cambrella Legal Status and Regulations

Presentation

Prof. Dr. Vinjar Fgnnebg

Leader Work Package 2
5 Professor Dr. Vinjar Fgnnebg
artner University of Tromsg, Norway

NAFKAM, University of

E?Qéﬁl\womr%try of Health, lialy T Falkenberg, Karolinska Institutet, Sweden
Kl, Karol_in’ska_\ Institutet, Sweden G Hegyi, University of Pecs, Hungary
PTE, University of Pecs, Hungary J HOk, Karolinska Institutet, Sweden

P Roberti di Sarsina, Ministry of Health, Italy

S Wiesener, NAFKAM, University of Tromsg, Norway

UNIVERSITY OF
TROMS@ UiT

Place

VERs,
§a
o\ /o
2

TR()&S:’

CAMbrell ads Final Conference

Representation of the Free State of
Bavaria to the European Union
Brussels, November 29, 2012

CAMbrella is funded by Europeands Union 7th F
(FP7/2007-2013), Grant Agreement No. 241951

SEVENTH FREMEWIRK
PROGRAMME



Reqgulation of health care in Europe

The EU has repeatedly confirmed that it is up to eacr
member state to organize and regulate their health
care system

€.



CAMbrella WP2 Methodology

Data were collected from 39 countries by:

1. Communicating with the Ministries of Health, Law or
Education, governmental representatives, and members of
national CAM associations.

2. Searches in the national web sites/databases as well as
EUROPA and EUdxX to identify official legal documents.

3. Direct dialogue with European CAM associations/coalitions,
CAMbrellanembers and stakeholders.

4. Faceto-face meetings with the Ministries of Health and
CAM practitioners representing organizations



European CAM legislation
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The only commonfactor we have found across
all 39 nations Is.the amazing ability they have
demonstrated of structuring legislation and
regulation differently in every single country,
no matter how small the size of the population.
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Regulation of herbal medicinal

Medicinal produc%rcgl)rcej Lr#c():ttgefined as a part of

health policy, and can therefore be regulated at
the EU level.

The individual state within the EU/EEA area are
therefore no longer free to uphold national
regulation of medicinal products in violation of
EU directives.



TCM herbal medicinal products

1. Must comply with EU directives
2. Can be registered or given marketing
authorization through
A Standard procedure (Full application)
A Wellestablished use procedure
A Simplified registration procedure for
traditional-use registration
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Homeopathy

Regulated profession and
EU registered

Regulated profession -
not EU registered

Regulated treatment -
not regulated profession

No therapy-specific
regulation
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Homeopathy in Sweden
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Administrative Court
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Chiropractic
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Consequences for European CAN
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Consequences for European CAN
researchers

1. Practices and practitioners are not comparable
across national boundaries

2. Any observational or experimental study will
therefore be generalizable only within a narrow

national or cultural context.

This can be a threat
to patient safety



Possible ways forward

1. Legislation and regulation at the EU/EEA level
2. Voluntary harmonization.

Voluntary
harmonization can be
done






