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A nutrient, namely a vitamin or a mineral, is a substance with a nutritional or physiological effect 

that is generally present in foodstuffs included in the common diet. In the last decades, several 

products containing concentrated sources of nutrients have been developed and marketed as 

medicinal products or food supplements. The classification of a product in the most appropriate 

category is mainly based on its intended use. According to the selected category, different types of 

procedures, studies and costs are required for marketing. 

If the product has therapeutic, diagnostic or preventive properties, it must be classified as 

medicinal product or medical device.  In both cases, deepened studies have to be provided by 

applicants to demonstrate the quality, efficacy and safety of the product. It can be a cosmetic 

product,  if it aims to maintain external parts of the body in good conditions, protecting or 

cleaning them. Otherwise, it has to follow the regulatory framework of foodstuffs. In the latter 

case, a product containing a concentrated source of nutrients can be classified as food supplement 

or food for special medical purposes. ,  The Directive 2002/46/EC defined a “food supplement” as 

a foodstuff the purpose of which is to supplement the normal diet and which is a concentrated 

source of nutrients or other substances with a nutritional or physiological effect, alone or in 

combination, marketed in dose form designed to be taken in measured small unit quantities.3 As 

stated by the Regulation (EU) 2016/128, a product follows the definition of food for special 

medical purposes, if it is nutritionally complete or incomplete food with a well-defined nutrients 

formulation that can constitute or not the sole source of nourishment for the persons for whom it 

is intended.3 

Although the labelling, presentation and advertising must not attribute to foodstuffs the property 

of preventing, treating or curing a human disease, health and nutritional claims can be accepted. 

As stated in the Regulation (EC) n. 1924/2006, a nutrition claim states, suggests or implies that a 

food has beneficial nutritional properties due to the calorific value it provides or the nutrients are 

contained in it.  The health claim states, suggests or implies that a relationship exists between 

health and the food product or one of its constituents. 

Nutrition claims that can be used in foodstuff are listed in the Regulation overmentioned. On the 

other side, the health claims should be based on scientific evidences. If the consumption of a food 

or its constituent is demonstrated to be related to the reduction of risk of a disease, a specific 

health claim can be used by manufacturer only if it is preliminary authorized by authority in charge 

on the bases of scientific documentations proving the beneficial relationship or is listed in those 

accepted by the European Commission. 

In addition, if a foodstuff is classified as novel food or contains substances classifiable as novel 

food ingredients according to the current European regulatory framework, the requirements for 



placing it on the market result even more stringent. The Regulation (EC) n. 258/1997 defined as 

novel food each foodstuff that have not hitherto been used for human consumption to a 

significant degree within the Community before 1997.  The European Commission requires the 

submission of a dossier containing appropriate information to demonstrate the safety of the 

product and constituents for excluding risks for consumers’ health after the product marketing. 

In conclusion, to protect public health and to avoid misleading consumer behaviour, a nutrient can 

be marketed as part of medicinal product or food supplement in consideration of the proposed 

claim more than the clinical evidences of efficacy and the product dose. 

 


