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“....the Directorate General Health and Consumer Protection
would like to emphasize that the main aim of the food
supplements Directive is to ensure that food supplements
placed on the market are safe and provide a wide choice to

consumers to supplement their diet.

Moreover, it Is important to note that food supplements are
regulated as food and are intended for supplementing the

normal diet rather than having therapeutic e
claims as to treatment, cure or prevention o

Tfects. In fact,
- disease would not

be allowed for food supplements and woulo
under the legal framework of medicines.

Markos Kyprianou, Commissioner, DG SANCO, January 2007

place the product

http://ec.europa.eu/food/food/labellingnutrition/supplements/coll_answer_en.htm




Your key exposure points

® Questionnaire & consultation:
risk of medical diagnosis

Oral treatment recommendations/
protocols:

Medicinal claims and unapproved health
claims

Written recommendations/protocols:
Medicinal claims, use of unregistered
medicines or unauthorised novel foods

Marketing promotional materials,
websites, etc.: non-allowed health claims
and medicinal claims
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Removal of
barriers to < > Consumer

trade protection

U.S. Food and Drug
Administration

/ Department of
A Health and
'- Human Services
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Herbal dilemma: the world of medicines
exemptions, statutory regulation and ‘specials’

April 2011
Medicines Act (1968)

S 12(1) “herbalists’ >
exemption” - one-to-one :
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Major challenges of THMPD " atral health

[ ‘30-year rule’; 15 year EU usage

[} Pharmaceutical standards (including stability and genotoxicity
testing) derived from allopathic models

(] Stability testing for complex formulae
[J Not intended for use by practitioners
[J Claims limited e.g. minor ailments only
[J Non-herbal ingredients excluded

[ Innovative combinations

[ Cost per registration
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How can you help?

YOUR PROFESSION NEEDS YOU!

FUNDSanurgmﬂynudedforlegald\allcngctoEUhcbIM

« On 1Ist Aprl 2011, the EU's Traditional Herbal Medicinal Preducts
Directive (THMPD) comes fully into force

* After this date, many of the herbal products you are cumrrently
using will effectively become ILLEGAL

* A legal challenge is urgently needed to change the faulty text
in the Directive. Our expert lawyers indicate the grounds for

challenge are strong...
* YOUR HELP is urgently needed!

Does the judicial review
of the THMPD affect me?

The onsweris - 1ES" if you are
in any way reliant on using
preducts with herkal ingredients
in your practice!

Our expertise is at your disposal for Contact us now on:
FREE, but we are asking practiticners to
donate £20 per month for é months fo T 4 44 (0)1306 646 600

help fund only the direct legal costs of E info@anhinternational.o:
the first stage — not much to keep your or3

fessi live!
profession afive Alliance for Natural Health International

It's so simple to set up a regular The Atrium, Curtis Road, Dorking

donation at anh-europe.org —just click  Surrey RH4 1XA, United Kingdom
on the DONATE TODAY button and
mark it ‘Herb Challenge’.

TOGETHER WE CAN SAFEGUARD YOUR PROFESSION

alliance for

natural health

COMMIT
YOURSELF
AND DONATE!

FORWARD TO
YOUR
COLLEAGUES




Take home points _—

health

® Don't offer any diagnoses (except to yourself!)
® Don’t associate commercial products with
moditying, correcting, restoring health

® Check legality of products recommended

e Consider NHCR when making health claims of

commercial products
® Keep commercial product recommendations
separate from medical history and protocol
(which can be generic)
® Avoid any medicinal claims and unauthorised
nealth claims on any websites, marketing
material, etc.
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You are here: Mo

© imernational Health News:

Welcome to the Alliance for Natural Health

© support Base

ANH Regions ; OUR CANINENS
Other Alliance for Naturs Health Choice

Mealth regions
VYour demand for aatural health hums the drog
) cverrments and some of the most
wSSCs I Uhe workd have
- TiNg <o the natural health sector
gulatory krots, in the hope of kiling & off.

He'p us o hedp you.
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Help support our cause...
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Email sign up

Subscribe here

Get involved!
Is your voice heard?
Let’s make a dference

woQether...

Folow s on twiter

Find us on Facebook
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