided by botanicals by E
matters, the European Food Safety Authority (EFSA). In September 2009, EFSA
published a 6tool kitd to help assess the safety
are intended for use in food supplements’. This toolkit is aimed at Member State

competent authorities. It is essentially comprised of:

1 A guidance document identifying the data needed to assess the safety of
botanicals and suggesting a sciencebased approad for the safety assessment. It
also provides a set of criteria to prioritise botanicals for safety assessment

1 A report with a number of examples illustrating how to apply the proposed
scientific approach

1 A Compendium of botanicals that have been reported to contain substances that

may be of health concern when used in food or food supplements.

The Compendium identifies particular chemical constituents within botanicals, such as
particular alkaloids or glycosides, that are of most relevance to risk assessment, as well as

scientific references relating to these components.

There is a considerable risk that many botanicals currently sold legally as food
supplements in the more liberal EU markets, such as the UK, the Netherlands and
Sweden, could potentidly fall outside this regime. The Italian government is adapting its
national laws in order to protect its countries dynamic herbal industry. However, the
greatest concerns are for the continued viability of products from non-European

traditions.

Mutual recognition

20



The Mutual Recognition Regulation (Regulation (EC) No 764/2008), which came into
force on 13 May 2009, offers some hope for products sold freely in one Member State
being granted approval for sale in other Member States. The key requirement for mutual
recognition, which aims to reduce barriers to trade within the EU single market, is that
there is no evidence to indicate a product constitutes a risk to human health. This clearly
is a issue over which discrepancies of opinion are likely, and somdéimes such
discrepancies may only be able to be settled following adjudication by the European

Court of Justice.

Health claims for botanical food supplements

The EU has instituted a comprehensive regulation that regulates all nutrition (content)
and health claims for all categories of foods, including functional foods and food
supplements. The regulation (Regulation (EC) No 1924/2006) came into force on 1 July

2007 but has a range of transition measures that will be effected over a number of years.

The law has extraordinarily far -reaching consequences as it applies to all manner of
presentation of claims, not just on-pack information and marketing materials. The law
considers any presentation of a claim, including the spoken word or graphical or pictoria |
representations. It also uses, as with many European laws, the principle of Napoleonic
law, which, in the criminal context, considers a party guilty unless proven innocent. As
applied to health claims, which relate to any statement or representation of a beneficial
health relationship attributed to a food or food constituent, all claims are banned, unless

they are specifically allowed.

Health claims are to be approved under two main regimes: one for generic claims (under

Article 13) and those for product-s peci f i c, di sease risk reductior
claims. The latter group have such high data requirements that they are only amenable to

the largest corporations and it is unlikely that many, if any, food supplements will be

granted such claims.
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The EFSA is presently in the process of evaluating Article 13 claims submissions, of which

there were 44,000 made throughout Europe in 2007. Nearly 40,000 of these claims were

rejected when it was retrospectively determined by the European Commission and EFSA

that claims not supported by human studies would be rejected. The key requirements for

acceptance of generic claims is that causal relationship between the food or food
constituent are supported by fAgenerall jor accepted
obstacle to the approval of claims. For example, in a different context, it took many years

for the causal relationship between tobacco smoking and lung cancer to be established

unequivocally.

On 1 October 2009, the EFSA published its first 500 opinions on generic claim
applications®. Although a significant number of claims for vitamin and minerals were
successfully evaluated, the vast majority of claims for botanicals, at least in this first batch
of evaluations, were not successful. In many cases thé was because EFSA considered that
evidence from human studies was not regarded as sufficient to demonstrate the causal

relationship.

Currently, health claims that were already made for given products prior to 1 July 2007,

the date of enforcement of the Regulation, can continue to be made under transition

measures (Article 27) assuming the claims were allowed in the Member State in which

the products were sold. This transition arrangem
all generic health claims are complete, which is proposed by the end of 2010. Once EFSA

has completed its evaluations, the opinions will be approved by the Standing Committee

on the Food Chain and Animal Health and will subsequently be passed into European law.

From this time, all clai ms that are not approved will become illegal.

Article 13.5 of the regulation allows caseby-case evaluation of nutrition and health claims
fbased on newly developed scientific evidence and/or for which protection of proprietary
data 1is r e g u b-set ef dlaims isTdgainsmost likely to benefit large food

22



corporations, rather than players in the herbal food supplement sector.

The greatest likely travesty with the Nutrition and Health Claims Regulation is that it is
likely to create a regulatory environment in which any type of health claim for botanical
food supplements will not be able to be made. While the Regulation aims to protect
consumers by preventing them being misled by unsubstantiated claims, its requirements
are so onerous and rigid that it may well have the reverse function. Well-established
health benefits, supported by years (even centuries) of clinical experience, biochemical
evidence or animal studies, will not be regarded as sufficient to allow a claim. As such,
consumers will get less rather than more information, in the absence of information,

there is an increased chance that products will be inappropriately selected and consumed.

Conclusion

It is evident from the legislative history of the THMPD that the Directive was originally
intended as a regulatory regime intended for botanicals from specific herbal medicinal

traditions, including non -European ones.

However, the EU, centralised THMP registration scheme provides a major challenge to
botanical manufacturers, importers/exporte rs, distributors, retailers and practitioners of

herbal medicine. It appears from the evidence to-date that the scheme does not provide

an appropriate regulatory environment for complex traditional medicines from
non-European traditions. Most registrations , thus far, are for single or very limited herb
combinations from Europ-gaear tratiebdi odnss. boTthhe
discriminatory. The onerous nature of the registration requirements, as well as the
ongoing costs of maintaining registration, are often prohibitive for smaller businesses

that have traditionally been the main players in the herbal sector.

While the food supplement regime provides a
increasingly likely that more and more botanicals wi Il be regarded as medicinal products,
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particularly if there is no available evidence for established food usage of the botanical.
Even if botanicals are allowed in food supplements under Member State national rules,
the highly restrictive health claims environment offered by the Nutrition and Health

Claims Regulation is likely to act as a major constraint for the use of any type of health

claim for such products.

One of the greatest travesties for products from the great herbal medicinal traditions,

such as Traditional Chinese Medicine, Ayurveda, Unani, Tibetan, Amazonian, South-East

Asian and Southern African traditions, i s that
products may struggle to cope with the regulatory requirements of the medicinal regi mes,

notably the THMP scheme and full medicinal product market authorisation, while they

may also fall outside of the various categories of food (Figure 1). Any product failing to

comply with one or other of the regulatory regimes will effectively be banned. The

deadline for compliance under at least one of these regimes, in order to ensure continued

supply of products, is effectively 31 March 2011, the end of the THMPD transition phase.

While the THMP scheme is so deficient, it is of crucial importance to work to expand the
capability of the food suppl ement regi me as a
botanicals used to support health and wellbeing. This process will be aided greatly by

collation of bibliographic evidence for the food usage of particular herbs. Additionally,

influencing the data requirements for approval of health claims under the highly

restrictive Nutrition and Health Claims Regulation is also required. Presently, this

Regulation is set to impose probably the greatest restriction on freedom of speech yet

seen in relation to communication of the beneficial properties of foods and food

constituents.

In the longer-term, maximum effort should be applied to attempt to amend the existing
THMP registration scheme, particularly to ensure that it befits non -European as well as
European traditions of herbal medicine given that the Directive is clearly not presently fit
for purpose.
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Strategies for the Protection of TCM in Europe

Meleni Aldridge, Robert Verkerk PhD

Background

The European Commission (EC) directive on traditional herbal medicines (2004/24/EC)

passed into law in 2004. The directive allows a 7year transition phase during which
time companies manufacturing or distributing herbal medicines de rived from
long-standing cultures are expected to submit dossiers for individual products. Dossiers
should be submitted to the relevant competent authorities in any of the 27 member states
of the European Union (EU) and following centralised approval by a committee in the

European Medicines Agency (EMEA), the product may be sold EU-wide.

To-date, not a single herbal product from the Traditional Chinese Medicine (TCM)

tradition or that of the other great holistic healthcare traditions, e.g. Ayurveda, have been
registered. Given that in many member states the food supplement regime for botanical
containing food supplements will alter following the end of the transition phase, 31 st
March 2011, it is expectedd should the directive not be amended 6 that a great many
Chinese and other herbal medicines will become unavailable in Europe. One of the
principal reasons for lack of registrations under the simplified medicinal licensing regime

offered by the directive, are the technical difficulties involved in prepa ring dossiers. An
explanation of these difficulties are given in a separate report in these proceedings by Dr

R Verkerk of the Alliance for Natural Health International (ANH -Intl).
This report will consider a multi -faceted strategy which could be implemented to

safeguard the long-term future of TCM, as well as other traditional medicinal systems, in

Europe.
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Strategy options

We have considered below the strategies under various subheadings. However, in

order to optimise the effectiveness of any campaiq, it is of great importance that work

and personnel involved in each area are well coordinated with one another.

1  Scientific strategy

. It is essential to highlight those areas of dossier preparation

which exceed the requirements to ensure safety of herbalproducts. Methods

should be compatible with the diverse, often varying compositions of naturally

occurring botanical substances.

The primary aim should be that the standards

meet the requirements to ensure adequate quality, purity and stability of the

products.

due account is taken of the traditional pharmacopoeia.

Of great significance for any traditional herbal product is to ensure that

One of the main difficulties

with the present structure of the directive is its reliance on the pharmaceutical

standards required for conventional medicinal products, as given in the directive on

human medicinal products (EC Directive 2001/83/EC, Article 8(3)). An

amendment is urgently required to provide new quality standards specific to the

TCM tradition.

9  Grassroot s awareness raising:

Central to the ANH -1

an EU-wide grassroots awareness campaign on the grounds that it contravenes EU

C

ti

zenso

fundament al

human

rights.

people in Europe who use taditional herbal medicines as their primary approach in

healthcare.

Many of these are unaware of the threat to their freedom of health

choice or the cultural discrimination against philosophies that are thousands of

years old. The consumer lobby carriesconsiderable weight when communicating

ntl 6s strategy i

Ther e

key messages to Members of the European Parliament (MEPs) and will greatly assist

the proposed advocacy work.
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Multi -cultural awareness: It is imperative to demonstrate that EC Directive
2004/24/EC presents a signi ficant threat to many traditional cultures. In uniting
both the Chinese and Indian interests, with additional case studies from other
medicinal cultures, such as those from South America, Southern Africa and South
East Asia, the pressure on the European @mmission to amend the directive is

greatly amplified.

Legal strategy: ~ ANH-Intl has been considering two potential routes to ensure
amendment of the directive. One involves direct judicial review of the directive
initiated through a domestic (European Member State) court. The intention would
be to have this court provide a reference to the European courts (European Court of
Justice and/or the European Court of Human Rights). The ANH has sought a legal
opinion on such an approach and has been advisedhere are solid grounds for
judicial review. While it is no longer possible to initiate direct judicial review of the
directive itself or the member state implementing measures, as these would have
had to have been initiated in 2004 or 2005 respectively, ANH-l nt | 6 s barri sters
confirmed that another route is available for initiation of the review. This would
involve initiating proceedings following the rejection of an application for

registration by a member state. The principle grounds for challenge are proposed:

a.Proportionality combined with a restri ction of freedom of movement of
goods argument (under Art 28 EC of the Treaty of the European Community)
b.Transparency

¢.A human rights/cultural discrimination argument

Secondly, and ideally in parallel to the proposed EU legal process,
inter -governmental consultations would be initiated through the World Trade

Organization (WTO). Such consultations would be greatly assisted if they were
undertaken jointly with the Indian government that is deeply con cerned about
impacts on Ayurveda, Unani, Siddha, etc. Other countries may also wish to be

28



involved such as those from South East Asia, South America and Southern Africa.
WTO consultations should be considered the first step. Should initial negotiations
facilitated by the WTO with the EU prove unfruitful, the negotiations could be
upgraded to involve the WTOG6s dispute
Body. It is envisaged that such pressure particularly in conjunction with the EU
judicial process will greatly assist the development of a legal framework that is

considerably more compatible with TCM.

1  European advocacy: dedicated lobbying of both the European Commission and
the European Parliament by multiple interest groups in different member sta tes is

fundamental to ensure the success of the strategies highlighted above.

ANH-l nt |l 6s prime position to facilitate

ANH-Intl is an international non -governmental, non-profit organisation, funded solely
through donations. The organisation was founded by Robert Verkerk PhD in 2002 for
the purpose of helping to positively shape a more proportionate legal and scientific
framework applicable to natural health. In 2003 the ANH brought a legal challenge
against a proposed EU ban on particular, mainly naturally-derived, vitamin and mineral
forms used in food supplementsd a case which was successfully referred to the European

Court of Justice.

I n 2005, the Courtdés ruling on the ANH
vitamins and minerals and gave important clarification to areas of food supplement law
that were lacking transparency. This included procedures involved in the authorisation
of ingredients, as well as on the role of European regulators in relation to the burden of
proof for the safety of supplements. Having successfully brought a legal challenge to the
ECJ, ANH-Intl is ideally placed to initiate another legal challenge, this time in defence of

traditional medicinal cultures.
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ANH- nt |l 6s objective, i ndepen dtermationabNGO meanse di bl e st
that ANH -Intl is readily able to coordinate the many diverse interests impacted by this
impending legislation, including governments, NGOs, in -country manufacturers and
exporters, EU-based importers, distributors, practitioners, cons umers and community

groups.

Over the last 8-years of its existence, ANHIntl has become one of the most significant
voices on international regul atory i ssues, assis
| awd appr oach, hashheen a tregaefrontsofibbth exposing deficiencies in
internationally recognised approaches to risk assessment and management as applied to
nutrients, as well as proposing new, more appropriate approaches. It has built a strong
network of collaborating organisatio ns and companies, especially in the USA, Europe and
more recently in India, and now calls for support from Chinese interests with respect to
the challenges posed by the impending EU directive. It is through this international
strategic alliance of interests that ANH-Intl is well placed to provide the interface
between Chinese and Indian interests and facilitate collaboration towards the common
goal of ensuring the continuation and expansion of long-standing, non-western,

traditional medicinal cultures in E urope.

Next Steps for Complementary Therapy
Last modified date:
1 April 2010
Proposals for improving safeguards for people using herbal medicines, traditional
Chinese medicine and acupuncture were announced by Health Secretary Andy Burnham
today.
These services are often accessed via private clinics and high street shops rather than
from the National Health Service. The move to take tougher action to regulate

practitioners follows the views of members of the public and the wider scientific
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community, w ho responded to a joint public consultation on behalf of all 4 UK countries
last year.

Andy Burnham said:

'Emerging evidence clearly demonstrates that the public needs better protection, but in a
way that is measured and does not place unreasonable extra brdens on practitioners.

‘I am therefore minded to legislate to ensure that all practitioners supplying unlicensed
herbal medicines to members of the public in England must be registered with the
Complementary and Natural Healthcare Council (CNHC).

'I believe that the introduction of such a register will increase public protection, but
without the full trappings of professional recognition which are applied to practitioners of
orthodox healthcare.

‘I will be considering the similar measures we need to put in place to afford an
appropriate level of protection for people using acupuncture treatments.

‘I will be discussing this with Ministers in Scotland, Wales and Northern Ireland, as the
regulation of these groups is devolved and they are currently considering the consultation
responses. A full joint response will be published in due course.’

The Health Secretary also called on the NHS in England to take part in a pilot scheme to
assess the feasibility and benefits of providing access to patients for certain érms of
complementary and alternative medicine for the treatment of chronic low back pain.
Primary Care Trusts will be invited to participate in the pilot to help determine whether
these therapies can be effectively integrated as part of NHS primary care management of
these patients.

In consultation with their GP, patients will be able to choose their preferred therapy in
line with NICE guidance on treatment of low back pain, which supports use of
acupuncture and manual therapy for this condition.

A recent observational study from Northern Ireland suggested that access to CAM not
only improved patient wellbeing but also saved NHS costs through reduced consultations.
The pilot in England will be undertaken within the framework of a rigorous independen t

evaluation which will be led by the National Institute for Health Research (NIHR)
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National School for Primary Care Research and designed to deliver a high standard of
evidence.

Andy Burnham said:

‘Low back pain affects 7 out of 10 people at some time m their lives. This pilot and its
evaluation will provide us with good evidence about the benefits for patients and value to
the NHS of extending the treatment choices available for the management of a disabling
and costly condition.'

Notes to editors

For further information please contact the Department of Health Newsdesk on 020 7210
5221

Web http://www.dh.gov.uk/en/MediaCentre/Pressreleasesarchive/DH 115091

(712046
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