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|. European Union

« CAM Demographic facts
e Basic Principles of the EU
In Practice

EU & Patients today

Il. CAM Medicinal Products in the EU Legislation

e History

e Basic Statements

e Regulatory Facts

e Dally consequences for prescribers and patients
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European Union - CAM demographic data

- 500 Mio Citizens, more than 20% thereof prefer
CAM for their health care

- Between 25% and 40% of healthcare
practitioners prescribe homeopathy, 7% on a
regular basis

- HAMP: 1% of the EU pharma market and 7% of
the EU non prescription market
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European Union - CAM demographic data

- There are 54000 specialised practitioners in
homeopathy or anthroposophic medicine

- There are 30000 regular prescribers of
anthroposophic therapies

- Despite the progress of ‘technical medicine’
CAM is part of the European health tradition
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AT VIS LA U LI LCC,

vVClla puuuarsitava.

Choleodoron. Sappitaudeissa.
Dermatodoron. Risataudeissa.
Digestodoron. Suolitaudeissa.
Kephalodoron. Paansaryssa.
Phthisodoron. Keuhkotaudeissa.
Renodoron. Munuaistaudeissa.
Diphtodoron. Kurkkumatién.
Erysidoron. Ruusuun.
Infludoron. Influensalaike.
Nauseoderon. Varma.meritaudin ehkiisija.
Pertudoron. Hinkuyskain.

Naitad ladkkeitd saadaan osoitteella: Apteekki »Sva-
nen», Lapinlahdenkatu 1. Helsinki.

Julkinen antroposofinen kokous, johon voivat ot-
taa osaa myds asianharrastajat, pidetddn marrask. 20 p,

klo 7 i. Vuorikatu 3 ovi 8.
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European Union — Basic Principles

- Unity, Equality, Security, Solidarity, Dignity,
Integrity .......

- Freedom of movement for persons and goods
- Freedom of establishment

- Freedom to provide services




Europaisches ANME-Symposium 2008

European Union — In Practice ......

- EU-Legislation should put this in place

- Some (a lot of) Tension between

Citizens >><< Decision Makers
Member States >><< European Union

- Threfore some additional principles:
Transparency — Proportionality - Subsidiarity
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European Union & Patients To Day

Meine sehr verehrten Damen und Herren
Abgeordnete, es gibt einen Konflikt in unseren
Gesellschaften zwischen den Bedurfnissen der
Gesundheitsburokratie auf der einen Seite und den
Bedurfnissen von Patienten auf der anderen Seite.
Das ist absolut eindeutig und klar. Die Vorschlage,
mit denen wir uns in Zukunft zu beschaftigen haben
werden, befinden sich mitten in diesem Konfliktfeld.
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European Union & Patients To Day

Die Gesundheitsburokratien in den Mitgliedslandern
sind am informierten Patienten nicht interessiert.

Der informierte Patient macht Arbeit, der informierte
Patient macht Muhe. Er zwingt diejenigen, die fur thn
da sein sollen, ihm Auskunft zu geben. Warum
bekomme ich dieses Medikament nicht oder warum
bekomme ich jenes Medikament? Warum bekomme
iIch diese Therapie nicht und warum soll ich jene
Therapie haben? Der Mensch hat einen Anspruch
darauf, das zu wissen.
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European Union & Patients To Day

Ein fUr mich unveranderliches Prinzip ist: In einer

demokratischen Gesellschaft muss nicht derjenige
sich rechtfertigen, der Menschen eine Information

geben will, sondern es muss derjenige sich
rechtfertigen, der eine Information nicht geben will.

Es sind die Gesundheitsbirokraten in den
Mitgliedslandern, die erklaren mussen, warum sie den
iInformierten Patienten nicht haben wollen! Ich muss
nicht erklaren, warum ich den informierten Patienten
haben will.*
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European Union & Patients To Day

Speech of Glnther Verheugen — EU Commission
on Communication to Patients (October 22nd 2008 in Strasburg)

What about the 100 Mio CAM-users to day ?

Let's, unify the churches and indeed challenge the
European Commission for a large & open CAM
patients debate !
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EU. HAMP regulatory data - Brief History

« 1965
« 1992 :
« 1997 :
. 2001 :
. 2003:
. 2008 :
. 2008 :

Original EU Remedy leqgislation
Directives on homeopathic remedies
Commission report: shortcomings
One large drug law : 2001/83/EC
Very little improvement in 2001/83/EC
Commission report: traditional use
Still a lot of unresolved items
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Homeopathic & Anthroposophic Medicinal Products

Basic Statements:

e are to be considered as Medicinal Products

e are part of a European medical tradition
 more than 100 Mio Users/Patients in the EU
 more than 100 Tsd prescribers in the EU

e Should be part of the EU Health System

* Should benefit from free circulation

« Patients concerns/rights to be considered

e Patients & Prescribers free choice to be made
nossible
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Homeopathic & Anthroposophic Medicinal Products

Some figures on the Regulatory reality:
e NL: from 11000 products about 7300 disappeared

 BE, IT, SP : 17000, 36000, 19000 products notified,;
Authorisations granted: 0, 0, O after 15 year !

e Germany : 4411 authorisations without indications,
1571 authorisations with indications

e Sweden and UK : 710, 210 authorisations in total

e 16 Member States : number authorised is still O
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Homeopathic & Anthroposophic Medicinal Products

Some figures on the Regulatory reality:
o Staff In the Medicines Agencies CAM product units

e High fees to be paid by the applicants
 No harmonised regulatory rules despite efforts from
some competent authorities in the HMPWG

o Safety as major regulatory discussion point

* Major efforts done by manufacturers to fulfil the
requirements as regards safety & quality

 First ‘European Procedure’ MRP recently done
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Homeopathic & Anthroposophic Medicinal Products

Conseqguences for the patients:

Avallability
Accessibility
Affordability
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Homeopathic & Anthroposophic Medicinal Products

Conseqguences for the prescribers:
No Faculty
No Feasibility
Freedom of Choice
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Efforts are done by the European
Institutions to involve the Patient

. DG Sanco & Consumer Affairs

. Pharmaceutical Forum
. EMEA Patients Forum

.. but not yet the responsible/vigilant patient and
for sure not yet the CAM patient.
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Let us work together to
challenge the EU-Commission
for a large and open
CAM Patients debate

Thank you for your Attention




