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Do not forget food safety 

•  You must document that your product is 
safe – unless will it never reach the 
market. 

•  And you must document that your 
product have the health effects you 
claim. 

 











How to enter the European market? 

•  In order for a functional food/
ingredient/”food” to be approved by the 
European Food Safety Authority (EFSA), 
a dossier must be prepared with all the 
scientific data about the food. 
 

•  The dossiers must be prepared in 
accordance with Regulation (EC) 
No1924/2006 and its subsequent 
modifications (Regulation (EC) 107/2008 
and 109/2008). 





•  A guidance on conducting repeated-dose 
90-day oral toxicity study in rodents on 
whole food/feed has been made and 
complements the OECD Test Guide 408. 

 



A dossier on health claims 
(effects) contains: 

•  Nutritional characterization 
•  Toxicity studies 
•  Pre intervention studies 

–  In vitro (cell lines) 
–  In vivo (animal models) 

•  Human intervention studies 
– Randomized Controlled Trials (RCT) 

•  Biostatistics 
•  Labelling 

 
 

 



Human intervention trials to 
document health effects 

•  When performing experiments to 
document positive health effects, 
independent of model it is very important 
to look for adverse or negative effects. 

•  This should always be made clear in all 
scientific papers along with the outcome 
on the endpoints for positive health 
effects. 

 
 

 
 

 



Human intervention trials 

•  This makes it possible to perform a “risk-
benefit” assessment of the findings. 

 
Positive 
effects 

Negative 
effects 



Human intervention trials 

•  There is a need to establish a cause and 
effect relationship and then we need 
human trials. 

•  Randomized double-blind placebo 
controlled trials, parallel or crossover. 
– Gold standard but not possible with food or 

complex matrices. 
– Patients versus healthy volunteers. 

•  We need dietary intervention trials with 
appropriate end points assessing both 
positive and negative outcomes. 
 
 

 
 

 



Human intervention trials 

•  Although these trials will not reveal the 
underlying mechanisms they will add 
valuable information on cause and effect. 

•  Most of us eat several times a day and 
we also know that what we eat affects 
our health. 

•  Enjoy a nice and healthy lunch. 
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 Thank you for your attention. 

 
 

 
 

 


