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¥  Botanicals in relation to the article 13 list!

¥  The EFSA approach to botanical health claims!

¥  Regulatory considerations!
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¥  E.g. Garlic!

Food 
Supplement 

Ingredient Food 

Medicinal product  Comm. E approval:  support to elevated levels of  blood lipids and age
-dependent vascular changes 

Use of Botanicals!



¥  E.g. Ginger!

Food 
Supplement 

Ingredient 

Food 

Medicinal product  Comm. E  approval:  for dyspepsia and prevention of
 motion sickness  

Cosmetic 

Use of Botanicals!



Use of Botanicals!

¥  E.g. Hawthorn!

Food 
Supplement 

Ingredient 

Food 

Medicinal product  Comm. E states:  traditionally to strengthen and invigorate heart and
 circulatory function 



The Article 13 list!

¥  ÔGenericÕ list of claims!
Ð  To cover claims that are generally recognised!
Ð  To enable SMEs to make use of such claims without 

having to undergo an authorisation!

¥  2006: concerted action of the industry federations!



¥  Concerted action by  !
¥  CIAA!
¥  EHPM!
¥  ERNA!
¥  European Botanical Forum!

¥  Common methodology for submissions!
¥  Guidance document!

¥  Division of work!
¥  Micro- and macronutrients: !CIAA!
¥  Other substances: ! !ERNA-EHPM!
¥  Botanicals: ! ! !European Botanical Forum!

The Article 13 list!



¥  Planning!
Ð  Phase 1: Prioritisation and commitment (by June 30)!

¥  Prioritise substances according to importance!
¥   Identify what health relationships based on generally accepted

 scientiÞc evidence!

¥   Identify company (or group of companies/or association) that
 commits to make a submission for a particular health
 relationship!

Ð  Phase 2: Assignment (by July 15)!
¥  Who has committed to what?!

Ð  Phase 3: Submission and validation (by October 15)!
¥  Assigned companies to submit Þles!
¥  Evaluation be a scientiÞc expert group!

Ð  Phase 4: Finalisation (by December 18)!

The Article 13 list!



¥  Article 13 list published on 20 July 2007!
Ð  776 entries!
Ð  Combined membership + others!
Ð  Amendment/Addendum published in October 2007!

¥  European Commission!
¥  Initial discussion on 11 September!
¥  Presentation of the approach in the WG: 5 November!

¥  Deadline for Member States: 31January 2008!

¥  EFSA!
¥  EFSA claims symposium: November 2006!

The Article 13 list!



¥  Methodology!

The Article 13 list!

¥  Food or food component!
¥  Health relationship!
¥  Conditions (if any)!
¥  Nature of the evidence!
¥  References!
¥  Examples of the wording !

Food or
Food

Component

Health
Relationship

Conditions
(if any)

Nature of
evidence

Grade of
evidence

References
Example of

wording

             
! ! !        
             

Food or
Food

Component

Health
Relationship

Conditions
(if any)

Nature of
evidence

Grade of
evidence

References
Example of

wording

             
! ! !        
             



¥  Issues identiÞed in relation to botanicals!
¥  Conditions of use!

¥  How to cover all products on the market ?!
¥  Conditions of use for tea ?!
¥  Solution: Indication of the equivalent amount of the botanical

 and/or active components!

¥  ScientiÞc substantiation!
¥  Reference textbooks Ð Monographs ?!
¥  Traditional use ?!

The Article 13 list!



Source: Prof. D. Richardson 2006!

Emerging Evidence 
1 2 3 4 5 

Significant Scientific Agreement Consensus 

Evidence accepted by
 scientific bodies or
 independent expert

 bodies 

Convincing 

Critical reviews by
 experts 

Single small human
 study 

+ supportive laboratory
 data 

In vitro or animal
 studies only 

Small uncontrolled
 human studies 

Epidemiological
 data with contra
-dictory results  

Single large human
 study 

Multiple small
 human studies 

+ supportive
 epidemiological data 

+ contradictory
 epidemiological data 

+ consistent results with
 good designs 

+ consistent results with
 flawed designs 

Meta-analysis 

Epidemiological
 data with consistent

 results  
+ biological plausibility
 and consistent lab data 

+ Difficulty measuring 
+ contradictory lab data 

Probable Possible Insufficient 

e.g. Judgements by
 government-related
 organisations 
(EFSA, FDA, AFSSA, …) 

e.g. Recent acknow
-ledged text books 
e.g. Monographs
 (ESCOP, …) 

e.g. Judgements by
 expert organisations
 (WHO, SACN, NAS, …) 
e.g. Judgements by
 scientific organisa
-tions (ESPGHAN, …) 

History of use 



¥  Procedure for compilation of the list!
Ð  Management of the list!

¥   43420 submissions received from the Member States!
¥  Compilation by the EC and further consultation!

Ð  EC working document (17/06/2008) clarifying the process!
Ð  Consultation on missing entries!

¥  Submission to EFSA!
Ð  EFSA list published: 4185 main entries + "

10000 similar claims !
Ð  Half sent back to EC for further clariÞcation !

The Article 13 list!



¥  Publication of  1st batch of art 13.1 opinions!
Ð  1 October 2009!

Ð  94 scientiÞc opinions summarising  523 health claims!

Ð  Including claims on:!
¥  Vitamins!
¥  Minerals!
¥  Dietary Þbres!
¥   Fatty acids!
¥  Probiotic  bacteria!
¥  Other: (sugar-free chewing gum, plant extracts, etc)!

The Article 13 list!



¥  1st batch of opinions!

Substances! Total! %!

No! Total! Appr.! Insuf.! Rej.! Appr.! Rej.!

Vitamins! 11! 73! 45! 2! 26! 62! 38!

Minerals! 12! 71! 49! 3! 19! 69! 31!

Fats! 4! 9! 4! 1! 4! 44! 56!

Foods! 2! 6! 3! 0! 3! 50! 50!

Micro-Organisms! 10! 10! 0! 0! 10! 0! 100!

Others! 27! 38! 3! 3! 32! 8! 92!

Botanicals! 26! 40! 0! 0! 40! 0! 100!

Total! 92! 247! 104! 9! 134!

%! 42! 4! 54!

Incl Micro-Org! 105! 352!

%! 30! 2! 39!

The Article 13 list!



Substances Total % 

No Total Appr. Insuf. Rej. Appr. Rej. 

Vitamins 11 38 36 0 2 95 5 

Minerals 12 38 37 1 0 97 3 

Fats 4 5 4 0 1 80 20 

Foods 2 4 3 0 1 75 25 

Micro-Organisms 10 4 0 0 4 0 100 

Others 27 9 1 2 6 11 89 

Botanicals 26 1 0 0 1 0 100 

Total 92 99 81 3 15 

% 82 3 15 

Incl Micro-Org 105 105 

% 352 82 1 17 

¥  1st batch of opinions: Industry list!

The Article 13 list!



¥  Vitamins and Minerals!
¥  Well-established consensus !
¥  Broad and general scope!
¥  15% of RDA sufÞcient for claimed effect!

¥  Other substances: !
¥  Reliance on demonstration of effect !
¥  Based on intervention trials!
¥  In healthy population!

Consistent approach ?!



¥  Probiotics!
¥  Problem with characterisation!
¥  Guidance only now available!

¥  Botanicals!
¥  No guidance!
¥  Characterisation performed by EFSA!
¥  Value of traditional use ?!
¥  What with tea ?!

Characterisation!



ScientiÞc Principles!

¥  No prior discussion or consultation!
Ð  With the stakeholders, nor Member States!

¥  The principles are not laid down in the law!
Ð  EFSA has determined:!

¥   What is understood by generally accepted scientiÞc evidence!
¥   That all claims will be assessed in the same way!
¥   That grading of the evidence will not be applied!
¥   That qualiÞed language will not be considered!
¥   That studies in patients will be discarded!
¥   That text book knowlegde and tradition will not be accepted!
¥   How the totality of the evidence is addressed!



ScientiÞc Principles!

¥  Bologna conference November 2006!
Ð  Conclusions?!

Ð  Report issued !

¥  Consultation on the guidance document!
Ð  Only on the template!

Ð  Only art 14 RDRC submissions !
¥  Art 13 brieÞng document!

Ð  After the publication of the Þrst batch of opinions!

Ð  Short deadlines for comments!

Ð  Only discussion with Member States!



Relevance of studies in patients!

¥  Provides most of the knowlegde we have on health!
Ð  Vitamins and minerals: evidence from deÞciency disease!

¥  Cfr. Also essential fatty acids!

Ð  Vague borderline between disease and not!
¥  Cfr. Studies in hypercholeserolemia!
¥  Cfr. Hypertension!

Ð  How to assess health effects ?!
¥  Passclaim related to disease markers!
¥  How to assess a health effect by intervention in a healthy 

population?!

Ð  Example: Joint health!



InsufÞcient information!

¥  Some entries may not have sufÞcient information!
Ð  Because of lack of guidance at the start!

Ð  Because of EFSA requirements only known at later stage!

¥  For some entries further information has been asked!
Ð  No clear criteria!

Ð  Arbitrary and potentially discriminative between claims!

Ð  This request contained many inconsistencies!

¥  Characterisation ?!
Ð  Is part of the scientiÞc assessment ???!

Ð  For botanicals characterisation has been done by EFSA!

Ð  For probiotics criteria published at same time as rejection!



Impact assessment!

¥  Economic / SME perspective!

¥  Consumer understanding!

¥  Research and innovation!

¥  Competition!



A Market perspective!

¥  The use of botanicals in food supplements!

Ð  Botanicals are part of the cultural heritage of countries!
¥   Many traditional products!

Ð  Member States have developed legislation to 
speciÞcally allow the use of botanicals in food!

¥   Positive lists of plants to be added to foods!
Ð  BE!
Ð  IT!

Ð  CZ!



A Market perspective!

¥  Market size!



A Market perspective!



A Market perspective!



A Market perspective!



A Market perspective!

¥   Market size !

Ð  The most used plants in food supplements !



Impact assessment!

¥  Consumer understanding!
Ð  Alternative ways of communication ?!

¥  Availablility of products ?!
Ð  Alternative distribution channels ?!

Ð  Medicinal products as only choice ?!
¥   Cost for patients!

Ð  Addition of vitamnins and minerals ?!



Impact assessment!

¥  Research and Innovation!
Ð  What if the standard is just too high ?!

Ð  The usefulness of grading of the evidence needs 
consideration!

¥  Grading is applied in other Þelds!
¥  Grading provides useful information for further research!

Ð  Fundamental discussion on the needs for nutritional 
research!

¥  Complex substances/foods!
¥  Healthy population!
¥  Markers of health / Homeostasis!



Impact assessment!

¥  Distortion of the market!
¥  The process leads to competitive distortion!

¥   The choice of claims to be assessed Þrst is arbitrary!
Ð  All claims submitted at the same time - No criteria for choice!

¥   The publication in batches will approve or reject claims!
Ð  Some claims will be rejected before others!
Ð  Some claims will be approved before others!

¥   The approvals and rejections will require label changes!
Ð  After the adoption of the Þrst decisions!
Ð  Subsequently for multicomponent products after further decissions!

Ð  Discrepancy between medicinal products and food 
supplements!

¥   Traditional herbal medicinal products: no proof of efÞcacy 
required!



THMPD as a solution ?!

¥  THMPD is medicinal law!
Ð  Intended for the prevention, treatment or cure of diseases!

Ð  Production according to Pharmaceutical standards!

Ð  Very costly!

¥  Change from food to pharma is difÞcult for SMEs!
Ð  Consequences for production, personnel, procedures!

Ð  Restriction of distribution channels!

Ð  Established competition!

¥  EU legal framework provides for the co-existence!



Proportionality ?!

Art 13 list!
Generally accepted 
scientiÞc evidence!

Well established 
consensus!

List in 2011!

Art 18 approval!
New evidence 

Proprietary 
Protection!

ScientiÞc assessment 
by EFSA!

Approval in 6-9 m!

Art 14 procedure!
RDRC"
CCHD!

ScientiÞc assessment 
by EFSA!

Approval in 9-12 m!



Proportionality ?!

¥  The data required are the same!
Ð  Substance Ð Claimed effect Ð References!

¥  The assessment is the same!
Ð  EFSA Ð Cause-effect relationship!

¥  The way in which the decision is taken is the same!
Ð  SCFCAH + Scrutiny in Parliament!

Why the different claims and procedures ???!

Art 13 list! Art 18 approval! Art 14 procedure!



Conclusions!

¥  There is a need to apply an assessment of the
 article 13.1 claims that aknowledges consensus!
Ð  Cfr. Vitamins / Minerals / Essential fats!

Ð  For botanicals: rely on botanical experts!

¥  There is a need to consider!
Ð  How the totality of the evidence can be adressed!

Ð  How the evidence can be weighted and reported in terms 
of the strength, consistency and plausibility of the effect !

¥  We continue to pursue a constructive dialogue !

¥  All aspects of the risk management decisions need
 to be assessed in terms of their impact!



Thank you for your attention !
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