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Informace k legislativé FYTO

Vazené Clenky, vazeni ¢lenové,

nasi spole¢nost jsme zakladali vroce 1990 pro Sifeni €inské mediciny, tedy pro dlouhodobou vyuku teorie i praxe
a samoziejmé ipro osvétu mezi laickou i odbornou lékafskou vefejnosti o pokladech zachycenych v jednotlivych
metodach TCM. Nedovedli jsme si p Fedstavit, e bychom jednou mohli stat p  fed realnou hrozbou, Ze jednu
z naSich zakladnich metod — nyni konkrétn & tradi éni €inskou fytoterapii - by nebylo mozno v  ubec pouzivat,
protoze by za caly platit zakony, které by zakazaly veskeré tradi  €ni bylinné p Fipravky , ke kterym generace lékaru
peclivé zaznamenavaly jejich Gginky napfi¢ Sirokym spektrem populaci rGznych narodd a které i v podminkach Ceska
a Slovenska za posledni dvé desitky let pomohly mnoha osobam, ¢asto navic velmi vyznamné.

AvSak skuteCnost a vyhled do pfistiho roku je velmi nevesely. JeSté pfed naSim vstupem do EU byla v roce 2004
schvalena Direktiva o Tradi¢nich bylinnych |éCivych pfipravcich (anglicky Traditional Herbal Medicinal Products Directive
— zkrdcené THMPD), které uplyne v dubnu 2011 pfechodné obdobi a zacne platit v piném rozsahu napfi¢ celou EU.
Direktivu od zacatku provazely pochybnosti odbornikd ze dvou nejvyznamnéjSich neevropskych tradi¢nich medicinskych
systémul — ayurvédy a TCM. Navzdory nazvu Direktivy bylo totiZ z jejiho textu absolutné zfejmé, Ze se nehodi pro regulaci
bylinnych pfipravkd pouzivanych v téchto systémech. Zejména kvdli restrikci maximalniho pfipustného mnozstvi slozek
(jen monokomponentni pfipravky, tj. jen s jednou slozkou, coz bylo pozdéji zvySeno na stéle nevyhovuijici Ctyfi slozky)
navic v kombinaci s prohibitivnimi poplatky za registrace (60 — 130 tisic GBP za kazdy pfipravek). Divodd pro¢ neni
mozno aplikovat Direktivu na pfipravky pouzivané v tradi€nich medicinach je ale dalSi cela fada, atak bylo nade vsi
pochybnost jasné, Ze Direktivu nepsali zakonodarci se znalosti oblasti, kterou budou regulovat. To bohuzel vSichni
predstavitelé naSeho velmi personalné roztfisténého oboru vyhodnotili Spatné, domnivali se, ze kdyZ je Direktiva jiz na
prvni pohled tak nevyhovuijici, tak nebude pouzita a bude ,nékym“ upravena. To se vSak nestalo, mj. i kvuli tomu, Ze k ni
nikdo nevznasel pfipominky legislativni cestou. V soucasnosti se navic i mnozi spekulace, Ze cela Direktiva byla od
zacatku vytvorena s cilem potlacit vyuzivani tradi¢nich medicinskych systém( v EU.

Temno, které ma nastat od dubna 2011, ma ale i pozitivni G¢inky, nebot nuti ke dfive nevidané spolupraci jednotlivé
Skoly, prodejce, dovozce, vyrobce, praktiky i studenty z ayurvérdské i ¢inské mediciny, pfipadné dalSich bylinnych tradic.
V kazdé clenské zemi byly tyto subjekty znaéné roztfiStény nejen vzdalenostmi, rozdilnosti pouZivanych systému
a pfistupu, konkurenénimi vztahy, ale ¢asto i slozitou historii vzdjemnych vztah(. To v3e se nyni dafi pfekonavat, protoze
tradicni bylinné pfipravky bude mozno zachovat na trhu EU, jen pokud se jednotlivé subjekty spoji a budou tahnout
spole¢né za jeden provaz.

V zavéru roku 2009 byla v Bruselu zaloZzena Evropskéd nadace BENEFYT, ktera si klade za cil vytvofit novy legislativni
navrh, ktery by vhodnym zplGsobem reguloval tradi¢ni bylinné pfipravky, tak aby byla zajiSténa jejich dostupnost, zarover
vSak i bezpecnost a kontrola kvality. ProtoZe vSak legislativni proces schvalovani je v EU zélezitost vyzadujici ¢as, spojil
BENEFYT vroce 2010 sily s Mezinarodni alianci pro zdravi z pfirody (ANH-Intl), ktera pfipravuje v kratkém casovém
horizontu mj. soudni pfezkum Direktivy THMPD, coZ by mélo vyustit v ziskani odkladu v uc¢innosti této direktivy do doby
implementace nové legislativy, ktera by jiz respektovala zakonitosti, stav a vyznam tradi¢nich bylinnych pfipravka na trhu
EU, nejen ve vztahu ke snaham o svétovy volny pohyb zbozi, ale téz k zakladnim lidskym praviim ob&and EU, ktefi by
jinak bez nahrady pfiSli o moznost ovlivihovat své zdravi zpUusobem, ktery dosud vyuzivali a ktery nadale vyzaduji na
zakladé vlastnich individualnich &i zprostfedkovanych zkuSenosti.

Proto jsme se i my stali ¢leny BENEFYTu, abychom svym dilem pfispéli k odvraceni katastrofalnich dasledkd piné
platnosti Direktivy THMPD. Nas pfispévek spociva ve vyuzivani odbornych znalosti naSich ¢lenl, osvéd€ovani rozsifeni
TCM u nas a samozfejmé i ve finanéni spolutéasti na nakladech nutnych pro tvorbu nové legislativy a soudni pfezkum
legislativy stavajici.

Budeme velmi radi, pokud nam zprost fedkujete kontakt na dalSi zastupce tradi  €nich bylinnych medicin u nas, tj.
Skoly, prodejce, dovozce, v udéi osobnosti. Prosime takové zastupce, by m & nevahali kontaktovat e-mailem, nebo
se pFimo ozvali na sekretariaty BENEFYTu (info@benefyt.eu), nebo ANH-intl (info@anhinternational.org).

Nas spravedlivy boj o zachovani tradi  €nich bylinnych p Fipravk & v EU se totiz poda Fi pouze tehdy,
pokud budeme vSichni postupovat koordinovan € a spole €¢né.

Vice informaci mGzete nacerpat z nasledujicich tfi strdnek spole¢ného tiskového prohlaSeni BENEFYTu & ANH-Intl.
O dalSim vyvoji Vas budeme informovat v prabéhu zafijového seminafe IV. roéniku FYTO a v dalSich ¢lenskych
informacich.

MUDr. Ludmila Bendova, bendova@tcm.cz zari 2010
predsedkyné spolec¢nosti
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PRESSURE AGAINST EU HERB LAWS MOUNT
Two leading European groups unite to help re-shape legal
frameworks around Chinese and Indian herbal products

BRUSSELS, 1 Sep 10. The European Benefyt Foundation and the Alliance for
Natural Health International (ANH-Intl) yesterday delivered their united strategy to a
range of stakeholders representing Chinese and Ayurvedic traditions of herbal
medicines. The meeting was held in the Renaissance Hotel, Brussels.

The proposed strategy aims in particular to address the grave regulatory situation
facing thousands of products associated with non-European herb-based healthcare
traditions. It will also aim to protect the availability of products associated with minor
European herbal traditions that are struggling to cope with the raft of EU laws
affecting them.

In April 2011, when the EU Traditional Herbal Medicinal Products Directive (THMPD)
is fully implemented following a seven year transition phase, thousands of products
distributed by specialist herbal suppliers will become increasingly difficult to sell.
Medicines regulators in many Member States appear to be using the full
implementation of the THMPD as a means of narrowing the scope of the food
supplements regime, under which most of these products have to-date been sold.
The long transition phase of the THMPD is meant to have provided stakeholders with
the time required to ensure their products have been successfully registered under
the simplified medicinal licensing scheme offered by the Directive.

However, a range of eligibility and technical challenges, along with prohibitive costs,
have, so far, prevented any products from either the Chinese or Indian traditions from
successfully being registered under the scheme.

The core strategy of the two organisations has been detailed in a 10-page position
paper authored by the heads of the respective organisations, namely Dr Robert
Verkerk (ANH-Intl) and Chris Dhaenens (Benefyt). The paper was tabled at the
stakeholders meeting and it received broad support from the diverse range of
attendees, some of which had travelled from as far away as India.

The joint strategy was presented at the conference by lead author, Dr Verkerk.
Commenting on it, he said, “While the herbal directive provides an additional
framework that is amenable to some, predominantly European herbal products, it
simply doesn’t work for the majority of complex, multi-herb products associated with
these ancient non-European traditions.”

The strategy involves three primary initiatives; improvement of the food supplements
regime under which most Chinese and Indian herbal products have been sold up
until now, the initiation of judicial review proceedings with the aim of gaining a
reference to the European Court of Justice, and the development of an altogether
new framework for such products. The former two approaches are regarded as



essential to the short-term resolution of challenges facing many stakeholders as of
mid-2011, while the latter focuses on facilitation of a new framework and so is, by its
very nature, a longer-term strategy. Such a new framework, claim the two
organisations, should be accessible to the majority of stakeholders in the sector,
whilst ensuring the safety of products through proportionate and scientifically-
validated quality control measures.

Verkerk added, “We have seen a big increase in classifications by national medicine
regulators of herbs as novel foods or unlicensed medicines, and it is clear that
regulators intend to narrow the scope of the food supplement regime for herbal
products after April next year. On top of this, most claims for botanical food
supplements will soon have to be removed given the anticipated negative opinions
being issued by the European Food Safety Authority under Article 13 of the Nutrition
and Health Claims Regulation. The herbal directive, which should provide a carve out
for these products, acts disproportionately against non-European traditions, while
also discriminating against those who want to use such products to manage their
own health. It is therefore essential that judicial review proceedings are started in
advance of the end of the transition period.”

Speaking after the conference, Chris Dhaenens said, “The herbal directive as it
currently stands is poorly thought through and is simply inaccessible to most players
distributing high quality Chinese or Indian herbal products in Europe. Ironically, while
the quality control measures are one of the biggest stumbling blocks for most
stakeholders in the sector, they don’t guarantee that products are safe. Amongst our
proposals, are revised quality control measures that are both cheaper and more
effective than those offered by the existing directive. We are very happy to be
collaborating closely with the ANH and are hopeful that a strong, more united effort
will help bring positive change.”

The joint ANH/Benefyt position paper can be downloaded from the following link:
http://www.anh-europe.org/files/100831-ANH-Benefyt-THMPD-position-paper.pdf

ANH-Intl and Benefyt are calling on interested parties to contact either of the
organisations for further information. They have stressed that adequate financial
support will be crucial to the effective implementation of the joint strategy and have
warned that inaction will result in the loss of thousands of products with consequent
impacts both on public health and the many small businesses in the sector.

ENDS.

CONTACT
For further information, please contact:

ANH-Intl: Sophie Middleton (campaign administrator), tel +44(0)1306 646 600 or
email info@anhinternational.org

European Benefyt Foundation: Chris Dhaenens or Harrie Sandhével, Tel +31 320
251 313 or email: info@benefyt.eu




EDITOR’S NOTES
ANH-Benefyt position paper

Position paper title: Working collaboratively to maintain the supply of products
associated with traditional systems of medicine in Europe from 2011 onwards

Link to PDF: http://www.anh-europe.org/files/100831-ANH-Benefyt-THMPD-position-
paper.pdf

About ANH International
www.anhinternational.orqg
www.anh-europe.orq

Alliance for Natural Health International is an internationally active non-governmental
organisation working towards protecting and promoting natural approaches to
healthcare. ANH-Intl campaigns across a wide range of fields, including for freedom
of choice and the use of micronutrients and herbal products in healthcare. It also
operates campaigns that aim to restrict mass fluoridation of water supplies and the
use of genetically modified foods. Through its work particularly in Europe (www.anh-
europe.org) and the USA (www.anh-usa.org), the ANH works to accomplish its
mission through its unique application of ‘good science’ and ‘good law’. The
organisation was founded in 2002 by Dr Robert Verkerk, an internationally acclaimed
expert in sustainability, who has headed the organisation since this time. The ANH
brought a case against the European directive on food supplements in 2003, which
was successfully referred to the European Court of Justice in early 2004. The ruling
in 2005 provided significant clarification to areas of EU law affecting food
supplements that were previously non-transparent.

About the European Benefyt Foundation

EBF is the result of the merging interests and concerns of two parties: The Belgian
professional association O.P.P.As (Oriental Plant Promotion Association) and two
Dutch operators in the field of Ayurveda. Together we have monitored the evolution
and the interpretation of EU and national legislation in the past few years. We have
come to the conclusion that under this legislation traditional disciplines will either be
exterminated or else will survive as a ludicrous caricature of the original. As far as we
are concerned, under the actual directives, the EU regulatory authorities are throwing
the baby away with the bathwater. We will try, in an open dialogue with our partners,
to develop viable alternatives to preserve those systems in the CAM healthcare
landscape in the EU.

About the Traditional Herbal Medicinal Products Directive (THMPD)
For further information about the EU directive on traditional herbal medicines
(THMPD) and concerns over its implementation, please download the following ANH

briefing paper:

http://www.anh-europe.org/files/100824 ANH-Briefing Paper THMPD final.pdf




