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Disclaimer
Although I’m an external expert at EFSA (the 
Working Group on Claims and the Panel for 
Nutrition, Dietetics and Allergies) involved in 
scientific evaluations of health claim applications, 
the views presented here are my personal views 
and not necessarily the views of EFSA
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How do you get a 
Health Claim approved?
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That’s easy

You write a good application 
based on good studies 

convincing the NDA-panel 
that the claim should be substantiated
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Why regulate health claims?

• Protect the consumer

• Fair competition

• Facilitate trade

• Stimulate ”healthy” innovations

• Improve the health in EU
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What is a health claim?

Anything that communicates to 
the consumer that a food has a 
beneficial effect related to health

The use of health claims is regulated by a regulation that is 
common for all EU-countries (EC) No 1924/2006 about 
nutrition and health claims made on foods

Claims are divided into claims on 
• Function, development and health (article 13)
• Risk reduction (of disease) (article 14)
• Children's development and health (article 14)
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Food or medicine?

Medicine

Treat 
Prevent
Alleviate
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Food
Food supplement

Beneficial physiol. effect
Risk reduction
Nutritional claims
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General principles for health claims

Claims must:

 be approved

Claims must not:

 be false, ambiguous or misleading!

 give rise to doubt about the safety and/or the 
nutritional adequacy of other foods!

 encourage excess consumption!

 state, suggest or imply that a balanced and 
varied diet cannot provide appropriate 
quantities of nutrients in general!



   

   

Who does what?

• EFSA/NDA-panel – evaluate the 
science
• and answer questions from the 

commission
• The Commission are risk managers

• together with national authorities
• National authorities are responsible 

for checking the compliance with the 
regulation

• Courts interpret and decides weather 
or not a claim is OK
• National/regional and sometimes the EU-court
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The Panel considers the extent to which: 

1) The food/constituent is defined and characterised

2) The claimed effect is defined and measurable 
3) The claimed effect is a beneficial physiological 

effect (“beneficial to human health”)
4) A cause and effect relationship is established 

between the consumption of the food/constituent 
and the claimed effect (for the target group under 
the proposed conditions of use)

5) Target population and amount of the food needed 
to achieve the effect (conditions of use)

Issues addressed by the NDA Panel 
in the scientific assessment



   

   

• All relevant/pertinent documentation
• How is the effect shown/is it shown? 

• Validated methods
• Study design
• Relevant control
• Statistical methods

• Target population
• Amount of food needed (“dose/dosing”)
• Wordings based on the findings in the studies

Things that the NDA panel looks 
for in its scientific evaluation



   

   

1) A cause and effect relationship has been 
established between the consumption of the 
food/constituent and the claimed effect

2) The evidence provided is insufficient to 
establish a cause and effect relationship 
between the consumption of the 
food/constituent and the claimed effect

3) A cause and effect relationship has not been
established between the consumption of the 
food/constituent and the claimed effect 

Outcomes of a scientific assessment?
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How is an application handled?

1. Submitted to a national authority by a company etc

2. To EFSA for validation  something missing/unclear etc

3. Scientific opinion drafted by a working group (external experts)

4. Questions to the applicant for clarification (optional)

5. Additional information from the applicant (optional)

6. Draft to the NDA panel  Publish a scientific opinion

7. To the commission (risk managers) for potential publication

8. Input/objections from member states

9. If positive - Published on the list of approved claims
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Until now

• 40.000 claims submitted for 13.1 !!!!!!

• Reduced to 4.000 to be evaluated

• ”Botanicals” on hold (nobody knows what to do)

• Article 13.5 – beneficial physiological effects 

• Article 14 – risk reduction

• Article 14 - children’s development and health

• Guidelines/updates
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Is the system working well?
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• Are the scientific requirements too high?

• Relevance of some claims questioned

• Botanicals not evaluated/regulated

• Rules are not followed



Questions?
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