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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 make an EFSA-study
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How do you make a clinical study that can 
support an application for a health claim?
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What do you want to be able to communicate?
 Is that a beneficial physiological effect/health claim?
 Is it measurable/quantifiable?
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Start from the end!



   

   

How do you perform a clinical study that can 
support an application for a health claim?

• The right methods
• The right food and comparator/placebo
• Subjects relevant for the target population
• Study design – ”unbiased”
• Statistical methods to show an effect
• Transparency – what was really done – what was planned?
• Collaborate with the right experts/CRO’s

• Read guidelines and previous opinions!
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Where do you find useful 
information?

.

http://www.efsa.europa.eu/en/topics/topic/
nutrition-and-health-claims
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http://www.efsa.europa.eu/en/topics/topic/nutrition-and-health-claims
http://www.efsa.europa.eu/en/topics/topic/nutrition-and-health-claims


   

   

Scientific guidelines
• General scientific guidance for stakeholders on health claim applications

• Guidance on the scientific requirements for health claims related to 
functions of the nervous system, including psychological functions

• Guidance on the scientific requirements for health claims related to 
physical performance

• Guidance on the scientific requirements for health claims related to 
bone, joints, skin and oral health

• Guidance on the scientific requirements for health claims related to 
appetite ratings, weight management, and blood glucose 
concentrations

• Guidance for health claims related to the immune system, the 
gastrointestinal tract and defence against pathogenic microorganisms

• Guidance on health claims related to antioxidants, oxidative damage 
and cardiovascular health
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http://www.efsa.europa.eu/en/efsajournal/pub/4367
http://www.efsa.europa.eu/en/efsajournal/pub/2816
http://www.efsa.europa.eu/en/efsajournal/pub/2816
http://www.efsa.europa.eu/en/efsajournal/pub/2817
http://www.efsa.europa.eu/en/efsajournal/pub/2817
http://www.efsa.europa.eu/en/efsajournal/pub/2702
http://www.efsa.europa.eu/en/efsajournal/pub/2702
http://www.efsa.europa.eu/en/efsajournal/pub/2604
http://www.efsa.europa.eu/en/efsajournal/pub/2604
http://www.efsa.europa.eu/en/efsajournal/pub/2604
http://www.efsa.europa.eu/en/efsajournal/pub/4369
http://www.efsa.europa.eu/en/efsajournal/pub/4369
http://www.efsa.europa.eu/en/efsajournal/pub/2474
http://www.efsa.europa.eu/en/efsajournal/pub/2474
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More questions?
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