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Learning Objective

1. To describe fundamental changes to the rules for that category of products

2. To explain why the change took place

3. To present the new framework implementation process

4. Current state of affairs
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From Foods for Particular Nutritional Uses

(Dietetic Foods or PARNUTS)

To Foods for Specific Groups (FSGs)
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2016: The Big Change



Foods for particular nutritional uses ('dietetic foods’)

Definition/description
ØOf special composition or manufacturing process

ØDistinguishable from 'food for normal consumption'

ØSuitable for claimed nutritional purpose

ØMarketed in such a way to indicate such suitability

ØFulfilling the particular nutritional requirements of:

• Persons with disturbed digestive processes or metabolism
• Persons in a special physiological condition
• Infants and young children in good health
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The Past: Directive 2009/39/EC



1. Directive 2006/141/EC on infant formulae and follow-on formulae

2. Directive 2006/125/EC on processed cereal-based foods and other baby foods for infants 
and young children

3. Directive  1996/8/EC on food for weight reduction

4. Directive 1999/21/EC on food for special medical purposes

5. Regulation (EC) No 41/2009 on composition and labelling of food suitable for people 
intolerant to gluten

6. Regulation (EC) No 953/2009 on substances that may be added for specific nutritional 
purposes to dietetic foods
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Implementing Directives adopted under 2009/39/EC



Directive 2009/39/EC foresaw a report on the 
necessity of a specific Directive for food for diabetics

Report from the Commission to the European 
Parliament and the Council on foods for persons 
suffering from carbohydrate metabolism 
disorders (diabetes)

COM(2008) 392 final of 26.6.2008
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Foods for Diabetics



• “The desirable dietary composition for people with diabetes is similar to that recommended 
for the population as a whole. 

• Therefore, people with diabetes should be able to meet their dietary needs by 
appropriate selection from normal foods. There are no scientific grounds for specific 
compositional criteria for foods for particular nutritional uses in people with 
diabetes.”

• The Commission concluded: “… that no specific Directive is required for that category of 
foods (for diabetics)”. 
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Scientific Committee for Food comment



Food for sportsmen: despite
efforts by the Commission
no specific rules (Directive)
could be agreed.

Foods for sportsmen



• Scope of dietetic foods was potentially too wide

• Number of products not belonging to one of the categories specifically 
mentioned in the Directive continued to increase 

• Interpretation of the description varied among Member States and created 
problems with free circulation of products in the EU

• Many products clearly not ‘dietetic foods’
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Enforcement Problems



Problems accentuated with the entry into force of the Regulation on nutrition 
and health claims

• Labelling statements for ‘dietetic’ foods are mandatory statements

• Claims are voluntary statements

Therefore false ‘dietetic’ foods with misleading statements that could not be 
subjects to the rules on claims (could not be authorised) were placed on the 
market
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Enforcement Problems



As a result:

• Consumers were mislead

• Complaints of distortion of competition by Food Business Operators

• Controlling authorities challenged

ê

Decision to remedy the situation
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Enforcement Problems



Regulation 609/2013 of the European Parliament and the Council on food 
intended for infants and young children, food for special medical purposes 

and total diet replacement for weight control 

ê
the regulation on food for specific groups 

(FSG regulation)

Applicable since 20 July 2016
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Regulation on Foods for Specific Groups (FSG)



• Concept of ‘dietetic food’ è abolished
• Specified categories of food under the scope of the new 

regulation/framework 
• Definitions of the categories
• Single EU list of substances to be added to FSGs included as an Annex 

(non-exhaustive)

ü Vitamins, minerals, amino acids, taurine, carnitine, nucleotides, choline, 
inositol

Legal clarity and consistency in the market
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Key elements of the new Regulation



Limited number of categories of foods/products intended for vulnerable 
groups:

• Foods for infants and young children
Ø Infant formula (IF) and Follow-on formula(FoF)
Ø Cereal-based foods and other Baby foods

• Food for special medical purposes (FSMPs)

• Total diet replacement for weight control 
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Key elements of the new Regulation



• Delegation to Commission to adopt specific rules for those categories of foods 
regarding:

Ø Compositional requirements/Presence of pesticides

Ø Labelling, presentation and advertising

Ø Notification requirements and procedures

Ø Promotional and commercial practices for IF

Ø Information on infant and young child feeding
• Delegation to Commission to adapt the Union list
• Commission may adopt technical guidelines
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Key elements of the new Regulation



1. Commission Delegated Regulation (EU) 2016/127 on infant formulae (IF) 
and follow-on formulae (FoF)

2. Commission Delegated Regulation (EU) 2016/128 on Food for Special 
Medical Purposes FSMPs

3. Commission Delegated Regulation (EU) 2017/1798 for total diet 
replacement products for weight control

4. Commission Delegated Regulation on cereal based foods and other Baby 
foods-adopted by Commission but not published following objection of EP
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Implementation: adoption of delegated acts



Two reports had to be prepared by the Commission in order to analyse 
the need of special rules for:

• Young child formula (growing up/toddler milks), published on 31 March 
2016

• Foods intended for sportspeople, published on 15 June 2016

Both reports conclude that there is no necessity for specific provisions for 
these products. From 20 July 2016, young-child formulae and food intended for 
sportspeople are exclusively covered by horizontal rules of EU food law
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Other elements of the new Regulation



Foods not covered by the Regulation are better covered by other EU rules:

• No ban of products

• Products targeting specific sub-groups of the population (e.g. sports foods, 
meal replacements) under nutrition and Health Claims Regulation

• Regulated under Food Information Regulation:

Ø Gluten-free/low foods (adopted)

Ø Lactose-free/low foods (not adopted-difficulties to agree limits)
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Other elements of the new Regulation



Interpretation decisions to ensure uniform implementation - the 
Commission may decide:

• Whether a given food falls within the scope of the regulation 
(belongs to one of the categories)

• To which category the food belongs
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Other elements of the new Regulation



• FSGs can only be marketed as prepacked food

• Provisions of this Regulation prevail over any conflicting requirements of 
other EU food law

• Attributing to such foods properties of preventing, treating or curing a 
disease is prohibited

• Labelling provisions specific to infant formula and follow-on formula

• Transition periods
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Other provisions of the Regulation
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