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Summary

Explanation of the different types of claims 

Outlining procedures for the authorisation of claims

Explanation of the content of the so called positive list

Meaning of the term “on hold claims” 
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Classification of claims
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• Increasing number of nutrition and health claims made on foods

• Different national provisions within the European Union

• Impediment of the free movement of goods

• Unequal conditions of competition 

• Protection of consumers

Background of the Health Claims Regulation



• Regulation (EC) No 1924/2006 of the European Parliament and 
of the Council of 20 December 2006 on nutrition and health 
claims made on foods

• Applicable since 1 July 2007

Publication of the Health Claims Regulation 



• ‘To ensure the effective functioning of the internal market as regards 
nutrition and health claims and to provide a high level of consumer 
protection’ – Art. 1(1)

• Regulation applies 

- To nutrition and health claims made in commercial communications, 
whether in the labelling, presentation or advertising of foods to be 
delivered as such to the final consumer

- For foods intended for supply to restaurants, hospitals, schools,  
canteens and similar mass caterers – Art. 1 (2)

• Nutrition and health claims are voluntary information!

Scope of Regulation (EC) No 1924/2006 (I)



• Regulation applies without prejudice to the following Community provisions:

(a) Regulation (EU) No 609/2013 on food intended for infants and young 
children,  food for special medical purposes, and total diet replacement 
for weight control (Food for specific groups – FSG) 

(b) Council Directive 2009/54/EC on natural mineral waters
(c) Council Directive 98/83/EC on the quality of water intended for human 

consumption
(d) Directive 2002/46/EC on food supplements

Scope of Regulation (EC) No 1924/2006 (II)



• Food for special medical purposes (FSMP) is intended for the dietary 
management of patients with a limited, impaired or disturbed capacity to 
take ordinary food because of a specific disease, disorder or medical 
condition. Reference to the dietary management of diseases, disorders or 
medical conditions is not considered a disease claim 

• No health and nutrition claims for infant formula, FSMP and total diet 
replacement for weight control products (except fibre) with the Delegated 
Acts on ‚Food for specific groups‘

Food for specific Groups (FSG)



• Claim: any message or representation, which is not mandatory 
under Community or national legislation, including  pictorial, 
graphic or symbolic representations, in any form, which states, 
suggest or implies, that  a food has particular characteristics 

• Health claim: any claim that states, suggests or implies that a 
relationship exists between a food category, a food or one of its 
components and health

Definition of a health claim – Art. 2





• Claims referring to a function of the body (Function claims) –

regulated in Art. 13

- Establishment of a so called ‘Positive list’

• Reduction of disease risk claims – regulated in Art. 14(1)(a)

• Claims referring to children's development and health – regulated 

in Art. 14(1)(b)

Types of health claims



• Growth, development, function of the body
• Psychological, behavioural functions
• Slimming/weight control, hunger, satiety, reduction of available 

energy

Examples:
• Vitamin C contributes to maintain the normal function of the immune system during and after 

intense physical exercise 
• Biotin contributes to normal psychological function
• Substituting one of the main daily meals of an energy restricted diet with a meal replacement 

contributes to the maintenance of weight after weight loss (meal replacement for weight 
control)

Claims referring to a function of the body 
(Function claims) – Art. 13



• For example:

“Calcium is needed for normal growth and development of bone in children.”

§ No definition of ‘children’ in the Regulation     

§ Interpretation of the term ‘children’ in the Guidance Document on the 
implementation of Regulation (EC) No 1924/2006 of 2007 as reaching the 
end of the growth period 

Claims referring to children´s development 
and health – Art. 14 (1) (b)



• Reduction of disease risk claim: any health claim that states, 
suggests or implies that the consumption of a food category, a 
food or one of its constituents significantly reduces a risk factor 
in the development of a human disease

• For example: Plant stanol esters have been shown to reduce 
blood cholesterol. Blood cholesterol is a risk factor in the 
development of coronary heart disease

Definition of a “disease risk claim” – Art. 2



• The prohibition of ‚disease claims‘ to be found in Art. 7 (3) of 
the FIC Regulation No 1169/2011

(…)’food information shall not attribute to any food the property 
of preventing, treating or curing a human disease, nor refer to 
such properties’

Prohibition of “disease claims”



• Which may be considered as claims may be used without undergoing the 
authorisation procedure provided that they are accompanied by a related 
nutrition or health claim in that labelling, presentation or advertising which 
complies with the provisions of this Regulation

• Transitional period for trademarks and brand names existing before 1 
January 2005 (continue to be marketed until 19 January 2022)

Trade marks, brand names and fancy names 
– Art. 1 (3)



• Traditionally used to indicate a particularity of a class of foods or beverages 
which could imply an effect on human health) (e.g. ‘cough drops’)

• Exemption from the application of the Regulation
• Rules for making applications adopted by the Commission with Regulation 

(EU) No 907/2013
- Application submitted to a Member State where the generic descriptor is used
- The generic descriptor as used in the language(s) where it is traditionally used 
- Traditional use of at least 20 years prior to the date of entry into force of this     
Regulation = 11/10/2013)

Generic descriptors – Art. 1 (4) 



COUGH DROPS



Provides the following derogations: 
- Tonic water (All Member States)
- Cough drops (in different terms Austria, Germany, UK, NL, Portugal, Finland)
- Hustensirup (Austria)
- Biscotto salute (Italy)
Pending application:
- Probiotico (from Italy)
- Digestive biscuits (from UK)

Commission Regulation (EU) 2019/343



• “Reference to general, non-specific benefits of the nutrient or food 
for overall good health or health related well-being may only be 
made if accompanied  by a specific health claim included in the 
lists provided for in Article 13 or 14.”

“Unspecific claims” - Art. 10 (3)



• Commission Implementing Decision of 24 January 2013 
• Important points concerning Art. 10 (3)

- Food business operators have the responsibility to demonstrate the 
link between the reference to general, non-specific benefits of the food 
and the specific, accompanying, permitted health claim.

- The specific authorised health claim accompanying the statement 
making reference to general non-specific health benefits, should be 
made “next to” or  “following” such statement.

Guidelines by the European Commission on 
Art. 10



• Health claims describing or referring to:
(a) the role of a nutrient or other substance in growth, development and the 

functions of the body

(b) psychological and behavioural function
(c) without prejudice to Directive 96/8/EC, slimming or weight-control or a 

reduction in the sense of hunger, an increase in the sense of satiety or to 
the reduction of the available energy from the diet

• Based on generally accepted scientific evidence
• Well understood by the average consumer

Health Claims - Art. 13 (1)



• Approximately 44.000 entries from MS
• 4.637 (main) entries in the consolidated list from the Commission
• Submission to EFSA for evaluation
• Main reasons for a negative opinion:

- The food is not sufficiently defined or characterised for a scientific 
assessment

- The claimed effect for the food is not sufficiently defined /claimed effect is not 
beneficial

- Claimed effect has not been scientifically substantiated / evidence is 
insufficient to establish a cause and effect relationship

Establishment of the “Positive list”



• Comitology procedure (Commission + Member States + EP)

• Adoption of 222 claims for the positive list

• Not all the claims positively assessed by EFSA have been adopted 

- For example on sodium/maintenance of normal muscle function and 
fats/absorption of fat soluble vitamins as they were inconsistent with 
generally accepted nutrition and health principles

- ‘Caffeine Claims’ after safety assessment by EFSA still on hold 

Comitology Procedure



• 222 claims in the list

- Mainly vitamins and minerals (as they are very well studied)
- General conditions, conditions of use, other conditions, restrictions of use 

of the food, additional statement or warning
• Flexibility of Wording (Recital 9: ‘Where the wording of claims has the same 

meaning for consumers as that of a permitted health claim, because it 
demonstrates the same relationship that exists between a food category, a 
food or one of its constituents and health, the claims should be subject to the 
same conditions of use indicated for the permitted health claims.’)

Regulation (EU) No 432/2012 establishing a 
list of permitted health claims made on foods



• No harmonisation of other substances  (Recital 17: ‘Any decision on a health 
claim … as inclusion in the list of permitted claims referred to in Article 13 (3) 
thereof does not constitute an authorisation to the marketing of the substance 
on which the claim is made, a decision on whether the substance can be 
used in foodstuffs, or a classification of a certain product as a foodstuff.’)

- For example “Melatonin”

• Regulation applicable since 14 December 2012

• Several amendments (addition of claims to the list) 

Regulation (EU) No 432/2012 establishing
a list of permitted health claims made on foods



Example from the Art. 13 List



• 265 permitted health claims

• 2076 non-authorised health claims

• 2145 health claims under consideration (means ‘on-hold’)

Where do we stand today?



Evaluation of claims for botanicals still pending



• Evaluation of claims for botanicals (approx. 2000 claims) still pending

• Published on the Website of the European Commission

• Transitional period still granted according to Art. 28 (5) and (6)

= responsibility of food business operators provided that they comply 
with this Regulation and with existing national provisions applicable to 
them 

Claims ‘on hold’



• General principles to be respected if the wording of an authorised health 
claims is adapted

- No official document from the Commission

- Elaborated as an initiative of experts from Member States for an 
harmonised approach

- Finalised in December 2012

Recommendations elaborated by Member 
States’ experts



• Adapted wording must mean the same to a consumer as the authorised 
wording

• Example: “X contributes to the normal function of the immune system”
OK:

“X plays a role in the normal function of the immune system” or
“X supports the normal function of the immune system” or
“X contributes to maintaining the normal function of the immune system”

NOT OK:
“X stimulates the normal function of the immune system” or
“X optimises the normal function of the immune system”

Flexibility of Wording – Recommendation by 
Member States‘ experts (I)



• Health claim should only be made for the nutrient and not for the product that 
contains them

• Example: “X contributes to the normal function of the immune system” 
(Product Y containing the relevant amount of nutrient)
OK:

“X contributes to the normal function of the immune system” or
“Y contains X which contributes to the normal function of the immune system

NOT OK: 
“Y contributes to the normal function of the immune system” or
“Y contributes to the normal function of the immune system. Y contains X”
(Note: There is no clear link made between X and the claimed effect.)

Flexibility of Wording – Recommendation by 
Member States‘ experts (II)



Nutrition claims – Listed in the Annex of the HCR 



• Nutrition claim means any claim which states, suggests or implies that a food 
has particular beneficial nutritional properties due to:

(a) the energy value it
(i) provides;
(ii) provides at a reduced or increased rate; or
(iii) does not provide; and/or 

(b) the nutrients or other substances it
(i) contains;
(ii) contains in reduced or increased proportions; or
(iii) does not contain

Definition of a nutrition claim – Art. 2



• ‘Nutrient’ means protein, carbohydrate, fat, fibre, sodium, vitamins and 
minerals listed in the Annex to Directive 90/496/EEC, and substances which 
belong to or are components of one of those categories

• ‘Other substance’ means a substance other than a nutrient that has a 
nutritional or physiological effect

Definition of a nutrient and other substances 
set by the Regulation – Art. 2    



• 30 permitted nutrition claims
• Related to energy, fat, sugar, sodium/salt, fibre, protein, vitamins and 

minerals, other substances
• Flexibility of Wording also granted for nutrition claims: Any claim considered 

to have the same meaning for consumers as a nutrition claim included in the 
list should be subject to the same conditions of use indicated therein (Recital 
21 of Regulation (EC) No 1924/2006) 

- Claims related to the addition of vitamins and minerals  such as ‘with …’, 
‘restored …’, ‘added …’, or ‘enriched …’ should be subject to the conditions set 
for the claim      ‘source of …’

Annex of Regulation (EC) No 1924/2006



• Nutrient claim versus health claims
- A claim is a nutrition claim if in the naming of the substance or category of 

substances, there is only factual information, e.g.: ‘’contains lycopene’’
- A claim is a health claim if in the naming of the substance or category of 

substances, there is a description or indication of a functionality or an 
implied effect on health, e.g.: ‘’contains antioxidants’’

Rules for nutrition claims



• When the claim "light" or "energy reduced" is used, the characteristics which 
make  the food ‘light’ or "energy reduced" must be indicated, e.g. ‘light - 50% 
less sugars’
• When the nutrient is removed from the composition of the product, this 
indication can be provided by a  claim referring to the absence of the nutrient, 
e.g. ‘light – no sugars’ 
• Guidance on the implementation of Regulation N° 1924/2006 on nutrition and 
health claims made on foods
https://ec.europa.eu/food/sites/food/files/safety/docs/labelling_nutrition_claim_r
eg-2006-124_guidance_en.pdf

Rules for nutrition claims

https://ec.europa.eu/food/sites/food/files/safety/docs/labelling_nutrition_claim_reg-2006-124_guidance_en.pdf
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Conclusions 
Ø Regulation applies to nutrition and health claims made in commercial communications

Ø Function claims, risk reduction claims, children’s claims

Ø Disease claims prohibited according to the FIC Regulation

Ø Authorised claims, non-authorised claims, on hold claims

Ø 30 permitted nutrition claims
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