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Development of legal
framework for HMPs in Europe

Directive 83/570/EEC Regulation 726/2004 EC +
Directive 87/22/EEC Directive 2004/27/EC

Directive 2004/24/EC

Status of herbals Ad Hoc Working A |

under discussion Group on HMPs || HMPWP || HMPC || Monographs + list entries

1980ies 1990ies

E S C O P Monograph Supple- Online

bundles ment Monographs

Foundation 2nd edition A\
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History and Aims of ESCOP

a founded 18 June 1989 in Cologne

a umbrella organisation of national associations of
phytotherapy/herbal medicine across Europe
a since 1996 association according to UK law
Q Aims:
m assistance in the harmonisation of the
regulatory status of HMPs
m advancement of the scientific status of HMPs
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Objectives of ESCOP

m Creation of harmonised criteria for efficacy and safety
m Scientific monographs on the therapeutic use of herbal drugs

m  Promotion of phytotherapy on a European level, especially
within general medical practice

m Strengthen the cooperation among national associations of
phytotherapy to advance these aims and objectives
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Austria
France
Germany
Hungary
Italy
Netherlands
Poland
Portugal
Romania

Spain
Switzerland
Turkey

United Kingdom

ESCOPembers

Osterreichische Gesellschaft fiir Phytotherapie

Association Frangaise pour le Médicament de Phytothérapie
Gesellschaft fiir Phytotherapie eV

Hungarian Society of Pharmaceutical Sciences -Medicinal Plant Section
Societa I'taliana di Fitochimica (Fitoterapia)

Nederlandse Vereniging voor Fytotherapie

Polish Herbal Committee

Sociedade Portuguesa Fitoquimica e Fitoterapia (SpFito)

National Inter-Professional Organization of Associations in the Field of
Medicinal and Aromatic Plants

Sociedad Espafiola de Fitoterapia (SEFIT)

Schweizerische Medizinische Gesellschaft fiir Phytotherapie
Turkish Society of Pharmacognosy and Phytotherapy

Tirk Fitoterapi Dernegi

British Herbal Medicine Association
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Structure of ESCOP

Board of Directors
Scientific
Committee
Subcommittee B || Subcommittee E
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Development of
E 'S C O P-Monographs

o 1989 v
ESCOP Scientific Committee ESCOP Volume 1
starts work on the monographs |

a 1990/1992
first publication of monographs
and submission to the CPMP

a 1996/1997/1999
publication of 60 monographs

5. VALERIANAE RADIX
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Development of
E'S C O P-Monographs

E/S/C/O/P
Q 2003 OGRAPHS
Second edition By
completely revised and expanded TS
80 monographs 2
MONOGRAPHS (SN pscor
o 2009 e -

Supplement with e
27 new monographs |
+ 8 revised monographs
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Structure of
E'S COP-Monographs

1. Definition

2. Constituents

3. Clinical particulars

4. Pharmacological properties
5. References

Follows the format of the Summary of
Product Characteristics (SPC) as in
applications for marketing authorisation
of a herbal medicinal product in the EU
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Structure of

E'S COP-Monographs

Definition
Constituents
Clinical particulars |

L 0O O O

Pharmacological
properties

o References
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Therapeutic indications
Posology and method of
administration
Contraindications

Special warnings and special
precautions of use
Interactions

Pregnancy and lactation
Effects on ability to drive and
use machines

Undesirable effects
Overdose




Structure of

ESCOP-

Monographs

Definition
Constituents
Clinical particulars

Pharmacological
properties

References

O O O O

O

= Pharmacodynamic properties
In vitro and in vivo experiments
Pharmacological studies in humans
Clinical studies

= Pharmacokinetic properties
Pharmacokinetics in animals
Pharmacokinetics in humans

= Preclinical safety data
Acute toxicity
Chronic toxicity
Mutagenicity, carcinogenicity,
teratogenicity and embryotoxicity

= Clinical safety data
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Advantages of
E'S COP-Monographs

a Balanced evaluation of literature due to the
composition of the Sci. Comm. covering a broad
panel of preparations

a Comprehensive compilations of relevant
pharmacological, toxicological and clinical studies

a inclusion of dosages for children from reputable
text books and bibliographic data about usage
during pregnancy and lactation

a Publication of revisions
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Development of

E'S COP-Monographs

E/S/C/O/P

MONOGRAPHS
The Scientific Foundation for Herbal Medicinal Products
imicifugae
o 2011 ¥ ESCOP s
I ; ; &  MONOGRAPHS
28 The Scientific Foundation for Herbal Medicinal Products
Start of online series U

available via www.escop.com
Revision of Cimicifugae rhizoma

a 2012 - 2017
28 revised + 13 new monographs

a0 Upcoming

ntle 2013
i E S C OP ONI,INIE
" R \{ONOGRAPHS

: y The Scientific Foundation for Herbal Medicinal Products
g

Salicis cortex, Oleae folium,
Althaeae radix, Echinaceae pallidae radix,
Equiseti herba,...
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Advantages of on-line
E'S COP-Monographs

o individual download of
single monographs

prompt publication
convenient payment
reasonable price
immediate availability

o 0O 0O O
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E'S C O P monographs
for institutions

o Bundles of 10, each, available with EBSCO
Onuine <, Ml  Monograph Collection IIT 2016:

SERIES “ ‘ _ i nisee isi fructus)
Vz) \I < &|é (Myrtilli fructus)
\ ( ) .
, irc

Monograph Collection I Ieﬂf (BeTUIGG fO'Ium)
Clove oil (Caryophylli aetheroleum)
Cola (Colae semen)

Monograph Collection |

Black Cohosh (2011)

Barbados Aloes (2014)
Cimicifugae rhizoma badensis

Aloe barbades

Bearberry leaf (2012) Cape Aloes (2014)
Uvae ursi folium Aloe capensis

Bogbean leaf (2013) Comfrey root (2012)
idis trifoliatae folium

Menyanthidis Symphyti radix G . G . d -
P———— et entian root (Gentianae radix)
Tanaceti parthenii herba Sambuci flos

Goldenseal rhizome (2013)
Hydrastis rhizoma

Hamamelis bark (2012)
lidis aqua

Meadowsweet (Filipendulae ulmariae
herba)

Pelargonium root (Pelargonii radix)
Nettle root (Urticae radix)

Java Tea (2014)
Orthosiphonis folium

Lady’s Mantle (2013)
Alchemillae herba

Myrrh (2014)

Melissa leaf (2013) Myrrha
Melissae folium

Ribwort Plantain Leaf/Herb (2013)
Torment til (2013) Plantaginis lanceolatae folium/herba
Tormentillae rhizoma -

Wild Thyme (2014)
White Horehound (2013) rpylli herba

Wild pansy (Violae herba cum flore)
L6 LA Upcoming:

Monograph Collection IV 2017
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Advantages of EBSCO on-line
E'S C O P-Monographs

/ OL LINE
E/S/C/O/P S

. MONOGRAPHS
D Conven l en'l- paymen'r . The .\(»xenlm( Fntn?(l.iunn for Herbal Medicinal Products

for. ins?iTuTions Monograph Collection |
0 very reasonable price g

vae ursi foliu
) . .
Bogbean leaf (2013)
o r' I V e r' I l e Menyanthidis trifoliatae folium
Feverfew (2014)
Tanaceti parthenii herba

. ) ) o] o
Goldenseal rhizome (2013)
I l l | l Hydrastis rhizoma
Java Tea (2014)
Orthosiphonis folium

Lady’s Mantle (2013)
Alchemillae herba

Melissa leaf (2013)
Melissae folium

Tormentil (2013)
Tormentillae rhizoma

White Horehound (2013)

Marrubii herba

E/S/C/O/P

European Scieniric Cooreramve
ON Prvromserapy
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Elaboration of
ESCOP -Monographs

Q by Scientific Subcommittees B and E

a currently 21 members from 15 countries
nominated by national associations

a members from universities,
special interest groups and industry

a pharmacists, pharmaceutical biologists, physicians,
practising phytotherapists, specialists in
reqgulatory affairs, botanist,....

a supported by external experts from industry and
science
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Current Members of the
Scientific Committee

Anna Rita Bilia - Italy

Jozef G. Corthout - Belgium
Maria do Céu Costa - Portugal
Dezsé Csupor - Hungary
Jirgen Drewe - Switzerland

Frans van den Dungen -
Netherlands

Sarah Edwards - United Kingdom

Marijke Frater-Schréder -
Switzerland

Lene Gudiksen - Denmark
Didier Guédon - France
Dr. Ingrid Hook - Ireland

00000 0

Q

Stephan Horsten - (Co-Chairman)
- Netherlands

Roberta Hutchins - UK
Liselotte Krenn - Austria
Frédérique Lafforgue - France
Radu Moldavan - Romania
Andrzej Ostrowicz - Poland
Georg Seidel - Germany

Barbara Steinhoff - (Co-
Chairman) - Germany

Sonja Sturm - (Co-Secretary) -
Austria

Funda Nuray Yalgin - (Co-
Secretary) - Turkey



Work-flow of
E 'S C O P-Monographs

Draft of expert or on-l;
n monograph
Check by Sci. Comm. Final editing
members Language check

Board of
Supervisors

Discussion in
the Meeting
Y Approval in
—> | sci. Comm.
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Uses of
E'S COP-Monographs

support of applications for marketing
authorisations or registrations

calculations of dosages in animal studies or
clinical studies

to substanciate and harmonize indications

teaching in the field of phytotherapy




Other activities
of ESCOP

a Cooperation among national associations of phytotherapy
m biennial joint congresses
m joint statements on EU documents,...

a Networking for HMPs and services to health
practitioners, companies, health authorities

a Statements in the journal "Phytomedicine”

a Promotion of acceptance of HMPs within general
medical practice and the public

=> offer for laypersons

the ESCOP App for iOS® (iPhone®) and

Android® operating systems
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ESCOP Herb Reference App

o information about more than 100
herbs and their uses for everyday

health conditions Om—
2 over 50 searchable health conditions |
a all important information, distilled ESCOP

from the ESCOP monographs ot

a terminology adapted to laypersons

a available in English and German at
iTunes and GooglePlay
upcoming in Portuguese and Spanish

L. Krenn ICSS-2017 "Phytomedicine and Biopiracy” Mainz



Catarrh

Aniseed

Eucalyptus Oil

Fennel

Garlic

Grindelia

Liquorice Root

L. Krenn
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ESCOP App Search

8000 movistar E 0.55 I

)

Ageing problems

Appetite
Atherosclerosis
Back pain
Bloating

Blood lipids

Bowel disease
Breast tenderness
Bronchitis

Bruises

Cholesterol, raised

| PN |

eee00 02-UK =

ESCOP Herb Reference 2.0

ESCOP

e00e0 02-UK =

Hawthorn leaf and flower

Crataegus monogyna Jacq. emend.
Lindm., C. laevigata (Poiret) D.C.
(C.oxyacanthoides Thuill.) and other

N |

ESCOP is the leading European T Hop Strobile
network of herbal medicine & :

specialists ¢

Enter here for ESCOP summaries of the
best avialable information of herbal
medicines for you to use
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Humulus lupulus L.
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Horse Chestnut Seed

Aesculus hippocastanum L.
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ESCOP App Informations

common name
plant picture
botanical name
uses

minimum quality
criteria

plant part used
dosage

special warnings
contraindications

Information

Botanical Name
Aesculus hippocastanum L.

Use For:

e Vein problems
= poor venous circulation

= varicosed veins

Quality Standard
Horse chestnut should contain at least
3% triterpene glycosides (aescin)

Botanical Name
Aesculus hippocastanum L.

Use For:
e Vein problems
= poor venous circulation

= varicosed veins

Quality Standard
Horse chestnut should contain at least
3% triterpene glycosides (aescin)

Part Used
Seed

Dosage
Preparations containing 50-150 mg
aescin per day

Warning
Rare cases of stomach upset and
itching have been reported
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Conclusions

a ESCOP took a major role in lobbying for a
balanced legal framework for HMPs in Europe

a The two major current ESCOP developments are:

a ESCOP monographs, now published individually on-line
a The ESCOP herb reference app

a With these two developments ESCOP is giving

sound scientific service to:

a Health practitioners, companies, health authorities,
teachers of phytotherapy, general population
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Thank you for
your kind
attentionl
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