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MEDICINAL PLANTS

Medicinal plant products and their relationships

HERBAL

MEDICINES

DIETARY (FOOD) 

SUPPLEMENTS
PHYTO -

CHEMICALS

NON 

PRESCRIPTION 

DRUGS

ESSENTIAL OILS 

AROMATHERAPY

HERBAL TEAS & 

JUICES

PRESCRIPTION

DRUGS

FUNCTIONAL

FOODS

CULINARY HERBS



PRODUCT $ MILLION PRODUCT     $ MILLION

Gingko 600 Echinacea 120
Valerian 300 Butchers Broom 120 
Horse Chestnut 250 Evening Primrose 110
Saw Palmetto 230 Pygeum bark 105
Bitter orange extract 220 Melilot 100
Garlic 200 Grape Seed 90
Hawthorn 140 Milk Thistle 80
Ginseng 140 Melissa 65
Psyllium 125 Nettle 60

Source: M.K. Eaves 1998 via Denzil International

The top selling medicinal plants in Europe



1. Are herbs medicines
2. Are they safe
3. Where are they sold
4. What are the main safety issues

- Safety (per se)
- Safety (related to quality)

5. What regulatory challenges exist
6. Where does pharmacovigilance fit in 

The main issues



What is a medicine? 

Article 1 of Directive 2001/83/EC as amended defines a 
ñmedicinal productò as:

ñAny substance or combination of substances aimed 
at treating or preventing disease in people or which 
may be administered to people with a view to 
making a diagnosis or restoring, correcting or 
modifying a physiological function.ò



What is a food supplement?

Article 2 of EU Regulation 172/2002 and the UK Food 

Safety Act (1990) defines a ñfood supplementò as:

ñfoodstuffs the purpose of which is to supplement the 
normal diet and which are concentrated sources of 
nutrients or other substances with a nutritional or 
physiological effect, alone of in combination, 
marketed in dose formò



Herbal medicine v food supplement

Å Medicinal properties are 
assumed

Å If registered or licensed, can 
make claims of treating or 
preventing disease

Å Both óherbal medicinesô and 
ófood supplementsô can be 
registered by this route

Å Needs a history of traditional 
use as a medicine in Europe

Å Safety and quality need to be 
demonstrated in a dossier 
submitted to the licensing 
authority

Å Physiological properties are 
assumed

Å Can make claims of 
ómaintainingô health

Å Products considered to be 
ómedicinesô cannot be 
registered by this route

Å Any item normally 
considered as food can be 
marketed as a supplement

Å Safety is assumed but it 
must be ófit for purposeô and 
manufacturers have a Duty 
of Care 



UK Herbal Medicines Market: The Present

ÅUnlicensed herbal medicines: very many

ÅHerbal products sold as Food Supplements: very many

ÅLicensed herbal medicines: very few!

ÅRegistered Traditional Herbal Medicines: very new! 

= no pharmacovigilance!



Licensed Herbal Medicines

ÅApproved by the MHRA
ÅQuality
ÅSafety 
ÅEfficacy (difficult to prove!)

ÅGood manufacturing practice (GMP)
ÅGood distribution practice (GDP)
ÅPharmacovigilance mandatory
ÅApproved Patient information

Consumer and Professional 
Confidence



Unlicensed Herbal Medicines

ÅNo approval by the MHRA
ÅQuality variable
ÅSafety unassessed
ÅEfficacy unassessed

ÅNo Good Manufacturing Practice
ÅNo Good Distribution Practice
ÅNo Pharmacovigilance
ÅNo approved Patient Information

No Consumer and 
Professional Confidence



ÅThe UK market is largely unregulated at the present time -
Pharmacovigilance is limited to a few licensed herbal products

ÅMany manufacturers in the UK cannot or will not invest 
heavily in producing high quality herbal products when the 
market is unregulated - low quality products are freely and 
cheaply available in the market place.

ÅAlthough companies have a Duty of Care to their customers, 
failure to manufacture high quality and safe products is often 
borne through ignorance and a misguided belief that all things 
natural are safe.

Status of the UK Herbals Market



What is needed for the future?

ÅConsistently high quality pharmaceutical standard products

ïGood Manufacturing Practice

ïPharmacopoeial standard herbs and excipients

ïStability testing

ÅReliable & accurate consumer & professional information

ÅReliable supply chain - Good Distribution Practice (GDP)

ÅRobust pharmacovigilance procedures ïincluding for 
interactions with conventional drugs

ÅEuropean importation controls in place Ƹ

The European Traditional Herbal Medicinal 
Products Directive



Ensuring quality ïfor both food 
supplements and herbal medicines

ÅEasiest way ïuse a published, óofficialô standard

ÅWhy? Saves validating your methods!

ÅWhat kind of published standard?

ÅPharmacopoeial monograph covers almost everything!

ÅWhat is in the Pharmacopoeia?

ÅMany things ïincluding food items (essential oils, fatty 

oils, plant extracts such as bilberry)

ÅWhich Pharmacopoiea? In the UK: the European or 

British Pharmacopoiea, or use the Japanese, US, Chinese 

and Indian Pharmacopoieas

ÅCompliance does NOT mean it is a medicine!



The Ph.Eur. and B.P. lay 

down standards of purity 

and quality:

Definition and 

Identification

Botanical: macroscopical 

(A) and 

microscopical (B)

Chemical: (C) plus assay

Pharmacopoeial quality ïwhat does it mean?



Registered Herbal Medicines

ÅApproved by the MHRA
ÅQuality
ÅSafety 
Å30 years traditional use

ÅGood manufacturing practice
ÅGood distribution practice
ÅPharmacovigilance
ÅApproved Patient information

Consumer & 
Professional Confidence



ÅAtrogel (Arnica)

ÅFlexiherb (Devilôs Claw)

ÅMigraherb (Feverfew)

ÅMenoherb (Black cohosh)

many more to be approved - 26 submissions to date

Current registration approvals



óHotô herbs (unlicensed)

ÅSt Johnôs Wort: Hypericum perforatum
ÅMilk Thistle: Silybum marianum
ÅAgnus castus: Vitex agnus castus
ÅPelargonium: Pelargonium sidoides
ÅRhodiola: Rhodiola rosea
ÅSaw palmetto: Serenoa repens

Sold as unlicensed  óherbal medicinesô
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óOldô licensed herbal medicines ïbut not so hot!

There are also some old 
traditional formulae which 
have been given a licence ï
this route is no longer open



Hot herbs (newly registered)

ÅDevilôs Claw: Harpagophytum procumbens
ÅFeverfew: Tanacetum parthenium
ÅArnica: Arnica montana
ÅBlack Cohosh: Cimicifuga racemosa

Sold as registered herbal medicines ï
under the new THMPD
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Hot herbs (food supplements)

Å Ginkgo Leaf: Ginkgo biloba
Å Sage Leaf: Salvia officinalis
Å Ginseng: Panax ginseng
Å Artichoke Leaf: Cynara scolymus
Å Red Vine Leaf: Folia Vitis viniferae
Å Grape Seed: Semen Vitis viniferae
Å Bilberry fruit: Vaccinium myrtillus
Å Turmeric root: Curcuma longa
Å Green Tea: Camellia sinensis

Sold as Food Supplements - under Food Legislation
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Chinese drugs popular in Europe and the US

ÅGinkgo biloba

ÅPanax ginseng  (ginseng)

ÅAstragalus membranaceus

ÅBupleurum chinense

ÅRehmannia glutinosa

ÅSalvia miltiorrhiza (Dan Shen)

ÅAngelica sinensis(Dong Quai)
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