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CONTINENTAL DIVERSITY OF COMMERCIALISED MEDICINAL PLANTS 



1. Round leaf buchu - Agathosma betulina 
2. Bitter aloe - Aloe ferox 

3. Moringa – Moringa oleifera 

4. Rooibos tea - Aspalathus linearis 

5. Bulbine - Bulbine frutescens 

6. Honeybush tea - Cyclopia genistoides 

7. Devil’s claw - Harpagophytum procumbens  

8. Ghaap - Hoodia gordonii 

Examples of African medicinal plants of 
 current interest in product development 



9. “African potato” - Hypoxis hemerocallidea  

10. Sceletium – Sceletium tortuosum 

11. “Umckaloabo” - Pelargonium sidoides 

12. African ginger - Siphonochilus aethiopicus  

13. Cancer bush - Sutherlandia frutescens  

14. Pepperbark tree - Warburgia salutaris  

15. Cola Nut – Cola Nitida 









The European Union (EU) 
27 states and 27 regulatory systems 
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Regulatory Harmonisation  
   – Dream or Reality? 

 
 Diversity/Complexity is the Reality 
 25 EU member States = 25 Regulatory Models 

 
Pan-EU Approach is very difficult to achieve 

 Health and safety still considered ultimately a 
national not a EU issue 
 

Presenter
Presentation Notes
Companies not familiar with the European Market often assume that this is one Market, with one currency (Euro) and a harmonised regulatory system. In Reality this market is about as diverse as you can get, with every country having its own set of Regulations significantly affecting the cost of entry. The situation is likely to become even more complicated when additional member states join the European Union. It is projected that by 2010 the EU will comprise 27 states!



EU Market Sizes 

 Functional Foods US $3.5 billion 
 Food Supplements US $ 2.5 billion 
 Herbal Medicines US $4 billion 
 Essential Oils US $ 250 million 
 
= Opportunity 



EU Key Regulations 

Novel Foods 
Food Supplements 
Functional Foods 

Health Claims/Labelling 
Medicines 



EU-Key Issues 

 
Quality 
Safety 

Labelling 
GMP, GAP, GLP 

Efficacy 
Virtual Market Place ( www) 

 



 
 

Regulatory Options for Herbals in 
the EU 

 
Full drug 

 
 
 

Well Established 
Use Medicine 

 
Traditional Herbal medicine 

 
Novel/Food/Food Supplements 
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Food Supplement Directive 
since July 2002 

 
 Vitamins and Minerals 
 Positive Lists of Ingredients 
 Maximum Levels 
 GMP 
 Claims 
 New Product Development 
 



Other Substances? 

Amino Acids 
 Essential Fatty Acids  
 Fibre 
Carotenoids, etc 
Botanicals 
 



Food Supplement Directive  
– the benefits 
Harmonisation 

Pan European Marketing 

Manufacturing 

Market Growth   

Standards 



Novel Foods 

A ‘novel’ food is a food or food ingredient 
which has not hitherto been used* for 

human consumption to a significant degree 
within the EU and include foods containing, 

consisting of or produced from GMO’s. 
 

*prior to 15th May 1997 
 
 



Case History – Tahitian Noni® Juice 
(Morinda citrifolia) 
 Application to Belgium by Morinda Inc (2000) 
 Was Assessed by MS 

 Toxicological Tests (High Dose) 
 Intended Market/ Consumption forecast 
 Allergy Studies Required 

 
 Current Status – Approved since June 2003 for  

marketing in EU without claims 
 Cost of application estimated at US $1 million 
 

 
 
 



Functional Foods 

No legislation planned per se 
Will be covered under new regulation 

‘Addition of Vitamins, Minerals and 
certain other substances to foods’ 

 Fortified Food – specifically what food 
can be fortified ? 

 labelling laws will be tightened 
 



Health Claims in  the EU 
 Proposal for Regulation of Claims 

 Nutrition (e.g. low fat, low sugar) 
 Health (e.g. Calcium aids in the development 

of strong bones and teeth) 
 Health (e.g. Sufficient calcium may reduce the 

risk of osteoporosis in later life) 
 

 Prohibited Claims – Non-specific, Alcoholic 
products, psychological/behavioural functions 
 
 
 
 



Health Claims 

Opportunity: 
 Enhanced Function 
 Reduction of Disease Risk Factor 
BUT 
 Claim Substantiation  
 Pre-Marketing Approval 
 Scientific Evaluation by EFSA  



Health Claims 

Implications for Food Supplements and 
Nutraceuticals 

 
 All Health Claims will have to be 

scientifically substantiated 
 Many Claims prohibited/restricted 
 Consumer access to information at risk 

 
 
 



Other Issues - Foods 

 GM/Traceability 
 Contaminants 

Dioxins 
 Irradiation 
Heavy metals 
Alfatoxins 
 ‘Undesirable substances’ 



THMPD 

 
 The Traditional Herbal Medicinal Products 

Directive 2004/24/EC 
 April/May 2004 – agreed, implementation 

started. 
 October 2005 – Member States must have legal 

framework in place for registration 
 April/May 2011 – transitional period ends  

 



THMPD – key points 

 Simplified Registration of Herbal Medicines 
 Scope - Inclusion of Herbs/nutrients (non-

biological/ancillary) 
 Quality based on Pharmaceutical GMP 
 30 years traditional  use - 15/30 Flexibility 
 Labelling/Advertising – product’s safety and 

efficacy rely exclusively on information 
obtained from its long term use and experience 
 



THMPD – key points 

 

 Under the Directive 2004/24/EC on traditional herbal 
medicinal products (THMP) applicants are required to 
produce bibliographic or expert evidence of traditional 
use. At least 15 of the 30 years of use must relate to the 
European Union. 

  The requirement to prove medicinal use for a period of 
30 years can also be satisfied if number or quantity of 
ingredients have been reduced over that period of time. 

 Whenever the product complies with a Community 
Monograph as established by the HMPC, the 
requirement to demonstrate traditional use is lifted. 



THMPD Advantages 

 
 Regulatory Clarity 
 Product Information/Claims/Advertising 

possible 
 Quality assured 
 Consumer Confidence  
 Market Credibility  
 Market Development 



THMPD – proof of tradition, 
sources 

 Any published information referring to specific product, e.g. advertizing 
material, published product characteristics, product listings in (historic) 
drug compendia as well as specific product related archive materials, e.g. 
brochures, sales lists, invoices etc. 

 Any published information on the use of licensed herbal medicines in EU 
Member States, e.g. Martindale, Rote Liste etc. 

 Any other bibliographic evidence, e.g. text books, pharmacopoeia (for 
proof of use in ethnic populations resident in the EU, non-EU 
pharmacopoeia such as Ayurvedic may also be used) etc. 

 Lists of herbs traditionally used in EU Member States, e.g. Commission E, 
ESCOP, WHO, GSL, MHRA list etc. 

 evidence from medical doctors, herbal practitioners or experts in the field 



THMPD – EU member states 

 In EU :Austria, Belgium, Bulgaria, Cyprus, 
Czech Republic, Denmark, Estonia, Finland, 
France, Germany, Greece, Hungary, Ireland, 
Italy, Latvia, Lithuania, Luxembourg, Malta, 
Netherlands, Poland, Portugal, Romania, 
Slovakia, Slovenia, Spain, Sweden, UK 

 Outermost regions: Azores and Madeira, 
Canary Islands, French Guyana, Guadeloupe, 
Martinique and Réunion 



THMPD – community monographs 
Aloe (F) 
Anisi fructus (F1, PF2) 
Anisi aetheroleum (F) 
Betulae folium (PF) 
Calendulae flos (PF) 
Echinaceae purpureae  (PF) 
Eleutherococci radix (PF) 
Foeniculi amari fructus (F) 
Foeniculi amari fructus aetheroleum (F) 
Foeniculi dulcis fructus (F) 
Frangulae cortex (F) 
Lini semen (F) 
Lupuli flos (PF) 
Melissae folium (F) 
 

Menthae piperitae aetheroleum (F) 
Menthae piperitae folium (PF) 
Passiflorae herba (F) 
Plantaginis ovatae semen (F) 
Plantaginis ovatae seminis tF) 
Primulae radix (F) 
Primulae flos (F) 
Psyllii semen (F) 
Rhamni purshianae cortex (F) 
Rhei radix (F) 
Sennae folium (F) 
Sennae fructus (F) 
Thymi herba (F) 
Valerianae radix (F) 
 
PF: Assessment close to finalisation (pre-final), 
F: Final opinion adopted (2007) 





THMPD - Outstanding Issues 
for Industry 
 

 Fees 
 Costs 
 Strategy for Product Ranges 
 Current Licences 
 Effect on SMEs 
 Foreign traditions (TCM etc) 







 
CEPHYR Collaborative Partner 

 www.cephyr-recherche.com  







Thank you  
for more information 

 

Email info@denzil.com 
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